
Please ban direct to consumer advertising (DTCA) of medicines as it is 
motivated by profit, not health.  
Banning it would also makes doctors lives easier.  
 
Yours sincerely 
 
Antony Maguire 



Submission on: Therapeutic Products consultation  
As a consumer, I strongly support changing the law to ban direct-to-consumer advertising (DTCA) of prescription 
medicines in New Zealand.  
My main points are:  

• Advertisements for prescription medicines do not give me all the information I need to make an informed 
decision about healthcare treatments. 

• Unnecessary prescription of medicines leads to increased costs for consumers and the health system. 
• DTCA has already been banned in many other countries due to the risks it creates for consumers. Kiwi 

consumers deserve the same protection. 
Yours sincerely 
Chris Ferkins 
 



Submission on: Therapeutic Products consultation  

As a consumer, I strongly support changing the law to ban direct-to-consumer advertising 
(DTCA) of prescription medicines in New Zealand.  

• Advertisements for prescription medicines do not give me all the information I need to 
make an informed decision about healthcare treatments. 

• Research shows DTCA increases the risk of inappropriate prescribing, creating health 
risks for consumers. 

• Unnecessary prescription of medicines leads to increased costs for consumers and the 
health system. 

• DTCA has already been banned in many other countries due to the risks it creates for 
consumers. Kiwi consumers deserve the same protection. 

• There’s also strong support from doctors and other medical professionals for a ban on 
DTCA, as they agree it creates more harm than good. 

Yours sincerely 
Dianne Reade Becker 
 



• This explains the way i feel about the current law and the need to change for the 
betterment on NZ citizens. 

• Advertisements for prescription medicines do not give me all the information I need to 
make an informed decision about healthcare treatments. 

• Research shows DTCA increases the risk of inappropriate prescribing, creating health 
risks for consumers. 

• Unnecessary prescription of medicines leads to increased costs for consumers and the 
health system. 

• DTCA has already been banned in many other countries due to the risks it creates for 
consumers. Kiwi consumers deserve the same protection. 

• There’s also strong support from doctors and other medical professionals for a ban on 
DTCA, as they agree it creates more harm than good. 

Yours sincerely   Adriaan 
 



As a consumer, I strongly support changing the law to ban direct-to-consumer advertising 
(DTCA) of prescription medicines in New Zealand.  

• Advertisements for prescription medicines do not give me all the information I need to 
make an informed decision about healthcare treatments. 

• Research shows DTCA increases the risk of inappropriate prescribing, creating health 
risks for consumers. 

• Unnecessary prescription of medicines leads to increased costs for consumers and the 
health system. 

• DTCA has already been banned in many other countries due to the risks it creates for 
consumers. Kiwi consumers deserve the same protection. 

• There’s also strong support from doctors and other medical professionals for a ban on 
DTCA, as they agree it creates more harm than good. 

Yours sincerely 
Mary Pearson 
 



As a consumer, I strongly support changing the law to ban direct-to-consumer advertising 
(DTCA) of prescription medicines in New Zealand.  

• Research shows DTCA increases the risk of inappropriate prescribing, creating health 
risks for consumers and some of the claims may be misleading as is the case for many of 
the quack remedies advertised. 

• Unnecessary prescription of medicines leads to increased costs for consumers and the 
health system. 

• DTCA has already been banned in many other countries due to the risks it creates for 
consumers. Kiwi consumers deserve the same protection.  Coming from the UK 14 years 
ago, I was amazed at the advertising for medicines and equally as amazed at the claims 
made for quack remedies.  Misleading descriptions is, of course, not new and I recall 
about 50 years ago, a leading UK Public Analyst decrying the misleading claims being 
made for quack medicines.  The situation appears to be almost as bad with claims made 
for certain foods.  It is all very well saying that such and such 'may be beneficial for 
something' or is 'based on clinical evidence' when it mat not be based on a correctly run 
independent study, but the very fact that these statements are provided, will, undoubtedly, 
mislead the public. 

• There’s also strong support from doctors and other medical professionals for a ban on 
DTCA, as they agree it creates more harm than good.  Surely, the medical profession's 
support is sufficient to ensure that this type of advertising is banned. 

Yours sincerely 
Ron Cooper 
 



As a consumer, I strongly support changing the law to ban direct-to-consumer advertising (DTCA) of 
prescription medicines in New Zealand. 
  
Advertisements for prescription medicines do not give me all the information I need to make an 
informed decision about healthcare treatments. 
  
Research shows DTCA increases the risk of inappropriate prescribing, creating health risks for 
consumers. 
  
Unnecessary prescription of medicines leads to increased costs for consumers and the health system. 
  
DTCA has already been banned in many other countries due to the risks it creates for consumers. Kiwi 
consumers deserve the same protection. 
  
There’s also strong support from doctors and other medical professionals for a ban on DTCA, as they 
agree it creates more harm than good. 
  
Yours sincerely 
  
Lance Steven 
 



As a consumer, I strongly support changing the law to ban direct-to-consumer 
advertising (DTCA) of prescription medicines in New Zealand. 
 

• Advertisements for prescription medicines do not give me all the information I 
need to make an informed decision about healthcare treatments. 

• Research shows DTCA increases the risk of inappropriate prescribing, creating 
health risks for consumers. 

• Unnecessary prescription of medicines leads to increased costs for consumers 
and the health system. 

• DTCA has already been banned in many other countries due to the risks it 
creates for consumers. Kiwi consumers deserve the same protection. 

• There’s also strong support from doctors and other medical professionals for a 
ban on DTCA, as they agree it creates more harm than good. 

Yours sincerely 
Christopher Mainland 
 







I am both a consumer of medicines, and a retired NZ GP.  
 
DTCA is foolishness, fit only for a market-led model of health care. I have yet to see a fair and 
balanced advertisement for a drug. This had the effect, for me as a GP, of having to deal with a 
request that is usually not at all what is truly needed, and trying to reframe the issue for the 
patient involved. It also had the effect on occasion of my prescribing a drug for a period simply 
to prove to a person who is particularly certain that they know what it is they need, that it is not 
going to do what they think it is going to do. 
 
In a wider framework, drug companies support patient groups to demand the latest medicine for 
their cancer, or  other condition, even though it it may be of extremely poor value for the drug 
budget as a whole. It is invariably an extremely costly medication. Drug companies should have 
no role in managing the expectations of patients/consumers regarding their medication, through 
DTCA. 
 
In addition, DTCA always promotes a branded drug. While the drug may well  be fully 
subsidised by Pharmac, when it is being advertised, it is the case that the consumer who is 
prescribed whatever brand has been advertised will not  want to change to the generic form of 
this medicine when the full Pharmac subsidy ends. This must increase long-term costs. 
 
The overall poor state of mortality and morbidity statistics in the US, compared with every other 
developed country, would suggest (and certainly it does to me) that letting drug companies set 
consumer priorities is associated with poorer health outcomes. Why would a New Zealander 
want that? 
 
Yours faithfully, 
 
Richard Mercier. 
 



As a retired medical professional and a person who continues to be networked in the community, 
I strongly support changing the law to ban direct-to-consumer advertising (DTCA) of 
prescription medicines in New Zealand.  Health literacy is not at a high level and smart 
advertising can be very misleading to patients who may be unsure of their diagnosis or incorrect 
in their assumptions about what is wrong.  There is evidence that patient expectations can affect 
prescribing and that this may not be beneficial to the patient.  
Good medical practice is a relationship between professional and patient in which the patient can 
describe symptoms, the professional can examine the patient and arrange tests before considering 
treatment alternatives which are then discussed.   
From previous experience in medical practice I am aware of how much drug companies spend on 
advertising and how refereed literature and clinicians may present and experience other aspects 
of the advertised product.  Many ‘new’ advertised products are little different from existing 
medications.  Pharmac does a good job for NZ by ensuring that there is solid evidence from 
clinical trials for effectiveness of medications and that NZ gets the best possible value for money 
in its drug buying.  The efforts of drug companies to discredit Pharmac are evidence of their 
opposition to an efficient system which keeps NZ costs (and company profits) down.   
DTCA has already been banned in many other countries due to the risks it creates for consumers. 
Kiwi consumers deserve the same protection. 
Yours sincerely 
Helen Bichan 
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“Health of our children: Wealth of our nation” 

Submission re Therapeutics Products Bill 
therapeuticproducts@moh.govt.nz 
 
 
11th April 2019 
 
Thank you for the opportunity to comment on the Therapeutics Products Bill. On behalf of the 
Pharmacists and Therapeutics SIG of the Paediatric Society of NZ, I am contacting you regarding our 
concerns about some of the proposed changes. 
 
Off-label use of medicines 
We are concerned that the application of a SCNSA for any off-label use of medicine will not be 
appropriate in many situations especially in hospital settings. 
Individual SCNSA will be a very high administrative burden in many circumstances (for example 
paediatrics).  Current practice is that off-label use is predominantly governed by guidelines.  CDHB has 
recently developed policy to cover these situations. 
Off –label example: omeprazole datasheet informs dosing from age 1 year. Omeprazole is often used in 
infants for GORD – is this an example of off-label use and would SCNSA be required for every use of 
this? Another example is sildenafil which has guidelines and Special Authority approval for use in 
pulmonary hypertension however the datasheet states ‘not for use in children’ for the tablets which are 
used to manufacture a liquid. 
 
Out of stock 
When products are out of stock, a recent example magnesium sulphate injection, we are able to obtain 
continued supplies by contacting overseas suppliers and bringing stock in under section 29. The TPB 
aims to stop this. This could cause serious problems in some of our most vulnerable patients. 
 
 
Comments on the TPB Information Session: 
 
Slide 8 Product approval requirements –generally a TP can’t be imported or supplied unless it is 
approved. Exceptions are:  
•the Regulator can declare some classes of product to be approval-exempt  
•the import &/or supply of an unapproved product for a specific patient via a ‘special clinical needs 
supply authority’ 
•a licence or permit or regulation can authorise the import &/or supply of an unapproved product (eg 
for a clinical trial). 
 
We have situations where a product eg recent magnesium sulphate injection, is unavailable from the 
supplier. We are currently able to order alternative stock from other overseas suppliers to ensure 
continuous supply of critical medicines. We need to ensure this process can continue for medicines 
used in hospitals. However, there also needs to be consideration to the use of these unregistered 
medicines and the need for SCNSA which would be very difficult to monitor for out-of-stock situations 
when the product is usually available. 
 
Slide 34 The requirements would tighten access to unapproved medicines 
The supply of an unapproved therapeutic product would require a ‘special clinical needs supply 
authority’ to ensure there is an active & recorded consideration of why an approved medicine is not 
appropriate 
As the ‘off-label’ use of a medicine is outside of its approval, a SCNSA would be required. However, 
there would be minimal requirements (eg, it could be a tick box on the prescription) 

mailto:therapeuticproducts@moh.govt.nz


    

 

 

 
“Health of our children: Wealth of our nation” 

In paediatric and neonatal medicine, we often prescribe doses according to established local and 
international guidelines when the medicine’s datasheet does not give dosing for children eg 
omeprazole in infants, sildenafil for pulmonary hypertension. In these instances, it would be hard to 
manage applying/approving SCNSA documentation for all cases. If a medicine is being used for a 
medical condition that has no guidance around dosing and is truly ‘off-label’ then a SCNSA is 
appropriate but there are so many situations where medicines are used off label and many 
prescribers are unaware because the clinical guidelines for their use are so well-known. 
The intended process for an unregistered medicine is OK but not for intended off-label use (of a 
registered product). 
  
Slide 34 continued: Who can issue a SCNSA will be set via the Bill and Regulations. It is intended 
that: 

• Health practitioner prescribers could issue SCNSA for the off-label use of approved medicines 
• Only medical Practitioners could issue a SCNSA for medicines that have not been approved 

in New Zealand (as is the case currently). But once a SCNSA had been issued for a particular 
patient for a particular medicine, a health practitioner prescriber could prescribe that patient’s 
ongoing supply. 

 
We agree with this but only when a medicine really needs a SCNSA as mentioned above. 
 
If possible, we would also like more understanding of the proposed process for SCNSA and to have the 
opportunity to provide comment/input into the development of this process to help ensure its workability 
in the clinical setting. I am happy to be contacted for further comment on proposed changes that impact 
paediatric and neonatal prescribing. 
 
 
Yours sincerely 
 

 
 
Louise McDermott  
Chairperson  
Pharmacist and Therapeutics SIG  
Paediatric Society of NZ  
 
 
 
 
 
 
 
 



Submission on: Therapeutic Products consultation  
As a consumer and retired pharmacist, I strongly support changing the law to 
ban direct-to-consumer advertising (DTCA) of prescription medicines in New 
Zealand.  
In my view— 
Current public advertising of medicines misleads the public because, 
characteristically, the advertisements provide inadequate information for 
members to make informed, balanced and safe decisions.   
Medicines are classified as prescription-only when it is deemed wiser and safer 
for doctors alone to determine when and how they should be used.  Direct 
advertising of prescription medicines (DTCA) is an attempt by makers and 
marketers to influence GPs via their patients.  DTCA thus increases the risk of 
inappropriate prescribing. 
It is arguable that pharmacists are now equipped with the knowledge and 
training to make most such drug therapy decisions—perhaps a consideration 
in the current consultation. 
  
Havell Stephen-Smith 
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Reference: 9240399 
 
15 April 2019 
 
 
Ministry of Health 
Wellington  
 
(By email: therapeuticproducts@moh.govt.nz) 
 
Submission by the Medical Council of New Zealand on the draft Therapeutic Products Bill 
 
Introduction  
 
1 The Medical Council of New Zealand (Council) welcomes the opportunity to make submissions 

on the Ministry of Health’s (the Ministry) draft Therapeutic Products Bill (the Bill) which 
proposes to repeal and replace the Medicines Act 1981. The Ministry has called for responses 
from health practitioner regulators (amongst others) before the Bill proceeds to Parliament.  
 

2 The Bill will include amendments to the Health Practitioners Competence Assurance Act 2003 
(the HPCAA Act). We believe there are some aspects of the Bill and the subsequent 
amendments to the HPCAA that would impact significantly on Council’s resources and doctors 
and this needs to be recognised by the Ministry. This submission does not comment on every 
proposed change but those that impact on Council.  

 
3 Council is grateful that since announcing that the Medicines Act 1981 will be repealed, the 

Ministry has over the past 3 years, initiated several meetings with Responsible Authorities 
(RAs) to brief them on the new therapeutic products regulatory regime.  
 

4 We have set out our submissions by reference to the specific questions the Ministry has posed 
in their Consultation document published in December 20181. We have also made reference 
to the relevant clauses in the draft bill.  

 
Submission overview  
 
5 These submissions will effectively answer Questions B7, B33, C43, C44 and C53 in the 

consultation document. 
 

6 The submission comments on: 
• the proposed changes regarding the issue of special clinical needs supply authorities for 

off-label medicines  
• the shifting of the authority to prescribe and issue standing orders from the 1981 Act to 

health practitioner scopes of practice  
• time frames within which scopes of practice need to be updated 
• removal of the consultation requirement 

                                                           
1 Therapeutic Products Regulatory Scheme: Consultation document, published December 2018, Ministry of 
Health NZ, at https://www.health.govt.nz/publication/therapeutic-products-regulatory-scheme-consultation 
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• the Minister’s power to approve, direct and amend /revoke 
• a ‘form and content’ regulation 
• direct-to-consumer advertising of prescription medicines. 

 
Key submissions 

 
Clause 64 and proposed associated regulation - Health Practitioners: special clinical needs supply 
authority (SCNSA) for off-label use of medicines 
 
7 Clause 64 of the Bill states that health practitioners would be authorised to issue special 

clinical needs supply authorities for medical devices and health practitioner prescribers would 
be authorised to issue them for medicines. However, both authorisations would be subject to 
regulations that specify circumstances in which particular classes of practitioners can issue 
them. As stated in the consultation document, the intention of the Ministry is to use 
regulations to specify graduated requirements for unapproved medicines, based on the level 
of regulatory oversight of a product. The Ministry is proposing2: 

the off-label use of medicines that have been approved in New Zealand – the 
Ministry’s intention is to authorise all health practitioner prescribers to issue a 
SCNSA for off-label use (as long as the medicine is covered by their scope of 
practice) and have minimal requirements for what that SCNSA would need to 
involve (potentially a tick box). 

 
8 Off-label use by doctors is not uncommon. The Council understands that the proposed ‘tick-

box’ on the prescription pad is to alert the doctor that they are prescribing something that is 
‘off-label’, and to check that they have the authority to do so. The Ministry have also indicated 
that the ‘tick box’ would provide a record of that doctor’s ‘off-label’ prescribing. Apart from 
this, we are unsure what other purpose a tick box would serve.  
 

9 If the purpose of a tick box is to manage, constrain or restrict off-label use, including it as part 
of a SCNSA may not be effective. This is because doctors are usually well aware when they are 
prescribing ‘off label’ and so adding a tick box seems unnecessary. That said, if the proposed 
change seeks to protect the public from inappropriate off-label prescribing, then Council 
supports this intention but simply adding a tick box will not achieve much.  
 

New Section 11A HPCAA - Scope of practice may include prescribing of medicinal products and 
issuing of standing orders 
 
10 One of the key areas of change is around prescribing and where the authority to prescribe 

comes from. Currently the Medicines Act 1981 lists all of the professions who can prescribe3. 
The Ministry is proposing that the practitioner groups not be listed in the Therapeutics 
Products Act. Instead, the draft Bill defines a ‘health practitioner prescriber’ as a ‘health 
practitioner whose scope of practice includes the prescribing of the medicine’ (clause 14), and 
would require that a practitioner’s scope of practice explicitly set out any prescribing 
authority.  
 

11 Council agrees in principle that the authority to prescribe is rightfully situated within a health 
practitioner’s scope of practice and also agree that the RA is the correct agency to address any 

                                                           
2 See paragraph 75 MoH’s Consultation document 
3 S 2 Medicines Act 1981 – see definition of ‘authorised prescriber’.  
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inappropriate prescribing practice. The Council therefore accepts in broad terms, the intention 
of the changes to the HPCAA. 

 
12 However, Council has concerns about some of the detailed provisions. An immediate concern 

is the timeframe within which the proposed changes to scopes of practice are intended to be 
implemented, which the Council considers problematic and unrealistic. However, one of the 
most troubling provisions is the proposal to allow the Minister a power of direction in relation 
to prescribing that cuts across, and potentially compromises, the independent role and the 
processes of Council.   

 
Timeframes - three months to update scopes practice 
 
13 Under clause 28, Schedule 1 of the Bill, a person authorised to prescribe can do any of the 

things that an authorised prescriber can do under the 1981 Act but this authorisation ceases 3 
months after the new Act is passed. What this means is that Council has only 3 months to 
update the 40+ scopes of practice, get them approved by the Minister and gazetted.   
 

14 Having to update the scopes of practice within 3 months of the Bill’s enactment will be a 
significant task. The proposed shift of prescribing authority to scopes of practice would 
particularly affect Council as we have at least 40 scopes of practice including: 
• Thirty six vocational scopes of practice. 
• Provisional general scope of practice. 
• General scope of practice. 
• Provisional vocational scope of practice. 
• A number of special purpose scopes of practice such as locum tenens, postgraduate 

training and teleradiology. 
 

15 While Council appreciates the suggestion of the Ministry at paragraph 555 of the Consultation 
document that the ‘relevant responsible authority could consider revising the way it lists these 
medicines in the future, for example by specifying them in a class grouping’, this is still a 
significant amount of work for the Council given the number of scopes of practice we have. 
Council would oppose any requirement to list medicines in each scope of practice and 
appreciate some clarity around what the Ministry’s expectations are in this regard.  

 
16 If the Ministry is envisaging that all scopes of practice specify whether there are prescribing 

rights and if so, what types of medicine a practitioner can prescribe under that scope, this 
process cannot be completed within three months given the technicalities involved. Each 
scope of practice will need to be reworked. It entails specifying whether there is authority to 
prescribe under a particular scope, and/or to issue standing orders, and to reflect that 
authority accordingly.  

 
17 While prescribing medicines is a key aspect for most scopes of practice in medicine, there are 

some scopes such as medical administration and public health medicine where doctors have 
limited or no patient contact and rarely prescribe in their day-to-day role. This in turn raises 
questions as to whether the authority to prescribe should be omitted from those scopes of 
practice, and if so, what implications this will have on the doctors registered within that scope 
(especially in an emergency), and on the profession as a whole. In other words, unlike the 
Medicines Act 1981 which regards all doctors as authorised prescribers (bound by their scope 
of practice), there could be doctors who do not have any authority to prescribe because of the 
particular scope of practice they are registered in. It will be up to the Council as an RA to 
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determine what is appropriate in order to ensure that only those doctors with the required 
competencies / knowledge / qualities to prescribe safely are authorised to do so.  
 

18 The workload of Council staff will increase as all scopes with prescribing authority will need to 
be updated, approved by the Minister and gazetted. This is unlikely to be a one-off exercise as 
changes in practice and new medicines coming to the market in the future may entail further 
changes to a particular scope of practice especially if there are restrictions to these medicines. 
It may also mean the need for greater monitoring to ensure that doctors with prescribing 
authority are prescribing appropriately. In other words, the new therapeutics regulatory 
framework could place more obligations on Council as an RA, and if so, Council will require 
more resources and funding.    
 

New Part 2, Clause 5 in Schedule 1AA HPCAA - Consultation requirements to amend a scope of 
practice 
  
19 Currently, section 14(2) HPCAA requires that a RA consult with health practitioners before 

they publish a notice (or make an amendment to a notice) in the Gazette (for example, a 
scope of practice). The Ministry’s proposed amendment to the new Schedule 1AA HPCAA 
effectively negates the need for consultation before publishing a notice or amendment if the 
Minister is satisfied that the proposed new prescribing regime is not materially different from 
the profession’s old prescribing regime. However, if the proposed new prescribing regime is 
materially different from the profession’s old regime, the authority has to ‘adequately’ consult 
about the difference.  
 

20 Thus, the Bill will effectively allow the Minister to excuse the Council from consulting (that is - 
the statutory obligation to consult would not apply) if the Minister is satisfied that the 
proposed new prescribing regime is not materially different from the profession’s old regime. 
Council questions the justification for this provision. It is no small matter that the Minister is 
to be given a power to remove the application of a principle and practice of consultation that 
is core to the HPCAA. Moreover, failure to consult is unlikely to be viewed positively with 
doctors and will create suspicion and mistrust. 
 

21 The regime will include a combination of prescribing rights and standing orders, and will be 
complex. Even if the regime for prescribing medical products proposed by the Council was 
largely the same as the old regime, addressing Standing Orders will be another matter. If the 
Minister retains the ability to determine that consultation is not required (which Council 
thinks should not be the case), the assessment of material difference should take into account 
the full scope of what Council proposes; both prescribing rights and permissible standing 
orders. 

 
22 Developing the proposal will not be a simple or quick task.  
 
23 The Bill suggests that consultation can begin before the Act commences - so prior to asking 

the Minister for a decision on whether consultation is required. This assumption appears built 
into the suggestion that the Act can be fully implemented within 3 months. This creates some 
uncertainty. In any event, a simple 3-month deadline with no transitional period is unworkable 
and unrealistic and Council suggests a staggered commencement (as occurred with the HPCAA 
itself) to give RAs authority to take the necessary steps and make decisions ahead of full 
implementation. 
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New sections 14A - Minister’s power to approve, direct and amend /revoke     
 

24 The Council acknowledges the Ministry’s intention to give RAs the ability to decide who has 
the power to prescribe and issue standing orders via the scopes of practice. The Ministry’s 
rationale is that RAs have the oversight for clinical practice so RAs should decide which of their 
practitioners has prescribing powers. The Council agrees with the Ministry’s rationale and 
appreciate the intention.  
 

25 The Council agrees that Ministerial oversight is needed on which health practitioners can 
prescribe so we agree that the Minister should have the power to approve any prescribing 
provision in a scope of practice under section 14A(2)(b). That said, Council would appreciate 
written guidelines as to what factors the Minister will take into account when deciding 
whether to approve a prescribing provision. This would result in a more transparent process 
when RAs apply for a right to prescribe.  
 

26 The Council does however have a key concern about the Minister of Health having the power 
to direct, revoke or amend a scope of practice as regards to the prescribing provisions. Council 
considers this an unnecessary power. It may also impinge on the principles of professional 
self-regulation and, importantly, the independence of regulatory authorities.  
 
The proposed new section 14A (3)-(5) states: 
 

14A Amendment of scope of practice that includes prescribing of medicinal 
products 
….. 
(3) The Minister may direct the responsible authority to amend the scope of practice 
to revoke or amend the prescribing provisions.  
 
(4) Before giving a direction under subsection (3), the Minister must give the 
responsible authority a reasonable opportunity to show why the scope of practice 
should not be changed (including allowing the authority a reasonable time to consult 
the persons referred to in section 14(2)(a) and (b)).  
 
(5) If the Minister gives a direction under subsection (3), - 

 (a) the responsible authority must comply with the direction within the time specified 
in it; and 
(b) if the authority does not do so, the Minister may exercise the authority’s powers 
under section 14(1) and amend the scope of practice in accordance with the 
direction. 

 
27 The Council believes that the Ministerial power in the proposed new section 14A (3)-(5) is 

possibly unnecessary and goes too far. There seems little point to this section particularly 
because: 
• If the Ministry passes the power to RAs to decide who should prescribe and who should 

not, via scopes of practice, then RAs should be trusted to do this responsibly.  
• There are already enough safeguards in the proposed Bill such as the power to approve. A 

scope of practice will not get through the gazetting process if the Minister has not 
approved the prescribing provisions so it is difficult to envisage a situation where the 
power in section 14A(3)-(5) would need to be invoked. Council finds it hard to imagine a 
situation where, having approved the original prescribing provisions and subsequently 
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approved any amendments, the Minister then chooses to unilaterally make further 
changes. 

• In effect, the Council already has the power to decide who can prescribe as conditions can 
be placed in a doctor’s scope of practice4 to limit prescribing especially if an individual 
health practitioner has prescribed controlled drugs in a way that is not consistent with 
best practice or are dependent on a controlled drug. There are a few doctors, for example, 
who because of addiction issues or poor prescribing, cannot prescribe controlled drugs or 
drugs of a certain class. In this sense, the power to determine which doctors can or cannot 
prescribe already lies with Council.  

• A key feature of a profession is self-regulation and a professional’s scope of practice is 
what gives that practitioner authority to work in a prescribed area. Developing a scope of 
practice is technical and specialised. The Minister’s power to direct, amend or revoke a 
scope of practice, albeit as it relates to prescribing is unlikely to be viewed positively by 
doctors (and other health practitioners).  

• While Council understands that the Minister may want a way to respond if a practitioner 
group is not managing its authority to prescribe, there is already monitoring in place 
because the Regulations Review Committee may review Council’s notices in the gazette 
(eg scope of practice).  

• As stated in paragraph 18, the prescribing provisions will be specified in terms of form and 
content in the regulations. As such, it is unnecessary and over-reaching to grant the 
Minister the power to ‘step into’ a scope of practice to revoke or amend a provision.  

• The Ministry can expect that Council would respond to any new information that might 
suggest changes to a scope of practice where necessary.  

 
28 The argument is possibly being made, that the Minister’s power to amend or revoke a 

prescribing provision will allow urgent changes to be made. However, as s14A(4) anticipates, 
Council must still be allowed to undertake reasonable consultation. Further, if the change is a 
small one - the consultation process can be completed without undue delay. So, an argument 
around urgency seems difficult to sustain.  

 
29 In summary, Council finds it difficult to support the creation of a broad enabling power, (that 

is the ability to direct or unilaterally amend or revoke a prescribing provision) to address a 
perceived mischief that can be satisfactorily addressed through the already proposed power 
to approve and the existing processes within the HPCAA. 

 
Form and content 
 
30 Any regulation that specifies the ‘form and content’ of prescribing provisions will create a 

consistent approach across health practitioners however it will need to contain some 
discretion. If, for instance, the regulations require a scope of practice to contain a list of 
medicines that any practitioner can prescribe, Council’s view is that this will be onerous, 
impractical and necessitate on-going amendments to doctors’ scopes as new drugs are 
developed. Although all doctors are authorised prescribers, some have certain prescribing 
powers that others do not, some don’t actually prescribe in their day to day practice but might 
need that power in an emergency. Given that there are over 40 scopes of practice, Council 
would appreciate having input into any regulation that is developed.  

 
 
 

                                                           
4 S 39 Health Practitioners Competence Assurance Act 2003. 
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Direct-to-consumer advertising  
 
31 The Medical Council is disappointed that direct-to-consumer advertising (DTCA) will continue 

to be allowed in New Zealand. This Bill provides Parliament with an opportunity to change the 
current regime and make it an offence to advertise treatments directly to consumers. While 
Council is conscious of the importance of consumer choice, empowerment and awareness, the 
Bill is not the right forum to promote that. This is because advertisements are produced within 
a highly commercial environment and are, intended to create a need and increase sales. The 
majority of consumers are unlikely to have the scientific knowledge to be able to critically 
evaluate the advertisements and its claims about the benefits of a treatment.  
 

32 On the contrary, DTCA is likely to influence patients such that they request their doctors to 
prescribe a particular treatment based on what was advertised, regardless of whether that 
treatment is actually beneficial for the patient. This places the doctor in a difficult position if 
they decline their patient’s request. Another downside is the risk of overtreatment if a doctor 
obliges the patient especially where the patient pressures the doctor.  

 
33 Persuasive advertising should not be the forum where patients are educated about possible 

medical treatments. Selecting the right treatment should be a discussion between the patient 
and their health practitioner taking into account the patient’s values, past medical history 
combined with the best evidence. Globally, only USA and New Zealand permit DTCA. As such, 
we are an ‘outlier’. In line with protecting public health and safety and encouraging best 
practice, it would be appropriate for New Zealand to prohibit DTCA. For these reasons, Council 
recommends amending section 83 of the proposed Therapeutic Products Bill by explicitly 
banning the advertising of medical treatments in New Zealand. 

 
Drafting/technical matters –  

 
34 The proposed section 11A also has the potential to create some confusion; through its 

reference in subsections (3), (4), (5) and (7) to the inclusion of ‘conditions’ in a scope of 
practice.  In effect, the Council already has the power to decide this as conditions can be 
placed on a doctor’s scope of practice regarding prescribing especially if an individual health 
practitioner has prescribed controlled drugs in a way that is not consistent with best practice 
or are dependent on a controlled drug. There are a few doctors, for example, who because of 
addiction issues or poor prescribing, cannot prescribe controlled drugs or drugs of a certain 
class. In this sense, the power to determine which doctors can or cannot prescribe already lies 
with Council.   
 

35 Council already has the capacity to include specific requirements within scopes of practice.  
For example, Council’s definition of the Provisional General scope of practice currently 
includes a requirement that a doctor registered in that scope work under approved 
supervision and in approved positions. The proposed subsection (3) provides no authority to 
the Council that it does not already have. In addition, with its reference to ‘conditions’ the 
subsection would sit awkwardly in the Act. Of greater concern is potential to create issues 
through being confused with the prevailing use of the word ‘condition’ in the Act, to cover 
requirements or limitations imposed on individual practitioners where there might be issues 
with their professional conduct or competence. Council recommends that the subsection be 
removed. It follows that subsection (4) should also be removed. 

 
36 The consultation document refers to the “relevant scope of practice ..[including] any 

additional training requirements or restrictions on the circumstances or medicines that may 
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be prescribed.” This suggests a potential misunderstanding over the distinction between 
scopes of practice and the associated prescribed qualifications. 

 
37 Similarly, subsection (5) appears potentially redundant. The Act currently requires that an 

authority must prescribe for each scope of practice, a qualification or qualifications. An 
authority making changes to a scope of practice can be expected to consider whether changes 
were required to the qualification(s) required for registration in that scope. This would 
potentially extend to the standards against which an authority would accredit providers of 
training or recertification programmes to ensure and maintain practitioners’ prescribing 
competence.  

 
38 It is unclear why the HPCAA proposes to use the term ‘medicinal product’ rather than 

‘medicine’ especially as medicinal products will be defined in the HPCAA as a ‘medicine as 
defined in the Therapeutic Products Act’. Why not retain the word ‘medicine’ which is clearer 
and easier to understand?  

 
Suggestions for further amendment - supplying, prescribing and administering medicines and 
controlled drugs  
 
39 Data outlining a doctor’s prescribing patterns provide a valuable source of information about 

their clinical competence and fitness to practice. In many overseas jurisdictions, registration 
authorities have direct access to this information and use it to monitor prescribing patterns 
and in assessing complaints. 
 

40 Under the existing legislation, the Ministry of Health is responsible for collecting information 
about the supply, prescribing and administration of medicines and certain controlled drugs, 
while the relevant RA is responsible for following up with an individual health practitioner who 
has supplied, prescribed or administered medicines or controlled drugs that is inconsistent 
with best practice.  
 

41 The ability of regulatory authorities to act on concerns is limited by the information that they 
are provided by the Ministry of Health but unfortunately, the legislation neglects to include 
clear and directive reporting provisions.   
 

42 The reason for this lack of clarity about information sharing in the legislation is likely to be 
historic.   
 

43 Under the Misuse of Drugs legislation, the Ministry of Health is responsible for collecting 
information about the prescription of certain controlled drugs, and the relevant RA is 
responsible for following up with an individual health practitioner who has prescribed 
controlled drugs in a way that is not consistent with best practice or who appears to be 
dependent on a controlled drug. When the Misuse of Drugs Act came into force, the Health 
Practitioners Competence Assurance Act 2003 (HPCAA) had not yet given regulatory 
authorities the function and powers to investigate concerns about a practitioner’s 
competence.   
 

44 With no such mechanisms in place, the Misuse of Drugs Act provided medical officers of 
health with a limited ability to investigate matters of competence where it related to 
prescribing of controlled drugs. When the HPCAA came into force, regulatory authorities were 
given a wider function to consider matters of competence, but the reporting mechanisms in 
the Misuse of Drugs Act were not updated to reflect this. The Misuse of Drugs Act explicitly 
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makes regulatory authorities responsible for taking action in relation to an individual 
practitioner’s prescribing of controlled drugs but fails to provide the Ministry with a clear 
process to provide those authorities with information about prescribing practice.   
 

45 We think it would be more effective and efficient to include more explicit reporting 
mechanisms within the Misuse of Drugs Act. These sections could be aligned with the 
reporting mechanisms outlined in the HPCAA requiring the Ministry to provide all relevant 
information to the appropriate regulatory authority if it has reason to believe that the practice 
of a health practitioner may pose a risk of harm to the public (mirroring s35 of the HPCAA) and 
when it has reason to believe that a health practitioner is unable to perform the functions 
required for the practice of his or her profession because of some physical or mental condition 
(eg, because he or she may be dependent on a controlled medicine, mirroring s45(2) of the 
HPCAA). These amendments would allow regulatory authorities to fulfil their functions under 
both the Misuse of Drugs Act and the HPCAA, and to take action when a practitioner is 
inappropriately prescribing controlled drugs or appears to have an addiction problem.  

 
46 The Bill provides an opportunity for the Ministry to modify its regulations about controlled 

drug prescribing pads. Currently, there is no specific regulation which controls the possession 
or security of controlled drug prescribing pads. To date, there have been cases of doctors 
possessing these prescribing pads outside of their workplace, suggesting possible misuse.          
Our statement on ‘Good Prescribing Practice’ instructs doctors to keep controlled drug 
prescription pads secure. This could be bolstered if there was a specific legislative provision 
about controlled drug prescribing pads in the Bill or in an associated regulation. In the event 
future prescribing is done largely online, we would suggest adding a requirement that 
controlled drug prescription pads can only be accessed with a login for increased security.  

 
Further information 
 
47 We hope that our feedback is helpful in refining the Bill. If you have any questions about this 

submission, you are welcome to contact Council’s Registrar David Dunbar on 
ddunbar@mcnz.org.nz or direct dial 04 381 6779.  

 
Nāku iti noa, nā 
 

 
 
Dr Curtis Walker 
Chair 
 



April 15, 2019 
 
 
 
Re: Therapeutics Products Bill Consultation 
 
 
The School of Pharmacy, University of Otago reviewed with interest the draft of the 
Therapeutics Products Bill.   While we won’t comment on any particular item in the Bill, we 
are keen that the bill doesn’t: 
 

1. impose undue restrictions on prescribing (i.e. pharmacist may prescribe as a part of 
their normal duties and this should not affect their ability to own/work in a 
pharmacy as it is a tool to accomplish their jobs), 

2. affect sole pharmacy operators being involved in clinical activities outside the walls 
of the pharmacy (i.e. a pharmacist should not need to be present for a pharmacy to 
be open)  

3. impose restrictions on whether every pharmacy needs to be dispensing and 
compounding (but that dispensing and compounding should only occur in a 
pharmacy) 

4. impose restrictions on what students can do under the supervision of qualified 
preceptors. For example, a pharmacy student should be permitted, under their 
preceptor’s scope of practice (medicines management, vaccination, common 
ailments, etc.), to do all that the scope defines (under supervision).  

 
 



Hi there 
 
I support a ban on advertisements promoting prescription medicines direct to the consumer.  This 
is obviously going to result in some consumers putting pressure on medicine prescribers to 
prescribe drugs they might not otherwise recommend.  This is not in the interests of a healthy 
and cost effective health system.   
 
That is why we have Pharmac, so that drug funding and prescribing decisions are made on a 
rational, scientific basis and are not driven by the private commercial interests of drug companies 
using advertising to try to convince patients and doctors to use products for emotional or non 
rational reasons.  
 
We do not want the US health system which is largely driven by private commercial motivations, 
rather than rational public health principles.    The US system might provide great treatment for 
those who can afford it but we want a system that provides health care on the basis of need, not 
ability to pay.   Good health care is a fundamental human right in New Zealand and should be 
provided to all on an equal basis.  Drug advertising is inconsistent with this principle.   
 
Consumer NZ quotes recent studies that show that people with unhealthier lifestyles were more 
likely to respond to medicine ads, raising concerns of drugs being used to treat diseases that 
would be better treated through lifestyle changes. 
 
Consumer’s research also shows that these ads downplay safety issues and important details can 
be buried in fine print. Consumers are sold the promise of a quick fix without all the facts needed 
to make an informed choice, which most can only get from a medical professional. You don’t get 
reliable and useful information from an ad.  
 
We should not be the only developed country outside the US to allow drug advertising.  
 
Please ban medicine advertising. 
 
Yours sincerely  
 
Murray Wansbrough 
 



Submission on: Therapeutic Products consultation  
  
As a consumer, I strongly support changing the law to prevent direct-to-consumer advertising (DTCA) of 
prescription medicines in New Zealand. 
  

• Advertisements for prescription medicines give us biased and commercially motivated partial 
information making it more difficult to make an informed and vendor neutral decision about 
healthcare treatments. 

• Research shows DTCA increases the risk of inappropriate prescribing, creating health risks for 
consumers. 

• Unnecessary prescription of medicines leads to increased costs for consumers and the health 
system. 

• DTCA has already been banned in many other countries due to the risks it creates for 
consumers. Kiwi consumers deserve the same protection. 

• Who benefits from the DTCA? Clearly, the Pharmaceutical industry. Who is MOH tasked with 
supporting and protecting? The New Zealand public. Please put New Zealanders ahead of 
wealthy vested foreign commercial interests. 

• There is strong support from doctors and other medical professionals for a ban on DTCA, as 
most agree it creates more harm than good. 

  
  
Yours sincerely, 
  
Bruce Fraser 
 



New Zealand Audiological Society Inc. 
PO Box 36067, Northcote, Auckland 0748  
Phone/Fax: 0800 625 166 
Email: admin@audiology.org.nz 
Website: www.audiology.org.nz    

 

 

Therapeutic Products Bill Consultation 

April 2019 

Submission of the New Zealand Audiological Society (NZAS) 

 

Summary 

The NZAS supports the purpose of the Bill which is to protect personal health by ensuring acceptable 

safety, quality and efficacy or performance of therapeutic products across their life cycle and 

regulating the import and supply or use of therapeutic products.  

The New Zealand Audiological Society 

The New Zealand Audiological Society (NZAS) was incorporated in 1976 and is a self-governing body 

representing over 620 Audiologist, Audiometrist and provisional members in New Zealand. NZAS 

members work in public and private sector audiology, as well as in University programmes, Deaf 

Education Centres, Cochlear Implant Trusts, and undertake research in the field of Audiology.  

NZAS has a vision for people with hearing loss fully participating in their communities and supports 

this by promoting excellence in hearing care through leadership, advocacy and setting professional 

standards of practice for all members. 

NZAS members adhere to agreed Standards of Practice issued by the NZAS and are required to 

maintain their proficiency through continuing education and regular peer reviews. Members are also 

required to uphold the NZAS Code of Ethics. NZAS has an independent Complaints Board who 

investigate complaints from consumers, the public and NZAS members themselves regarding 

possible breaches of the Code of Ethics. 

Definition of therapeutic purpose 

The NZAS supports the Bill’s inclusive and broad definition of a therapeutic purpose. Of particular 

relevance to the NZAS is section 15(1) (a): 

Preventing, diagnosing, monitoring, alleviating, treating, curing or compensating for a disease, 

ailment, defect, or injury. 

And section 15(1) (f): 

Investigating, replacing, modifying, or supporting part of a human’s anatomy. 

Members of the NZAS, when providing audiological services, do so for a therapeutic purpose. These 

services include diagnosing, monitoring, treating and compensating for an injury or defect i.e. 

hearing loss, tinnitus, hyperacusis, auditory processing and balance disorders.  
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Definition of therapeutic products 

The NZAS supports the definition of therapeutic product which includes medical devices. Members 

of the NZAS when providing audiological services use therapeutic products.  

Section 16 (1) states: 

A product is a therapeutic product if it is intended for use in, on, or in relation to humans for 

therapeutic purpose. 

Section 21(1) (a) – meaning of therapeutic product. 

A therapeutic product is a medical device if it is a therapeutic product under section 16(1) (a).  

The NZAS agrees that there should be a category for Type 4 products for future therapeutic products 

that are not known about yet.  

Definition and Regulation of medical devices - a wider range of products 

The NZAS supports the definition of medical devices which covers a wide range of products used in 

primary and secondary health care. Of relevance to NZAS members would be:  

• implants; such as CI (cochlear implants) and BAHS (bone-anchored hearing systems) 

• diagnostic equipment; such as audiometers, acoustic immittance meters (tympanometry 

and acoustic reflex measurement), oto-acoustic emissions (OAEs) measurement devices 

• hearing aid verification equipment; such as real ear measurement equipment, sound field 

measurement  

• hearing aids  

• hearing aid accessories; such as ear moulds. 

It agrees that the span ought to range from low risk products to higher risk products. The NZAS will 

address the risk assessment of hearing aids later in the submission.  

Hearing Aids 

Hearing aids are currently regarded as medical devices so the Bill, as proposed, will incorporate 

hearing aids within its ambit. This is welcomed.  

Hearing aids are complex medical devices that provide amplification and incorporate many unique 

and complicated signal processing features for the purpose of alleviating hearing impairment. The 

NZAS welcomes the decision to further regulate therapeutic products which would include hearing 

aids.  

The Ministry of Health has issued a Gazette Notice: the Section 88 Hearing Aid Services Notice 2018. 

In particular it defines hearing aids in its schedule.  

The Section 88 Notice issued by the Ministry of Health defines a hearing aid. 

 

“It means a personal electronic amplification device that is used wholly or principally by a person to 



 
    

 

3 
 

alleviate the impact of their hearing loss. A hearing aid must be capable of being adjusted (through 

manual control or computer, have its acoustic output tuned in a frequency specific manner) and 

verified in situ by a hearing care professional in order to meet the unique hearing needs of an 

individual with hearing loss; and 

(a) includes: 

(i) hearing aid accessories; but 

(b) excludes: 

(i) cochlear implants; 

(ii) devices that have microphones and amplification systems that are designed primarily for 

other uses, such as stereos and mobile phones; 

(iii) consumable items (for example, batteries); and 

(iv) second-hand hearing aids.” 

Regulation of second-hand hearing aids 

The Bill provides an opportunity to consider new products and products which are currently not 

regulated such as second-hand hearing aids.   

Hearing aids parts are inserted into the ear canal with some hearing aids having the device sitting on 

the back of the ear. Without appropriate regulatory controls of second-hand hearing aids, personal 

health may be compromised by the introduction of bacteria, blood products, dust and dirt, some of 

which is difficult to see with the naked eye. The Ministry of Health has already indicated in the 

Section 88 notice that they are not prepared to support the provision of second-hand hearing aids. 

Outline of regulatory scheme 

The NZAS welcomes the well-constructed regulatory scheme to protect the health of people, which 

is made up of 2 broad components: a product approval requirement and controlled activity 

restrictions.  

That medical devices will be regulated throughout their life cycle is welcomed. In this submission we 

will speak to the new requirement in the Bill for pre-market approval. 

The NZAS also welcomes the provision for mandatory adverse event reports by product sponsors. 

The NZAS submits that in the context of audiology, there ought to be mandatory adverse event 

reporting when a person suffers an allergic reaction from the chemicals embedded in the lacquer 

applied to some hearing aids, and/or to ear mould and hearing aid shell materials.  

The regulation of therapeutic products, the Bill says, will be proportionate to the risks posed by the 

products. As we will state later in this submission, care must be taken in calculating risks from 

products such as hearing aids.  

Product approval requirements 

The NZAS supports the purpose of the Bill which is to regulate products to ensure the safety, quality, 

efficacy and performance of products over their life cycle. It agrees that standards may be specified 
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in rules and these may relate to the manufacturer’s quality management system; packaging and 

labelling and product or consumer information (see section 96).   

The NZAS notes that preparing a medical device for use following the manufacturer’s instructions 

e.g. for calibration, is not manufacture of a device (see section s 34(4)).  

If hearing aids are appropriately assessed for risk it will ensure that they are traceable, appropriately 

used, accompanied by good information, and avoid diversion from the licit supply chain.  (See 

section 95).  

Approval pathway 

The NZAS supports the enhanced approval pathway which includes approval based on scrutiny of 

evidence of conformity assessment/overseas approval of devices; approval without scrutiny if 

devices are under a Mutual Recognition Agreement. 

Controlled activity requirements 

A controlled activity regulates who is allowed to carry on certain activities involving therapeutic 

products. Audiologists and audiometrists use and fit medical devices on and in patients and are 

involved in non-wholesale supply of medical devices.  

NZAS notes that what constitutes a controlled activity varies depending on the type and category of 

product and the circumstances in which the activity is carried out.  

NZAS submits that audiology/audiometry work ought to be a controlled activity.  

Ability to restrict the supply and/or use of specified medical devices/authorizing activity 

The NZAS agrees that the Regulator ought to have the power to place restrictions on the supply 

and/or use of specified devices (such as hearing aids) via regulations. The regulator ought to have 

the power to require a person who is purchasing a hearing aid to have an evaluation by a specified 

hearing care professional, before the purchase of the aid. The purpose for this professional 

evaluation is to assure that all treatable conditions that may affect hearing rehabilitation are 

identified. An individual’s hearing needs assessment must be undertaken to take into account the 

individual’s impairment and unique characteristics to inform the individual treatment plan and 

appropriate selection of the hearing devices. The NZAS welcomes the extra protection that the 

legislation provides to consumers.  

Currently the route to hearing aids is generally through a professional. The most common route of 

entry to treatment is through discussion of hearing loss with an audiologist or audiometrist. 56% of 

the hearing-impaired also discussed hearing loss with an ENT or general practitioner.1 

The NZAS perceives this legislation as supporting and maintaining the professional pathway to 

hearing aids. This submission will set out its concerns about the personal importation or fitting of 

                                                           
1 Anovum, 2018 NZ Trak 2018 page 3 
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hearing aids by non-professionals as this will circumvent the protection and oversight provided by 

professionals. 

A restriction requiring, from a safety perspective, that a level of clinical oversight is provided by 

appropriately qualified audiologists and audiometrists when supplying hearing aids is especially 

important as audiologists and audiometrists are not registered health practitioners. If they are 

members of NZAS, their practice is regulated by the NZAS. The NZAS is accountable for ensuring the 

standards, safety and fitness to practice of qualified health practitioners within their 

remit. Audiologists and audiometrists who are members of NZAS are accountable for their 

professional practice to the NZAS. Those who are not members of NZAS are not accountable to a 

professional body. All patients have recourse to the Health and Disability Commission; but non-

member audiologists/audiometrists are not bound by the standards of training, competence, 

practice, and continuing education requirements of the NZAS nor its code of ethics.   

Hearing loss is a medical condition best addressed by a hearing healthcare professional. Such work 

includes examining the ear canal; quantifying and classifying the hearing loss, identifying “red flags” 

including sudden, quickly worsening or fluctuating hearing loss; hearing loss in only one ear or a 

large difference in hearing between ears; identifying tinnitus in one or both ears; and onward 

referring to other professionals for treatment outside their scope of practice.  

Currently hearing is tested by one or more professionals: 

• 46% by audiologists/audiometrists (who will also undertake a hearing assessment, proper 

fitting, verification and adjustment of a device, counselling and follow up care). 

• 21% by GP (who will generally screen and refer on to an audiologist/audiometrist for 

treatment). 

• 13% by an ENT.2 

At present only 2% of hearing tests are carried out online. The NZAS welcomes greater oversight and 

controls to ensure that hearing tests are administered by professionals.  

A member of NZAS assists by improving the listening experience and sound quality for the patient. 

The NZAS submits that fitting hearing aids ought to be an authorised activity. NZAS says that a 

condition of sale for a hearing aid must be through an authorised hearing health care professional, 

and that only members of the NZAS are suitably qualified to be so authorised. The legislation allows 

for this extra protection for the consumer. The Bill would enable this authorization to apply by 

regulation.  

Anovum 2018 NZ Trak found that the professionalism of the audiologist was rated at 90%. 3 This is 

backed up by ACC data. A 2015 survey undertaken by Research NZ for ACC also found 90% 

satisfaction with the audiologist. 4 

                                                           
2 Anovum 2018 – NZ Trak 2018 page 19.  
3 Anovum 2018 NZ Trak page 52 
4 Research NZ Audiology Client Satisfaction Survey 2015 – undertaken for ACC. Page 5.  
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Setting the level of risk 

The NZAS submits that care must be taken when determining the lowest risk class, as for this class 

self-declaration and notification for devices is sufficient. The NZAS submits that hearing aids cannot 

fit into the lowest or low risk classes for the reasons set out in this submission.  

One of the many reasons the NZAS welcomes this legislation and the increased surveillance and 

control of medical devices such as hearing aids, is because an individual can be harmed if there is an 

error in fitting a hearing aid. The more severe the hearing loss, the more likely the patient is to have 

hearing aids, and the greater the risks of harm if there is an error. 5 

Harm can be controlled through the regulatory regime proposed by the Bill. This includes: 

1/ Loss of hearing: if the hearing aid is improperly tuned and causes acoustic trauma leading to 

further loss of hearing. Over amplification can harm hearing. 6 Users find it difficult to self- 

determine when a prolonged over exposure can cause further damage.  

2/ Discomfort, annoyance, and reduced ability to hear: if the hearing aid is improperly tuned and 

causes acoustic feedback, e.g. leading to loudness discomfort, sound annoyance, reduced sound 

quality and eventually reduced speech understanding.7 

3/ Lack of hearing aid efficacy because of poor or inaccurate fitting, tuning and real ear verification. 

4/ Inappropriate or unnecessary treatment.  

5/ Testing and hearing aid fitting equipment are capable of producing sound at intensities which will 

damage hearing.   

6/ Inappropriate use of these devises can misdiagnose hearing loss.   

Register – the extension of approval to pre-market controls 

The NZAS welcomes the extension of the powers of the regulator to impose pre-market controls on 

therapeutic products, along with the therapeutic products register which will be maintained by the 

regulator (see section 113).  

Under the existing system the Ministry of Health keeps a list of hearing aids.  All products available 

for funding by the MOH (either via a subsidy or through the funding scheme) must be on the list. 

Accessories available for funding must also be named on the list.  

All importers / wholesale suppliers of hearing aids must have contracts with the Ministry of Health 

and agree to comply with mandatory requirements.  

                                                           
5 Anovum 2018 NZ Trak 2018. Slide 16.  
6 Johnson (2017) Safety limit warning levels for the avoidance of excessive sound amplification to protect 
against further hearing loss. International Journal of Audiology 2017; 56:829-836.  
7 Mueller, Ricketts, Bentler (2014) Modern Hearing Aids: Pre-fitting, testing and selection considerations, as 
reported by Herbig and Lueken (2018) A comparison of feedback cancellation systems in premier hearing aids, 
published in the Hearing Review.   
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However, the existing WAND Database is not an approval system for medical devices. There is no 

approval system for medical devices under the Medicines Act 1981. There is no mandatory 

requirement for medical devices to be approved by any medical device regulator prior to being 

supplied in New Zealand. Notification to the WAND database does not mean or imply that a medical 

device has been assessed by Medsafe in terms of quality, safety, efficacy, or performance. It is, 

though, a mandatory requirement for importers, exporters and New Zealand manufacturers to 

advise the Director-General of Health, via the WAND database, of the devices that are supplied 

here.8 

Medsafe has a role to monitor post-market activity in relation to medical devices and to take action 

when required to ensure devices continue to meet legislative requirements with respect to safety. 

Medsafe used the information in WAND to identify sponsors of products when necessary in order to 

make contact when post market issues have been raised through international or local reports. 

Personal importation of hearing aids 

The NZAS supports the ability of the regulator to regulate pre and post market controls. The 

proposed scheme envisages that some devices should have either access or supply restrictions for 

safety reasons. A regulation could place a restriction on use or supply. (See section 22).  

The Bill provides that a person may import a medical device for personal use unless there is a 

specific restriction on the device.  

Personal importation of medical devices is not currently regulated. However, agencies such as the 

ACC and the MOH have agreed that they do not provide any funding for hearing aids that have been 

purchased over the internet and will only fund hearing aids purchased and fitted by a member of the 

NZAS.  

The ACC further restricts the activities of hearing testing and fitting of hearing aids to Full Members 

of NZAS. ACC issued the following statement: “ACC's contribution towards hearing aids for clients 

with hearing loss cover and entitlement can currently only be used for hearing aids purchased 

through and fitted by an audiologist who is a full member of the New Zealand Audiological Society” 

The Section 88 Notice 2018 stipulates that only authorised persons can fit hearing aids; authorised 

persons are audiologist and audiometrists who are members of NZAS. In only those circumstances 

will the subsidy or funding be provided to the consumer.  

In 2014, the National Foundation for the Deaf issued the following policy statement: 

1. Hearing Aids are a medical device that must be prescribed by a health professional. 
2. The Foundation supports the sale of hearing instruments to people with hearing 

impairment, exclusively through face-to-face, in-person consultations. 
3. Internet sales of hearing instruments is a practise that is in no way supported by the 

Foundation and is to be actively dissuaded. 

                                                           
8 https://medsafe.govt.nz/regulatory/DevicesNew/3-2Explanation.asp - accessed 8.04pm 22 March 2019.  

https://medsafe.govt.nz/regulatory/DevicesNew/3-2Explanation.asp
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Regulatory Orders and announcements 

The NZAS welcomes the powers of the regulator to issue recall orders; advertising remediation 

orders, directive orders, product prohibitions, and can make public safety announcements.  

Advertising 

The NZAS welcomes the potential for greater regulatory oversight of advertising for hearing aids. 

While the NZAS has promoted advertising standards, which it enforces on members, it would be fair 

to say oversight and monitoring of advertising of hearing aids by importers, by on line sellers and 

some retail suppliers are not subject to sufficient regulatory oversight and scrutiny. The NZAS has 

taken up its concerns with Trade Me in the past when hearing aids have been advertised for sale on 

their site.  
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Conclusion 

1. The NZAS is a self-governing body representing over 620 Audiologist, Audiometrist and 

provisional members in New Zealand. 

2. The NZAS supports the purpose of the Bill which is to regulate products to ensure the safety, 

quality, efficacy and performance of products over their life cycle. 

3. The NZAS supports the Bill’s inclusive and broad definition of a therapeutic purpose. 

4. The NZAS supports the definition of medical devices which covers a wide range of products 

used in primary and secondary health care, and will include hearing aids within its ambit. 

5. The NZAS supports the opportunity that the Bill provides for the regulator to consider 

regulating new products and products which are currently not regulated such as second-

hand hearing aids.   

6. The NZAS supports the enhanced approval pathway which includes approval based on 

scrutiny of evidence. 

7. The NZAS welcomes the provision in the Bill requiring mandatory adverse event reports by 

product sponsors. 

8. The NZAS submits that the Bill ought to give powers to the regulator to require a person who 

is purchasing a hearing aid to have an evaluation by a specified hearing care professional, 

before the purchase of the aid. 

9. The NZAS submits that care must be taken when determining the lowest risk classes. The 

process of determining the level of risk must involve those working in the profession who 

are using or supplying the therapeutic product.    

10. The NZAS welcomes the powers of the regulator to issue recall orders, advertising 

remediation orders, directive orders, product prohibitions, and can make public safety 

announcements.  

11. The NZAS welcomes the potential for greater regulatory oversight of advertising for hearing 

aids. 

 

 

 

Lucy Cochrane 

President, NZAS 
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Appendix: providing background to hearing loss. 

 

Does hearing loss fall within the Category of a defect or injury? 

Yes.   

In the case of noise induced hearing loss, when the level of noise exposure is very high, the recovery 

of hearing thresholds can be incomplete, and when exposure is repeated over time, it can lead to a 

permanent and irreversible hearing threshold shift (Bohne and Clark 1982). The classic histologic 

description of the effects of permanent hearing threshold shifts shows destruction at the top of the 

hair cells; a reduction in the number of hair cells and destruction of the auditory nerve (Nordmann, 

Bohne and Harding 2000).  

This leads to a permanent reduction in the ability of workers to detect high frequency sounds at low 

amplitudes, compared to the normal population. The combined effect of exposure to noise and 

aging on the hearing thresholds of an otologically normal population of men and women is 

predicted. Aging, like noise exposure is associated with progressive degradation of hearing 

thresholds. This is associated with changes in the functioning of the sensory cells in the inner ear, 

the nerve fibres of the auditory nerve, and structures of the central auditory system (Yamasoba el al 

2013). Findings from studies show (Wong and Ryan 2015) that exposure to noise accelerates the 

process of age-related hearing loss.  

Does a hearing aid have a therapeutic purpose? 

Yes. 

Hearing aids augment hearing to improve communication effectiveness, and ability to participate in 

group activities. 

• Communicate more effectively in most situations 

• Sense of safety 

• Sense of independence 

• Mental/emotional health 

• Physical health 9 

It improves confidence in moving in a city e.g. traffic signals, vehicles approaching.  

WorkSafe NZ: resources obtained from their website on 4th February 2019  

Workplace noise can be harmful to hearing 

If workers are exposed to hazardous noise over a long period of time, the hairs or nerve cells  

in the inner ear become damaged, and eventually stop responding to sound. This is called  

noise induced hearing loss  

                                                           
9 Anovum 2018 NZ Trak 2018 page 57 www.anovum.com  

http://www.anovum.com/
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(NIHL). Hearing damage can also occur from a sudden loud noise, extended exposure to vibrations 

from noisy machinery or ototoxic chemicals (chemicals that damage your hearing) found in 

substances such as paints, thinners, and glues. 

 

Hearing loss is irreversible. Exposure to hazardous noise levels can cause temporary or permanent 

hearing loss, or tinnitus (a ringing in the ears). Damaged hearing reduces a person’s ability to hear 

high frequency sounds, and some common consonant sounds such as t, k, s, sh and p. This type  

of damage can’t ever be repaired. 

 

NOISE INDUCED HEARING LOSS (NIHL) 

NIHL resulting from workplace noise affects as many as 100,000 New Zealanders. Noise-related 

injuries are most common in the manufacturing and construction sectors, and in male-dominated 

industries. Around 30% of all workers in New Zealand are exposed to hazardous noise at work at 

least a quarter of the time. 

 

1  

Eng, A., ‘T Mannetje, A., Cheng, S., Douwes, J. Ellison-Loschmann, L., Mclean, D., gander, P., Laird, I., 

Legg, S. & Pearce, N. (2010).  

The New Zealand Workforce Survey I: Self-Reported Occupational Exposures.  

Annals of Occupational Hygiene, 54 (2), 144-153. 

 

WorkSafe has estimated the Quality Adjusted Life Years (QALY’s) for those suffering hearing loss.  

 

 



As a consumer, I strongly support changing the law to ban direct-to-consumer 
advertising (DTCA) of prescription medicines in New Zealand. 
I fully subscribe to all of the points mentioned below: 

• Advertisements for prescription medicines do not give me all the information I 
need to make an informed decision about healthcare treatments. 

• Research shows DTCA increases the risk of inappropriate prescribing, creating 
health risks for consumers. 

• Unnecessary prescription of medicines leads to increased costs for consumers 
and the health system. 

• DTCA has already been banned in many other countries due to the risks it 
creates for consumers. Kiwi consumers deserve the same protection. 

• There’s also strong support from doctors and other medical professionals for a 
ban on DTCA, as they agree it creates more harm than good. 

Yours sincerely, 
Armen Aghuzumtsyan 
 



Submission on: Therapeutic Products consultation 
I strongly support changing the law to ban direct-to-consumer advertising (DTCA) of 
prescription medicines in New Zealand. 
Advertisements and marketing use emotional appeals to vulnerable people. They do not 
give us all the information needed to make an informed decision about healthcare 
treatments. 
Research has showed DTCA increases the risk of inappropriate prescribing, creating 
health risks for consumers and for over worked healthcare workers.  
I believe it creates more harm than good. 
Yours sincerely 
Kate Ricketts  
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16 April 2019 

Submission to The Ministry of Health: 

Therapeutic Products Bill 

 

1. The New Zealand College of Public Health Medicine would like to thank the Ministry of 

Health for the opportunity to make a submission on the draft Therapeutic Products Bill.i 

 

2. The New Zealand College of Public Health Medicine (the College) is the professional body 

representing the medical specialty of public health medicine in New Zealand. We have 222 

members, all of whom are medical doctors, including 185 fully qualified Public Health 

Medicine Specialists with the majority of the remainder being registrars training in the 

specialty of public health medicine. 

 

3. Public Health Medicine is the branch of medicine concerned with the assessment of 

population health and health care needs, the development of policy and strategy, health 

promotion, the control and prevention of disease, and the organisation of services. The 

NZCPHM partners to achieve health gain and equity for our population, reducing inequalities 

across socioeconomic and cultural groups, and promoting environments in which everyone 

can be healthy. 

 

4. This submission will only be addressing Section Eighty-Three of the draft Therapeutics Bill, 

which is concerned with Direct to Consumer Advertising (DTCA).   

 

 

Background 

 

5. DTCA refers to the promotion or advertisement of prescription medicines directly to 

patients, through mediums such as television, radio broadcast, social media billboards and 

consumer magazines.1 DTCA is used by pharmaceutical companies to announce new 

products, communicate products claims and messages which exaggerate benefits and 

minimise risks.2 DTCA is thus a marketing tool for increasing both consumer demand for 

pharmaceutical and the commercial success of pharmaceutical companies.  

6. DTCA is a core marketing strategy used by the pharmaceutical industry. Globally spending on 

DTCA increased 330% between 1996 and 2005, to about US $30 billion.3 However, only a 

few countries allow DTCA, including New Zealand and the United States of America (USA), 

                                                           
i https://www.health.govt.nz/system/files/documents/publications/therapeutics-products-bill.pdf 

mailto:admin@nzcphm.org.nz
http://www.nzcphm.org.nz/
https://www.health.govt.nz/system/files/documents/publications/therapeutics-products-bill.pdf
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amongst developed countries. Spending on DTCA in both countries has increased 

significantly, from US $12 million in the 1990’s to US $4.1 billion in 2006.2 

7. DTCA has been stated to be highly effective in creating new markets in both NZ and the USA, 

increasing brand awareness and increasing sales of high cost medicines.4 Evidence suggests 

it leads to inappropriate prescribing, risk to the doctor-patient relationship, over-treatment 

and over-medicalisation of normal processes, increased costs and harm from medical 

misadventure.5 

 

 

Position 

 

8. The College opposes the inclusion of Section Eighty-Three in the Draft Therapeutic Products 

Bill. We are opposed to the continuation of DTCA in NZ for reasons given below.  

9. The College considers the new Therapeutic Products Bill presents an opportunity for New 

Zealand to fall in line with other developed countries in banning DTCA.6 Therefore, the 

College supports the government in reviewing its stance on DTCA and removing Section 

Eighty-Three of the Bill.  

 

 

Specific issues (Reasons to oppose DTCA): 

 

DTCA does not provide objective and reliable information 

 

10. The commercial goal behind DTCA focuses on creating demand for specific products. This 

makes it an inappropriate means of dissemination of information to patients.5,7 While DTCA 

is not a public service, there is concern that many consumers consider DTCA to be a reliable 

source of health information. In actuality, messages tend to be biased, incomplete and 

emotive whilst understating risks and overstating benefits. Advertising often exaggerates the 

efficacy of products.7 One study found only thirteen percent of pharmaceutical 

advertisements provide evidence to support their claims for efficacy.8  

11. Arguments about patient empowerment are often cited by supporters of DTCA.5 They claim 

that advertisements increase consumer awareness of medical conditions and treatments, 

encourage patients to discuss treatment options with their general practitioner and facilitate 

patient choice.4,7  

12. In reality, DTCA manages and influences information in a manner that can be described as 

manipulative, often using the guise of information gaps as an excuse to provide deliberate 

misinformation to consumers. Such manipulative advertisements allow consumers to 

believe they arrived at their choice through a non-persuasive and rational thought process, 

hence undermining patient autonomy.2 In these cases, DTCA conflicts with the right of 

patients to easily access high-quality, transparent pharmaceutical information as per the NZ 

Code of Health and Disability Service’s Consumer’ Rights.4 

13. DTCA messages also have the potential to widen health inequalities by targeting more 

susceptible consumers. These include those with lower socioeconomic status, poorer health 

status, and ethnic minorities, all who may be more susceptible to deceptive messages within 
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DTCA and may not be able to make objectively informed decisions.9 Consideration of health 

equity should as a matter of priority be reflected in all New Zealand’s health policies.10 

 

 

DTCA threatens the Doctor-Patient Relationship 

 

14. Evidence indicates that consumers are more likely to believe they need medication, to 

request medication from their physicians and receive prescriptions for those products 

advertised on television.5  In New Zealand General Practitioners (GPs) act as gate-keepers to 

further care. They facilitate the decision-making process by which patients evaluate several 

treatment options and select the best option for them. As gate-keepers, GPs have an ethical 

duty to prescribe only necessary and appropriate medicines.7 

15. However, DTCA may challenge sensible prescribing as it has been shown to place additional 

commercial pressure on prescribers.7 DTCA encourages consumers to request advertised 

products, leading the consultation to become dominated by discussion of one advertised 

product rather than a balanced assessment of all treatment options.5,7 Patients may even 

manipulate the information they provide to their doctor in order to fit a profile as seen on a 

DTC advertisement, in order to be prescribed a drug not suitable for them.11 This leads to 

sub-optimal prescribing conditions and inappropriate prescribing. One study reported that 

patients made inappropriate prescription requests during about forty percent of doctor’s 

visits and were successful in about half of their attempts.12 

16. As such, DTCA can challenge the doctor-patient relationship. Advertisements can reduce a 

patient’s trust and confidence in their physician.4 It may also place pressure or increase 

frustration and lengthen the duration of consultations when physicians have their clinical 

authority challenged by evidence from DTCA.1 

 

 

DTCA may pose risks to Patient Safety and Cause Harm 

 

17.  Rational prescribing suggests not replacing older medicines which have established efficacy 

and safety profile unless there is evidence to do so, and to exercise caution when 

recommending new medicines.4 DTCA tends to focus on new medicines, whose safety 

profiles have not been fully studied and often have rare but serious unknown side-effects or 

those which may be being used for off-label prescribing.4 This is particularly true for 

medicines that are anticipated to be big sellers and are heavily advertised early in their life 

cycle, before the long-term effects can be fully known.1 Thus DTCA challenges the principle 

of rational prescribing, as it seeks to promote newer medicines over already established 

ones, which poses risks to patients.7 

18. There are several examples of heavily advertised medicines gaining popularity over 

established medicines, only to be withdrawn once their safety profile was revealed. For 

example, Merck spent over $100 million annually to promote Vioxx (used to treat arthritis 

pain) into a blockbuster drug, from 1999 to 2004.13 Despite making annual sales of $1 billion, 

the drug was voluntarily withdrawn from the market after it was discovered to increase the 

risk of myocardial infarction in patients.13  
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19. DTCA is also more likely to exaggerate the range of consumers who would benefit from a 

product. Promoting the use of products in groups who have little to gain may increase the 

risk of harms as well as costs to the consumer.7 

 

 

DTCA Promotes Over Medicalisation 

 

20. DTCA tends to promote the medicalisation of normal bodily and ageing processes. 

Marketing of medicines with no other health benefit than to counter ‘lifestyle’ conditions 

such as weight gain (as opposed to standard dietary and exercise changes), male pattern 

hair loss and normal mood swings, is common practice.7 The pharmaceutical industry openly 

employs a marketing strategy of manufacturing diseases or medicalising clinically 

inconsequential ailments and cosmetic concerns. Common examples include erectile 

dysfunction medicine advertisements directed at men who may be experiencing normal 

variations in sexual performance, and advertisements that aim to reconceive menopause 

from a normal midlife experience incorrectly into a pathologic clinically consequential 

hormone-deficiency disease.11   

 

 

DTCA has Significant Financial Implications for Consumers and the Health System 

 

21. DTCA is frequently used to promote newer more expensive drugs that have little or no 

evidence of additional health benefits to their generic alternatives. This places additional 

fiscal pressures on consumers, not only from cost of medicines but also additional doctor’s 

visits to the GP.7 It may also exacerbate financial and health inequalities amongst vulnerable 

consumers. Cost information is also rarely revealed in DTCA.1 

22. DTCA also poses fiscal pressures for the health system. Since DTCA increases demand for 

certain medicines, advertised medicines that are subsidised may put pressure on the 

pharmaceutical budget. Advertised medicines which are not subsidised may garner public 

pressure on PHARMAC to subsidise them. Since these are newer, and more costly there will 

be significant unnecessary costs associated with them.7 PHARMAC, NZ’s medicines etc. 

funder, has been successful in keeping pharmaceutical costs down through negotiations and 

sourcing of generics, inter alia. However, DTCA may challenge negotiations on medicine 

pricing as pharmaceutical companies raise medicine prices to offset advertising costs.  

23. Unnecessary prescriptions lead to known increased costs to the taxpayer, particularly 

through driving demand for costly branded medicines over less expensive yet effective 

alternatives.14,15 Furthermore, as DTCA increases demand for certain medicines, and these 

medicines are subsidised, resources will be reallocated from other issues that need 

attention. This may mean a reduction in the capacity for subsidising other medicine and 

vulnerable members of the public may miss out on treatment,7 i.e. consequent opportunity 

costs (being the population health benefits forgone by not being able to spend those limited 

monies for better medicines or health services, by instead spending comparatively 

needlessly). 

24. In addition, the promotion of unnecessary medication use misaligns with the pan-

professional Choosing Wisely initiative, which encourages the mindful use of medical 
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intervention only when appropriate and clinically valuable.16 Without the influence of DTCA, 

clinicians and patients can better engage in balanced and informed discussions about 

treatment options, which advances quality of care for all. The College also recognises this 

improved quality of care as a means of advancing health equity and responsible resource-

allocation, as per the NZCPHM’s Choosing Wisely recommendations and explanatory 

statements.17 

 

 

DTCA is incoherent with the NZ Antimicrobial Resistance Action Plan 

 

25. As per the NZCPHM’s policy statement on antimicrobial resistance, the College recognises 

AMR as a significant health threat and considers DTCA will only diminish efforts to reduce 

inappropriate use of antimicrobials.18 The NZ Antimicrobial Resistance Action Plan includes 

strengthening consumer awareness on the issue (priority action area one) as well as 

reviewing controls, labelling and advertising of antimicrobials including DTCA (priority action 

area15).19 To the extent that DTCA promotes the use of antimicrobials, DTCA contradicts the 

NZ Antimicrobial Resistance Action Plan, and this represents policy incoherence.6 

 

 

The Remediation Order is insufficient to regulate DTCA  

 

26. NZCPHM considers the penalties listed in Section 166, the Remediation Order, would be 

insufficient to regulate DTCA. In the United States, the FDA has been unable to confirm that 

it receives all disseminated advertisements for assessment or that it has been able to 

prevent repetitive breaches to advertising regulations. In some instances deceptive 

advertisements may complete their broadcast life-cycle before the FDA can issue a letter 

requesting their removal.4 This illustrates the limitation of lack of timeliness in the process of 

regulating advertisements. Furthermore, the college considers reprimanding any offending 

pharmaceutical companies as per the Penalties for Offences in Section 233 (maximum fine of 

New Zealand $500,000) would do little to impede them as global expenditure on advertising 

is in the multi-billions. Therefore, the College considers the Remediation Order is insufficient 

to reprimand pharmaceutical companies, mitigate any harms that may befall consumers and 

to regulate DTCA. 

 

 

Thank you for the opportunity for the NZCPHM to submit on The Therapeutic Products Bill. We hope 

our feedback is helpful and please contact the NZCPHM if we can be of further assistance.  

 

Yours sincerely, 

 

          
 

 

Dr Felicity Dumble, President, NZCPHM 
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As a consumer, I strongly support changing the law to ban direct-to-consumer advertising 
(DTCA) of prescription medicines in New Zealand. 
 
Advertisements for prescription medicines do not give me all the information I need to make an 
informed decision about healthcare treatments. 
Research shows DTCA increases the risk of inappropriate prescribing, creating health risks for 
consumers. 
Unnecessary prescription of medicines leads to increased costs for consumers and the health 
system. 
DTCA has already been banned in many other countries due to the risks it creates for consumers. 
Kiwi consumers deserve the same protection. 
There’s also strong support from doctors and other medical professionals for a ban on DTCA, as 
they agree it creates more harm than good. 
 
Yours sincerely 
 
Amanda Huff 
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I submit the attached response and appended information on behalf of the Auckland Women’s 
Health Council. Our details are included in the submitter profile also attached.  
  
The Auckland Women’s Health Council is a voluntary organisation of individual women and women’s 
groups who have an interest in and commitment to women’s health issues. The organisation was 
formed in 1988 to provide a voice on women’s health issues in the Auckland region. The Council has 
a special interest in patient rights, informed consent and decision-making in health care, health 
consumer advocacy, the Code of Health Consumers’ Rights, the National Cervical Screening 
Programme, and ethics – issues that were highlighted during the Inquiry into the treatment of 
cervical cancer at National Women’s Hospital in 1987-88 and in the recommendations contained in 
the report known as the Cartwright Report. 
  
We have responded to the following questions in the consultation document: 

 
B13 
B14 
B16 
B27 
B35 
C1 
C4 
C5 
C11 
C12 
C13 
C16 
C52 
C53 
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Consultation 
A Therapeutic Products Bill (the Bill) is being developed to replace the Medicines Act 1981 (and its associated 
regulations) and establish a new regulatory scheme for therapeutic products. This consultation document is 
intended to be read alongside an exposure draft of the Bill. It provides information on the policy and details 
contained in the exposure draft to help inform submissions on the draft Bill. 
 

The purpose of this consultation document 
Together with the exposure draft of the Bill, this document provides detail on the proposed regulatory scheme for 
therapeutic products that is; principles-based,  
risk-proportionate, reflects international norms, and is designed to be responsive to the challenges of emerging 
technologies and changes in the health care settings in which therapeutic products are used. 
 
Even adopting a principles-based approach, the Bill is still long and technical. For this reason, the Government 
has agreed to release a draft of the Bill to get input from the sector before it is introduced to Parliament. We would 
like you to help us ensure this Bill is fit for purpose both now and into the future. 
 
The three main purposes of this companion paper to the exposure draft of the Therapeutic Products Bill are to: 
a. provide an overview of the draft Bill and describe in broad terms the regulatory scheme that would be 

established by regulations, rules and notices – while noting the detail of these instruments will be 
developed and consulted on later 

b. obtain feedback on the draft Bill 
c. collect information from the sector on key policy issues. 
 

Layout of the consultation paper 
This consultation paper is divided into three main chapters: 
a. Chapter A: Key features of the new regulatory scheme – describing the rationale for the Bill, what it 

covers and the main types of controls 
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b. Chapter B: Content of the draft Bill – describing the parts within the Bill, providing additional 
explanation of particular provisions to assist understanding and highlighting the provisions that are 
different from the current regulatory approach 

c. Chapter C: What the new scheme would mean for different sectors and health practitioner groups – 
outlining how the regulatory tools within the Bill are intended to apply to different products, sectors or 
professions and what the relevant regulations, rules or notices are expected to cover. This includes a section 
focussed on the aspects of the Bill that are particularly relevant from a consumer perspective. 

 
While these chapters overlap somewhat, we are aiming to cater both to those with an interest in the whole scheme 
and those with a specific area of interest. 
 
Chapter B contains questions covering the sections (grouped by topic) in the draft Bill and provides an 
opportunity to comment on the policy, practical implications or detail of those sections.  These are grouped by 
topic. 
 
To avoid repetition, Chapter C refers back to the questions in Chapter B when relevant. Chapter C then contains 
additional questions focused on particular policy issues where we are seeking feedback and also questions on 
specific issues that are only relevant for particular sectors. Each question is numbered once, so if the same 
question is asked in two topics within Chapter C, the question number is repeated. For example, question C6 is 
asked in both the topics for medicines and the wholesalers sectors. As such, the numbering of questions in Chapter 
C is often not sequential. 
 

How to provide feedback 
You can provide feedback by: 
a. using our online tool at https://consult.health.govt.nz/medsafe/therapeutic-products-exposure-draft-

consultation. This is our preferred way to get feedback; or 
b. sending an electronic submission to [email: therapeuticproducts@moh.govt.nz]  
 
The closing date for submissions is 18 April 2019. We are also holding consultation sessions to provide richer 
information, and you are welcome to register your interest in attending - go to our website 
https://www.health.govt.nz/publication/therapeutic-products-regulatory-scheme-consultation-document 
 
Your feedback is important because it will help shape the final proposals, ensuring they are workable and that the 
purpose of the legislation is achieved. We appreciate you taking the time to make a submission. 
 
If you elect not to use the online tool for your submission, please: 

https://consult.health.govt.nz/medsafe/therapeutic-products-exposure-draft-consultation
https://consult.health.govt.nz/medsafe/therapeutic-products-exposure-draft-consultation
https://www.health.govt.nz/publication/therapeutic-products-regulatory-scheme-consultation-document


 

● ensure your electronic (email) submission includes the mandatory submitter information in the Therapeutic 
Products Consultation submitter form found on the website 
https://www.health.govt.nz/publication/therapeutic-products-regulatory-scheme-consultation-document 

● note that, your submission may be requested under the Official Information Act 1982. If this happens, the 
Ministry will normally release your submission to the person who asks for it. If you consider there are good 
reasons to withhold it, please clearly indicate these in your submission. 

 

Next steps after the consultation 
The Ministry will analyse the feedback and publish a summary of this analysis on its website. 
 
The Ministry will provide advice to the Government on the overall outcomes of the consultation and seek 
approval for any major changes in policy identified. Then we will work with the Parliamentary Counsel Office to 
amend the Bill, as necessary. The Bill would then be introduced to Parliament. 
 
Once introduced, the Bill would follow the standard parliamentary process. Following the first reading, it would 
be referred to a select committee (expected to be the Health Select Committee). The select committee normally 
invites public submissions on a Bill. It then holds public hearings to listen to some of the individuals or groups 
that have made submissions. After hearing submissions it works through the issues raised and decides what 
changes, if any, should be made to the Bill. 
 
The Bill would then have second and third readings in the House. Then, after receiving the royal assent, it is 
referred to as an Act. 
 
The Therapeutic Products Act would come into force on a specific date to be appointed by the Governor-General 
by Order in Council, or at the latest by a backstop date that would be inserted in the Bill. That date is likely to be 
around two years after royal assent. On the commencement date the new regulatory scheme would replace the 
current scheme in the Medicines Act 1981. For some aspects of the scheme, the Bill will include transition 
provisions to provide additional time for the sector to meet the new requirements. The transition period starts on 
the commencement date. 
 
The regulations, rules and notices required to implement the scheme will need to have been developed before the 
commencement date. The Ministry would begin developing these while the Bill progresses through Parliament. It 
then would have around two years after the date of royal assent to consult and finalise them. 
 
The key points to note from this process are: 

https://www.health.govt.nz/publication/therapeutic-products-regulatory-scheme-consultation-document
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a. a lot of work remains to be done – the Bill sets out the legislative framework for the new regulatory 
scheme, but the detail of how this scheme will work in practice (ie, the regulations, rules and notices) still 
needs to be developed 

b. this consultation document does not offer your last chance to provide input into how the new scheme would 
work. Further consultation opportunities will follow during the select committee process and when the 
regulations, rules and notices are being developed. 
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Executive summary 
Why the Therapeutic Products Bill has been 

developed 
Therapeutic products are a diverse group of products that everyone is likely to need at some time during their life. 
This Bill is about making sure that these products are as safe as possible and that they work. The Therapeutic 
Products Bill would repeal and replace the outdated Medicines Act 1981 to provide modern, comprehensive and 
cost-effective regulation of therapeutic products in New Zealand. 
 
The Medicines Act 1981 is becoming ever less fit for purpose. It is dated, inflexible and hard to use, and has 
significant gaps in coverage (eg, it provides no pre-market controls on medical devices). It is also prescriptive and 
prevents regulatory efficiencies; and makes it difficult for some cell- and tissue-based products to come to market. 
 
Attempts at legislative change in this area date back to the late 1980s and early 1990s when reform was first 
proposed. For much of this long history, efforts were focused on establishing a joint regulatory scheme and 
agency (Australia New Zealand Therapeutic Products Agency, ANZTPA) with Australia. In late 2014, when that 
initiative ceased, work on the Therapeutic Products Bill began. 
 
The new regulatory scheme is being developed with the aim of meeting the current and future needs of the health 
and disability sector, while being mindful of modern approaches to the design of regulatory schemes and the size 
of the New Zealand market and its regulatory capacity. 
 
In this context, the objectives for the regulatory scheme are that it: 
a. meets expectations of risk management and assurance of acceptable safety 
b. results in efficient and cost-effective regulation 
c. is flexible, durable, up to date and easy to use 
d. ensures high-quality, robust and accountable decision-making 
e. is able to sustain capable regulatory capacity 
f. supports New Zealand’s trade and economic objectives 
g. is trusted and respected 
h. supports consumer access to, and individual responsibility for, care. 
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Achieving these objectives involves putting in place: 
a. regulatory requirements that are consistent with international approaches and effectively administered 
b. a regulator that can exercise regulatory powers effectively, is accountable, and can engage internationally 

and recognise work done by trusted overseas regulators 
c. an enabling legislative framework that can be readily maintained and updated. 

One of the issues with the Medicines Act 1981 is the difficulty of keeping it up to date. Consistent with the 
recommendations of the Productivity Commission,1 the Bill reflects a shift to a principles-based legislative 
framework. Therefore, much of the detail that is currently in the Medicines Act 1981 would be included in 
subordinate legislative instruments (regulations or rules), or in notices that are made by the regulator. The Bill 
includes a clear purpose statement and principles to guide the regulator (and any other person exercising powers 
in the new scheme) when developing rules and notices or administering the regulatory scheme. 
 

What will the new regulatory scheme look like 
The scheme would cover all therapeutic products used in public and private health care in New Zealand across the 
lifespan of the product. The Bill defines four types of therapeutic products: 
a. medicines (which include most cell and tissue therapies, vaccines and biological medicines) 
b. active ingredients of medicines (called active medicinal ingredients or AMIs in the Bill) 
c. medical devices (including in-vitro tests and software) 
d. type-4 products. This is a placeholder category intended to capture any future innovative therapeutic 

products that do not fit under the definitions of medicine or medical device. 
 
The Government intends to exclude natural health products (including rongoā Māori and dietary supplements) 
from regulation under this new legislation. 
 
The regulatory scheme to be established by the Bill is based around two broad components: 
a. Product approval requirements: Products would generally need to be approved before they can be 

imported or supplied and approval holders would need to comply with requirements around monitoring for 
post-market safety. There would be an ability to make exceptions or exempt particular classes of products 
from needing an approval. 

                                                        
1 New Zealand Productivity Commission. 2014. Regulatory Institutions and Practices: A review of regulatory practice in New Zealand 

and the Government’s Statement of Regulatory Stewardship. Wellington: New Zealand Productivity Commission. 



 

b. Controlled activity requirements: These vary across product types and include conducting a clinical trial, 
manufacturing, wholesale supply, prescribing, and pharmacy activities. It would be unlawful to perform a 
controlled activity without an appropriate authorisation. Authorisation can be given through licences, 
provisions of the legislation (in the Bill or regulations) or permits. 

 
The Bill would also enable obligations to be placed on people who carry out a controlled activity; or who, in the 
course of business, import, supply, administer or use, or have possession of any therapeutic products. 
 
Advertising would only be allowed for approved products. It must be truthful and not misleading. 
 
The Bill would also prohibit particular activities, such as tampering with, or misrepresenting, a therapeutic 
product. 
 
Under the Medicines Act 1981, the Minister of Health and Director-General of Health hold regulatory 
accountability and associated regulatory powers. Under this new scheme, the regulator would hold such 
accountability and powers, independent of the Minister of Health. 
 
The form of the independent regulator (ie, whether it is a Crown entity, a departmental agency or part of the 
Ministry of Health) will be decided in 2019. As a placeholder, the draft Bill currently provides for the Chief 
Executive of the Ministry of Health (ie, the Director-General of Health) to administer the scheme. 
 
The regulator would be able to make a number of regulatory orders, where relevant people are required to take 
particular actions. Examples include recall orders, advertising remediation orders, and medicines access limitation 
orders (currently known as restriction notices, and used to manage drug-seeking behaviour). 
 
The regulator would continue to be able to vary or revoke product approvals and licences (and permits) or suspend 
licences (and permits). 
 
The regulator would have a comprehensive set of enforcement options that are more appropriate than those in the 
Medicines Act 1981. In addition to prosecutions, the regulator would be able to issue infringement notices for 
minor instances of non-compliance and accept enforceable undertakings (which offer an alternative to 
prosecution, allowing the regulator to work with people to improve their compliance without prosecuting them). 
Under the Medicines Act 1981, the maximum penalty for most offences is inappropriately low ($500), with higher 
penalties available for only a few specified offences (the highest is up to $100,000 for a body corporate). Under 
the new scheme, the maximum penalties for criminal offences would be much higher. 

To enable more flexibility in how the regulator implements the scheme, the Bill would not specify operational 
aspects such as committee structures. However, the regulator would have the ability to establish expert advisory 
committees. 
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The Bill provides a two-tier merits review mechanism for decisions about product approvals, licences and permits. 
Decisions would initially be reviewed by a specially convened review panel. Following that process, a person who 
was still aggrieved could appeal to the District Court. 
 
To ensure a smooth transition for those affected by the regulatory scheme, the Bill sets out transition measures 
covering those moving from regulation under the Medicines Act 1981 to regulation under the new scheme, as well 
as for those being regulated for the first time. 
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Chapter A:  
Key features of the new 
regulatory scheme 
A1 Rationale for new legislation 

1. Everyone is likely to need a therapeutic product at some time. All developed countries 
recognise that assuring the safety of therapeutic products is fundamental to the delivery of high-
quality public and private health and disability support services as therapeutic products have 
both benefits and risks, including risks of serious harm. 

2. The Government wishes to protect personal and community health by ensuring that therapeutic 
products in New Zealand meet acceptable safety, quality and efficacy or performance 
requirements across their lifecycle. Consistent with the international approach to regulating 
such products, it intends to provide this protection through pre- and post-market controls that 
regulate their manufacture, import, promotion, supply and administration or use. 

3. To achieve this purpose, it proposes to replace the current Medicines Act 1981 and its 
associated regulations with a new comprehensive and cost-effective regulatory scheme, 
consisting of the Therapeutic Products Bill and its associated subordinate instruments. 

4. The Medicines Act 1981 is dated, inflexible and prescriptive, and has failed to keep pace with 
changing international regulatory practice and emerging technologies. It also contains much of 
the detail about the regulatory requirements; this approach contrasts with modern legislative 
practice, which enables regulatory schemes to be readily maintained and updated by using 
legislative instruments to capture operational requirements. 

5. The weaknesses of the current legislation have been under discussion for many years. From the 
late 1980s, efforts first focused on establishing a joint regulatory scheme and agency (Australia 
New Zealand Therapeutic Products Agency, ANZTPA) with Australia. In late 2014, when these 
efforts ended, a decision was made to work on a comprehensive therapeutic products regulatory 
scheme to replace the Medicines Act 1981 and its regulations. 



 

6. To address current weaknesses, changes in three key areas are proposed so that the new scheme 
improves on the current one. 

a. Use a principles-based legislative framework. 

b. Cover a broader range of products. 

c. Provide the regulator with a set of tailored and responsive regulatory tools. 

7. The objectives for the regulatory scheme are that it: 

a. meets expectations of risk management and assurance of acceptable safety, quality and efficacy or 
performance of therapeutic products 

b. results in efficient and cost-effective regulation 

c. is flexible, durable, up to date and easy to use 

d. ensures high-quality, robust and accountable decision-making 

e. is able to sustain capable regulatory capacity 

f. supports New Zealand’s trade and economic objectives 

g. is trusted and respected 

h. supports consumer access to, and individual responsibility for, care. 

8. Achieving these objectives involves putting in place: 

a. regulatory requirements that are consistent with international approaches and effectively 
administered 

b. a regulator that can exercise regulatory powers effectively, is accountable, and can engage 
internationally and recognise work done by trusted overseas regulators 

c. an enabling legislative framework that can be readily maintained and updated. 

9. Diagram A shows how the regulatory controls would be applied across the lifecycle of a 
product. Note that not all controls are applied to all product types. 
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Diagram A: Regulatory controls across a product’s lifecycle 

 



 

A2 A principles-based legislative framework 
10. The Bill would shift to a principles-based legislative framework. In practice, this means that the 

resulting Act would contain less operational detail, while regulations and regulator-made 
instruments would contain more. 

11. The Bill would enable regulations to be made and authorise the regulator to make rules and 
regulator’s notices on matters such as technical requirements and processes. The draft Bill sets 
out the parameters that guide the development of these other instruments and requirements for 
how they are made. 

12. Diagram B illustrates the placement of provisions across the four tiers of the legislation. 
 

Diagram B: Four tiers of legislation 

Instrument Type of instrument What they will contain 

Therapeutic 
Products Act 

 

Legislative instrument. 
Follows the parliamentary 
process. 

Primary legislation sets out the purpose of the Act, 
provides a set of principles to set the parameters 
of the regulatory regime and, importantly, sets 
boundaries for the scope and development of the 
subordinate instruments (regulations, rules and 
notices), contains the primary elements of the 
regulatory scheme (including the offences), 
provides enforcement powers, and sets out 
accountability arrangements. 

Regulations 

 

Legislative instrument 
made by the Governor-
General, by Order in 
Council. Is subject to 
review and disallowance 
by the Regulations Review 
Committee. 

Regulations would contain further detail on 
matters not appropriately dealt with in regulator-
made instruments (eg, fee setting), and key 
elements of the regulatory scheme (eg, standards 
setting) that would remain relatively stable and 
that are significant to the design of the regulatory 
requirements. 

Rules 

 

Legislative instrument 
made by the regulator. Is 
subject to review and 
disallowance by the 
Regulations Review 
Committee. 

Rules would contain the detail of the regulatory 
requirements. They would be used to specify 
technical and detailed matters such as: 
qualifications and competency requirements, and 
minor changes to products. 

Regulator’s 
notices 

 

Non-legislative instrument 
made by the regulator. Is 
not subject to disallowance 
or review by the 

Regulator’s notices would only be used for 
administrative detail. The regulator would only be 
able to make notices if it was necessary or 
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Regulations Review 
Committee. 

desirable to promote the purposes of the Act and 
was consistent with the principles in the Act. 

13. Changes to regulations, rules and notices would not need to go through the full parliamentary 
process. As a result, it would be easier to make changes to the scheme when issues arise, the 
need for improvements is identified, or in order to keep in line with international best practice. 

14. Regulations and rules would still be subjected to external scrutiny, as they could be reviewed 
by the Regulations Review Committee and could be ‘disallowed’ by Parliament if made 
inappropriately. Consultation is required on regulations and rules. 

15. In essence, the Bill sets out the matters that regulations, rules or regulator’s notices can cover 
and the matters that would need to be considered when any of those instruments is being 
developed. 

 

A3 Broader product coverage 
16. New Zealand is currently out of step with most other developed countries because the following 

three important groups of therapeutic products are largely unregulated here: 

a. cell and tissue products 

b. medical devices 

c. radioactive medicines. 

17. These significant gaps in product coverage reflect the age of the current legislation. The new 
scheme is designed to ensure that all therapeutic products are regulated across their lifespan and 
that, as far as possible, the benefits of a product outweigh its risks. 

18. To apply regulatory controls that are consistent with international approaches, the Bill divides 
therapeutic products into four types. This enables the regulatory tool box to be deployed 
differentially across the product types where that is appropriate. The four types of product are: 
medicines (which include most cell and tissue therapies and radioactive medicines); medical 
devices; active medicinal ingredients; and type-4 products (future, and as yet unknown, 
therapeutic products). 

19. The Government is considering options for regulating natural health products and therefore 
intends to exclude them as far as is possible from the Therapeutic Products Bill. We will work 
with the parliamentary drafters to develop and include the exclusion provisions before the Bill 



 

is introduced to Parliament. In the interim, section 16(3) has been included in the draft Bill as a 
placeholder provision. 

 

Medicines 
20. Radiopharmaceuticals and most cell and tissue products would be regulated under the umbrella 

term of ‘medicines’, as well as the pharmaceutical products currently regulated as medicines 
under the Medicines Act 1981. The regulatory requirements for different kinds of medicines 
would be tailored to accommodate their different characteristics and risk profiles. For more 
detail on how the new scheme would regulate medicines, see Chapter C1. 

21. We are aware of concern about using the term ‘therapeutic product’ for donated human tissue. 
The draft Bill uses this term as a practical measure to enable the scheme to apply appropriate 
regulatory controls across a range of cell and tissue activities and therapies, which run from 
processing and using minimally manipulated cells and tissues to creating and using highly 
manipulated or engineered products. For more detail on how the new scheme would regulate 
cell and tissue products, see Chapter C2. 

 

Medical devices 
22. The term ‘medical device’ covers a wide range of products used in primary and secondary 

health care as well as in the home. The product range spans a broad risk spectrum from low-risk 
products such as tongue depressors and bandages to higher-risk products, including diagnostic 
and surgical equipment, implantable products such as orthopaedic joints, heart valves and 
surgical mesh, and diagnostic equipment such as X ray machines and computed tomography 
scanners. It also includes in-vitro diagnostic tests such as pregnancy tests and tests for serious 
conditions such as HIV or hepatitis C, as well as software used for a therapeutic purpose. 

23. Medical devices are currently not subject to any pre-market regulatory scrutiny to assess safety 
and performance and post-market controls are minimal. Under the new scheme, the intention is 
to apply the full range of pre- and post-market controls in accordance with the risk-based model 
developed initially by the Global Harmonisation Taskforce (GHTF) and continued and 
maintained by the International Medical Device Regulators Forum (IMDRF). 

24. This would be a major change for the sector. We intend to ensure that appropriate risk-based 
requirements (based on the international classification system developed by the GHTF) are 
developed and that any costs can be justified from a safety perspective. 
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25. For more detail on how the scheme would regulate medical devices, see Chapter C3. 
 

Active medicinal ingredients 
26. Active ingredients of medicines (known internationally as active pharmaceutical ingredients) 

are defined as a separate type of therapeutic product so that a smaller set of regulatory controls 
can be applied to them. Controls would be applied to ensure they are manufactured to an 
appropriate standard and are not supplied outside the regulated supply chain. 

 

Type-4 products 
27. Type 4 is a ‘reserve’ category to future-proof the scheme for therapeutic products that, in the 

future, may not fit under the medicine or medical device definitions. We consider it prudent to 
do this given the rapid pace of innovation and technology development in health-related fields. 
While new and innovative products currently on the market can be dealt with appropriately 
under the medicine or medical device frameworks, this may not always be possible. The Bill 
therefore creates this framework of controls so that, if and when such products are identified, it 
would be possible to develop the appropriate controls and place this detail in regulations, rules 
and notices (as appropriate). This would allow the new type of products to be appropriately 
regulated until the Act could be reviewed and, if necessary, amended to accommodate them. 

A4 Tailored and responsive regulatory tools 
28. Medsafe, the business unit of the Ministry of Health that administers the Medicines Act 1981 

(ie, the current regulator), has a limited range of responses available when breaches or issues 
occur and many of these have protracted timelines. For example, product approvals and 
licences can be amended and revoked and where a pharmacy is operating without a licence a 
fine of up to $40,000 can be imposed on conviction. Penalty levels are generally low compared 
with those in modern legislation and for many offences the standard penalty available 
(following a successful conviction) is $500. The highest penalty available is $100,000 for a 
body corporate convicted of an offence such as selling or advertising a medicine that does not 
have an approval (referred to as 'a consent'). In some situations, Medsafe is able to seize and 
destroy stock. 



 

29. Under the new scheme, a wider range of tools would be available to encourage compliance and 
deal with serious offending, which would enable more appropriate and timely responses when 
non-compliance occurs. The draft Bill includes: 

a. a tiered set of criminal offences – with penalties based on the level of intent 

b. infringement fines – for immediate responses to lower-level breaches 

c. enforceable undertakings – for use when a person who has been non-compliant agrees (ie, 
undertakes) to address the issue and take active steps to reduce the risk of it happening in the future. 
In return, the regulator would not prosecute for the breach unless the undertaking was breached. 

30. The regulator would also have a range of regulatory orders that it could make if a product or 
activity presents an unacceptable risk of harm. 

 

A5 Regulator form 
31. Under the current Act, regulatory and associated administrative powers are held by the Minister 

of Health and the Director-General of Health. Under the new scheme, the regulator would hold 
such accountability and powers, independent of the Minister of Health. These proposed changes 
largely reflect current practice because most regulatory powers have been delegated to Ministry 
of Health staff and are aligned with modern regulatory schemes. 

32. A decision on the form of the regulator has not yet been made. The Government intends to 
consider whether it would be a Crown entity, a departmental agency, or part of the Ministry of 
Health in 2019. As a placeholder, the draft Bill currently provides for the scheme to be 
administered by the Chief Executive of the Ministry of Health (ie, the Director-General of 
Health). Regardless of the form, the regulator would have a legislative mandate and 
accountability for its role. 

33. The Bill enables the regulator to charge fees to cover any costs not covered by government 
funding. The split between the costs recovered from industry and those met by the government 
has not yet been decided. However, it is expected that a large proportion of the costs is likely to 
be recovered through industry fees or charges. This would be discussed further and consulted 
on during the development of the regulations that would set out the cost-recovery details. 
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Question A1 
Do you support the general design of the new regulatory scheme for therapeutic products? 
1 Support 

2 Partially support 
3 Neutral 
4 Partially don’t support 
5 Don’t support 

 
 
 



 



 

 

 

 

Released 2018 health.govt.nz 
 

Chapter B:  
Content of the draft Bill 

34. Drafting style: The Bill has been drafted using the modern approach to legal drafting. This 
impacts not only what is included in the Bill (and what is correspondingly included in 
regulations or regulator-made instruments), but also how it is worded and where it is placed 
within the Bill. This means those aspects of the current scheme that have been retained may be 
worded in a different way, spread across more than one part of the Bill, or included in 
regulations or regulator-made instruments (when previously they were in the Act itself). 

35. Policy settings: The new scheme is designed to meet the needs of the health and disability 
support sector now and into the future, to give effect to the Government’s expectations for 
regulatory schemes and be mindful of the global settings for therapeutic products. This 
approach is consistent with the Productivity Commission’s 2014 report Regulatory Institutions 
and Practices.2 

36. The international arena has had a considerable influence on the design of this new scheme and 
it is important that New Zealand is responsive to these settings. Therapeutic products are 
generally global commodities and regulation in developed countries is guided by international 
approaches for assuring the safety, quality and efficacy or performance of products. Developed 
countries also have formal and informal obligations in respect of global safety concerns (eg, 
counterfeit products). 

37. Internationally, regulators are looking for ways to respond to regulatory challenges. These 
include capacity constraints driven by the regulatory challenges that innovative products 
present, increasingly complex supply chains (eg, a product may have components from many 
sources or supply may be many steps removed from manufacture), and the desire for continued 
efficiencies. 

38. Key policies that would form the basis of the new therapeutic products regulatory scheme were 
agreed by respective governments in December 2015, March 2016 and December 2018. The 
draft Bill has been developed based on these decisions. 

 

                                                        
2 New Zealand Productivity Commission. 2014. Regulatory Institutions and Practices: A review of regulatory practice in New Zealand 

and the Government’s Statement of Regulatory Stewardship. Wellington: New Zealand Productivity Commission. 



 

B1 Overview of the draft Bill 
39. The draft Bill comprises nine parts and four schedules. Diagram C provides an overview of the 

content of these parts and schedules. 
 

Diagram C: Overview of the content of the draft Therapeutic Products Bill 

Part 1: 
Preliminary 

Purpose 

Principles 

Outline of scheme 
(as a guide only) 

Part 2: Interpretation 
(definitions) 

General 

Product-related 

Activity-related 

Miscellaneous 

Part 3: Dealing with 
therapeutic products 

Product approval requirements 
and associated offences 

Controlled activities and 
supply-chain activities and 
associated offences 

Authorisations 

Other offences 

Part 4: 
Product approval 

Approval of products 

Approval-exempt products 

Obligations of sponsors 

Data protection for medicines 

Part 5: 
Licences and permits 

Licences 

Permits 

Provisions applying to licences 
and permits 

Obligations of licensees and 
responsible persons 

Part 6: 
Regulator 

Powers and functions 

Investigative powers 

Offences relating to regulator 

Review of regulator’s decisions 

Administrative matters 

Part 7: Enforcement 
Enforceable undertakings 

Injunctions 

Offences 

Attribution of liability and 
defences 

Evidentiary matters 

Infringement offences 

Part 8: Administrative 
matters 

Cost recovery 

Regulations, rules, notices and 
exemptions 

Review of Act 

Relationship with other Acts 

Part 9: Repeals and 
amendments to other 

enactments 
Repeals and revocations 

Amendments to other Acts 
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Schedule 1: Transitional, savings and related provisions 

Schedule 2: Reviewable decisions 

Schedule 3: Regulations, rules and regulator’s notices 

Schedule 4: Amendments to other enactments 

 

B2 Tips to help with understanding the draft 
Bill 
40. Read the ‘Outline of Regulatory Scheme’ section of the draft Bill (ss 7–13) and check Diagram 

C above to gain a ‘helicopter view’ of the scheme and a sense of how provisions relating to a 
particular topic are spread across the draft Bill. 

41. Where the term ‘person’ is used, it means either a body corporate or an individual. 

42. A singular term is used to cover both singular and plural; for example, ‘person’ means ‘person 
or persons’. 

43. Part 2 of the draft Bill contains a comprehensive set of defined terms that are used later in the 
draft Bill. Bear these definitions in mind as you read the rest of the draft Bill. If a term is not 
defined in the draft Bill, it has its normal, everyday meaning. 

44. The provisions in a Bill are technically considered to be ‘clauses’ until the Bill is passed and 
becomes an ‘Act’. At that point the ‘clauses’ become ‘sections’. For the sake of consistency 
with the terminology in the draft Bill and readability, we have referred to the ‘clauses’ in the 
draft Bill as ‘sections’ within this document.  These are often shown in brackets for example (ss 
3 and 4) means sections 3 and 4 in the draft Bill. 

 



 

B3 Part 1 of the Bill: Preliminary provisions 
Purpose and principles (ss 3 and 4) 

45. These sections in the draft Bill state the purpose and principles that are the central elements of 
the scheme and a guide to actions and decisions under it. 

 

Question B1 
Please provide any comments on the purpose or principles of the Bill 

(ss 3 and 4). 

 

Outline of the regulatory scheme (ss 7–13) 
46. These sections provide a high-level outline of the scheme and explain that the scheme would 

have two broad components: 

a. product approval requirements 

b. controlled activity restrictions. 

47. The outline is intended as a helpful guide, but its sections do not affect the meaning of any 
provisions in the Bill. 

 

B4 Part 2 of the Bill: Interpretation 
48. Part 2 of the draft Bill defines terms that have a special meaning when they are used in the draft 

Bill and not an ordinary or dictionary meaning. 
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Definitions and meanings – points of interest or difference (ss 14–
50) 

49. Listed below are key or new concepts in the draft Bill, to draw attention to their meaning. They 
are listed in the order in which the definitions appear in the draft Bill rather than being 
alphabetical. 

a. health practitioner prescriber (s 14): Under the new scheme, a health practitioner’s authority to 
prescribe would be established in, and bounded by, the person’s scope of practice. In contrast, in the 
current approach the Medicines Act 1981 and regulations list the professions that can prescribe (and 
any parameters relating to their prescribing authority). However, the new scheme would require the 
Minister of Health’s approval before a profession’s responsible authority under the Health 
Practitioners Competence Assurance Act 2003 could include the authority to prescribe in a scope of 
practice. For further detail of the rationale for, and implications of, this change see Chapter C8. 

b. regulatory entity (s 14): This lists the bodies or office holders that the regulator is able to share 
information with and receive information from under section 209. The list includes some entities 
with roles that are not strictly ‘regulatory’ in nature. 

c. therapeutic purpose (s 15): This is in line with international definitions. 

d. therapeutic product (s 16): If it is unclear whether something is covered by the definition of 
therapeutic product (eg, sunscreens), it will be possible to declare something to be a therapeutic 
product using regulations. 

e. medicine (s 18): This is in line with international definitions. Based on their mode of action, most 
cell and tissue products are a type of medicine rather than a completely separate category of 
therapeutic product. Under the new scheme, a risk-based set of controls is proposed that is in line 
with international approaches. For a full discussion of the regulation of cells and tissues, see Chapter 
C2. 

In recent years, so-called hybrid products have become more common. Hybrid products have some 
features of both a medicine and a medical device (eg, a coronary stent that has a heparin coating). 
For each hybrid product, it is necessary to determine the nature of the principal intended mode of 
action in order to decide whether the product is a medicine or a device. As products become more 
complex, it can be difficult to make this judgement. For this reason, the regulator would be able to 
declare that a particular therapeutic product or class of therapeutic products is a medicine (or 
alternatively that it is a medical device) via a notice. Once this type categorisation has been 
determined, the product would follow the regulatory pathway that is appropriate for the product type, 
but importantly the technical requirements placed on that hybrid product would reflect its hybrid 
nature. 



 

f. categories of medicine (s 19): The Bill specifies four categories of medicines that, for future-
proofing reasons, are called categories 1, 2, 3 and 4. The regulations would specify the 
categorisation criteria for each category, which must result in every medicine being in one of the 
four categories. It is intended that the regulations would carry forward the current categorisation 
criteria (although these could change in the future), namely: prescription medicines (category 1); 
pharmacist medicines (category 2); pharmacy medicines (category 3); and general-sale medicines 
(category 4). Part 3 of the Bill sets out the supply and use controls relating to medicines in those 
categories as well as authorisations for health practitioner prescribers and others. 

g. active medicinal ingredient (AMI) (s 20): These are defined separately from medicine so that a 
more limited set of controls can be applied to them. 

h. medical device (s 21): This definition is based on the international approach where something is 
considered to be a medical device if it is a therapeutic product that, because of its mode of action, 
does not meet the definition of medicine. See Chapter C3 for more information about how the global 
model for device regulation would be applied under the new scheme. 

i. supply-restricted devices and use-restricted devices (s 22): Medical devices would not be subject 
to access restrictions applied through a categorisation system such as the one used for medicines. 
However, the scheme would enable supply restrictions and/or use restrictions to be placed on a 
device or class of devices where safety concerns arise from the setting in which they are being used. 
In such cases, it would be possible to declare them to be a ‘supply-restricted’ or ‘use-restricted’ 
device in regulations. Regulations would then specify the circumstances in which they can be 
supplied or used on a patient (eg, by requiring them to only be used by a health practitioner). 

j. type-4 product (s 23): This is a ‘reserve’ term in order to future-proof against products we don’t 
know about yet. This concept would allow the regulator to declare something to be a type-4 product 
if it was used for a therapeutic purpose, but had a mode of action that did not fit well within the 
medicine and medical device definitions. 

k. approved product, approval-exempt product, unapproved product (s 24): In general, an: 
i. approved product has been reviewed by the regulator and authorised for supply in New 

Zealand 
ii. approval-exempt product, due to its nature or risk profile, has been declared to be approval 

exempt because the Regulator considers that an approval is not required 
iii. unapproved product is not approval-exempt or prohibited. It is therefore a product that 

either has not been the subject of an application for approval or, if an application for approval 
has been lodged, that application is still pending or the regulator has declined to approve the 
product. Note that, if a product that appeared from its packaging and labelling to be the same 
as an approved product was imported without the consent of the New Zealand sponsor, that 
product would be considered to be an unapproved product. This is because products with the 
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same brand often have different formulations in different markets and are produced at 
different manufacturing facilities. 

l. prohibited product (s 25): This is a product that, due to serious safety concerns, has been declared 
by regulations to be prohibited. It would be an offence to import, manufacture, supply, prescribe, use 
or be in possession of the product unless authorised to do so (s 171). 

m. administer a medicine and prepare a medicine for administration (s 26): These definitions 
include a new concept of ‘prepare for administration’ to ensure that when health practitioners (eg, 
nurses) are reconstituting a medicine, or mixing it with another medicine, for the purpose of 
administration, that activity is not considered compounding. 

n. compound a medicine (s 28): This defines a specific type of manufacturing activity. It is defined 
because it is used in Part 3 of the draft Bill, which authorises a pharmacist (or other person 
authorised by Part 3 of the draft Bill) to compound a medicine without needing a licence to 
manufacture (ss 58 and 60). The amount they would be able to compound is limited to either no 
more than a patient needs or maximum quantities set in rules. 

o. dispense a medicine (s 29): This defines a specific manufacturing activity. It is defined because it is 
used in Part 3 of the draft Bill, which authorises a pharmacist (or other person authorised by Part 3 of 
the draft Bill) to dispense without needing a licence to manufacture (ss 57 and 60). 

p. responsible manufacturer (s 31): This is the person who is primarily responsible for the 
manufacture of the product. This section sets out relevant considerations when determining who the 
responsible manufacturer is for a medicine or an AMI and a different set of considerations for a 
medical device or type-4 product. 

q. manufacture a medicine (s 32): This clarifies that compounding and dispensing are part of 
manufacture and that preparing a medicine for administration is not part of manufacturing as long as 
it is done appropriately. 

r. manufacture a medical device and remanufacture (s34): These definitions make it clear that 
assembling or calibrating a device before use in accordance with the responsible manufacturer’s 
instructions is not part of manufacture. The definition of ‘remanufacture’ is intended to cover 
refurbishment, reprocessing and rebuilding activities that produce a device significantly different 
from the original, or that are carried out on devices originally intended for a single use only. The 
definition also clarifies that activities such as normal repairs and maintenance are not remanufacture. 

s. pharmacy business and pharmacy activity (s 36): These definitions are designed to deliver more 
flexibility than the current approach to pharmacy licences under the Medicines Act 1981. The two 
main ways it achieves this are by: 
i. allowing for different types of distribution and supply arrangements, which may not involve a 

bricks and mortar pharmacy (eg, mobile services) 
ii. not requiring a pharmacy business to be capable of conducting all pharmacy activities. 



 

Therefore each licence would only require the applicant to have the equipment, facilities and 
systems that are relevant for the pharmacy activities they seek approval to perform. The draft Bill 
defines a business as a pharmacy business if it conducts core activities (compounding, dispensing or 
supplying category 1 or 2 medicines). It also defines the term ‘pharmacy activities’ as including, in 
addition to the above, supplying category 3 medicines (by non-wholesale) and supplying medicines 
and medical devices by wholesale in the circumstances permitted by regulations. The reason for 
separating the supply of category 3 medicines from the core pharmacy activities (which require a 
pharmacy licence) is to allow the current concept of ‘retail licences’ for remote settings to continue. 
This type of licence would allow a store that is not a pharmacy (and therefore has no pharmacist 
present) to supply category 3 (pharmacy) medicines. Such licences would continue to be allowed on 
an exceptions basis, where access is an issue due to the lack of a pharmacy in the area. 

t. prescription, complying prescription and prescribe (s 38): The wording is intended to better allow 
for the shift to electronic prescriptions. 

u. special clinical needs supply authority and complying special clinical needs supply authority (s 
39): The authority is a document issued by an authorised health practitioner following a formal 
assessment that a patient has a special clinical need for a product that has not been approved for 
supply in New Zealand. Issuing a special clinical needs supply authority is a controlled activity. 

v. standing order and complying standing order (s 40): The draft Bill would continue to enable the 
supply and administration of category 1, 2 and 3 medicines to a patient, and the supply and 
administration of category 1 (prescription) medicines without a prescription, under a standing order. 
Issuing a standing order is a controlled activity. The person who is authorised to do something under 
the standing order is taken to be the agent of the person who issued the order. 

w. supply (s 42): The meaning is intentionally broad so that the requirement for a product approval 
captures all situations where a therapeutic product is supplied, including when it is sent overseas. 
The two types of supply (supply by wholesale and supply that is not wholesale) are also defined 
(s 43) to enable different controls to apply to them. 

x. supply chain activity and person in the supply chain (s 44): Again these definitions are 
intentionally broad, so that controls and obligations can be applied (via regulations) when needed to 
anyone who is carrying out a controlled activity, or has a business that involves handling or storing 
therapeutic products but does not involve the activities specified as controlled activities in the draft 
Bill. 

y. fit and proper person (s 47): The ‘fit and proper person’ test is one of the criteria that a person must 
meet to be a product sponsor, to hold a licence or to be a responsible person under a licence. It would 
be up to the regulator to determine whether the person is a fit and proper person, considering the 
matters set out in this section. For companies, it is important to note that under subsection (2), these 
criteria also apply to senior managers. 

z. senior manager (s 48): This section defines senior manager to include not just directors, but also 
people who are in a position to exert influence either formally (such as chief executives) or 
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informally. This is a concept commonly used in modern commercial legislation. The concept of 
senior manager is relevant when considering a licence application and the suitability of a senior 
manager. Likewise, if concerns about the suitability of a senior manager arose after a licence had 
been issued (perhaps because the person received a criminal conviction), that could be a ground for 
suspending or cancelling the licence. 

 

Question B2 
Please provide any comments on the definitions or meanings set out in the draft Bill (ss 14–50). 

 

B5 Part 3 of the Bill: Dealing with 
therapeutic products 

Subpart 1: Product approval requirements  
(ss 51 and 52) 

50. The product approval requirements in these sections are a key control mechanism in the 
regulatory scheme. They do not, however, apply to active medicinal ingredients because their 
safety is assessed during the approval process for the medicine they are used in. 

51. This subpart specifies that it would not be lawful to import or supply (whether within New 
Zealand or by exporting it) a medicine, medical device or type-4 product, unless that product 
was approved or approval-exempt or the person importing or supplying it was authorised to do 
so. 

52. It would also not be lawful for a person who is not the product’s sponsor (ie, the person to 
whom the approval was granted) to import an approved product without the written consent of 
the product’s sponsor, or an authorisation given by a licence, permit or provision in the 
regulations. This would eliminate the ability to parallel import, except in authorised 
circumstances. The ability to grant an authorisation has been provided to ensure there is 
flexibility to deal with exceptional circumstances such as the death or insolvency of a sponsor, 
or a sponsor who is unwilling to supply an important product. 



 

53. The process for obtaining a product approval and requirements and obligations relating to 
product sponsors are covered in Part 4 of the Bill and in Chapter C1 of this document. 

 

Question B3 
Please provide any comments on the product approval controls (ss 51 and 52). 

 

Subpart 2: Controlled activities and supply chain activities (ss 53–
55) 

54. Subpart 2 specifies which activities are controlled activities and that it would be an offence to 
perform these activities without some form of authorisation. The authorisation can be in the 
legislation (ie, the Bill or regulations), or be given by a licence or permit (s 53). 

55. The controlled activities are: 

a. manufacturing a therapeutic product 

b. wholesale supply of a therapeutic product (other than a category 4 medicine and an AMI that is not a 
category 1 AMI) 

c. non-wholesale supply of a category 1 medicine, a category 2 or 3 medicine in the course of business, 
a supply-restricted device contrary to supply restrictions, a type-4 product 

d. prescribing a medicine 

e. issuing a special clinical needs supply authority for a therapeutic product 

f. administering a category 1 medicine to a person or animal 

g. possessing a category 1 medicine or a category 1 AMI 

h. taking a medicine or a category 1 AMI overseas in the course of business 

i. issuing a standing order in relation to a medicine 

j. using a use-restricted device on a person contrary to use restrictions 

k. using a type-4 product on a person or animal in the course of business 

l. conducting a clinical trial of a therapeutic product 
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m. carrying on a pharmacy business. 

56. The draft Bill does not stipulate if an activity should be authorised via the legislation, a licence 
or a permit. Generally, if an authorisation needs to apply to a class of persons or to all persons 
in a specific circumstance, the Bill or regulations would be used. If there is a need to authorise a 
particular person on an ongoing basis, a licence would be more appropriate. A permit would be 
used for short-term or exceptional circumstances. The intention is that the types of 
authorisations used currently for particular activities would generally continue. For instance: 

a. manufacturing, wholesale supply, non-wholesale supply and carrying on a pharmacy business would 
continue to be authorised via a licence. In future, clinical trials would also be authorised via a licence 

b. many activities conducted by health practitioners would be authorised via the Act (or by regulation 
for specific circumstances). These include: prescribing a medicine; issuing a special clinical needs 
supply authority; administering a category 1 medicine; possessing a category 1 medicine and issuing 
a standing order. 

57. Some medical devices could be declared (via regulations) to be supply-restricted or use-
restricted. Regulations would then specify the supply and/or use restrictions. Supplying or using 
them contrary to those restrictions would be a controlled activity that would be unlawful 
without an authorisation. The regulations that impose the supply or use restrictions might also 
include authorisations (eg, authorising health practitioners to supply or use the device on certain 
conditions). 

58. If there are any type-4 products (s 53), using them on a person or animal in the course of 
business would be a controlled activity. It is likely the regulations would authorise their use by 
health practitioners in appropriate circumstances. 

59. If a person exports a category 1, 2 or 3 medicine or a category 1 AMI by supplying it to 
someone outside New Zealand, they would be covered by the controlled activities of wholesale 
supply or non-wholesale supply. The controlled activity ‘taking overseas in the course of 
business’ is included to avoid a potential loophole. It covers the circumstance where a person 
takes the product overseas themselves and then supplies it once they are out of New Zealand. 
This makes it clear that an authorisation would still be required. The type of authorisation 
would depend on the circumstance, but in general would be via a regulation or permit. For 
example, regulations could be developed enabling New Zealand armed forces to take medicines 
with them for supply while deployed overseas (and setting suitable requirements). A permit 
could be used to authorise aid workers for a charitable organisation to take and supply 
medicines while working overseas. 

60. There would be additional requirements for the supply of a prescription medicine (s 54). While 
generally a prescription issued by an authorised prescriber would be required, it would be 
possible to use a licence, permit or regulations to authorise supply without a prescription. 



 

Situations where we expect this would be used include supply of vaccines for use in approved 
immunisation programmes and emergency supply by a pharmacist for a patient who has gone 
on holiday without their prescribed medicine(s). We also envisage it being used in future to 
authorise the supply, by pharmacists, of prescription medicines such as trimethoprim and the 
emergency contraceptive pill in specified circumstances. 

61. Section 55 sets the requirement for a person in the supply chain to comply with requirements 
(which would be specified in regulations) relating to: 

a. how a person carries on a controlled activity 

b. product or consumer information for therapeutic products 

c. packaging and labelling for therapeutic products 

d. storage, handling, security, transport or disposal of therapeutic products 

e. tracing and recall of therapeutic products 

f. record-keeping, auditing and giving of information to the regulator 

g. ongoing monitoring, by the issuer, of conduct authorised by a standing order or a special clinical 
needs supply authority. 

62. Requirements could be applied to anyone involved in the supply chain of therapeutic products, 
not just to people who carry out controlled activities. For instance, although supply of category 
4 (general-sale) medicines is not a controlled activity (meaning it does not require a licence), it 
would be possible to set requirements that ensure medicines are stored appropriately (eg, away 
from products such as garden chemicals that may cross-contaminate them, or out of the reach of 
children). 

 

Question B4 
Please provide any comments on the controlled activities and supply chain activity controls (ss 53–55). 

 

Subpart 3: Authorisations (ss 56–80) 
63. Subpart 3 would provide authorisations that apply generally to all members of each profession 

(subject to their scope of practice). If a particular practitioner wanted to be able to do something 
that was beyond what is authorised by subpart 3, they could apply for a licence or permit to do 
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so. Further authorisations would be provided in the regulations for more specialised, small-
scale or frequently changing situations (eg, nurses supplying medicines in prisons). 

 

Pharmacists and qualified pharmacy workers (ss 57–60) 

64. Sections 57–60 provide the authority for pharmacists and qualified pharmacy workers to 
perform controlled activities that occur within the dispensary, including compounding and 
dispensing, without needing a licence to authorise manufacturing. They also specify the 
requirements that would need to be complied with when performing the activities. 

65. The authority to perform such activities does not obviate the need to comply with other 
requirements such as those relating to pharmacy business licences, special clinical needs supply 
authorities, compliant prescriptions and regulations under section 55. 

66. Section 60 provides the authority for qualified pharmacy workers and sets the level of 
supervision required for pharmacy activities that require an authorisation (ie, controlled 
activities). For supply of category 3 (pharmacy) medicines, general supervision of a pharmacist 
is required, while all other activities require direct supervision of a pharmacist (unless rules 
allow a lower level of supervision). The level of qualification required for a pharmacy worker 
to perform a particular activity would be specified in rules (see s 37).The intention is for the 
rules to reflect the status quo. 

67. If a supervising pharmacist’s authority to carry out the activity is subject to any limitations, the 
pharmacy worker would be subject to the same limitations. The draft Bill is explicit that the 
determination of the appropriateness of a category 2 (pharmacist) medicine is to be made by the 
pharmacist, not by a pharmacy worker. 

68. Section 59 would allow pharmacists to supply by wholesale, without a licence, if regulations 
authorised this and the pharmacist complied with the specified requirements for such supply. 
We intend to develop regulations to allow pharmacists to supply to other health practitioners, in 
the types of situations that currently occur under practitioner supply orders. We are also 
considering allowing a pharmacist to supply a medicine to a nearby pharmacy that is out of 
stock of the medicine requested by a patient. 

 

Question B5 
Please provide any comments on the authorisations for pharmacists (ss 57–59). 



 

Question B6 
Please provide any comments on the authorisations for pharmacy workers (s 60). 

 

Health practitioners and health practitioner’s staff (ss 61–65) 

69. Section 61 would provide health practitioner prescribers with the authority, in the stated 
circumstances, to supply, prescribe, administer and dispense an approved or approval-exempt 
medicine and to issue a standing order. A ‘health practitioner prescriber’ is a health practitioner 
whose scope of practice includes prescribing (as defined in s 14). The Health Practitioners 
Competence Assurance Act 2003 (HPCA Act) would be amended to specify that scopes of 
practice may include the authority to prescribe, subject to the approval of the Minister of Health 
(see ss 276–285). Chapter C8 contains further information on the proposed amendment to the 
HPCA Act and the proposed approach for establishing a new or changed authority to prescribe. 

70. As in the current scheme, not all health practitioner prescribers would automatically be 
authorised to issue a standing order (eg, midwives cannot do this currently). A health 
practitioner prescriber would only be able to issue a standing order if their scope of practice 
explicitly included this authority. The person issuing a standing order is deemed to be in a 
principal / agent relationship with a person authorised by the order (see s 41(5)). Consequently, 
the attribution of liability and defence provisions (see ss 239–241) apply to both parties. 

71. Section 61(2) would also authorise a health practitioner (including those who are not a 
prescriber) to supply category 3 (pharmacy) medicines to their patients if the medicine is 
relevant to a health service that is part of the practitioner’s scope of practice. The medicines 
they could supply would therefore be limited to those that are appropriate for the treatment of a 
condition covered by the scope of practice of the practitioner. For example, a podiatrist would 
only be able to supply pharmacy medicines for the treatment of conditions affecting the feet and 
lower limbs. Currently health practitioners are able to administer these types of medicines, but 
not supply them to patients for follow-up care. We consider that if a health practitioner has the 
competencies required to administer these medicines, then they also have the competencies 
required to safely supply them. 

72. Section 62 would provide the same authorisations for unapproved medicines, but would include 
the additional requirement for a complying special clinical needs supply authority (SCNSA). 
Note, that a product approval only approves the product for the purposes specified in the 
approval (s 99(2)). This means that whenever a medicine is prescribed for off-label use it is an 
unapproved medicine and would require a SCNSA. 
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73. The reason for requiring a SCNSA to authorise the supply of an unapproved product is to 
ensure that the issuing practitioner actively considers whether the patient has a special clinical 
need that an approved product cannot adequately meet. Therefore, they need to be satisfied that 
the decision to use an unapproved product is clinically appropriate. The regulations detailing 
requirements for SCNSAs could specify matters such as the: 

a. form and manner in which they are issued (s 39(2)) 

b. need for periodic review and monitoring (s 55(1)(g)). 

74. The provisions relating to the issue of a SCNSA are set out in section 64. Health practitioners 
would be authorised to issue SCNSAs for medical devices and health practitioner prescribers 
would be authorised to issue them for medicines. However, both authorisations would be 
subject to regulations that specify the circumstances in which particular classes of practitioners 
can issue them (s 64). 

75. Our intention is to use regulations to specify graduated requirements for unapproved medicines, 
based on the level of regulatory oversight of the product. In particular, we propose that there 
would be two main types of authorisation covering: 

a. the off-label use of medicines that have been approved in New Zealand – our intention is to 
authorise all health practitioner prescribers to issue a SCNSA for off-label use (as long as the 
medicine is covered by their scope of practice) and have minimal requirements for what that SCNSA 
would need to involve (potentially a tick box) 

b. medicines that do not have a product approval in New Zealand – our intention is to continue to 
limit the ability to issue a SCNSA for these products to medical practitioners. This is in line with the 
current approach under the Medicines Act 1981. The policy intent is to ensure that unapproved 
medicines are only used when a patient has a special clinical need that an approved medicine cannot 
meet. However, once a SCNSA has been issued, any health practitioner prescriber would be able to 
prescribe that unapproved medicine for that patient (as long as it is within their scope of practice) (s 
62). 

76. Section 63 means that regulations could be developed to authorise health practitioner 
prescribers to supply small amounts of medicine to each other (eg, to assist a neighbouring 
practice that is out of stock) and for health practitioners to supply medical devices to each other, 
if that was considered appropriate. 

77. Section 65 would essentially broaden access to pharmacy medicines by also allowing their 
supply by staff of a registered health practitioner if they are under the supervision of that 
practitioner. 

 



 

Question B7 
Please provide any comments on the authorisations for health practitioners  

(ss 61–64). 

Question B8 
Please provide any comments on the authorisations for health practitioners’ staff (s 65). 

 

Veterinarians and veterinary staff (ss 66–70) 

78. Sections 66–70 would provide the authority for veterinarians and veterinary staff to use human 
therapeutic products as part of their practice. While the Bill is primarily concerned with human 
health, it still needs to control the supply of therapeutic products used on animals to mitigate 
risks of diversion into the illicit supply chain. These provisions largely reflect the position 
under the Medicines Act 1981 but have been aligned with those for health practitioners for 
consistency; however, how they would be implemented would be up to the Veterinary Council 
of New Zealand. See Chapter C9 for further discussion. 

 

Question B9 
Please provide any comments on the authorisations for veterinarians and veterinary staff (ss 66–70). 

 

Personal imports (ss 76–77) 

79. When someone brings a medicine into the country from overseas, its safety is considered to be 
unknown because it has not been reviewed and approved by the New Zealand regulator. While 
many countries have well-developed schemes for safety, many others do not, and products that 
have been counterfeited or adulterated are circulated widely. 
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80. Section 76 would allow travellers to bring medicine(s) with them when they come into New 
Zealand (eg, as a tourist or a returning New Zealand resident). However, there would be 
quantity restrictions to stop people bringing in more than they need for personal use. If the 
medicine was lawfully prescribed by an authorised prescriber in New Zealand, or by an 
overseas health professional, they could bring in the amount prescribed. In any other case, the 
limit would continue to be three months’ supply and no more than 15 months’ supply in a year. 

81. Section 76 would continue to allow consumers to import category 2, 3 or 4 (non-prescription) 
medicines by post. However, it would not allow consumers to order category 1 (prescription) 
medicines from an overseas supplier. This is because of the level of counterfeit or substandard 
products in many overseas markets. Such products pose significant safety risks that consumers 
are unable to detect. 

82. A category 1 (prescription) medicine could be obtained from overseas for a patient if a medical 
practitioner is satisfied that the patient has a special clinical need that cannot be met by using a 
medicine available in New Zealand (s 64). The issuer of the special clinical needs supply 
authority (s 64(2)), a pharmacist (s 58(5)), or a wholesaler (whose licence allows them to do so) 
could then import the medicine for the patient. 

83. Section 77 would allow a person or carer to bring in medical devices for their own use (ie, by 
bringing the devices with them or ordering online). However, if there are concerns around the 
risks associated with particular devices, it would be possible to prohibit the personal import of 
those devices (via regulations). 

 

Question B10 
Please provide any comments on the approach for the personal importation of medicines or medical devices (ss 

76 and 77). 

 

Other authorisations (ss 71–75 and 78–80) 

84. Section 71 provides the authority for someone working under a standing order to perform the 
controlled activities authorised by the standing order (eg, to supply and administer a 
prescription medicine). 

85. The requirements for standing orders would be set via regulations. In particular, the: 



 

a. circumstances, form, content and issuing requirements for a standing order would be specified in 
regulations made under section 40 

b. effect of a standing order (eg, if the issuer ceases to be authorised to issue it) would be specified in 
regulations made under section 41 

c. requirements for ongoing monitoring would be set by regulations made under section 55. 

86. We are aware of a range of concerns about the current use of, and requirements for, standing 
orders. We intend to address these, where appropriate, when developing these regulations and 
will engage with relevant stakeholders to help inform this process. 

87. Section 72 authorises people to supply or administer a category 1, 2 or 3 medicine to the 
intended patient, as long as the medicine has been lawfully supplied to them. This covers 
common supply situations (see s 42(5) for the definition of supply), such as a pharmacist 
supplying a medicine to a parent when the patient is a child, or to a spouse, and supply and 
administration within institutions such as hospitals and prisons. 

88. As possessing a category 1 (prescription) medicine and category 1 AMI is an offence, sections 
73 and 74 set out the situations in which possession would not be an offence. Examples would 
be if the medicine was lawfully supplied to a patient, or the person is authorised by regulations, 
or has a licence or permit for supplying category 1 medicine. Regulations could be used to 
authorise generic situations. 

89. Section 75 would allow someone to manufacture a custom-made device without a licence, as 
long as they met the requirements specified in regulations (which would include who is able to 
do this). For example, this could be used to allow the manufacture of custom-made artificial 
limbs and dental crowns by skilled technicians. 

90. Section 78 would deal with situations where a product ceases to be approved without the 
product being a risk to anyone. Examples might be if an approval lapsed because the sponsor 
failed to comply with a condition on the approval and the regulator was satisfied there was no 
safety risk with the product, or on the death of a sponsor. The provisions would enable ‘stock in 
trade’ that is already in the supply chain to be used in the event an approved product becomes 
an unapproved product as long as the regulator had issued a ‘use of current stock’ notice for the 
product. 

91. Section 79 would enable regulations to be made that would authorise people to carry out a 
controlled activity or import or supply an unapproved product in specific circumstances. This is 
intended to allow for more tailored authorisations for specific circumstances, such as: 

a. importing or manufacturing samples of products that are not intended for supply but for uses such as 
demonstration or display, research and development, or submission to the regulator 
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b. importing a product ahead of a decision on a pending application for approval 

c. visiting sports groups, military groups or heads of state delegations importing medicines and 
supplying and administering them to members of those groups 

d. a health practitioner arriving from overseas with an air ambulance patient importing medicines, and 
subsequently administering them to that patient 

e. importing therapeutic products that are part of the first aid stock to be used on board visiting aircraft 
and vessels. 

92. We also intend that this regulation-making power would be used to authorise specified types of 
health practitioners to carry out specified controlled activities in relation to a named medicine. 
The authorisation may be subject to conditions specified in the regulation. Currently this is 
often done using the classification entry in the First Schedule to the Medicines Regulations 
1984 to create an exception scenario for a medicine. 

93. For example, the current entry for trimethoprim states: 

trimethoprim is a prescription medicine except in medicines for oral use containing 300 milligrams or less 
per dose unit when sold in a pack of 3 solid dosage units to a woman aged 16–65 years for the 
treatment of an uncomplicated urinary tract infection by a registered pharmacist who has 
successfully completed the New Zealand College of Pharmacists’ training in the treatment of 
urinary tract infections. 

94. The current approach is not ideal because it creates uncertainty about the classification at 
certain points in the supply chain. In future, we envisage trimethoprim would be a category 1 
(prescription) medicine, but the regulations would authorise a pharmacist with the specified 
training to supply it without a prescription in the circumstances set out in the regulations. 

95. In some situations, the ability to obtain particular medicines from vending machines may help 
facilitate better access. To ensure these are only used in circumstances where the regulator 
considers it is safe and appropriate, the draft Bill requires an explicit authorisation (generally on 
a licence) for supply involving a vending machine. 

 

Question B11 
Please provide any comments on the authorisations created in sections 71–75 and sections 78–80. 

 



 

Subpart 4: Other offences (ss 81–94) 
96. Prohibited products (s 81): The Bill defines a prohibited product as one that has been 

specified in regulations to be prohibited (s 25). To make such a regulation, the Minister must be 
satisfied that the product poses a significant risk of death or serious harm that cannot be 
adequately managed by the exercise of the regulator’s powers under the Act. Note that these 
powers include allowing the regulator to issue a temporary product prohibition order (for a term 
of one year unless renewed) (s 170), which could prohibit specific activities for a particular 
product and would deliver a similar effect to actions currently taken under sections 36, 37 and 
38 of the Medicines Act 1981. It would be possible for a permit to enable someone to perform 
particular activities with a prohibited product in specific circumstances (eg, testing or research). 

97. Advertising (ss 82–83): The advertising provisions reflect the current core requirements under 
the Medicines Act 1981 where unapproved products cannot be advertised and advertisements 
must not contain misleading information. Under the new scheme, it would also be possible for 
the regulator to issue an advertising remediation order (s 166). The provisions would enable 
further requirements to be specified in the regulations. These requirements would be likely to 
focus on specifying minimum content requirements to support the safe use of therapeutic 
products. 

98. The Bill would continue to permit direct-to-consumer advertising of prescription medicines 
(DTCA). Currently, New Zealand and the United States of America are the only developed 
countries that allow DTCA in a form in which a product can be identified. DTCA is a 
contentious issue: views on the practice are split and the evidence base on its impacts is mixed. 
The Government therefore anticipates there will be considerable consultation feedback on the 
issue and is interested in exploring whether increased regulation is warranted. See Chapter C10 
for further comment on the regulation of advertising. 

99. Tampering (ss 84–87): Adulteration of a medicine is already an offence under the Medicines 
Act 1981. This offence has been retained and widened to cover other ways in which a product 
could be interfered with that might adversely affect its quality, safety, efficacy or performance 
(eg, changing the expiry date on packaging). Section 87 imposes a duty on everyone in the 
supply chain to report even a suspicion of tampering, or that someone is proposing to tamper 
with a product. However, failure to do so would only be an offence if the person knows that a 
product has in fact been tampered with and wilfully fails to notify the regulator. 

100. Misrepresenting a therapeutic product (s 88): Misleading branding is already an offence 
under the Medicines Act 1981. However, this section would cover a broader range of 
misrepresentation behaviours in relation to a product or its regulatory status. 
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101. Holding out to have an approval or authorisation when you do not (s 89): This would make 
it an offence for someone to represent that they or another person can legally do something 
within the therapeutic products scheme when they cannot. For example, they might pretend to 
have a manufacturing licence, or to be the sponsor of a particular product. Some of this 
behaviour is also (and will continue to be) captured under the Health Practitioners Competence 
Assurance Act 2003 (eg, representing yourself as a medical practitioner when you are not). 

102. Agreeing or offering to carry out a supply chain activity unlawfully (s 90): If such activity 
occurs, then it would be covered by the relevant offences specified elsewhere in the Bill (eg, 
supplying an unapproved product). This offence, however, covers the initial action of agreeing 
or offering to perform the activity, regardless of whether it occurs. For example, someone might 
accept money to supply a product that they are not legally authorised to supply and never intend 
to supply. 

103. Obtaining a therapeutic product when supply is unlawful (s 91): This section would make it 
an offence for a person to obtain a therapeutic product from another person who is not 
authorised to supply it, if the first person knows or ought to have known that the supplier was 
not authorised to supply it. Note that, because of section 72 of the Crimes Act 1961, a person 
who attempts to obtain a therapeutic product in those circumstances but fails (eg, because the 
supplier refuses to supply) may still be committing an offence. 

104. Misleading information in records (s 92): This offence would cover the falsifying, or altering, 
of any records required under the scheme (eg, certificates of analysis, manufacturing records). 
Note that section 197 establishes a related offence of providing misleading information to the 
regulator. See sections 55(1)(f), 118(1)(f) and 158(1)(b) for the regulation-making powers 
under which record-keeping requirements would be imposed. 

105. Health practitioner prescriber must not hold interest in a pharmacy business (s 93): This 
restriction has been carried over from the Medicines Act 1981, due to a concern about the 
potential negative influence of commercial incentives on prescribers if they could benefit 
financially from their prescribing decisions. Drafting this provision, however, has raised some 
questions regarding the practicality of the restriction, its one-sided nature (as pharmacists can 
hold an interest in a general practice, for example) and the potential impact on pharmacists who 
become qualified as a pharmacist prescriber. See Chapter C6 for more detail and a question 
seeking feedback on this particular offence. 

 

Question B12 
Please provide any comments on the offences created in sections 81–94. 



 

 

B6 Part 4 of the Bill: Product approval 
Subpart 1: Approval of products (ss 94–113) 

106. Section 51 would establish the requirement for a product approval to import or supply a 
therapeutic product. Part 4 of the draft Bill specifies the scope of the product approval, and lays 
the foundations for the application process for obtaining a product approval, the criteria for 
product approval and the criteria for a person to be a sponsor of an approved product. Note that 
Part 6 (subpart 5) of the draft Bill deals with the administrative detail about all applications, 
including those for product approval. 

107. In broad terms, the applicant would need to satisfy the regulator that: 

a. the quality, safety and efficacy or performance of the product are satisfactorily established (s 95(a)) 

b. the likely benefits of the product outweigh its likely risks (s 95(b)) 

c. the applicant meets the criteria for being a sponsor (s 97) 

d. the product will meet the product standards (s 96). 

108. Other criteria could also be specified in rules (s 95(c)). It is intended that these rules would set 
out the requirements for different kinds of products. We know the sector is very interested in 
these details and will consult with stakeholders as they are being developed. 

109. When considering an application, the regulator would be able to rely on reports or assessment 
made by recognised authorities (s 207). This would enable regulatory efficiencies, while also 
ensuring that New Zealand makes its own decisions about products on its market. 

110. For further information about the approval of products, see Chapter C. Approvals for the 
medicines (excluding cells and tissues) sector are covered in C1, for the cell and tissue sector in 
C2 and for the medical device sector in C3. 

111. Products manufactured in New Zealand that are only intended for supply in overseas markets 
would still require a product approval. We envisage a simplified pathway for this approval 
(which would be conditional on the product being supplied only for export and not in New 
Zealand) that would enable local requirements of the importing country such as product 
labelling to be met. 
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112. In the current regulatory scheme, it is not always clear who is responsible for a therapeutic 
product that is on the market. For example, current legislation refers to manufacturers, 
importers, proprietors and sponsors, with various obligations placed on these people. The draft 
Bill sets up a single responsible person (called a sponsor), specifies criteria for being a sponsor 
of an approved product (s 97) and specifies a set of obligations that sponsors must meet (ss 
116–118). The sponsor would be the primary point of contact for any issues arising with an 
individual product. 

113. For an approved product, the sponsor is the person to whom the approval was granted. The 
draft Bill allows the Crown to be a sponsor to allow for extraordinary situations where there is 
no willing or suitable private sector sponsor (s 97(a)(iii)). 

114. One of the criteria for being a sponsor is that the person has a contractual relationship with the 
responsible manufacturer (s 97(c)). This is intended to reinforce the sponsor’s obligations 
regarding the integrity of the product and its regulatory approval, and also to ensure the 
relationship between sponsor and manufacturer facilitates investigations related to 
manufacturing issues. We are very aware of the critical importance of manufacturers keeping 
sponsors informed about planned changes to products and inventory and quality issues. 

115. The new scheme deals with changes to medicines in a different way from section 24 of the 
current Act. This is covered in more detail in Chapter C1. 

116. Product approvals would generally not have an expiry date, but it would be possible to specify 
an expiry date on the approval or in regulations (s 103) if it was considered necessary. 

117. It would be possible to place conditions on an approval (eg, a requirement to provide more 
clinical data by a specified date) and to add or amend conditions after approval (ss 105–107). 

118. The grounds and process for, and effect of, cancellation of an approval are set out in sections 
108–112. Non-payment of fees would be a ground for cancellation. 

119. Details of all approved products, declined applications, and applications where a decision is 
pending would be contained on a publicly available product register maintained by the regulator 
(s 113). 

 

Question B13 
Please provide any comments on the sections covering product approval requirements (ss 94–104). 



 

The criteria for approval of medical devices at 95 (a) appears to be appropriate. For 
example, a simple adoption of a TGA or FDA approval as a “check box” exercise would 
be an inappropriate level of oversight. 

At 95 (b) we have concerns that the simple comparison of “benefits outweigh risks” is a low 
threshold and risk introducing products that are not harmful 51% of the time. 

In relation to the New Zealand-based sponsor, while it is beneficial to have a locally based 
entity to pursue in the event of adverse consequence following use of their product, this 
arrangement should not be used to limit the liability of a large overseas manufacturer 
who might be better resourced to compensate consumers who have been harmed.  

Question B14 
Please provide any comments on the sections covering conditions on approvals and cancellation of approvals 

(ss 105–113). 

The AWHC fully supports the creation and maintenance of a publically accessible register 
of medical devices, including those that have been approved and that that the regulator 
has refused to approve. 

 
 An example of a system to learn from is the Australian Orthopaedic Association National 

Joint Replacement Registry (AOA NJRR). This was pointed to in submissions by 
Women’s Health Action in relation to mesh in New Zealand and has a number of design 
aspects that overcome some of the issues described above. In the set-up of the AOA 
NJRR the issues that emerged included that numerous products could be more or less 
efficacious depending on design, technology changes and surgical technique. It was also 
identified that in many instances information was scarce in terms of the effects of long-
term implantation; the patients receiving such implants were living longer than those 
who had gone before and better information was needed. The AOA NJRR provides a 
mechanism for device tracking meaning that patients – in particular those who have an 
implanted device that has been recalled – are able to be contacted. 
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The AWHC supports stringent processes for checking that medical devices have been 
assigned to the correct risk class. It is currently the device sponsor who provides this 
classification information to the WAND database. It may be appreciated that a sponsor 
would be inclined to choose a lower risk classification if it were within possible options. 
The problem of inappropriate classification overseas has not escaped advocates in 
affected states. A Scottish review conducted in 2017 anticipated the new EU Medical 
Device Regulations would provide for the new classification. All “surgical mesh” devices 
intended for “long term or permanent use” would likely come under be Class III.  

Had Pelvic Mesh Devices been originally classified as Class III, they would certainly have 
been required to undergo more thorough testing. How was this missed? Given the 
differences in testing requirements it isn’t surprising that manufacturers might attempt 
to shoehorn a Class III device into a Class II description for intended use. In part this 
may also be tied to the difficulties manufacturers have when they seek to enter different 
jurisdictions with inconsistencies in assessment procedures. 

In designing new regulation, initial determination of classification should be taken out of 
the hands of the manufacturers or sponsors. There is compelling reason for a 
manufacturer and/or sponsor to downplay the risk of a device in order to take 
advantage of an expedited process.  

 
S106 (4) presents a problem when considering that post-market surveillance might reveal a 

deficiency in a product. When there is a material breach affecting or potentially 
affecting consumer safety, the breach of a condition should trigger the cancellation of 
that approval. 

S108(b) a 50/50 risk versus benefit equation is a low bar to pass. This could enable a 
situation where significant numbers of people are being harmed by a medical device to 
continue.  

S110 (2) “serious harm” is a high threshold. We would seek a more consumer-favourable 
approach when evidence of harm (which may increase with time) first becomes evident. 

We believe a suspension right is still necessary to prevent further harm occurring while 
gathering sufficient evidence of the extent and level of harm when issues are raised.  

 



 

Subpart 2: Approval-exempt products (ss 114–115) 
120. The regulator would be able to issue a notice to declare products or classes of products to be 

approval-exempt if satisfied that this was necessary or desirable to promote the purposes of the 
Act (s 114). This type of exemption would be used considering the nature of the product and 
whether the risks associated with it were adequately managed through other controls such as a 
manufacturing licence. 

121. Further consultation would occur as the notice was being developed. However, we envisage the 
following classes of product would be included: 

a. whole blood collected by the New Zealand Blood Service 

b. many blood components manufactured by the New Zealand Blood Service from whole blood, and 
apheresis donations using simple processing steps 

c. minimally manipulated tissue that is stored in licensed tissue facilities 

d. custom-made devices manufactured by, or for, an individual clinician for the sole use of a particular 
patient. 

122. Approval-exempt products would still have a sponsor. The notice specifying that a product was 
approval-exempt would also specify who the sponsor was for that product (s 115). Generally 
this would be likely to be the person importing the product into, or manufacturing it in, New 
Zealand. 

 

Question B15 
Please provide any comments on the sections covering approval-exempt products and their sponsors (ss 114–

115). 

 

Subpart 3: Obligations of sponsors (ss 116–119) 
123. Subpart 3 sets out obligations for sponsors of both approved and approval-exempt products. 

Under the new scheme, sponsors of an approved product would have an explicit obligation to 
ensure the product complies with its approval and with product standards. This obligation 
applies not just when the product is manufactured or imported, but also while the product is in 
the supply chain. 
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124. More detailed obligations would be set out in regulations. These would include obligations for 
post-market safety monitoring and reporting. 

 

Question B16 
Please provide any comments on the sections covering sponsor obligations (ss 116–119). 

With the limitations imposed by New Zealand’s ACC no fault compensation scheme, there 
needs to be an appropriate level of responsibility on a sponsor in the event that a 
product introduced causes widespread harm. New Zealand does not have a culture of 
taking up class actions, though there have been instances that would warrant such 
activity. The obligation on a sponsor, being that they may be the only entity to recover 
from within New Zealand, should be that they will pay for loss suffered by New Zealand 
consumers in the event that their product is unsafe and causes harm. 

 

Subpart 4: Protection of active ingredient information about 
innovative medicines 
(ss 120–122) 

125. The provisions in this subpart would provide the same protection as the relevant provisions in 
the Medicines Act 1981. New Zealand is required by the Trade-Related Aspects of Intellectual 
Property Rights agreement (known as TRIPS) to provide such protection for confidential 
information supporting a regulatory approval of a new medicine. 

 

Question B17 
Please provide any comments on the protection of active ingredient information about innovative medicines (ss 

120–122). 

 



 

B7 Part 5 of the Bill: Licences and permits 
126. This part sets out the criteria and processes for obtaining a licence or permit. 

127. To provide flexibility for the future, the Bill would enable any controlled activity to be 
authorised by a licence, permit or provision of the legislation. The draft Bill does not stipulate if 
an activity should be authorised via the legislation, a licence or a permit. Generally, if an 
authorisation needs to apply to a class of persons or to all persons in a specific circumstance, 
the Bill or regulations would be used. If there is a need to authorise a particular person on an 
ongoing basis, a licence would be more appropriate. A permit would be used for short-term or 
exceptional circumstances. 

128. The intention is that the types of authorisations used currently for particular activities would 
generally continue. For instance, manufacturing, wholesale supply, non-wholesale supply of a 
category 3 medicine, and carrying on a pharmacy business would continue to be authorised via 
a licence; and, in future, clinical trials would also be authorised via a licence. 

 

Subpart 1: Licences (ss 123–130) 
129. The Bill does not name or specify different types of licences in the way the Medicines Act 1981 

does. Any given licence would be able to authorise a number of controlled activities. For 
example, the same licence would (as now) authorise both the manufacturing and wholesaling of 
a product by the manufacturer. A licence would be able to authorise a pharmacy business and 
any depots used by the pharmacy as collection points for consumers to pick up their medicines. 
It would be up to the regulator to decide how best to implement the approach to licensing and it 
would be accountable for doing so effectively and efficiently. 

130. For most medical devices, a licence would not be required for non-wholesale supply (ie, supply 
to the end user) or use on a patient. However, if a product was declared to be supply- or use-
restricted, then some form of authority could be required, which may be via a licence. 
Similarly, if in the future a product is declared to be a type-4 product, then the supply and use 
of that product could be authorised by a licence. 

131. The Bill would also enable other activities that would otherwise be unlawful to be authorised 
via a licence (s 123(2)). For example, a licence for a clinical trial could also authorise the 
supply of an unapproved medicine for the purpose of that trial. The one activity a licence could 
not authorise is one that involves a prohibited product, as these can only be authorised by a 
permit (s 81). 
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132. A licence could also authorise a person other than the licensee to conduct an activity (s 123(3)). 
For example, if company B was sterilising a product for medical device company A (which was 
the responsible manufacturer of that product), it may be appropriate for company B to be 
authorised to perform that activity under company A’s licence. 

133. Each licence would clearly specify the persons and activities it is authorising, the locations 
where the activities may occur and any conditions (s 124). A licence could specify different 
places for different activities. For example, a licence could authorise a clinical trial and the 
import of unapproved products for that trial. Alternatively, a pharmacy licence could authorise 
compounding, dispensing and supply from the licensee’s main premises and dispensing and 
supply at an aged care facility. It would be up to the regulator to determine how to most 
effectively and efficiently implement this arrangement. 

134. A licence would authorise workers of the licensee to conduct the activities authorised by the 
licence (s 125). For example, it would authorise workers in a manufacturing company to 
manufacture medicines. However, a licence to carry out a pharmacy business would not 
authorise anyone to carry out a pharmacy activity (ie, to compound or dispense a medicine or 
supply a category 1, 2 or 3 medicine) unless they are a pharmacist or a qualified pharmacy 
worker and comply with sections 57–60, or are otherwise authorised to do so (s 126). 

135. The concept of having responsible persons named on a licence exists under the Medicines Act 
1981 and would continue under the new scheme. Sections 
128–130 would establish criteria for granting a licence and for the licensee and responsible 
persons. Of note, the licensee and responsible persons named on the licence must pass the ‘fit 
and proper person’ requirements, and have sufficient knowledge of the obligations, products 
and activities covered by the licence to be able to comply with the legislation. The new scheme 
would include competency requirements for people in the responsible person roles (s 130(e)). 
They would also have statutory obligations. 

136. The Medicines Act 1981 requires a pharmacy to be majority owned and effectively controlled 
by a pharmacist. The Government is seeking feedback on options to retain and improve the 
majority pharmacist ownership requirement, or to replace the pharmacist ownership 
requirement with other licensing requirements. See Chapter C6 for more detail and questions. 

 

Question B18 
Please provide any comments on the sections covering the scope, content, effect and grant of licences (ss 123–

127). 



 

Question B19 
Please provide any comments on the criteria for: granting a licence; licensees; and responsible persons (ss 

128–130). 

 

Subpart 2: Permits (ss 131–135) 
137. This subpart sets out the content and effect of permits. Permits are intended to be used for 

shorter-term and/or urgent situations. For example, a permit might be used to authorise: 

a. a pharmacy to be set up in temporary accommodation 

b. the import and supply of an unapproved medicine or medical device in an emergency. 

138. The criteria for granting a permit (s 135) differ from the criteria for granting a licence because 
permits are intended to provide flexible short-term solutions to particular issues. 

139. As with a licence, a permit could authorise someone to perform a controlled activity or 
anything else that would otherwise be unlawful under the legislation (s 131). 

 

Question B20 
Please provide any comments on the sections covering the scope, content, effect and grant of a permit (ss 131–

135). 

 

Subpart 3: Provisions applying to licences and permits (ss 136–
151) 

140. Licences and permits would be able to cover a number of activities and sites. For example, a 
licence could authorise a pharmacy to compound at its main premises and supply via home or 
marae visits within a particular region. However, section 136 would empower the regulator to 
split up a licence or permit application where the activities would be more appropriately 
regulated via two or more licences or permits. 
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141. Licences would no longer be limited to one year. The regulator would be able to issue a licence, 
based on an appraisal of safety concerns, up to a maximum of three years (s 137). The duration 
of a permit is up to two years. 

142. The Bill does not provide a separate process for renewing licences and permits; it would simply 
be a matter of applying for another one. However, we envisage a simplified administrative 
procedure for ‘renewals’. 

143. Licences and permits would be subject to any conditions: 

a. specified in rules – for example, standard licence conditions that apply to a particular controlled 
activity irrespective of who the licensee is 

b. imposed by the regulator – this would allow for more tailored conditions to be imposed either when 
the licence is granted or during the life of the licence. 

144. Like the Medicines Act 1981, the Bill allows the regulator to vary a licence or permit (s 140). 
For example, a variation could result from a safety concern (eg, removing an authority to do a 
particular activity) or be at the request of the licensee (eg, if they request authority to perform 
an activity not currently authorised). 

145. If a person was non-compliant with their licence, they would be considered to be conducting a 
controlled activity without approval and therefore committing an offence (s 53). 

146. The regulator would continue to be able to suspend or cancel a licence or permit. The grounds 
and procedures for doing so are set out in sections 
141–149. 

147. While a licence or permit cannot generally be transferred (s 150), the Bill does allow for 
automatic transfer to occur in the case of death, bankruptcy or insolvency of the licensee or 
permit holder. Section 151 specifies to whom the licence or permit is transferred under those 
scenarios.  Because a licence or permit is not generally transferable, if a licensee or permit 
holder wishes to sell the business to which the licence or permit relates, the purchaser of the 
business must obtain their own licence or permit before they take over the business. 

148. A register of licences and permits will be publicly available (s 152). 
 

Question B21 
Please provide any comments on the sections applying to licences and permits (eg, those relating to duration, 

conditions, variations, suspensions and cancellations) (ss 136–149). 



 

Question B22 
Please provide any comments on the sections covering the transfer of licences and permits (ss 150 and 151). 

 

Subpart 4: Obligations of licensees and responsible persons (ss 
153–159) 

149. The Bill includes specific obligations on licensees to mitigate the risk of commercial incentives 
overriding safety considerations. In particular, it would be an offence to: 

a. not provide a responsible person with the authority and resources to perform their role (s 153) 

b. encourage a health practitioner to act unprofessionally (s 155). 

150. Another requirement would be for responsible persons named on a licence to report non-
compliance to the regulator if they have raised it with the licensee and the licensee has not 
addressed that issue (s 156). Related to this provision, the Bill includes an offence around any 
retaliation against a responsible person for fulfilling their obligations under the legislation, 
particularly the requirement to report ongoing non-compliance to the regulator (s 157). This is 
intended to mitigate some of the employment tension that would occur in this type of situation. 
While it is not possible to remove this type of tension entirely, these provisions are intended to 
make the expectations on responsible persons and licensees explicit. 

151. It would also be possible to set specific obligations for responsible persons via regulations (s 
158). While most of the obligations relating to licensed activities would reside with the 
licensees, there could be particular activities that, for safety and quality reasons, should be 
performed by the responsible person. 

152. The requirement for a pharmacist to be present for a pharmacy to perform pharmacy activities 
would continue (s 159). Note that pharmacy activity covers the compounding, dispensing or 
supply of category 1, 2, and 3 medicines by non-wholesale supply. If a licensee wanted to open 
their pharmacy premises without a pharmacist present in order to only supply category 4 
(general-sale) medicines or other products, then the licensee would need to provide the 
regulator with assurance of how they would ensure that their category 1–3 medicines were 
secure and safe from diversion and that no pharmacy activities were able to occur (eg, by 
securing the dispensary and closing off all access to category 1–3 medicines). 
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Question B23 
Please provide any comments on the obligations of licensees and responsible persons (ss 153–159). 

 

B8 Part 6 of the Bill: Regulator 
Subpart 1: Regulatory powers and functions 
(ss 160–182) 

153. This subpart covers the regulator’s powers and functions. It includes provisions placing 
obligations on the regulator that are not covered elsewhere. 

154. In keeping with current international practice, the new scheme would have active and 
comprehensive post-market monitoring programmes to collect information about the safety and 
quality of medicines and medical devices after they have been approved. Product sponsors 
would have explicit obligations in relation to post-market monitoring, reporting and risk 
management for their products. In addition, section 160 requires the regulator to have a system 
to continuously monitor the safety of approved, approval-exempt and lawfully supplied 
unapproved products and to do so in accordance with requirements to be set in the regulations. 

155. The regulator would be able to issue privileged public safety notices if needed to address a 
particular safety concern with a product, advertisement or a sponsor or person in the supply 
chain (s 161). 

156. Sections 162–182 deal with regulatory orders. The regulator would have the power to issue a 
number of regulatory orders and there would be a corresponding offence for non-compliance 
with those orders. The grounds for issuing these orders depend on the existence of a risk of 
harm (which is defined in s 14). The regulator would be able to issue the following regulatory 
orders. 

a. Recall orders: As in the current Act, the regulator would be able to issue recall orders (s 162). The 
regulator’s first course of action would be to work with the sponsor and relevant persons in the 
supply chain to oversee a voluntary product recall. However, if necessary, the regulator would be 
able to issue a mandatory order. If the sponsor or person in the supply chain did not comply with this 
order, they could be prosecuted (s 163). 



 

b. Premises restriction orders: The regulator would have a new power to issue a premises restriction 
order (ss 164 and 165). If a serious concern arises about the use of premises specified in a licence or 
permit, the concern could be addressed through the licensing mechanism. The premises restriction 
order is intended to be used for other situations that could not be addressed this way and where 
products were being handled or stored in unsanitary or unsuitable premises. Examples might be the 
storage of category 4 (general-sale) medicines in a building that was not watertight or was 
contaminated with a dangerous chemical; and the inappropriate storage of category 3 medicines in 
unlicensed premises. 

c. Advertising remediation orders: As well as prosecuting a non-compliant advertiser, the regulator 
would be able to issue an order directing the advertiser, or person involved in the distribution of an 
advertisement, to stop or correct the advertisement (ss 166 and 167). This would place an additional 
obligation on the advertiser or persons involved to actively stop ongoing non-compliance by pulling 
the advertising material and could involve issuing a retraction or correction. 

d. Directions order: This is quite a broad power, which is why it has a high threshold and could only 
be used if there was a significant risk of death or serious harm (ss 168 and 169). Where the serious 
risk threshold is met, the regulator would be able to direct anyone involved with that product to do, 
or not to do, something in relation to that product, as long as the direction is no broader than is 
reasonably necessary to address the risk. 

e. Product prohibition orders: The regulator would be able to prohibit a number of activities across 
the supply chain in relation to a product, including: importing, manufacturing, supplying, prescribing 
and administering (in the case of a medicine), use and possession. This power would be reserved for 
situations where there were serious safety concerns (s 170). For medicines, this aligns with the 
current power of the Minister of Health under section 37 of the Medicines Act 1981. For medical 
devices, this would be an enhanced power. Under section 38 of the Medicines Act 1981, the 
Director-General of Health is able to request information from an importer or manufacturer of a 
medical device to satisfy them of the safety of that device. Until that information has been provided, 
it is an offence to sell that product. However, under the current Act, once the information is 
provided, the Director-General does not have a clear power to prohibit future supply of the product, 
aside from requiring further information. A product prohibition order would be limited to one year. 
However, if the safety issue continues, the regulator would be able to issue another order. If the risks 
associated with the product are permanent, the product could be declared a prohibited product via 
regulations (see ss 25 and 81). 

f. Medicines access limitation orders: A medicines access limitation order would be equivalent to a 
supply restriction notice issued under section 49 of the Medicines Act 1981 (ss 172–176). The 
regulator could issue this type of order if it believed on reasonable grounds that someone was 
addicted to a category 1 or 2 medicine, or had obtained more than is reasonably necessary for their 
use. The provisions are aimed at helping to manage addictions and avoiding diversion of product 
into the illicit supply chain. The regulator would also be able to issue a statement about an 
oversupplied person (defined in s 172). This power would be used to limit the inappropriate supply 
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of medicines to the person and assist in their treatment for addiction. It also protects the regulator 
from a charge of defamation if they notify particular people (s 175). For example, the regulator 
might notify all prescribers of the existence of a medicines access limitation order for a particular 
individual or might notify pharmacies of a particular individual’s attempt to seek medicines using 
false prescriptions or particular aliases. Where this information has been provided, those that receive 
it are required to keep it confidential, but can discuss it with other people that are able to receive the 
information (eg, another prescriber) (s 176). 

157. Sections 177 to 182 set the content and process requirements for regulatory orders, including 
the requirements around when the regulator can vary or revoke an order. 

158. The intention of section 179 is to ensure that where someone has misrepresented something as a 
therapeutic product, the regulator would be able to make an order, even though the product does 
not meet the definition of a therapeutic product. 

159. The person required to comply with a regulatory order or the product’s sponsor is able to apply 
to the regulator to vary or revoke the order (ss 181–182). The requirements for such 
applications to the regulator are set out in sections 
211–217. The detailed requirements would be set in rules. For instance, it is intended that there 
would be a limit on how frequently someone subject to a medicines access limitation order can 
apply for it to be revoked to mitigate the risk of someone continually applying. However, it is 
not intended that such a limit would apply to health practitioners applying to have the order 
amended or revoked for clinical reasons. 

 

Question B24 
Please provide any comments on the regulator’s powers and functions in relation to safety monitoring, public 

safety announcements and regulatory orders (ss 160–182). 

 

Subpart 2: Investigative powers (ss 183–196) 
160. As it does now, the regulator would undertake a range of activities to monitor the level of 

compliance with the scheme. These activities would be likely to include audits of licensed 
premises, an active border surveillance programme to detect importations of unapproved 
products, and a routine and complaints-based product testing programme to check products for 
compliance with required standards. 



 

161. The Search and Surveillance Act 2012 provides the standard set of investigative powers used in 
New Zealand. Therefore, provisions in the Bill relating to investigative powers contain cross-
references to powers under the Search and Surveillance Act 2012 (eg, s 191). The Bill would 
also amend that Act to include a reference to the Therapeutic Products Act (see s 287). 

162. Consequently, the majority of investigative powers that an enforcement officer would use under 
the new scheme are covered in Part 4 of the Search and Surveillance Act 2012. This section of 
the Bill would establish the powers of entry that then link into the investigative powers under 
the Search and Surveillance Act 2012. This subpart of the Bill also includes some additional 
powers that are not included in the Search and Surveillance Act 2012, but that would be 
necessary for the operation of this regulatory scheme (such as the testing power in s 186). It 
also modifies the operation of some of the powers from the Search and Surveillance Act 20123 
to tailor them to the needs of the therapeutic products scheme (eg, the destruction of seized 
things in s 193). 

163. The investigative powers would be largely consistent with the current powers. 

164. The definition of ‘investigative purposes’ covers both investigations with a focus on obtaining 
evidential material for a prosecution, and also routine monitoring of compliance with the 
legislation and regulatory requirements (s 183). 

165. The draft Bill does not provide a formal process for the regulator to appoint enforcement 
officers. Instead, enforcement powers are conferred on the regulator, who would be able to 
delegate those powers to suitably qualified or trained people (s 184). 

166. The regulator would be able to require information as part of its compliance and safety 
monitoring of products (s 185). This would include the ability to require a sponsor to obtain 
relevant information; for example, requiring them to perform additional tests and provide the 
results. 

167. The regulator would be able to use a notice to designate recognised laboratories and the 
analysts in charge of those laboratories (s 187). Regulations would be developed to authorise 
any activities involved in the collection of samples to ensure they are not considered unlawful 
supply. 

168. As in the current scheme, the Bill would allow the regulator to enter and inspect most premises 
without a warrant in order to monitor compliance or because there were concerns (s 189). 
However, this power could not be used in a home or marae, or in a treatment room while a 
patient is in the room, without the consent of the relevant person or a warrant (ss 190–191). 

                                                        
3 To review the powers provided under the Search and Surveillance Act 2012, go to: 

www.legislation.govt.nz/act/public/2012/0024/latest/DLM2136536.html  

http://www.legislation.govt.nz/act/public/2012/0024/latest/DLM2136536.html
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169. The Search and Surveillance Act 2012 sets out the powers exercisable by officers during a 
search. The one gap, which section 192 of the Bill would address, is the ability to require 
something to be held in an unaltered state for a reasonable period. This may be used where it is 
not practical to seize a large piece of equipment or stock at the time of the search. As a result, 
the regulator could require that the equipment or stock remain at the premises untouched, while 
the investigation is conducted. 

170. While the Search and Surveillance Act 2012 allows for the destruction of items seized during a 
search, the criteria do not fully align with the circumstances where the regulator may want to 
destroy something to address a safety risk or avoid it being used for an unlawful activity. 
Section 193 would allow the regulator to destroy seized items if the regulator believes there is a 
risk that the safety, quality, efficacy or performance of those items may be unacceptable, or that 
they are likely to be used for an unlawful activity. It would also allow seized imported goods to 
be destroyed if the regulator had given the importer a requirement under section 194 to remove 
the goods from New Zealand and the importer had not complied with that requirement. Section 
195 would allow the regulator to recover any costs incurred in the seizure, storage or 
destruction of items. 

171. Section 194 would enable the regulator to require seized stock of imported product to be 
returned to the country of origin. This provides an alternative option to destroying stock that 
could be provided legally in the country of origin (but not New Zealand), or where there would 
be environmental impacts from destroying the stock in New Zealand. 

172. The Customs and Excise Act 2018 enables customs officers to intercept therapeutic products 
being brought into New Zealand and provide them to the regulator. Section 196 requires 
customs officers to provide the regulator with information requested for investigative purposes. 

 

Question B25 
Please provide any comments on the regulator’s investigative powers 

(ss 183–196). 

 



 

Subpart 3: Offences relating to regulator 
(ss 197–199) 

173. This subpart would make it an offence to provide misleading information to the regulator, not 
to comply with an investigative requirement, or to obstruct the regulator. 

 

Question B26 
Please provide any comments on the offences relating to the regulator 

(ss 197–199). 

 

Subpart 4: Review of regulator’s decisions  
(ss 200–204) 

174. Most of the regulator’s decisions in relation to product approvals, licences and permits would 
be reviewable through a merits review process, with the decision ultimately able to be appealed 
to the District Court. The review process differs from that in the Medicines Act 1981 because it 
would not involve using an independent standing committee with set membership. 

175. The new approach has been developed after considering the number and type of appeals under 
the current legislation and the broader scope of the new scheme. It has also followed further 
consultation with the Ministry of Justice and review of its Tribunal Guidelines.4 

176. The merits review would be conducted by a panel of at least three people appointed by the regulator 
who have not previously been involved in the decision (s 201). The regulator would act 
independently in appointing a panel but would be accountable for its decisions to appoint 
particular people. The Bill would require the regulator to appoint people with suitable 
knowledge and expertise for the issue at hand, with no conflict of interest, and at least 
one person who is a lawyer with at least 7 years’ experience.  The panel would change 
depending on the matter being reviewed. For example, expertise in pharmacy matters 
would be needed for a pharmacy licensing decision whereas the expertise needed for a 

                                                        
4 Ministry of Justice. 2017. Tribunal Guidelines: Choosing the right decision-making body. Equipping tribunals to operate effectively. 

Wellington: Ministry of Justice. 
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medicine approval matter is likely to be in pharmacology or a practise of medicine related 
to the type of medicine. Similarly, the expertise required for a medical device matter 
would depend on the type of device and could range over fields such as biomedical 
engineering, plastics technology and electrical engineering.  This approach has been taken 
to provide flexibility to respond to the wider range of products and activities being 
regulated. 

177. The panel would not re-make decisions made by the regulator, but would either confirm the 
original decision or refer the matter back with recommendations for consideration of a new 
decision (ss 202–203). Decisions of the regulator and the panel could be appealed to the District 
Court (s 204). These decisions would also be subject to judicial review by a judge of the High 
Court. A judicial review is a challenge to the way in which a decision has been made (ie, the 
process), rather than considering the rights and wrongs of the conclusion reached. 

 

Question B27 
Please provide any comments on the review of the regulator’s decisions 

(ss 200–204). 

It would be a conflict of interest for the regulator to appoint the panel reviewing its own 
decisions. As an alternative, the Health and Disability Commissioner, being concerned 
with the protection of consumer rights, and having the requisite knowledge in the field 
could appoint the review panel.  

This review process does not appear to be focused on consumer safety. There is no obvious 
mechanism by which a group representing consumers can oppose a decision to introduce 
a harmful device. A 30 day limit (per s 200 (2) (a) (i) ) does not provide for this 
protection. 

 

Subpart 5: Administrative matters relating to the regulator (ss 
205–222) 

178. Section 205 is a flag to indicate that the regulator, as the Chief Executive of the Ministry of 
Health, has powers, responsibilities, duties and powers derived from the State Sector Act 1988. 



 

179. Section 206 covers what the regulator must do before exercising a power if the Bill specifies 
the person affected must be given an opportunity to comment. 

180. Section 207 is an important provision as it would allow the regulator to rely on recognised 
authorities. This is intended to assist the efficiency of this regulatory scheme and ensure the 
regulator is able to draw on work done by overseas regulators or bodies accredited by them and 
to seek and rely on expert advice. 

181. This provision would allow the regulator to base its decisions on reports, assessments, decisions 
or information provided by other recognised authorities. This does not mean the regulator is 
bound by the decision of the other authority, as it is required to make its own decisions based 
on the relevant criteria and context of this regulatory scheme. 

182. The regulation of therapeutic products overlaps with a number of other regulatory systems, 
including the regulation of health practitioners under the Health Practitioners Competence 
Assurance Act 2003. An information sharing section has been included in the Bill to ensure 
that, when the regulator holds information that is relevant to the role of another regulatory 
entity (in New Zealand or overseas), the information can be provided to that other entity and 
vice versa (s 209). 

183. If the information includes personal information, it should not be shared unless the regulator is 
confident it will be treated confidentially. 

184. The regulator would also be able to act on requests from an overseas regulator, but only if 
doing so would not affect its other functions and appropriate privacy protections are in place (s 
210). 

185. Sections 211–217 cover the procedural requirements for applications to the regulator. The 
detailed requirements for particular types of applications would be specified in rules (s 211); 
however, application fees would be specified in regulations. 

186. Section 219 covers what the regulator must do if a document or information is required to be 
publicly available. 

187. Section 221 deals with export certification for approved and approval-exempt products and for 
unapproved products manufactured in New Zealand. 
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Question B28 
Please provide any comments on the administrative matters relating to the regulator (ss 205–222). 

 

B9 Part 7 of the Bill: Enforcement 
188. The Bill includes flexible modern offences and penalties, aligned with recent similar legislation 

(such as the Food Act 2014 and the Health and Safety at Work Act 2015). The proposed 
enforcement tools would allow the regulator a wide range of enforcement options, meaning 
enforcement action could be commensurate with the severity of misconduct, and the regulator’s 
approach could be flexible according to circumstances. 

189. The hierarchy of enforcement tools includes: 

a. tiered criminal offences (subparts 3–5) 

b. enforceable undertakings (subpart 1) 

c. infringement notices (subpart 6). 

190. These enforcement tools are in addition to the ability to: add or vary conditions on a product 
approval, licence or permit; suspend or cancel a licence or permit; or cancel a product approval. 

191. We are also considering whether civil pecuniary penalties should be a regulatory option. They 
are used in some markets to deter non-compliance for commercial gain. As they are a 
reasonably new concept, we are working with relevant government agencies to see if they are 
appropriate for this scheme. 

 

Subparts 1 and 2: Enforceable undertakings 
(ss 223–232) 

192. Where an alleged contravention of the Act has occurred, the regulator would be able to accept 
an enforceable undertaking, in lieu of more severe enforcement action (ss 223–231). 



 

193. This is not intended to impact the quality improvement focus of audits. The regulator would 
continue to work in a constructive manner to encourage and support sponsors, licensees and 
others in the supply chain to improve compliance. When this is not successful, an enforceable 
undertaking could then provide an intermediate step to escalate the issue, instead of proceeding 
to a criminal prosecution. 

194. For example, if a licence holder failed a particular aspect of an audit, the regulator would be 
likely to first provide guidance on the non-compliance and allow an opportunity to address the 
issue. If the issue represented a serious safety concern and was not addressed, then the regulator 
could signal that it was intending to prosecute. At this point, the licensee could offer to give an 
enforceable undertaking that would address the issue and reduce the risk of reoccurrence. 
Giving such an undertaking is not an admission of guilt. If the regulator accepted the 
undertaking, then it could not prosecute for the alleged contravention while the undertaking was 
in force and if it was completed. However, if the licensee did not complete the undertaking as 
agreed, the regulator could prosecute them for the original alleged contravention and for 
contravening the enforceable undertaking. 

195. Enforceable undertakings are intended to promote a quality improvement focus. They are not a 
way to avoid prosecution if the person knew what they were doing was unlawful and did so 
maliciously or to achieve some benefit (s 223(4)). 

196. Where someone has breached the Act and it is likely they would continue to engage in that 
conduct, the regulator could apply to a court for an injunction banning the person from 
performing that activity in the future (s 232). 

 

Question B29 
Please provide any comments on the sections covering enforceable undertakings and a court’s ability to grant 

injunctions (ss 223–232). 

 

Subparts 3, 4 and 5: Offences, attribution of liability and defences, 
and evidentiary matters (ss 233–248) 

197. Every offence provision in the Bill specifies a band and tier that applies to the offence. 
Different penalties apply to each band and tier (s 233). 
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198. Penalties are broken into two bands. Band A would apply to offences that have a real potential 
to cause harm. Band B would apply to offences that might be described as regulatory, 
procedural, or administrative offences (ie, they impact the regulator’s ability to perform its 
regulatory function, which indirectly creates a risk of harm). 

199. Within these two bands would be three tiers of penalties, based on the level of culpability. Most 
offences have three tiers, but some have only one or two. Depending on the nature of the 
conduct, the degree of culpability may be based on whether the person was wilful or reckless, 
or whether they had knowledge of, or were reckless as to the existence of, relevant facts. Most, 
but not all, offences include a strict liability tier, which is where the conduct has simply 
occurred regardless of whether there was any intent or knowledge. This reflects the fact that 
anyone operating within the therapeutic products supply chain is obligated to find out what the 
requirements are and comply with them. 

200. For some offences, some level of knowledge of a circumstance is built into the wording of the 
offence itself. This is to ensure that a person only commits the offence if they have that level of 
knowledge. If they do have that knowledge, then the question arises as to whether they 
committed the offence wilfully. Examples are: section 87 – notifying the regulator of suspicion 
of tampering; and section 171 – compliance with a product prohibition order. 

201. While most offences under this scheme would be strict liability offences (meaning the 
prosecution only needs to prove that a person committed the offence, not that they intended to), 
a number of defences provide protection for someone being prosecuted inappropriately (ss 243–
246). 

202. Section 238 would require the court registrar to notify the relevant regulator of any relevant 
decisions. In particular, if the court makes an order to cancel or suspend a licence or permit or 
to cancel a product approval, it would need to inform the therapeutic products regulator. If a 
health practitioner (or veterinarian) was convicted of an offence against the Act, the court 
would need to notify their responsible authority (or the Veterinary Council of New Zealand). 

203. Sections 239–242 set out the circumstances when someone’s conduct can be attributed to 
another person. These involve attributing conduct of senior managers, workers and agents to 
employers or principals, and of corporate bodies to their senior managers. This kind of 
attribution regime is now common in legislation regulating commercial activities (eg, the 
Financial Markets Conduct Act 2013). 

204. Sections 243–246 set out the defences that apply in relation to most of the offences against the 
Act. Many of the offences in the Bill could only be committed by a sponsor, someone in the 
supply chain or someone who is otherwise knowingly involved in the therapeutic products 
business. The defence of taking reasonable steps to ensure the offence did not occur is provided 
for the benefit of those people (s 243). However, as some offences can be committed by anyone 



 

and may catch people unaware, and as they do include strict liability tiers, a wide reasonable 
excuse defence is provided for the benefit of those people (s 244). Other defences include 
reliance on information from another person where it is reasonable to rely on that information (s 
245) and compliance with a specified standard (s 246). 

205. If court proceedings are occurring under the new scheme, section 247 allows the contents of a 
container to be presumed to conform to any description of the contents on the label of the 
container unless the contrary is proven. Section 248 allows a certificate of analysis from an 
analyst to be proof of the matters set out in it unless the contrary is proved. These both continue 
current arrangements that exist under the Medicines Act 1981, although the terminology is 
different. 

 

Question B30 
Please provide any comments on the sections covering penalties, court orders, liability, defences, and 

evidentiary matters for criminal offences (ss 233–248). 

 

Subpart 6: Infringement offences (ss 249–255) 
206. Less serious conduct would be declared an infringement offence in regulations. For this 

conduct, the regulator would be able to issue an infringement notice (the equivalent of a 
speeding ticket by police). This would provide a useful tool to: 

a. promote compliance with administrative requirements that would not justify criminal proceedings, 
but are important for the efficient and effective administration and oversight of the scheme – for 
example, record-keeping requirements 

b. deter conduct of relatively low seriousness that would not justify criminal proceedings – for 
example, some small-scale advertising breaches. 

207. The infringement fee is the amount someone must pay if they receive an infringement notice. 
The level for the different conduct would be set in regulations, but must be within the 
maximum set by the Bill (5 percent of the bottom-tier criminal fine for that offence). 

208. An infringement fine is the amount someone might be ordered to pay if the matter was taken to 
court, at the request of either the regulator (if the person fails to pay the infringement fee) or the 
person who received the notice (if they dispute it). The maximum amount for an infringement 
fine could be no more than the bottom-tier (ie, A3 or B3) criminal fine (s 250). 
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Question B31 
Please provide any comments on the sections covering infringement offences and the related penalties and 

processes (ss 249–255). 

 

B10 Part 8 of the Bill: Administrative matters 
(ss 256–274) 
209. The Bill would enable the regulator to charge fees to cover any costs not covered by 

government funding (s 256). The split between the costs recovered from industry and those met 
by the government has not yet been decided. However, it is expected that a significant 
proportion of the costs would be recovered through industry fees or charges as is the case now. 
The fees and charges would be set in regulations following consultation with the sector (s 257). 
The methods and levels of cost recovery would be reviewed at least every three years. 

210. This subpart covers the types of secondary legislation and instruments available under the 
scheme (regulations, rules, regulator’s notices and exemptions). It includes the interplay 
between them, their scope and the requirements for consultation during their development. 
Schedule 3 to the Bill summarises the matters that each type could be made for. 

211. Regulations would be made by the Governor-General, by Order in Council. 

212. Rules and regulator’s notices would be made by the regulator. The regulator would also be able 
to exempt a person, act or thing from any provision of the Act. 

213. The reason for setting the detail of the scheme in these instruments is to enable regulatory 
requirements to be updated more quickly than is possible if the Act needed to be updated. 
Therapeutic products and the settings in which they are used are evolving quickly, so it is 
important that regulatory requirements can be amended to keep pace with these changes. The 
suite of instruments under the scheme is intended to provide greater responsiveness to change 
and the flexibility to provide tailored authorisations and requirements. 



 

214. While these instruments do not go through the full parliamentary process, the following 
safeguards ensure they would be used appropriately. 

Regulation Regulations and rules would be subject to external scrutiny, as they could be 
reviewed by the Regulations Review Committee and could be ‘disallowed’ 
by Parliament if made inappropriately. Rule 

Regulator’s notice The regulator must not issue a notice or make an exemption unless satisfied 
that doing so is necessary or desirable in order to promote the purposes of 
the Act; and the extent of the exemption or notice is no broader than is 
reasonably necessary to address matters that gave rise to it. 

Exemption 

215. The Minister would be required to review the Act at five-yearly intervals following its 
commencement (s 268). 

216. Subpart 4 explains the relationship between the Bill and other Acts with which it has an 
interface because a therapeutic product may also be covered by another regulatory scheme. 

 

Question B32 
Please provide any comments on the sections covering administrative matters; such as cost recovery, 

requirements for the development of regulatory instruments, review of the Act, and relationships with other 
Acts (ss 256–274). 

 

B11 Part 9 of the Bill: Repeals, revocations 
and amendments to other enactments 

Subpart 1: Repeals and revocations (s 275) 
217. This section repeals the Medicines Act 1981 and revokes the regulations made under it. 
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Subpart 2: Amendments to the Health Practitioners Competence 
Assurance Act 2003 (ss 276–285) 

218. In the new scheme, the authorisation to prescribe would be established via the relevant 
profession’s scope of practice, but subject to the Minister of Health’s approval. To implement 
this change, the Health Practitioners Competence Assurance Act 2003 would be amended to: 

a. be explicit that a scope of practice can include an authority to prescribe and issue a standing order 

b. enable requirements for the form and content of the prescribing aspects of a scope of practice to be 
set in regulations under the HPCA Act. This is intended to ensure a reasonable level of consistency 
in the way this authority is set up for different practitioner groups. These regulations would be 
developed (and consulted on) when regulations under the Therapeutic Products Act were being 
developed 

c. require the Minister of Health’s approval before a scope of practice could include a new or amended 
authority to prescribe (in addition to the standard consultation requirements specified for any change 
of scope). Note that the Minister could delegate this approval for more technical amendments; for 
example, if a scope of practice for a particular practitioner group included a list of medicines, the 
Minister could delegate the power to the regulator to approve a change to that list 

d. allow the Minister of Health to direct a responsible authority to amend or revoke the prescribing 
provisions in a scope of practice. This would provide the Minister with a way to respond if a 
practitioner group had been granted a prescribing authority and was not adequately managing the 
risk associated with this authority 

e. include transition provisions so that the responsible authorities for health professions that currently 
have an authority to prescribe under the Medicines Act 1981 could update the relevant scope of 
practice to reflect this authority, without having to comply with the consultation requirements 
specified in the HPCA Act. This reflects the fact that the update would not be a change in the scope 
of practice itself, but a change relating to how the scope is expressed. 

 

Question B33 
Please provide any comments on the amendments to the Health Practitioners Competence Assurance Act 2003 

(ss 276–285). 

 



 

Subparts 3, 4 and 5: Amendments to the Search and Surveillance 
Act 2012, Customs and Excise Act 2018 and other enactments (ss 
286–290) 

219. Part 4 of the Search and Surveillance Act 2012 establishes the standard search, surveillance and 
inspection powers for monitoring compliance with New Zealand laws. This amendment would 
reference the Therapeutic Products Act so that the regulator would have those powers. 

220. This amendment would empower a customs officer to seize product being brought into the 
country if they considered it was non-compliant with the Therapeutic Products Act. For 
instance, if a suspected prescription medicine was imported for personal use or a shipment of 
unapproved medicines was brought in for supply, the customs officer would then provide the 
seized items to the therapeutic products regulator to investigate and respond to. 

221. Amendments would be required to other legislation as well. Further work is under way to 
review the Acts and regulations that have interfaces with the Medicines Act 1981 and its 
associated regulations and to determine the amendments required. 

222. In particular, the Misuse of Drugs Act 1975 has several linkages with medicines regulation as 
some controlled drugs are used therapeutically. Further work is required to determine the 
linkages that would need to be updated, and to consider whether any other minor changes could 
be made to improve the alignment between the two regulatory schemes. 

223. Schedule 4 lists the Acts and regulations we have identified as containing references to or 
interfaces with the Medicines Act 1981 or its associated regulations. 

 

Question B34 
Please provide any comments on the amendments to the Search and Surveillance Act 2012 and the Customs 

and Excise Act 2018 (ss 286–289). 
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B12 Schedule 1: Transitional, savings and 
related provisions 
224. This schedule sets out how products and processes would be dealt with during the transition to 

full implementation of the new Act. Section 1 of this schedule provides a useful overview of the 
general approach for transitioning to the new scheme. 

225. A description of how the transitional arrangements would apply to the various sectors is 
provided as relevant in Chapter C. Questions seeking feedback from each sector on the 
proposed transitional arrangements are contained under the individual sector headings. 

 

B13 Schedule 2: Reviewable decisions 
226. This schedule lists the decisions that would be reviewable and who may apply for a review. 

 

Question B35 
Please provide any comments on the list of decisions that would be reviewable and who can apply (Schedule 

2). 

 

This review process does not appear to be focused on consumer safety. There is no 
obvious mechanism by which a group representing consumers can apply for review of a 
decision to introduce a harmful device. A 30 day limit (per s 200 (2) (a) (i) does not 
provide for this protection. 



 

The proposed legislation is unclear as to who meets the definition of applicant. Someone 
not financially invested in the introduction process, but interested in matters concerning 
protecting the public should be enabled to participate in this process. 

 

B14 Schedule 3: Regulations, rules and 
regulator’s notices 
227. This lists the matters that could be specified in regulations, rules or regulator’s notices. This is a 

useful summary of the places in the Bill where it states further details or requirements can be 
specified in a subordinate instrument and in which type of instrument. 

 

Question B36 
Please provide any comments on the use of regulations, rules or regulator’s notices for particular matters 

(Schedule 3). 

B15 Schedule 4: Amendments to other 
enactments 
228. This lists the Acts and regulations that have been identified as containing an interface with the 

Medicines Act 1981 or its associated regulations. 
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Question B37 
Are there any other Acts or regulations containing an interface with the Medicines Act 1981 that are not 

identified in the list in Schedule 4? 
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Chapter C: What the new 
scheme would mean for 
different sectors and health 
practitioner groups 

229. This chapter is designed to allow people within particular sectors to see which aspects of the 
draft Bill would be most relevant to them and what those aspects would mean for them. 
Diagram D provides a key to the topics this chapter covers. 

230. We have grouped material in a way that enables people to find the information most relevant to 
them, while trying to avoid repetition where possible. For some authorisations (particularly 
product approvals), the way the controls would be applied differ for the different product types. 
Therefore, we have grouped the sectors according to product type and then covered the relevant 
products and activities. For activities further along the supply chain, we have grouped the 
sectors by activity (ie, the relevant step in the supply chain) and then signalled if any controls 
differ based on product type. An additional topic highlights aspects of the draft Bill that are 
likely to be of special interest from a consumer perspective. 

231. To avoid repetition, this chapter refers back to relevant questions in Chapter B. It provides 
additional questions focused on a particular policy issue where we are seeking feedback, as well 
as questions on specific issues that are only relevant for particular sectors. Each question is 
numbered once, so if the same question is asked in two topics within this chapter, the question 
number is repeated. For example, question C6 appears in the topics for both the medicines and 
the wholesale sectors. For this reason, the questions in this chapter do not follow a strictly 
sequential order. 

 



 

Diagram D: Key to the topics in Chapter C 

 
 

C1 Medicines (excluding cells and tissues) 
sector  

Product-based controls 
232. Under the new scheme, a product approval would generally be required to import or supply a 

medicine (s 51). In contrast, under the Medicines Act 1981 consent is required only before 
distribution, not before importation. 

233. In addition, under the new scheme a person must not import an approved product unless they 
are the product’s sponsor (ie, the approval holder), have the written permission of the sponsor 
or are authorised by a licence, permit or a provision in the legislation to import without the 
sponsor’s consent (s 52). The policy intent behind this provision is to prohibit ‘parallel 
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importation’ except in special circumstances; such as when a sponsor is not willing to supply a 
needed product. This approach is consistent with the policy position under the Medicines Act 
1981. 

234. For an approved product, the sponsor is defined in the draft Bill (s 14) as meaning the person to 
whom the approval was granted or a person to whom the sponsorship was transferred under the 
process set out in section 102. 

235. The only situations where a product approval would not be required under the new scheme 
would be if the product was approval-exempt or if another form of authorisation had been given 
by a licence, permit or provision of the Act. The policy decision to place a control at the point 
of importation has been taken to enable earlier interventions to keep poor-quality or unsafe 
products out of the New Zealand supply chain and to facilitate enforcement. 

236. Regulator’s notices would be used to declare a medicine or class of medicine to be an approval-
exempt product. We envisage these would be used for products with characteristics that mean 
their safety, efficacy and quality could more appropriately be regulated through a different 
regulatory control. For example, we envisage that whole blood collected and provided by the 
New Zealand Blood Service, as well as many blood components manufactured by the service 
from whole blood, and apheresis5 donations using simple processing steps, would be declared 
to be approval-exempt. The controls on, and oversight of, these approval-exempt products 
would mainly occur through auditing and licensing of the manufacturing activities of the New 
Zealand Blood Service. 

237. The sponsor for an approval-exempt product would be specified in the notice that declared the 
product to be approval-exempt (s 115). 

238. Regulations would be used to authorise the importation and supply of unapproved medicines in 
particular generic circumstances. For example, we envisage regulations authorising importation 
of medicines: 

a. for use by visiting sports teams, military groups and heads of state 

b. on visiting aircraft and vessels 

c. by a health care practitioner who is accompanying a patient coming into New Zealand 

d. by international emergency response teams assisting New Zealand in a civil defence emergency 

e. by a sponsor who has applied, and is waiting for, a product approval 

                                                        
5 An apheresis system uses an automated cell-separating machine to remove donor blood, separate and collect the platelets or plasma 

(depending on the type of donation) and return the rest of the blood to the donor. 



 

f. for examination or testing purposes (other than a clinical trial as authorisation for trial medicines will 
be given through the clinical trial licence). 

239. The regulations would include appropriate controls around matters such as use and record-
keeping in relation to these products. There are also likely to be other scenarios that should be 
catered for in regulations, which would be considered when the regulations are developed and 
during the consultation process on the draft regulations. The authorisation in the regulations 
would apply to everyone who came within the criteria set out in the regulations. 

240. Licences would be used to authorise the importation and supply of unapproved products on a 
case-by-case basis for purposes such as: 

a. use in a clinical trial 

b. supply by a wholesaler in response to a request for supply that is supported by a special clinical 
needs supply authority 

c. enabling a New Zealand manufacturer to undertake a step in manufacture such as packaging and 
labelling. 

241. The Bill requires a special clinical needs supply authority for the import and supply of an 
unapproved product for an identified patient. This additional step is intended to ensure a health 
practitioner actively considers whether the patient has a special clinical need that an approved 
product cannot adequately meet.  Once the SCNSA has been issued, the issuer of the SCNSA, a 
pharmacist, or wholesaler whose licence allows them to import unapproved medicines would 
need to import it on the patient’s behalf.  Note, that a product approval only approves the 
product for the purposes specified in the approval (s 99(2)). This means that whenever a 
medicine is prescribed for off-label use it is an unapproved medicine and would require a 
SCNSA.  

242. The provisions relating to the issue of SCNSAs are set out in section 64. Our intention is to use 
regulations to set up two main types of authorisation covering: 

a. the off-label use of medicines that have been approved in New Zealand – our intention is to 
authorise all health practitioner prescribers to issue a SCNSA for off-label use (as long as the 
medicine is covered by their scope of practice) and have minimal requirements for what that SCNSA 
would need to involve 

b. medicines that do not have a product approval in New Zealand – our intention is to continue to 
limit the ability to issue a SCNSA for these products to medical practitioners. This is in line with the 
current approach under the Medicines Act 1981. The policy intent is to ensure that unapproved 
medicines are only used when a patient has a special clinical need that an approved medicine cannot 
meet. 
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243. While the special clinical needs supply authority remains in force, repeat prescriptions could be 
issued by another medical practitioner or another health practitioner who has prescribing 
authority. Therefore, while the special clinical needs supply authority would need to be 
reviewed periodically, it would not have to be renewed every time a new prescription is needed. 

244. We envisage permits would be used only to authorise the importation and supply of unapproved 
products in exceptional circumstances. For example, a permit might be issued to deal with a 
public health emergency or to rapidly access an essential medicine if no approved product was 
available. 

 

Obtaining a product approval 

245. To obtain a product approval, a person (an individual who is ordinarily resident in New Zealand 
or a body corporate incorporated in New Zealand) who meets the criteria for being a sponsor of 
an approved product would need to apply to the regulator. Those criteria (set out in s 97 of the 
draft Bill) are principally designed to ensure: 

a. ‘legal reach’ is sufficient to hold approval holders to account 

b. approval holders have a contractual relationship with the manufacturer (if they are not themselves 
the manufacturer) that enables them to access information necessary to keep the regulatory file up to 
date 

c. approval holders have the knowledge and capacity to be able to comply with their regulatory and 
safety-related obligations as a sponsor 

d. the person’s compliance and criminal history does not make them unsuitable as a sponsor (ie, they 
are a fit and proper person). 

246. Under the Medicines Act 1981, while applicants must be in New Zealand, the absence of other 
suitability requirements for approval holders has led to situations where the approval holder 
lacks product and regulatory knowledge or the means to access it rapidly. This has led in turn to 
uncertainty and delays when the regulator is conducting post-market surveillance and 
compliance activities. 

247. The rules would set out detailed technical and process requirements for applications for product 
approval. As in the current scheme, the requirements for the technical data to be submitted 
would be tailored to suit different types of medicines such as new chemical entities, generics, 
biosimilars and non-prescription medicines and would be based on international (and therefore 
current) norms for such products. The policy intent is to continue the interface with the 
hazardous substances and new organisms (HNSO) legislation to allow: 



 

a. the therapeutic products regulator to give a HSNO approval for qualifying medicines with ‘low-risk’ 
new organisms 

b. a parallel process involving both the HSNO and therapeutic products regulator for medicines with 
higher-risk new organisms. 

248. This aspect of the interface with the HSNO scheme has not yet been drafted. 

249. The new scheme would give the same level of data protection as the Medicines Act 1981 
provides for confidential supporting information submitted with applications for approval of 
innovative new medicines (ss 120–122). 

250. Where we do envisage change is that the new scheme would give the regulator greater 
flexibility to establish a number of approval pathways. These could be tailored to suit, for 
example, products with a long approval history in one or more recognised overseas jurisdictions 
or products at the leading edge of innovation that were designed to address an unmet clinical 
need. Under this approach, the data requirements, time to regulatory approval and fee structure 
could be tailored to suit different circumstances. We envisage this flexibility would also be 
likely to encourage sponsors of many unapproved medicines currently supplied under section 
29 of the Medicines Act 1981 to seek approval for those products. 

251. When evaluating an application for product approval, the regulator must consider the criteria 
for product approval, whether the product (if approved) would comply with any specified 
product standards and whether the proposed sponsor meets the criteria for being a sponsor (s 
97). The criteria for product approval (s 95) involve a consideration of whether the quality, 
safety and efficacy of the medicine (for the purpose for which it is to be used) have been 
satisfactorily established, and whether the likely benefits of the product outweigh the likely 
risks associated with it, in addition to any other criteria that are specified in rules. 

252. The new scheme would allow the regulator to rely on work done by other recognised authorities 
(eg, reports, assessments or decisions) or information received from a recognised authority (s 
207). The regulator would specify the authorities it recognised in a notice. In the case of 
medicines, we expect those authorities would be the national regulatory bodies we have 
confidence in because they have a sound track record of administering a strong and effective 
regulatory system based on international norms and they regulate for a population demographic 
that is broadly representative of the New Zealand population. The regulator would also be able 
to seek expert advice from an expert or an expert committee on any matter, but would not be 
required to do so. 

253. After the evaluation process (including any interaction with the applicant to seek more 
information about issues identified in that process) has been completed, the regulator must 
either approve the product (with or without conditions) or refuse to grant approval. Conditions 
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may be tailored for a particular product or may be ones set out in rules that would apply across 
a specified kind of product. 

254. While approvals would normally be granted without an expiry date, an expiry date could be 
imposed if deemed appropriate. The requirements for the content of an approval have been 
expressed in a generic way in section 98 because they apply to medicines of different kinds, 
medical devices and type-4 products. Regulations would be used to set out requirements that 
need to be tailored to different types of products or groupings within those types. 

255. The new scheme would no longer require issuing a Gazette notice as the indicator of approval 
as the regulator would be required to maintain a publicly accessible register of therapeutic 
products, including both those that have been approved and those that have been refused 
approval. The register would be required to include the information referred to in section 98, 
but may also contain additional information that the regulator deems appropriate and not 
commercially sensitive. For example, it could contain prescribing information or consumer 
medicine information for approved products. 

256. Under the new scheme, sponsors of approved and approval-exempt products must comply with 
a set of obligations (ss 116–118). If they do not, they would be committing an offence. 
Specifically the sponsor is obliged to: 

a. comply, in the case of approved products, with the approval (eg, with any conditions on the 
approval) 

b. ensure that an approved product complies with the approval 

c. ensure that any person who is required by the product approval to do or not do something complies 
with that requirement 

d. ensure that the product (whether approved or approval-exempt) complies with any specified product 
standards, or requirements in the regulations relating to matters such as product or consumer 
information, labelling and record-keeping (s 118). 

257. For an approved product, non-compliance with these obligations may also give rise to grounds 
to cancel the approval. These grounds may apply either directly (product not complying with 
product standards – s 108(d)) or indirectly as a result of the sponsor’s non-compliance affecting 
their ‘fit and proper person’ status, and thus whether they meet the criteria for being a sponsor 
(s 108(e)). 

258. If someone was authorised to import an approved product without the sponsor’s consent, then 
the sponsor obligations would not apply (s 119). 

 



 

To comment, refer to questions B3, B13, B14, B15 and B16. 

 

Changes to approved products 

259. A different approach is proposed under the new scheme for dealing with changes to approved 
medicines. Changes would be categorised as either major or minor. Rules would be used to 
specify the changes in each category. Minor changes are ones that may be implemented without 
needing the regulator’s approval, but some minor changes would require notification to the 
regulator. The rules would be used to specify the minor changes that require notification, as 
well as detail such as timeframes within which notification must occur. We envisage changes to 
contact details would need to be notified promptly, whereas other minor changes may occur 
through a consolidated six-monthly or annual update. Currently under the Medicines Act 1981, 
several changes are handled as ‘self-assessable’ changes. We envisage that, under the new 
scheme, the set of notifiable changes would be aligned with the European and Australian 
models where appropriate. 

260. Under the new scheme, ‘major’ changes would be changes to the product, or to any matter or 
information relating to the product, that may have a significant impact on the quality, safety or 
efficacy of the product. Rules would specify exactly what that set of changes would be (ss 100 
and 101). In contrast to the Medicines Act 1981, under the new scheme a major change to an 
approved product would be a different product requiring a new approval (s 100) before it is 
released onto the market. 

261. This approach would not increase the regulatory burden or lengthen the timeline associated 
with gaining an approval for a major change. The application process and data set to be 
submitted for a new approval required to make a major change to an approved product would 
be tailored to the nature of the change. In addition, the regulator would be able to evaluate only 
the data relevant to the change(s) (which could be grouped) and to rely on its previous 
assessment of the unchanged aspects of the product. The fee for applying for this type of 
approval would be proportional to the work required to assess the change. 

262. Once the application was approved, a new approval document would be issued. The approval 
relating to the unchanged product would remain in place unless the sponsor asked for it to be 
cancelled (or there was a subsequent need to revoke it for safety or non-compliance reasons). 

263. The new approach has been designed to increase clarity about approved products. Under the 
Medicines Act 1981 process, it is often unclear whether a change such as a change to 
formulation or manufacturing method sits alongside or replaces previous ‘versions’ of the 
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product. Under the new scheme, a product approval would cover the product as described in the 
approval at the time the approval was granted and any subsequent minor changes (s 99). 

264. The Bill does not specify timeframes for processing changes to medicines. However, the 
regulator would be expected to set performance targets and to report against them. 

 

Question C1 
Please provide any comments on the approach to regulating changes to approved products (s 100 and 101). 

 

 

Merits review of decisions 

265. Schedule 2 to the draft Bill sets out the decisions that are reviewable and who may apply for a 
review. Applicants include those who are aggrieved by a decision to not approve a product or to 
cancel an approval. The merits review would be conducted by a panel of at least three people 
appointed by the regulator who have not previously been involved in the decision (s 201). The 
regulator would act independently in appointing a panel but would be accountable for its 
decisions to appoint particular people. The Bill would require the regulator to appoint 
people with suitable knowledge and expertise for the issue at hand, with no conflict of 
interest, and at least one person who is a lawyer with at least 7 years’ experience.  The 
panel would change depending on the matter being reviewed. For example, expertise in 
pharmacy matters would be needed for a pharmacy licensing decision whereas the 
expertise needed for a medicine approval matter is likely to be in pharmacology or a 
practise of medicine related to the type of medicine. Similarly, the expertise required for a 
medical device matter would depend on the type of device and could range over fields 
such as biomedical engineering, plastics technology and electrical engineering.  This 
approach has been taken to provide flexibility to respond to the wider range of products 
and activities being regulated. 

266. Sections 202 and 203 set out the requirements for the review procedure and the review 
decision. The panel must either confirm the original decision, or set aside the original decision 
and refer the matter back to the regulator. If the matter is referred back, the regulator must 
reconsider the application in accordance with any recommendations made by the review panel 
and make a fresh decision. An applicant for review may appeal to the District Court if the 



 

review panel confirms the decision of the regulator or if the regulator makes a new decision 
(following a referral from the review panel) that the applicant continues to be aggrieved with. 

 

To comment, refer to questions B27 and B35. 

 

Categorisation (classification) of medicines 

267. As new medicines come through the approval process, the regulator would assign a 
classification to them as a category 1 (prescription), category 2 (pharmacist), category 3 
(pharmacy) or category 4 (general-sale) medicine. The regulations would provide criteria for 
the categorisation of medicines and would be able to allow the regulator to categorise 
medicines through a regulator’s notice. 

268. The new scheme would enable wider access to specified medicines in particular categories. 
Currently, the classification schedule has been used as the tool for doing this, with entries such 
as ‘prescription medicine except when supplied by …’ enabling pharmacists to prescribe and/or 
supply medicines such as trimethoprim, or other health workers to access medicines such as 
fluoride preparations. Under the new scheme, regulations would instead be used to provide an 
authorisation. We envisage being able to then list the class of health practitioner who has the 
authorisation to perform specified activities (such as prescribe and/or supply) with named 
products or classes of products, including any requirements such as the maximum amount to be 
supplied. This new approach would remove the current legal ambiguity about the point in the 
supply chain when the classification of the medicine changes. 

269. The new scheme would continue to have a mechanism to enable the regulator to ‘switch’ an 
active ingredient in a medicine from one category to another and therefore change the category 
of medicines with that ingredient. The regulations would be used to set out details of how this 
would operate. The regulator would be able to seek advice from an expert committee in relation 
to switching decisions. 

 

Question C2 
Please provide any comments on the approach for medicines categorisation (classification). 
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Transition for existing products and applications 

270. The transition proposals for existing products and applications and any appeals before the 
Medicines Review Committee are set out in Schedule 1 to the draft Bill. The policy intent is to 
allow existing approvals to continue and allow the new regulator to deal with pending matters 
as efficiently as possible. 

 

Question C3 
Please provide any comments on the transition arrangements for existing medicine product approvals. 

 
 

Post-market controls 
Cancellation of approvals 

271. Under the new scheme, product approvals could be cancelled but not suspended. The purpose 
of this provision is to avoid legal uncertainty about the status of stock that is already in the 
supply chain before a suspension occurs. If an approval is cancelled for reasons that do not 
relate to safety concerns, the regulator would be able to issue a ‘use of current stock’ notice that 
would allow people in the supply chain (but not the sponsor) to supply and use existing  
stock (s 78). 

272. The sponsor could apply to the regulator seeking cancellation of an approval. This might occur, 
for example, if there was no longer commercial interest in supplying a product, or because a 
new approval for the product had been granted to authorise one or more major changes. 

273. The regulator would have the power to cancel an approval if satisfied that there were grounds to 
do so (ss 108–109), but must first give the sponsor an opportunity to comment and comply with 
any procedural requirements in regulations (s 110). The draft Bill sets out the meaning of 
‘opportunity to comment’ (s 206). The cancellation grounds would include non-payment of any 
applicable fees. Note, however, that the regulator is not required to cancel the approval even if 
there are grounds to do so. For example, the facts giving rise to the grounds to cancel might 
also constitute an offence, in which case the regulator might decide that it is more appropriate 
to prosecute, particularly if it is an essential product and product safety is not an issue. 

 



 

To comment, refer to question B14. 

 

Pharmacovigilance 

274. Under the new scheme, sponsors would have explicit legal obligations in relation to post-
market monitoring, reporting and risk management for their products. These pharmacovigilance 
requirements would be set out in regulations. It is intended that they would be aligned with 
international norms. For example, we would expect sponsors to follow guidance in 
International Conference on Harmonisation documents when establishing their monitoring and 
reporting systems, reporting adverse events and providing periodic benefit risk evaluation 
reports and risk management plans. 

275. Currently in New Zealand, such obligations are recommended but not underpinned by 
legislation. 

276. For the first time in New Zealand, the new scheme would also place an obligation on the 
regulator to ensure it has a system in place to monitor the safety of products that are being 
lawfully supplied (s 160). Regulations would specify details about the monitoring system and 
the information that must be publicly available. This requirement is included in the legislation 
to highlight the importance of post-market safety, risk management and communication in a 
modern regulatory scheme. 

277. Medsafe currently runs and oversees important pharmacovigilance initiatives such as a 
spontaneous reporting scheme for adverse events, an early warning scheme and a publicly 
accessible database of suspected adverse reactions. These initiatives would be continued, and 
potentially enhanced, under the new scheme. The regulator would also be able to establish a 
committee to provide expert advice on pharmacovigilance matters. 

 

Question C4 
Please provide any comments on the approach to post-market controls. 
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Activity-based controls 
Clinical trials 

278. Pharmaceutical companies and independent researchers are actively involved in clinical trials of 
medicines in New Zealand. Under the new regulatory scheme, all clinical trials of therapeutic 
products would require an authorisation. It is intended this authorisation would generally be a 
licence. See Chapter C4 for details of the clinical trial proposals. 

 

Manufacturing 

279. Under the new scheme, manufacturing a therapeutic product is a controlled activity requiring an 
authorisation (s 53). Under the Medicines Act 1981, those manufacturing medicines and their 
active ingredients require a licence. The same approach is intended to be the main method of 
authorisation under the new scheme. While a permit could be used to authorise manufacture, 
this would be used only in exceptional circumstances. 

280. The term ‘manufacture a medicine’ (defined in s 32 of the draft Bill) covers all aspects of 
producing the product and bringing the product to its final state, including testing, sterilising, 
releasing for supply, packaging and labelling. It is intended that the licence would specify the 
scope of the activities it authorises. Those wishing to only pack or label would be able to seek a 
licence that authorises only those activities, whereas the licence for manufacturers who perform 
all aspects of the manufacturing process would have a broader coverage. The audit process and 
licensing fees would be calibrated to reflect the complexity and scale of the manufacturing 
operation and compliance history. The draft Bill uses the term ‘responsible manufacturer’ (s 31) 
to mean the person who is primarily responsible for the manufacture of the product. This is the 
person who (if not themselves the manufacturer) the sponsor must have a contractual 
relationship with (s 97). 

281. Because the definition of ‘manufacture’ is (intentionally) broad, the compounding and 
dispensing activities undertaken by pharmacists and other health sector workers come within its 
scope. This is explicitly acknowledged in the definitions of those activities in sections 28 and 
29 of the draft Bill. For this reason, Part 3 provides the necessary authorisations for 
pharmacists, qualified pharmacy workers, health practitioner prescribers and veterinarians to 
undertake one or both of those activities without the need for a licence. 

282. The administrative detail around licensing would be set out in a combination of regulations and 
rules. Whereas the term for a licence to manufacture under the Medicines Act 1981 is one year, 
a term of up to three years is proposed for licences under the new scheme. The criteria for 



 

granting licences (of any kind) and for licensees and responsible persons to be named on a 
licence are set out in sections 128–130 of the draft Bill. They include requirements for the 
licensee and responsible person(s) to be a fit and proper person (as defined in s 47). 

283. It is intended that manufacturers will need to comply with good manufacturing practice 
requirements and that these, as is the case now, would be based on the Pharmaceutical 
Inspection Convention / Pharmaceutical Inspection Co-operation Scheme Guide to Good 
Manufacturing Practice. These requirements would be specified in regulations under section 55. 

284. Note that the suitability of overseas manufacturers would continue to be assessed during the 
product approval process. Sponsors would be expected to supply ongoing evidence that 
approved manufacturing sites continued to meet good manufacturing practice requirements. 

 

To comment on proposed licensing requirements, refer to questions B18, B19, B21, B22 
and B23. 

Question C5 
Please provide any comments on the manufacturing-related definitions. 

 

Wholesale supply 

285. Pharmaceutical companies use a number of different arrangements, including the use of third 
parties, to move their product into and along the wholesale supply chain in New Zealand. 
Currently anyone who supplies prescription, pharmacist or pharmacy medicines by wholesale 
supply requires a licence under the Medicines Act 1981. Under the new scheme, this level of 
control would continue because the wholesale supply of category 1, 2 and 3 medicines is a 
controlled activity requiring an authorisation. A licence would continue to be the main method 
for authorising this activity. Wholesale supply is defined in section 43. 

286. The administrative detail around licensing would be set out in a combination of regulations and 
rules. Whereas the term for a licence to wholesale under the Medicines Act 1981 is one year, a 
term of up to three years is proposed for licences under the new scheme. The criteria for 
granting licences (of any kind) and for licensees and responsible persons to be named on a 
licence are set out in sections 128–130 of the draft Bill. They include requirements for the 
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licensee (that take into account any senior managers of that licensee) and responsible person(s) 
to be a fit and proper person (as defined in s 47). 

287. A licence that authorises supply by wholesale would also specify the scope of the wholesaling 
activity that is allowed. For example, this would include the types of medicines and whether the 
licensee is authorised to supply an unapproved medicine in response to a request supported by a 
special clinical needs supply authority. 

288. Under the new scheme, a licence to supply by wholesale would also be the mechanism used to 
authorise the activities of the mobile salespeople referred to in the Medicines Act 1981 as 
hawkers. This sales force is employed by some pharmaceutical companies to work within a 
defined territory to promote and supply products to prescribers and pharmacies. Currently a 
separate licence to hawk is required to authorise the individuals undertaking the activity. Over 
the course of the licensing year, it is not uncommon for multiple changes to be needed to the 
licence because of changes to the workforce, products or territory. This has an administrative 
cost for the company and the regulator. 

289. Under the new scheme, a licence to supply by wholesale would specify whether the company 
was authorised to use a mobile sales force. If so, the licensee would need to comply with 
requirements in the regulations relating to the oversight of its mobile sales staff, their transport 
and storage arrangements for stock, and the creation and maintenance of records covering the 
‘hawking’ activity. A review of compliance with those requirements would form part of the 
routine audits performed by the regulator. 

290. It is envisaged that the new regulator would enable licensees to have secure online access to its 
database to enable them to maintain an up-to-date record of their own mobile staff and their 
territories and products. This would remove the need for the licence itself to be amended as 
these details changed, but would allow the regulator to have up-to-date information for 
compliance checks. 

 

To comment on proposed licensing requirements, refer to questions B18, B19, B21, B22 
and B23. 

Question C6 
Please provide any comments on the approach to authorising hawkers as part of the relevant wholesale licence. 

 
 



 

Transition arrangements for activity-based controls 

291. Under the transition arrangements set out in Schedule 1 to the draft Bill, those with current 
licences issued under the Medicines Act 1981 before the commencement of the new scheme 
could continue to operate on those licences until their expiry date. 

 

C2 Cell and tissue sector 
292. Currently in New Zealand, the Human Tissue Act 2008 provides protections around the 

collection or use of human tissue. These are largely aimed at ensuring any such collection or 
use occurs with proper recognition of, and respect for, the donor and their immediate family, 
cultural, ethical and spiritual values and the public good associated with this activity. A further 
aim of the Human Tissue Act 2008 is to ensure collection and use do not endanger the health 
and safety of the public, and generally do not involve trading. 

293. The Human Tissue Act 2008 does not, however, provide controls to manage the risks 
associated with the processing and use of human tissue for a therapeutic purpose, including the 
risk of infection or transmission of disease and the failure of transplanted material that has not 
been processed appropriately. Other developed countries have controls to manage these risks 
and the new scheme is intended to close these regulatory gaps. 

294. Both the Human Tissue Act 2008 and the Therapeutic Products Act would apply to medicines 
and medical devices that are, or contain, human tissue. However, an amendment would be 
made to the Human Tissue Act 2008 to allow for the appropriate supply, in a commercial 
market, of engineered cell- and tissue-based products. The trade of human organs and 
inappropriate collection and use of human tissue will continue to be prohibited. 

295. Cells and tissues are used in a wide range of health care settings, which include: 

a. transplantation of whole organs or tissues shortly after their removal 

b. use of reproductive cells in fertility treatment 

c. use of parts of organs (such as corneas and heart valves) that have been processed and banked 
previously 

d. use of highly manipulated cell and tissue material (such as CAR-T cell medicines). 

296. Cells and tissues are also used in many medical devices, usually when the material has been 
rendered non-viable. 
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297. Under the new scheme, we are proposing to regulate the cell and tissue sector using the 
European approach, which distinguishes between cells and tissues that are minimally 
manipulated and those that are engineered. Engineered cells and tissues are those that are 
subject to substantial manipulation, or that perform a function in the recipient that is different 
from their function in the donor. 

298. In the European system, engineered cell and tissue products are a type of advanced therapy 
medicinal product6 and subject to product approval and post-market monitoring requirements. 
In contrast, cells and tissues that have not been engineered are regulated through controls on the 
activities occurring in the places where the cells and tissues are handled. 

299. Adopting the European approach under the new scheme would mean: 

a. Licensing tissue establishments – that is, a tissue bank or a unit of a hospital or other body or place 
where activities of processing, preservation, storage or distribution of tissues and cells are 
undertaken – to undertake these activities. Such activities would be considered a controlled activity 
(manufacturing) requiring an authorisation. The cell and tissue material being handled would not 
require a product approval (unless it was engineered) because it would be declared to be approval-
exempt. 

b. Requiring engineered cells and tissues to have a product approval. Authorisation could also be 
given through a permit. New Zealand manufacturers of engineered products would also require a 
licence. 

300. In some situations, the therapeutic products scheme would not apply at all. For example, if an 
organ was removed from a donor and transplanted into a recipient without further processing, 
the organ would not be considered to be a therapeutic product because it had not been changed 
from its naturally occurring state (s 16). For the same reason, tissues and cells used as an 
autologous graft where the retrieval and use occurred within the same surgical procedure would 
not be regulated under the scheme. 

301. Under the scheme, regulations could be used to declare something to not be a therapeutic 
product (s 16(4)). We envisage this would be helpful in situations where there is ambiguity 
about whether something falls under the definition of therapeutic product and such a declaration 
would be consistent with the purposes and principles of the Act. We are aware there may be 
other use settings that should be subject to an exemption or not fall under the new scheme. This 
level of detail would be set out in regulations developed in consultation with the sector. 

302. The European Union uses the same approach for regulating these activities and products and 
has developed comprehensive guidance on the technical requirements related to both activity 

                                                        
6 In Europe, an advanced therapy medicinal product means: a gene therapy medicinal product, a somatic cell therapy medicinal product, or 

a tissue-engineered product. Each of these subtypes is defined in European Directive 2001/83/EC. 



 

licensing and product approval. For the licensing of tissue establishments, it includes 
traceability requirements (from donor to recipient), quality and safety standards for the 
activities being undertaken and the reporting of adverse events and adverse reactions. We 
envisage drawing heavily on this material as the regulations, rules and notices are developed in 
consultation with the sector. 

303. Under the new scheme, products derived from human or animal cells and tissues would be 
regulated as a therapeutic product, with some exceptions. Most would be regulated as 
medicines because of their mode of action and because they comprise, contain or are derived 
from cells or tissues (see s 18). 

304. Products containing or consisting exclusively of non-viable human or animal cells and/or 
tissues, which do not contain any viable cells or tissues and which do not act principally by 
pharmacological, immunological or metabolic action, would be regulated as a medical device 
under the new scheme (see s 21). 

305. The following discussion details how the product-based and activity-based controls would be 
tailored to suit the cell and tissue sector. 

306. We are aware of concern about using the term ‘therapeutic product’ for cells and tissues. The 
draft Bill uses this term as a practical measure to enable the scheme to apply appropriate 
regulatory controls across a range of cell and tissue activities and therapies, which run from 
processing and use of minimally manipulated cells and tissues to the creation and use of highly 
manipulated or engineered products. This classification is in no way intended to undermine the 
importance and recognition of the donor when gifting an organ or other cell and tissue material. 

 

Product-based controls 
307. Cell and tissue material that was substantially manipulated or used for a different function in 

the recipient would be regulated as a therapeutic product requiring approval as a medicine. This 
is the approach used in Europe where such products are termed ‘tissue-engineered products’. 

308. Cell and tissue material that is considered not to have been substantially manipulated or 
engineered would be declared approval-exempt by regulator’s notice (s 114). Persons importing 
or supplying such material would not be required to obtain a product approval, but the sponsors 
for such products (who are likely to be the importers or manufacturers) would be subject to the 
set of obligations applicable to sponsors of approval-exempt products 
(see ss 116–118). 
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309. We envisage adopting the European Union definition to specify those manipulations that are 
not considered substantial. The European Union currently defines them as cutting, grinding, 
shaping, centrifugation, soaking in antibiotic or antimicrobial solutions, sterilisation, 
irradiation, cell separation, concentration or purification, filtering, lyophilisation, freezing, 
cryopreservation and vitrification. 

310. A tissue-engineered product may contain cells or tissues of human or animal origin, or both. 
The cells or tissues may be viable or non-viable. It may also contain additional substances, such 
as cellular products, bio-molecules, biomaterials, chemical substances, scaffolds or matrices. 

311. Consistent with the approach internationally, products containing or consisting exclusively of 
non-viable human or animal cells and/or tissues, which do not contain any viable cells or 
tissues and which do not act principally by pharmacological, immunological or metabolic 
action, would not be regulated as a tissue-engineered product. These would instead be regulated 
as medical devices. 

312. Under the new scheme, generally a product approval would be required in order to lawfully 
import or supply a medicine or medical device (s 51). In addition, a person must not import an 
approved product unless they are the product’s sponsor (ie, the approval holder), have the 
written permission of the sponsor or are authorised by a licence, permit or a provision in the 
legislation to import without the sponsor’s consent (s 52). 

313. The term sponsor is defined in the draft Bill (s 14) to mean, in relation to an approved product, 
the person to whom the approval was granted or a person to whom the sponsorship was 
transferred under the process set out in section 102. For an approval-exempt product, the person 
who is the sponsor must be specified in the notice that the regulator issues to declare the 
product, or class of products, approval-exempt (s 115). 

314. The only situations where an approval would not be required under the new scheme would be if 
the product is approval-exempt or if another form of authorisation had been given by a licence, 
permit or provision of the Act. If an unapproved product is needed for a particular patient, the 
Bill enables the import and supply of the product to be authorised by a special clinical needs 
supply authority (SCNSA) (refer C1 medicines (excluding cells and tissues) sector / product-
based controls for more detail on SCNSAs). 

315. Regulator’s notices would be used to declare a medicine or type of medicine to be an approval-
exempt product. This mechanism is intended to be used for products whose characteristics 
mean their safety, efficacy and quality can be more appropriately regulated through a different 
regulatory control, for example a licence to manufacture. This is the approach intended for 
human cells and tissues that are not engineered products because they have been minimally 
manipulated. 



 

316. Regulations would be used to authorise the importation and supply of unapproved medicines in 
particular generic circumstances. For example, we envisage regulations authorising importation 
of medicines: 

a. by a health care practitioner who is accompanying a patient coming into New Zealand 

b. by a sponsor who has applied, and is waiting for, a product approval 

c. for examination or testing purposes (other than a clinical trial as authorisation for trial medicines will 
be given through the clinical trial licence). 

317. The regulations would include appropriate controls around matters such as use and record-
keeping in relation to these products. There are also likely to be other scenarios that should be 
catered for in regulations. These will be considered when the regulations are developed and 
during the consultation process on the draft regulations. The authorisation in the regulations 
would apply to everyone who came within the criteria set out in the regulations. 

318. Licences would be used to authorise the importation and supply of unapproved products on a 
case-by-case basis for purposes such as: 

a. use in a clinical trial 

b. supply by a wholesaler in response to a request for supply that is supported by a special clinical 
needs supply authority 

c. enabling a New Zealand manufacturer to undertake a step in manufacture such as packaging and 
labelling. 

319. We envisage permits being used only to authorise the importation and supply of products in 
exceptional circumstances. For example, a permit might be issued to deal with a public health 
emergency or to rapidly access an essential medicine if no approved product was available. 

 

To comment on the requirement for product approval and ability to exempt products, 
refer to question B3. 

Question C7 
Do you support adoption of the European approach to regulating cells and tissues, which distinguishes between 

cells and tissues that are subject to minimal manipulation and those that are engineered? 
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Obtaining a product approval 

320. To obtain a product approval, a person (individual who is ordinarily resident in New Zealand or 
body corporate incorporated in New Zealand) who meets the criteria for being a sponsor of an 
approved product must apply to the regulator. Those criteria are set out in section 97 of the 
draft Bill. 

321. Rules would detail the technical and process requirements for applications for product approval. 
The requirements for the technical data to be submitted would be tailored to suit tissue-
engineered products – for example, CAR-T cell therapies – and would be based on international 
norms for such products. 

322. The new scheme would allow the regulator the flexibility to establish a number of approval 
pathways. These could be tailored to suit, for example, products with one or more approvals 
granted by a recognised overseas jurisdiction or products at the leading edge of innovation that 
are designed to address an unmet clinical need. Under this approach, the data requirements, 
time to regulatory approval and fee structure could be tailored to suit different circumstances. 

323. When evaluating an application for product approval, the regulator must consider the criteria 
for product approval, whether the product (if approved) would comply with any specified 
product standards and whether the proposed sponsor meets the criteria for a sponsor (s 97). The 
criteria for approval (set out in s 95) involve a consideration of whether the quality, safety and 
efficacy of the medicine (for the purpose for which it is to be used) have been satisfactorily 
established, whether the likely benefits of the product outweigh the likely risks associated with 
it, and any other criteria that are specified in rules. 

324. The new scheme allows the regulator to rely on work done by other recognised authorities (eg, 
reports, assessments or decisions) or information received from a recognised authority (s 207). 
The regulator would specify the authorities it recognised in a notice. The regulator is also able 
to seek expert advice from an expert or an expert committee but is not required to do so. 

325. After the evaluation process (including any interaction with the applicant to seek more 
information about issues identified in that process) has been completed, the regulator must 
either approve the product (with or without conditions) or refuse to grant approval. Conditions 
may be tailored for a particular product or be ones that are set out in rules that could apply 
across a specified kind of product. 

326. Approvals may be granted with or without an expiry date. The requirements for the content of 
an approval are set out in section 98. They have been expressed in a generic way because they 
apply to medicines of different kinds, medical devices and type-4 products. Regulations would 
be used to set out requirements that need to be tailored to suit tissue-engineered products. 



 

327. The regulator would be required to maintain a publicly accessible register of therapeutic 
products. 

328. Under the new scheme, sponsors of approved and approval-exempt products must comply with 
obligations set out in sections 116–118. If they do not, they would be committing an offence. 
For an approved product, non-compliance with these obligations may also give rise to grounds 
to cancel the approval, either directly (product not complying with product standards – s 
108(d)) or indirectly because the sponsor’s non-compliance affects their ‘fit and proper person’ 
status and thus whether they meet the criteria for being a sponsor (s108(e)). Sponsor obligations 
do not, however, apply to the sponsor of an approved or approval-exempt product that is 
imported without the sponsor’s consent (s 119). 

 

To comment, refer to questions B13, B14, B15 and B16. 

 

Changes to approved products 

329. Under the new scheme, changes to approved medicines would be categorised as either major or 
minor. Rules would be used to specify the changes in each category. Minor changes are ones 
that may be implemented without needing the regulator’s approval. Some minor changes would 
need to be notified to the regulator and these would be specified in rules. We envisage that, 
under the new scheme, the set of notifiable changes would be aligned if possible with the 
European and Australian models. 

330. Major changes are changes to the product, or any matter or information relating to the product 
that may have a significant impact on its quality, safety or efficacy. Major changes would be 
specified in rules and result in the need for a new product approval before the changed product 
is released onto the market. 

331. This approach would not increase the regulatory burden or lengthen the timeline associated 
with gaining an approval for a major change. The application process and data set to be 
submitted for a new approval required in order to make a major change to an approved product 
would be tailored to the nature of the change. The regulator would be able to evaluate only the 
data relevant to the change(s) (which could be grouped) and to rely on its previous assessment 
of the unchanged aspects of the product. The fee for applying for this type of approval would be 
proportional to the work required to assess the change. 
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332. Once the application was approved, a new approval document would be issued. The approval 
relating to the unchanged product would remain in place unless the sponsor asked for it to be 
cancelled (or there was subsequently a need to revoke it for safety or non-compliance reasons). 

333. The draft Bill does not specify timeframes for processing changes to medicines. However, the 
regulator would be expected to set performance targets and to report against them. 

 

Question C1 
Please provide any comments on the approach to regulating changes to approved products (ss 100 and 101). 

 

Merits review of decisions 

334. Schedule 2 to the draft Bill sets out the decisions that are reviewable and who may apply for a 
review. The merits review would be conducted by a panel of at least three people appointed by the 
regulator who have not previously been involved in the decision (s 201). The regulator would act 
independently in appointing a panel but would be accountable for its decisions to appoint 
particular people. The Bill would require the regulator to appoint people with suitable 
knowledge and expertise for the issue at hand, with no conflict of interest, and at least 
one person who is a lawyer with at least 7 years’ experience.  The panel would change 
depending on the matter being reviewed. For example, expertise in pharmacy matters 
would be needed for a pharmacy licensing decision whereas the expertise needed for a 
medicine approval matter is likely to be in pharmacology or a practise of medicine related 
to the type of medicine. Similarly, the expertise required for a medical device matter 
would depend on the type of device and could range over fields such as biomedical 
engineering, plastics technology and electrical engineering.  This approach has been taken 
to provide flexibility to respond to the wider range of products and activities being 
regulated. 

335. Sections 201 and 202 set out the requirements for the review procedure and the review 
decision. The panel must either confirm the original decision, or set aside the original decision 
and refer the matter back to the regulator. If the matter is referred back, the regulator must 
reconsider the application in accordance with any recommendations made by the review panel 
and make a fresh decision. An applicant for review may appeal to the District Court against a 
decision of the review panel, or a new decision that the regulator made following a referral 
from the review panel. 



 

 

To comment, refer to questions B27 and B35. 

 

Categorisation and supply of cell and tissue products 

336. Medicines need to be categorised into one of the four available categories (s 19). We envisage 
tissue-engineered products being classified as category 1 (prescription) medicines but would 
expect other products to be placed in category 4 (general sales) as access to them would be 
adequately controlled through treatment providers. Those supplying category 1 products by 
wholesale would require a licence whereas no authorisation would be required for supplying 
category 4 products. 

 

Interface with other legislation 

337. There would be interfaces between the Therapeutic Products Act, the Human Tissue Act 2008, 
the Human Assisted Reproductive Technology Act 2004 (HART) and the Hazardous 
Substances and New Organisms Act 1996. Before the Therapeutic Products Bill is introduced 
to Parliament, further work will be needed to clarify those interfaces and this work will be 
informed by the feedback on the draft Bill. In relation to the HSNO interface, the policy intent 
is that HSNO controls on new organisms (which includes human cell lines) would continue to 
apply. Likewise, the Human Assisted Reproductive Technology Act 2004 would apply 
alongside the Therapeutic Products Act. 

 

Question C8 
Please provide any comments on any interface issues between the draft Bill and other legislation covering cells 

and tissues. 
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Post-market controls 
Cancellation of approvals 

338. Under the new scheme, product approvals could be cancelled but not suspended. The purpose 
of this provision is to avoid legal uncertainty about the status of stock that is already in the 
supply chain before a suspension occurs. 

339. The sponsor could apply to the regulator seeking cancellation of an approval. This might occur, 
for example, if there was no longer commercial interest in supplying a product, or because a 
new approval for the product had been granted to authorise one or more major changes to it. 

340. The regulator would have the power to cancel an approval if satisfied that there were grounds to 
do so (ss 108–109) but must first give the sponsor an opportunity to comment and comply with 
any procedural requirements in regulations (s 110). The meaning of ‘opportunity to comment’ 
is set out in the draft Bill (s 206). The cancellation grounds would include non-payment of any 
applicable fees. Note, however, that the regulator is not required to cancel the approval even if 
there are grounds to do so. For example, the facts giving rise to the grounds to cancel might 
also constitute an offence, in which case the regulator might decide that it is more appropriate 
to prosecute, particularly if it is an essential product and product safety is not at issue. 

 

To comment, refer to question B14. 

 

Pharmacovigilance 

341. Under the new scheme, sponsors would have explicit legal obligations in relation to post-
market monitoring, reporting and risk management for their products. These pharmacovigilance 
requirements would be set out in regulations. It is intended that they would be aligned with 
international norms. For example, we would expect sponsors to follow the guidance in the 
International Conference on Harmonisation document E2R Pharmacovigilance Planning when 
establishing their monitoring and reporting systems and companion Conference documents 
when reporting adverse events and providing Periodic Benefit Risk Evaluation Reports 
(PBERs) and Risk Management Plans. 

342. Currently in New Zealand, such obligations are recommended but not underpinned by 
legislation. 



 

343. For the first time in New Zealand, the new scheme would also place an obligation on the 
regulator to ensure it has a system in place to monitor the safety of products that are being 
lawfully supplied (s 160). Regulations would specify details about the monitoring system and 
the information that must be publicly available. This requirement is included in the legislation 
to highlight the importance of post-market safety, risk management and communication in a 
modern regulatory scheme. 

344. Medsafe currently runs and oversees important pharmacovigilance initiatives such as a 
spontaneous reporting scheme for adverse events, an early warning scheme and a publicly 
accessible database of suspected adverse reactions. These would be continued, and potentially 
enhanced, under the new scheme. The regulator would also be able to establish a committee to 
provide expert advice on pharmacovigilance matters. 

 

Question C4 
Please provide any comments on the approach to post-market controls for cells and tissues. 

 

Transition for product approval controls 

345. Schedule 1 to the draft Bill includes proposed transition arrangements for products that were 
being lawfully supplied before the commencement of the new scheme. Note that the 
commencement date is expected to be around two years after the Bill receives royal assent. The 
policy intent is as follows. 

a. Cell and tissue products that are not engineered would be declared to be approval-exempt in a 
regulator’s notice that would come into force on commencement of the scheme and therefore could 
continue to be supplied without an approval. Temporary licences would be automatically issued to 
provide transition cover for the controlled activities performed by tissue establishments in relation to 
these products. (See s 34 of Schedule 1 for more detail.) 

b. An approval would be required before new engineered products could be imported or supplied 
unless they had been granted ministerial consent under the Medicines Act 1981. In such a case, that 
approval would continue, and be subject to new requirements under the scheme (eg, the requirement 
for the sponsor to have a contractual relationship with the responsible manufacturer). 

c. During a transition period, importation and supply of products that are not therapeutic products 
before commencement, but that would be therapeutic products requiring an approval after 
commencement, could continue while applications for their approval were being considered. (See 
s 34 of Schedule 1 for more detail.) 
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Question C9 
Please provide any comments on the transition arrangements for product approval controls for cell and tissue 

products. 

 

Activity-based controls 
Clinical trials 

346. Conducting a clinical trial using cells or tissues of human or animal origin would be a 
controlled activity requiring an authorisation. This would ordinarily be provided by a licence. 
Xenotransplantation is currently regulated under the Medicines Act 1981 as a specified 
biotechnical procedure but there is no pathway to approve products used in xenotransplantation. 
This would change under the new scheme, allowing the possibility, should clinical trial results 
support the safety and efficacy of the products, that they could be approved. 

347. See Chapter C4 for further details of the regulation of clinical trials. 
 

Manufacturing and wholesale supply 

348. Under the new scheme, manufacturing a therapeutic product is a controlled activity requiring an 
authorisation and so is supplying a category 1, 2 or 3 medicine by wholesale (s 53). A licence 
would be the main method of authorising these activities. 

349. Tissue establishments that are performing activities captured through the definition of 
‘manufacture a medicine’, such as processing, testing, preservation, storage or distribution of 
tissues and cells (s 32), would require an authorisation, which would ordinarily be a licence. 
The licence would specify the scope of the manufacturing activities being authorised and would 
also authorise the wholesale supply of the products being manufactured. The audit process and 
licensing fees would be calibrated to reflect the complexity and scale of the manufacturing 
operation. 

350. The administrative detail around licensing would be set out in regulations and rules. A term of 
up to three years is proposed for licences under the new scheme. The criteria for granting 



 

licences (of any kind) and for licensees and responsible persons to be named on a licence are set 
out in sections 128–130 of the draft Bill. They include requirements for the licensee (that take 
into account any senior managers of that licensee) and responsible person(s) to be a fit and 
proper person (as defined in s 47). 

351. It is intended that tissue establishments that are manufacturing would need to comply with good 
manufacturing practice requirements. It is further intended that these requirements would be 
specified in regulations under section 55 and would be consistent with international norms. 

 

To comment on proposed licensing requirements, refer to questions B18, B19, B21, B22 
and B23. 

Question C5 
Please provide any comments on the manufacturing-related definitions. 

 

Transition arrangements for activity-based controls 

352. We are aware that the new scheme would bring significant change for the cell and tissue sector. 
Under the transition arrangements set out in Schedule 1 to the draft Bill, persons, such as tissue 
establishments, that are operating prior to the commencement of the new scheme would be 
considered to have an automatic temporary licence to enable them to continue to operate. That 
licence would cover their manufacturing activities and the continued supply of products. Within 
12 months of commencement, they would need to apply for a licence under the new scheme for 
ongoing authorisation of their manufacturing and wholesaling activities. Once they had applied, 
they could continue to operate under their temporary licence until a decision was made on the 
new licence application. 

 

Question C10 
Please provide any comments on the transition arrangements for regulated activities involving cell and tissue 

products. 
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C3 Medical device sector 
353. The new scheme would bring significant change to the medical device sector, which is 

currently regulated only through outdated and piecemeal post-market controls in the Medicines 
Act 1981. The new scheme would include a full suite of pre- and post-market controls across 
the lifecycle of devices used in New Zealand. The intention is to adopt the regulatory model 
initially developed by the Global Harmonisation Taskforce (GHTF) and further developed by 
its successor the International Medical Device Regulators Forum (IMDRF0. 

354. Under this model, medical devices are assigned to a risk class using agreed classification rules, 
and manufacturers are required to ensure the devices they produce meet requirements for safety 
and performance. These are referred to as Essential Principles. How they are required to 
demonstrate conformity with those Essential Principles is dependent on the risk classification 
for the device. Under the model, there are also ongoing requirements in relation to risk 
assessment and management and post-market monitoring. A further and more recent aspect of 
the model is a requirement for devices to have a globally harmonised unique device identifier 
(UDI). This is expected to increase patient safety and help optimise patient care by facilitating 
the: 

a. traceability of medical devices, especially for field safety corrective actions 

b. adequate identification of medical devices through distribution and use  

c. identification of medical devices in adverse events 

d. reduction of medical errors 

e. documentation and longitudinal capture of data on medical devices in clinical registers. 

355. The definition of medical device in the draft Bill draws on the definition of therapeutic purpose 
in section 15 and then specifies when a therapeutic product is a medical device (s 21). When 
these sections are read together, the definition is consistent with the definition in the 
GHTF/IMDRF model and would therefore capture the same set of products that are regulated 
globally as medical devices. 

356. A number of products that have similar features and risks to a medical device would not be 
captured under this scheme as they are not intended for a therapeutic purpose. Examples 
include planar contact lenses, facial or other dermal fillers, and equipment used for cosmetic 
purposes that emits high-intensity electromagnetic radiation. 

 



 

Question C11 
Do you think that products that have similar features and risks to medical devices, but are not for a therapeutic 

purpose, should be regulated? If so, are there particular products you are concerned about and why? 

Yes. The AWHC is concerned about any devices where a consumer is reliant on the safety of a product 
introduced to them by a health practitioner. This includes all devices used for cosmetic purposes. The 
distinction between therapeutic purpose and cosmetic purpose does not prioritise the health and rights of 
the consumer who might not consider that distinction when undergoing procedures. The distinction would 
seem to be inconsistent with section a. of the executive summary of the bill which provides the objective 
that the scheme will meet expectations of risk management and assurance of acceptable safety.  

If dermal fillers are explicitly excluded, it is unclear from the draft whether breast implants would be included 
as having a therapeutic purpose under 15 (1)(f), being a modification of a human’s anatomy. The 
importance of regulating devices used for cosmetic purposes is clearly demonstrated by the example of 
breast implants. For example, in December 2016 it was announced on Radio NZ that ten women in New 
Zealand had been diagnosed with a rare cancer that has been linked to the use of breast implants. 
Anaplastic large cell lymphoma (ALCL) is a rare type of non-Hodgkin’s lymphoma that has in recent years 
come to be associated with breast implants. The New Zealand numbers were revealed after Australian 
health authorities said the cancer was more common than previously thought. 

The history of breast implants is littered with flawed devices since silicone implants gained popularity in the 
early 1960s as a way of augmenting breast size. Silicone breast implants were first marketed in 1963 by 
their inventors, the Dow Corning Corporation. It was decades before there were any regulations or testing 
to ascertain if they were safe. The US Food and Drug Administration (FDA) waited until 1992 to require 
manufacturers to prove that silicone implants were safe. 

 In the early 1990s, complaints began surfacing about serious illnesses women were experiencing as a result of 
their implants. The symptoms they described included numbness of their limbs, joint pains, rashes, chronic 
fatigue, migraines, loss of appetite, and diminished sex drive. In January 1992, the FDA asked all surgeons 
to stop using silicone breast implants while they evaluated research to determine if there was a link between 
leaking silicone breast implants and diseases such as rheumatoid arthritis, scleroderma (a painful tightening 
and thickening of the skin) and rare auto-immune diseases. The New Zealand Department of Health gave 
New Zealand surgeons the same advice.   

Dow Corning was then faced with a barrage of lawsuits for damages from its silicone breast implants. Women 
in NZ who had suffered problems as a result of leaking silicone were able to join the lawsuit and bring 
legal proceedings in the US. In 1998, 410,000 women were awarded a $4.23 billion global settlement 
against Dow Corning. It took a further four to five years before some New Zealand women received their 
share of the settlement as a result of a class action by law firm Slater and Gordon for 2400 women, most of 
whom were from Australia, and even longer for another 1200 women in New Zealand who were 
represented by Michael Okkerse. 
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 While the controversy continued about the link between silicone breast implants and the diseases that women 
were subsequently diagnosed with, there was never any doubt that breast implants did and still do have side 
effects. One of the most serious and common complication is capsular contracture. This occurs when the 
body forms a thick layer of scar tissue around the implant. The tissue then hardens and contracts as the 
body attempts to isolate and remove the foreign body. 

 In 2000, the British Department of Health informed women considering implants that 10% of women suffer 
from contracture, “causing the implant to deform, become hard and, in some cases, painful.” In a severe 
contracture the breast is firm, hard, tender, painful, and cold. Distortion is marked. The US Institute of 
Medicine found that this severe form of capsular contracture affects not 10% of women but 100% of those 
who have had silicone implants for 25 years.2 

 Other side effects include red, thick, painful scars that can take several years to improve, painful nipples for 
three to six months following surgery, and the risk of the implant rupturing. All implants interfere with the 
ability of x-rays to detect the early signs of breast cancer by compressing the remaining breast tissue and 
impairing the ability to view changes. Up to a quarter of women will have to have their implants replaced 
within five years, a rate that would not be regarded as acceptable in other devices. 

 The scandal that broke at the end of 2011 centred on Poly Implant Prosthese (PIP), a leading international 
manufacturer of silicone breast implants. The French implants were among the cheapest in the world and it 
was revealed they were filled with an industrial grade silicone. The implants had come under suspicion 
after doctors reported an abnormal number of rips and leaks in these particular implants. It is of 
considerable concern that Medsafe responded to the PIP breast implant issue as though it is a new problem.  

In 2012, in response to the letter the AWHC wrote to Medsafe, New Zealand Medicines and Medical 
Devices Safety Authority, about the problems with PIP breast implants in the wake of news that a number 
of New Zealand women had had them implanted, the Council received a letter with the astonishing claim 
that these breast implants pose no more risks than any other brand of silicone gel-filled implant. 

Given the evidence that breast implants don’t work very well and often cause problems, why is Medsafe 
and the Ministry of Health not strongly advising women against them? 

 

 

Product-based controls 
357. The following paragraphs explain how the new scheme would implement the global model for 

product-based controls. 



 

358. Rules made by the regulator would be used to specify the core elements of the global model and 
would do so through a product standard that specified: 

a. two broad categories for medical devices: in-vitro diagnostic medical devices (IVDs) and medical 
devices that are not IVDs 

b. the set of Essential Principles that IVDs must meet and the set that devices that are not IVDs must 
meet. The two sets of principles would be those used in the global model 

c. risk classifications for medical devices and the rules for determining which risk class a device 
belongs in. We intend these to be aligned with the global model 

d. conformity assessment procedures for medical devices. These would also be consistent with the 
global model. 

359. Section 96 of the draft Bill provides the authority for product standards to cover such matters. 
Section 265 would enable rules to specify matters individually or by class and to make different 
provisions for different cases (eg, type of device or risk class) on any differential basis. Risk 
classes for devices have not been specified in the draft Bill in order to enable this important 
aspect of device regulation to be updated readily if the global model is modified in the future. 

360. Under the new scheme, generally a product approval is required to import or supply a medical 
device (s 51). In addition, a person must not import an approved medical device unless they are 
the product’s sponsor (ie, the approval holder), have the written permission of the sponsor or 
are authorised by a licence, permit or a provision in the legislation to import without the 
sponsor’s consent (s 52). The policy intent behind this provision is to prohibit ‘parallel 
importation’ unless there are special circumstances such as a sponsor who is not willing to 
supply a needed product. 

361. The only situations where an approval would not be required under the new scheme would be if 
the product is approval-exempt or if another form of authorisation has been given by a licence, 
permit or provision of the Act. If an unapproved medical device is needed for a particular 
patient, the Bill enables a health practitioner to issue a special clinical needs supply authority to 
authorise the import and supply of that device for that patient (s 64). 

362. Regulator’s notices would be used to declare a medical device or type of medical device to be 
an approval-exempt product and further consultation would happen as the notice was being 
developed. We envisage them being used, for example, for custom-made devices that were 
made by, or at the request of, a health practitioner and to a technical specification issued by the 
practitioner, in order to meet the needs of an individual patient of that practitioner. 
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363. The term ‘sponsor’ is defined in the draft Bill (s 14) to mean, in relation to an approved 
product, the person to whom the approval was granted or a person to whom the sponsorship 
was transferred under the process set out in section 102. For an approval-exempt product, the 
regulator must specify who the sponsor is in the notice that declares a product to be an 
approval-exempt product or class of products (s 115). In determining who is to be the sponsor, 
the draft Bill requires the regulator to consider the desirability that the person named would 
meet the criteria for being the sponsor of an approved product (s 97) but the regulator is not 
bound by those criteria. 

364. Regulations would be used to authorise the importation and supply of unapproved medical 
devices in particular generic circumstances. For example, we envisage regulations authorising 
importation of devices: 

a. by a health care practitioner who is accompanying a patient coming into New Zealand 

b. by a sponsor who has applied, and is waiting for, a product approval 

c. for examination or testing purposes (other than a clinical trial as authorisation for trial devices would 
be given through the clinical trial licence). 

365. The regulations would include appropriate controls around matters such as use and record-
keeping in relation to these products. There are also likely to be other scenarios that should be 
catered for in regulations and this would be considered when the regulations are developed and 
during the consultation process on the draft regulations. The authorisation in the regulations 
would apply to everyone who came within the criteria set out in the regulations. 

366. Licences would be used to authorise the importation and supply of unapproved products on a 
case-by-case basis for purposes such as: 

a. use in a clinical trial 

b. supply by a wholesaler in response to a request for supply that is supported by a special clinical 
needs supply authority 

c. enabling a New Zealand manufacturer to undertake a step in manufacture such as packaging and 
labelling. 

367. We envisage permits being used only to authorise the importation and supply of unapproved 
products in exceptional circumstances. For example, a permit might be issued to deal with a 
public health emergency or to rapidly access an essential product if no approved product was 
available. 

 



 

Question C12 
Are there any aspects of the global model for medical devices that you consider to be inappropriate for New 

Zealand? 

 

Yes. Adopting the results of international assessment processes can be incredibly problematic. According to 
the IMDRF website: The regulators comprising the taskforce include those from jurisdictions who have 
failed in regulating medical devices resulting in harm to health care consumers. For example, the Australian 
TGA failed to regulate surgical mesh resulting in a class action, one of the largest of its kind in Australian 
history, against Johnson & Johnson.   

In New Zealand, while some post-market actions can be taken when safety issues become apparent in medical 
devices, there is no nationally-based pre-market assessment and approval process.  When it comes to pre-
market assessment, the current New Zealand regulatory regime is highly dependent on international 
evidence and processes. It appears this is likely to continue under proposed legislation as adoption of 
findings from overseas assessors enables efficiency in product introduction.  Unfortunately problems arise 
with information sourced from imperfect regulatory frameworks. As demonstrated by the introduction of 
pelvic mesh devices (PMDs), in the case of the Australian, US and European Union (EU) regimes, 
efficiency has at times been at the expense of safety. A further issue for New Zealanders is that 
international regulators are not accountable to the New Zealand public. 

The April 2016 proposals for a New Zealand regulatory system recommend a mixed model for pre-market 
assessment of medical devices. In this framework the regulator would be capable of undertaking full 
assessments, partial assessments, and recognise the work of other regulators.  Specifically the proposal 
advanced that: 

“The choice of approach (unilateral recognition, use of others work, or full assessment) would be determined 
by the regulator and would depend on the nature of the therapeutic product and its risk profile.  For the 
majority of products the international standards for risk classification will guide the choice of process.”  

The potential issues with this approach become evident when relevant regulatory regimes are held to greater 
scrutiny - e.g. critical examination of the processes in gaining US Food and Drug Administration (FDA) 
approval, inclusion on the Australian Register of Therapeutic Goods (ARTG), and receiving the European 
CE Mark.  

US Food and Drug Administration (FDA) approval 

In the US there are two main paths by which manufacturers can bring medical devices into the market. The 
first involves conducting clinical studies and submitting a premarket approval (PMA) application including 
evidence of a device’s safety and effectiveness. The FDA then reviews a PMA application which takes an 
average of 1,200 hours.  The second involves submitting what is called a 510(k) notification to demonstrate 
that a device is substantially equivalent to another already on the market.  The FDA review process for this 
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clearance is around 20 hours. The latter 510(k) process was used for the introduction of PMDs onto the US 
market. The following provides an illustration of how the adoption of international approvals can result in 
the introduction of a risky product, and why there should be a degree of scepticism of such an approval.  

In 1997 the US Food and Drug Modernization Act introduced a clearance and review procedure for new 
medical devices. The process of “510(k) clearance”, so named for the enabling section in the Act, provided an 
expedited means of introduction. It operated through low and medium risk devices being reviewed to 
determine if there was “substantial equivalence” with a device already existing on the market, called a 
“predicate”. In making this assessment the FDA was instructed to require scientific evidence at the least 
burdensome level. 

Substantial equivalence is defined in the Act as meaning that the new device has the same intended use as the 
predicate. This required that the device: 

o has the same technological characteristics as the predicate; or 

o has different technological characteristics; and  

 the information submitted in support of substantial equivalence to the predicate device contains 
information, including clinical data if deemed necessary, that demonstrates that the device is as safe and 
effective as a legally marketed device; and does not raise different questions of safety and efficacy than the 
predicate device. 

Having 'different technological characteristics' means there is a significant change in the materials, design, 
energy source, or other features as between the new device and the predicate. In addition, a new device 
cannot be found to be substantially equivalent to a predicate that has been removed from the market at the 
initiative of the Secretary or that has been determined to be misbranded or adulterated by a judicial order.   

The nuance in what constitutes a different product, or an important change in design requires further 
exploration. To be addressed initially is the issue of how the chronology of device removal can undermine 
the protective intention behind assessment procedures. 

The process of 510(k) clearance is used primarily for the market introduction of Class II devices. Generally 
they can be understood as having a medium risk. It is estimated that over 80% of devices being cleared 
through the process in 2011 were in Class II. PMDs were originally given this classification.  

In a 2011 review by the US Institute of Medicine on the effectiveness of the 510(k) clearance process, there 
were two key findings. The first was that as long as the “substantial equivalence” standard continues, the 
process cannot be an effective pre-market safety and effectiveness evaluation. The alternative process for 
Class III or high risk devices involves the requirement for an independent demonstration of the device’s 
"reasonable assurance of safety and effectiveness.” The 510(k) assessment is simply whether the new 
device is as safe as a predicate. The US Supreme Court has acknowledged that substantial equivalence does 
not guarantee the safety and effectiveness of a medical device; rather it determines “whether the later 
device is no more dangerous and no less effective than the earlier device.”   

Broadly, it is possible that a predicate could fall into one of the following categories: 



 

(a) Pre-amendment device  that has been put in the Class II category based on review of an outside advisory 
panel.  

(b) Post-amendment device  originally approved as safe and effective by the pre-market approval process and 
reclassified into Class II. 

(c) Post-amendment device placed in Class II through the de novo review process showing safety and 
effectiveness. 

(d) Post-amendment device cleared through 510(k) found to be substantially equivalent to another device in 
one of the first 3 categories. 

Most devices enter on the basis of substantial equivalence to an (a) or (d) product. That is to say the 
assessment will mostly be whether there is similarity to a device that was never evaluated for safety and 
effectiveness in the first instance. Given the frequency that this process is used, it leaves open an 
opportunity for unsafe devices to enter the market with insufficient testing. The introduction of PMDs 
provide an illustration of how the 510(k) loop hole was exploited 

Surgical mesh has been in circulation since the 1950s. In the 1970s it was thought to have potential in 
gynaecological use, and by the 1990s it was in use for SUI and POP surgeries in Europe and the US. In 
1996 Boston Scientific introduced the ProtoGen Sling (“ProtoGen”), a device for the treatment of SUI. This 
device was approved by the FDA on the basis of its similarity to an earlier product.   

The ProtoGen was recalled in 1999 after several patients reported injuries including vaginal bleeding, organ 
perforation and infection.  Prior to recall, a competing product, the Gynecare TVT Vaginal Sling (TVT 
VS), was introduced by Johnson & Johnson / Ethicon. Its approval by the FDA was given on the basis of its 
substantial equivalence to the ProtoGen. This form of approval meant that clinical trials or studies were not 
required. Alarmingly, the recall of the ProtoGen upon which the TVT VS’s approval was based did not 
signal a need for further investigation or testing of the substantially equivalent product still on the market. 
Multiple similar products were introduced in the same way shortly afterwards. Only in 2002 did the FDA 
approve PMDs for POP.  POP kits developed by major manufacturers were then released, including the 
ProLift system by Johnson & Johnson / Ethicon.  From 2008, following increasing reports of injuries, the 
FDA began issuing safety warnings for PMDs.  

For incoming New Zealand regulation to allow for uncritical acceptance of FDA approval when devices have 
been assessed via the 510(k) process is plainly problematic. The benefits of process efficiency cannot 
outweigh the significant risks when little substantive assessment is undertaken. New Zealanders are also 
removed from this overseas regulatory process and limited in their ability to influence change. A further 
problem is the way in which the truth around independent assessment can be obscured as is demonstrated 
by the Australian context.  

Australian Register of Therapeutic Goods (ARTG) 

Presently inclusion on the Australian Register of Therapeutic Goods (ARTG) is likely to be influential in 
determining whether a device is considered suitable for introduction into New Zealand. Even with 
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Australia’s own forms of pre-market assessment in place, Australian citizens have suffered harm from 
PMDs and Australian regulators have been criticised.  PMDs were first available for clinical use in 
Australia in 1998, and their efficacy was only later supported by data from randomised controlled trials in 
2002. This “robust regulatory regime” from which New Zealand takes guidance has permitted a sell first, 
test later approach. The first adverse event report by following the implantation of a PMD was in 2006.   

As indicated above, a class action of over 700 women against Johnson & Johnson Medical Pty Ltd and Ethicon 
commenced in 2017 in Australia. The allegations against the medical device manufacturers included that 
there was a failure to properly test devices; that risk of the procedure was minimised to both surgeons and 
patients; that testing that was conducted was too short-term; and that the product was aggressively 
marketed to surgeons as part of a simple and cost effective process.  

A Senate inquiry conducted in early 2018 surveyed 2,400 women who had had PMDs implanted. An extract 
echoing the key concern over regulation regarding approval is this: “How did over 100 variants of a poorly 
tested device make their way into the market without adequate clinical testing for safety and efficacy?"  

In Australia regulatory responsibility for the introduction and use of PMDs lies with the Therapeutic Goods 
Administration (TGA), the medical colleges and the Australian Commission on Safety and Quality in 
Health Care (ACSQHC), which is overseen by the Council of Australian Governments Health Council.  
Nonetheless, in Australia, as in New Zealand, the majority of medical devices are imported and for this 
reason the Australian market authorisation process relies predominantly on regulatory assessment 
undertaken in the EU. When a sponsor seeks to supply a device they can rely on supporting evidence of 
conformity assessment certification issued by a European Notified Body.  Overall the TGA is highly 
dependent on reference to the standards adopted by external international bodies, in particular:  

• the International Organisation for Standardization 

• the International Electrotechnical Commission 

• the European Committee for Standardization, and  

• the European Committee for Electrotechnical Standardization.  

The problem with assuming that a device is safe on the basis of inclusion in the ARTG is that such inclusion is 
itself based on another international assessment; when New Zealand takes into account such evidence it is 
second-hand information. While explaining the protective measure in New Zealand’s regulation of medical 
devices Senior Medsafe Advisor Robert Jelas answered that the findings of other countries with “robust 
regulatory regimes” were taken into account.  Given how influential Australian decisions have been on 
New Zealand medical devices regulation, and how reliant they are on overseas assessors, this may be 
misleading. As with the problem of accepting US approval, New Zealanders are less able to influence 
overseas governments to rectify any issues with processes when they are identified. To better understand 
what Australian pre-market approval truly indicates it is necessary to discuss the European pre-market 
approval process. 

European Union Conformité Européenne (CE) mark 



 

The European CE Mark is another of the international “stamps of approval” likely to be valued as verification 
of safety and efficacy by New Zealand.  As described above, this is already influential in Australia.  
Unfortunately there are also issues that arise with this original form of approval. Though seen as something of 
a gold standard by manufacturers, the processes around gaining the CE mark are have been critiqued for 
lacking transparency by using externalised assessors which in turn raises concerns around the potential for 
conflicts of interest. 

In the EU, while devices of a lower risk category than PMDs – those that are non-implantable - can be self-
marketed, higher-risk devices must undergo outside review. These review processes have been identified in 
New Zealand and Australia as aspirational. Making use of outside experts better equipped to assess highly 
specific technology has been presented as both progressive and inevitable. The 2016 proposal documents 
for the new New Zealand regime, with a local regulator, indicate that there will be only a “modest increase” 
in size of such an entity.  Given likely capacity constraints, reliance on international assessment may well 
continue. 

Marketed medical devices in the EU must carry the CE mark. This shows that a device conforms with one of 
the relevant directives under the EC Medical Device Directives. More specifically, it indicates that it has 
been tested by a third party Notified Body in one of the member states. Notified Bodies are private entities 
accredited by the regulator of a member state to evaluate a new product. The evaluations of Notified Bodies 
are then assessed by regulators as required. Once the CE mark has been granted a device may enter the 
market of any member state of the EU. Compared with the centralised FDA process, the EU model 
involves a more hands off approach. 

While the United States introduced the FDA assessment framework as a measure for customer protection, the 
impetus for harmonised assessment regulations across European nations had an underlying economic 
interest with the formation of the European Union. The EU system was arranged with the different goal of 
synchronisation.  These origins are relevant. FDA processes have been criticised as cumbersome, depriving 
US citizens of access to the kinds of innovative products available in Europe. By contrast the EU process 
has been criticised as putting patients at risk. Appendix 1 provides an overview of the comparative 
schemes. 

Notified Bodies involved in the assessment process have also been viewed as on the side of the manufacturer. 
A UK investigation conducted by Debora Cohen illustrated a risk of this kind in the EU system. 
Undercover reporters used a fake product the “Changi Total Metal Hip” (TMH) to see what the processes 
of a Notified Body entailed. The TMH was introduced to the Notified Body as a product that was 
substantially similar to three products already on the market. Two of the products had been recalled, and 
one was subject to legal action in the US. Further, a fictitious set of reports accompanying the product 
stated that “tests had shown that [the] hip prosthesis produced potentially toxic levels of metal ions in the 
body.” Nonetheless, the implant was passed with the design deemed acceptable for use in European 
patients.  If such an accompanying safety warning does not preclude a device’s introduction onto the 
market, requiring clinical trials that indicate safety warnings will also be redundant. The potential for a 
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manufacturer to shop around for a more permissive assessor, and for that assessment to effectively provide 
entry to all of the EU and as well as many non-member states poses a risk on a large scale. 

The EU process has been criticised by the FDA’s device chief, Dr. Jeffrey Shuren. His critique centred on the 
lack of publicly available information regarding the award of a CE mark. This was pointed out as 
problematic for the lack of transparency in process. Requirements for approval are dealt with between the 
device company and the one of many Notified Bodies that the device company may choose from. Shuren 
compared US and EU processes as follows: “If a manufacturer wishes to market a laser to incise heart 
tissue to treat arrhythmia (abnormal heart rhythm) in the EU, the manufacturer must show that the laser 
incises heart tissue only. In the US, however, the manufacturers must show that the laser incises heart tissue 
and also treats the arrhythmia.”  In other words, an assessor taking a sufficiently narrow view of their task 
could also find a way to provide sign-off on a dangerous device. 

When New Zealand regulators have the opportunity to assess new devices in terms of their appropriateness for 
the local market, entirely independent clinical trials in all instances will be unrealistic. Instead it is 
proposed that the opportunity should be taken to look behind the supplied stamp of approval. A regulator 
may ask: what was the nature of the process by which this device was determined to be safe and effective? 
If a medium to high risk device passed through a fast-tracked assessment as in US 510(k) clearance, it 
seems reasonable that, at the very least, a patient should be informed of that. Similarly, when the CE mark 
is granted, identifying the relevant Notified Body and the state of origin may be important to record and be 
available to consumers. If entry into the ARTG is deemed good reason for use in New Zealand, was that 
inclusion largely based on a European standard; if so, what was it? This form of information gathering and 
sharing may serve to identify where there are more permissive assessors and create pressure on Notified 
Bodies to maintain a certain standard of protective measures to avoid a loss of credibility. 

 

 

To comment on the requirement for product approval and ability to exempt products, 
refer to question B3. 

No comment.  

 

Obtaining a medical device approval 

368. To obtain a product approval, a person (individual who is ordinarily resident in New Zealand or 
body corporate incorporated in New Zealand) who meets the criteria for being a sponsor of an 



 

approved product must apply to the regulator. Those criteria (set out in s 97 of the draft Bill) are 
principally designed to ensure: 

a. ‘legal reach’ is sufficient to hold approval holders to account 

b. approval holders have a contractual relationship with the responsible manufacturer (if they are not 
themselves the manufacturer) that enables them to access information necessary to maintain the 
currency of the regulatory file and meet sponsor obligations 

c. approval holders have the knowledge and capacity to be able to comply with their regulatory and 
safety-related obligations as a sponsor 

d. they are a fit and proper person. 

369. Rules would detail the technical and process requirements for applications for product approval. 

370. When evaluating an application for approval of a device, the regulator must consider the criteria 
for product approval, whether the device (if approved) would comply with specified product 
standards (eg, Essential Principles) and whether the proposed sponsor meets the criteria for 
being a sponsor (s 97). 

371. The criteria for approval (set out in s 95) involve a consideration of whether the quality, safety 
and performance of the medical device (for the purpose for which it is to be used) have been 
satisfactorily established, whether the likely benefits of the product outweigh the likely risks 
associated with it, and any other criteria that are specified in rules. 

372. We intend to specify product approval criteria in the rules to link the matters specified in the 
product standards with the evidence that must be submitted to show that the manufacturer has 
produced a device that meets those standards. The rules would also specify the approval 
arrangements for medical devices that come under the Mutual Recognition Arrangement 
between New Zealand and Europe, the circumstances when a ‘family’ of devices could be 
grouped together under one application and other aspects of device regulation such as 
requirements for unique product identifiers. 

373. The new scheme would allow the regulator to rely on work done by other recognised authorities 
(eg, reports, assessments or decisions) or information such as conformity assessment 
certificates issued by a recognised authority (s 207). The regulator would specify the authorities 
it recognised in a notice, which would be available at the time of commencement and updated 
as necessary. For medical devices, we expect the authorities would be a mix of third-party 
conformity assessment bodies, such as those designated under the European Union system, and 
national regulatory bodies we have confidence in. It is not intended that the new regulator 
would offer conformity assessment services to medical device manufacturers. 
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374. New Zealand manufacturers would be able to seek conformity assessment services from third-
party bodies and would be expected to select a recognised authority named on the list. 
Conformity assessment for devices in the lowest-risk class could be performed by the 
manufacturer of the device. 

375. A core component of the scrutiny of applications for a product approval would be checking 
that: the device has been assigned to the correct risk class; an appropriate conformity 
assessment procedure was conducted by a recognised authority; and certification of compliance 
is within its expiry date and contains the required information. After the evaluation process has 
been completed, the regulator must either approve the product (with or without conditions) or 
refuse to grant approval. Conditions may be tailored for a particular product or be ones that are 
set out in rules that could apply across a specified kind of product. 

376. There would be a requirement for evidence of periodic recertification of conformity assessment 
to be submitted to the regulator. This could be either done as a condition of approval or 
specified in regulations as a generic requirement. The onus would be on the sponsor to obtain 
the information from the manufacturer and submit it to the regulator. 

377. Approvals may be granted with or without an expiry date. The requirements for the content of 
an approval are set out in section 98. They have been expressed in a generic way in this section 
because they apply to medicines of different kinds, medical devices and type-4 products. 
Regulations would be used to set out requirements that need to be tailored to different types of 
products or groupings within those types. 

378. The regulator would be required to maintain a publicly accessible register of medical devices, 
including those that have been approved and those that the regulator has refused to approve. 
The register would be required to include at least the set of information referred to as the 
content of the approval in section 98, but may contain any additional information the regulator 
considers appropriate. 

379. Under the new scheme, sponsors of approved and approval-exempt products must comply with 
a set of obligations that are set out in sections 116–118. If they did not, they would be 
committing an offence. The obligations are designed to ensure the sponsor: 

a. complies, in relation to approved products, with the approval (eg, with any conditions on the 
approval) 

b. ensures that an approved product complies with the approval 

c. ensures that any person who is required by the product approval to do or not do something complies 
with that requirement 



 

d. ensures that the product (whether approved or approval-exempt) complies with any specified product 
standards, or requirements in the regulations relating to matters such as product or consumer 
information, labelling and record-keeping. 

380. For an approved product, non-compliance with these obligations may also give rise to grounds 
to cancel the approval, either directly (product not complying with product standards – s 
108(d)) or indirectly because the sponsor’s non-compliance affects their ‘fit and proper person’ 
status and thus whether they meet the criteria for being a sponsor (s 108(e)). 

381. Sponsors of medical devices who are not themselves the manufacturer would need to play an 
important and active intermediary role between the manufacturer and the regulator. Because of 
their sponsor obligations, they – rather than an offshore manufacturer – would be the person 
held to account for any breaches of the approval conditions or failure of the product to comply 
with its approval or product standards. 

382. Sponsor obligations would not, however, apply to the sponsor of an approved product that is 
imported without the sponsor’s consent (s 119). 

 

To comment, refer to questions B3, B13, B14, B15 and B16. 

Comment added at B13, B14 and B16.  

 

Changes to approved products 

383. Under the new scheme, changes would be categorised as either major or minor. Rules would 
specify the changes in each category. Minor changes are ones that may be implemented without 
needing the regulator’s approval. Some minor changes would, however, need to be notified to 
the regulator and the Rules would specify such detail, including timeframes for notification. We 
envisage this might mostly occur, for example, through a consolidated six-monthly or annual 
update, while changes to important contact details would need to be notified immediately. 

384. Major changes are changes to the product, or any matter or information relating to the product, 
which may have a significant impact on its quality, safety or performance. Rules would specify 
exactly what that set of changes would be (ss 100 and 101). We envisage changes such as the 
risk classification of a device, the manufacturer’s intended purpose for the device and changes 
to the name of the manufacturer or the device would be examples of major changes. Under the 
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new scheme, if a major change is made to an approved product, the changed product is a 
different product requiring a new approval (s 100) before the changed product is supplied. 

385. The application process and data set to be submitted for a new approval required to make a 
major change to an approved product would be tailored to the nature of the change. The 
regulator would be able to evaluate data relating only to the change(s) (which could be grouped 
under one application) and to rely on its previous assessment of the unchanged aspects of the 
product. The fee for applying for this type of approval would be proportional to the work 
required to assess the changed component. 

386. Once the application was approved, a new approval document would be issued at the end of the 
process. The approval relating to the unchanged product would remain in place unless the 
sponsor asked for it to be cancelled (or there was subsequently a need to revoke it for safety or 
non-compliance reasons). 

387. This way of dealing with major changes is intended to provide greater clarity about approved 
products. Under the new scheme, a product approval approves the product as described in the 
approval and any subsequent minor changes (s 99). 

 

Question C1 
Please provide any comments on the approach to regulating changes to approved products (ss 100 and 101). 

We support that a sponsor should notify of changes to a product and that a major change to a product 
should put it into the category of a new product when such change is likely to impact on its safety. 

 

Merits review of decisions 

388. Schedule 2 to the Bill sets out the decisions that are reviewable and who may apply for a 
review, including applicants who are aggrieved by a decision to not approve a product or to 
cancel an approval. The merits review would be conducted by a panel of at least three people 
appointed by the regulator who have not previously been involved in the decision (s 201). The 
regulator would act independently in appointing a panel but would be accountable for its 
decisions to appoint particular people. The Bill would require the regulator to appoint 
people with suitable knowledge and expertise for the issue at hand, with no conflict of 
interest, and at least one person who is a lawyer with at least 7 years’ experience.  The 
panel would change depending on the matter being reviewed. For example, expertise in 



 

pharmacy matters would be needed for a pharmacy licensing decision whereas the 
expertise needed for a medicine approval matter is likely to be in pharmacology or a 
practise of medicine related to the type of medicine. Similarly, the expertise required for a 
medical device matter would depend on the type of device and could range over fields 
such as biomedical engineering, plastics technology and electrical engineering.  This 
approach has been taken to provide flexibility to respond to the wider range of products 
and activities being regulated. 

389. Sections 202 and 203 set out the requirements for the review procedure and the review 
decision. The panel must either confirm the original decision, or set aside the original decision 
and refer the matter back to the regulator. If the matter is referred back, the regulator must 
reconsider the application in accordance with any recommendations made by the review panel 
and make a fresh decision. An applicant for review may appeal to the District Court against a 
decision of the review panel, or against a new decision that the regulator made after a referral 
from the review panel. 

 

To comment, refer to questions B27 and B35. 

Comment added at B27 and B35. 

 

Supply-restricted and use-restricted devices 

390. The new scheme would not use a categorisation mechanism to regulate access to devices as is 
done with medicines to, for example, specify products that are only available on prescription or 
from a pharmacy. 

391. We envisage, however, that there may be some devices that should have either access or supply 
restrictions applied to them for safety reasons. For this reason, the Bill would allow regulations 
to be made to declare a specified device or class of device to have a specified restriction on use 
or supply (or both) (s 22). Regulations would specify the restrictions, and non-compliance with 
those would be an offence. We envisage this regulation-making power would be used if 
concerns arose about the misuse of products or about adverse events linked to the use of a 
device by untrained service providers. 
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Question C13 
Please provide any comments on the proposal to enable some medical devices to have restrictions applied to 

their use or supply. 

We agree with the suggested regulation-making power to place restrictions on the access or supply of 
medical devices . We would welcome an opportunity to review the proposed regulations. 

 

Post-market controls 
Cancellation of approvals 

392. Under the new scheme, product approvals may be cancelled but not suspended. The purpose of 
this provision is to avoid legal uncertainty for those in the supply chain. If an approval is 
cancelled for reasons that do not relate to safety concerns, the regulator would be able to issue a 
‘use of current stock’ notice that would allow people in the supply chain (but not the sponsor) 
to use existing stock (s 78). 

393. The sponsor could apply to the regulator seeking cancellation of an approval. This might occur, 
for example, if there was no longer commercial interest in supplying a product, or because a 
new approval for the product had been granted to authorise one or more major changes to it. 

394. The regulator would have the power to cancel an approval if satisfied that there were grounds to 
do so (ss 108–109) but must first give the sponsor an opportunity to comment and comply with 
any procedural requirements in regulations (s 110). The meaning of opportunity to comment is 
set out in the draft Bill (s 206). Note, however, that the regulator is not required to cancel the 
approval even if there are grounds to do so. For example, the facts giving rise to the grounds to 
cancel might also constitute an offence, in which case the regulator might decide that it is more 
appropriate to prosecute, particularly if it is an essential product and product safety is not at 
issue. 

 

To comment, refer to question B14. 

Comment added at B14. 

 



 

Product vigilance 

395. Under the new scheme, sponsors would have explicit legal obligations in relation to post-
market monitoring, reporting and risk management for their products. These requirements 
would be set out in regulations. It is intended that they would be aligned with international 
norms. Currently in New Zealand, such obligations are recommended but not underpinned by 
the legislation. 

396. For the first time also in New Zealand, the new scheme would place an obligation on the 
regulator to ensure it has a system in place to monitor the safety of products that are being 
lawfully supplied (s 160). Regulations would specify details about the monitoring system and 
the information that must be publicly available. This requirement is included in the legislation 
to highlight the importance of post-market safety, risk management and communication in a 
modern regulatory scheme. 

397. Medsafe currently runs and oversees important post-market monitoring initiatives for medical 
devices, such as a reporting scheme for adverse events and quality issues and an early warning 
scheme. These initiatives would be continued, and potentially enhanced, under the new scheme. 

398. The regulator would also be able to seek expert advice from a subject matter expert or from an 
expert committee (but would not be required to do so). 

 

Question C4 
Please provide any comments on the approach to post-market controls. 

We welcome increased product vigilance and note the lack of detail on proposed regulations to improve 
post-market safety monitoring.  We welcome the opportunity to view the relevant regulations. 

There are many international lessons from post-market monitoring to be learned from. For example, in 
the EU – the system likely to be followed by New Zealand – there are concerns about attempting to 
harmonise in a pro-industry manner. In the EU one of the means of improving patient safety has 
been through the recent development of a centralised reporting system called Eudamed. Should the 
ideals of this system be realised, it would be instrumental in disseminating information about PMDs 
across the EU, including safety warnings. As will be described, this scenario is yet to be realised.  

Eudamed is the European Databank on Medical Devices that is used throughout the EU. It is a web-
based portal for National Competent Authorities (NCAs) to exchange information, and its use has 
been mandatory since 2011. Its purpose is to enhance market surveillance and transparency around 
the use of medical devices, as required by the Medical Devices Directives. The Directives also require 
that adverse incidents are evaluated and an NCA report is generated when it is seen to be 



 

 

 

 

Released 2018 health.govt.nz 
 

appropriate. This harmonisation still allows for individual nations to withdraw or introduce 
products, though ideally such decisions are based on a union-wide decision. The gap between ideal 
results and the reality of negotiating compliance within a system of independent member states is 
demonstrated in the regulation of PMDs. 

When it comes to the system of notification and evaluation of adverse events the Medical Device 
Vigilance System is utilised. This system is intended to assist in a harmonised approach to corrective 
action across member states. It requires co-operation between manufacturers and Notified Bodies. 
For example, should there be an adverse event report about a PMD in Scotland, this would be 
available for review and consideration in Poland. The devices that are monitored include those with 
the CE Mark. Despite the intent to provide protective measures through harmonisation, there is 
evidence of a separation between the positions of states in the EU. By way of example, the Scottish 
and the European Commissions gave very different reports on concerns around PMD harm. The 
European Commission’s (EC’s) final report of the safety of surgical meshes used in urogynecological 
surgery from 2015 was largely concerned with aspects of risk. Rather than questioning the 
appropriateness of mesh being available on the market, the recommendations focused on the factors 
affecting risk such as surgical procedure and patient counselling. This risk-based approach could be 
seen as further evidence of a pro-industry position. In the EC’s analysis the question is not whether 
to exclude PMDs but how best to include them given the risks they present. In this report the window 
for receiving submissions was approximately 1 month. By contrast, an independent Scottish enquiry 
provided the publication of an interim report 2 months before that of the European Commission, 
which was later followed by a final report in 2017. In the 2015 report the focus was centred on the 
experiences of patients - the report was consumer-centric rather than product focused. Interim 
findings included the identification of gaps in governance and limits in data provided in support of 
the use of mesh. A patient-centred approach was solidified in the 2017 final report with conclusions 1 
and 8 that: 

“Fundamental to the treatment of patients with SUI and POP is patient-centred care which should 
include patient choice and shared decision making supported by robust clinical governance… the 
Scottish Government should consider the alternative methods for the capture of adverse events set 
out in chapter 8 to determine the most effective way to ensure complete notification.” 

and 

“In the surgical treatment of POP, current evidence does not indicate any additional benefit from the 
use of transvaginal implants (polypropylene mesh or biological graft) over native tissue repair. 
Transvaginal mesh procedures must not be offered routinely. The Expert Group must develop 
appropriate pathways to meet clinical needs and also for the management of those suffering 
complications.” 

These excerpts demonstrate a divergence from a purely pro-industry approach. It is not simply a case of 
gathering quality information, but establishing appropriate terms of reference for assessors. While it 
is important to support the development of beneficial products, a regulator needs to have the ability 



 

to admit an error in introduction and, if necessary, suspend or control the use of a product that is 
evidently dangerous. 

In general, the proposed New Zealand legislation appears to attempt to lift the standards in respect of 
medical devices to meet with similar international levels, but will be susceptible to their flaws. The 
interest in light-handed legislation, and the potential reliance on third parties and self-reporting of 
adverse events by approval holders, may mean that the new system suffers from the same 
inadequacies as the EU and US models. 

Other than to protect a brand’s reputation, a sponsor has little incentive to do more that the bare 
minimum in relation to device monitoring. Medsafe’s post-market monitoring initiatives for medical 
devices definitely need to be enhanced. There should be an obligation to act when adverse events are 
reported; current practice involves “warning the public” on their website which does not go nearly 
far enough to demonstrate commitment to consumer protection. Enhancing post-market monitoring 
initiatives should also include enhanced pathways for consumer input. 

Transition for product approval controls 

399. The proposed transition arrangements are set out in Schedule 1 to the draft Bill. The policy 
intent is to allow a person who is lawfully importing or supplying a device or carrying out a 
controlled activity before the commencement of the new scheme to continue to do so for a six-
month transition period. This would be achieved by automatically creating a licence that would 
authorise those activities for six months. If the person wished to continue to import or supply, 
then within that six-month period they would need to apply for a product approval. The product 
approval application would trigger the creation of a temporary licence that authorises the 
applicant to continue to import and supply the device until the regulator has made a decision on 
the product approval application. 

400. Wholesalers who are obtaining medical devices from a New Zealand supplier would need to 
apply for a licence within six months of commencement to seek authorisation for ongoing 
supply by wholesale. 

 

Question C14 
Please provide any comments on the transition arrangements for product approval controls for medical 

devices. 
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No comment.  

 

Activity-based controls 
Clinical trials 

401. For the first time in New Zealand, under the new scheme all clinical trials of a medical device 
would require regulatory approval. The meaning of ‘clinical trial’ in the context of medical 
devices is set out in section 27 of the draft Bill. See Chapter C4 for details of the clinical trial 
proposals. 

 

Manufacturing 

402. Under the new scheme, manufacturing a therapeutic product is a controlled activity requiring an 
authorisation (s 53). We intend the authorisation would ordinarily be a licence; however, we 
consider that because the Bill enables the use of regulations or licences, this would provide the 
flexibility to deal with new and emerging technologies such as 3D printers, which are new 
forms of manufacture. Permits would only be used for exceptional circumstances. 

403. The terms ‘manufacture a medical device’ and ‘remanufacture’ are defined in section 34 of the 
draft Bill. This section indicates manufacture covers all aspects of producing the product and 
bringing the product to its final state, including testing, sterilising, releasing for supply, 
packaging or labelling the product. However, it makes clear also that assembling or calibrating 
a device before use in accordance with the responsible manufacturer’s instructions is not part of 
manufacture. The definition of remanufacture is intended to cover refurbishment, reprocessing 
and rebuilding activities that produce a device significantly different from the original, or 
activities that are carried out on devices originally intended for a single use only. The definition 
also clarifies that activities such as normal repairs and maintenance are not remanufacture. 

404. The draft Bill includes the concept of a responsible manufacturer. The term, as defined in 
section 31, is intended to mean the person who is primarily responsible for the manufacture of 
the product (even if they did not personally undertake the manufacture). This is a helpful 
concept in the context of the regulation of medical devices and a good fit with the global model. 
If the sponsor is not the responsible manufacturer, they would need to have a contractual 
relationship with the responsible manufacturer to gain a product approval. 



 

405. The administrative detail around licensing would be set out in regulations and rules. A term of 
up to three years is proposed for licences under the new scheme. The criteria for granting 
licences (of any kind) and for licensees and responsible persons to be named on a licence are set 
out in sections 128–130 of the draft Bill. They include requirements for the licensee (including 
taking into account any senior managers of that licensee) and responsible person(s) to be a fit 
and proper person (as defined in s 47). 

406. The licensing scheme for device manufacturers is intended to simply capture establishment 
details for manufacturers such as name, site address(es) and information about their product 
range but would not involve conformity assessment of the products being manufactured. Where 
a responsible manufacturer was using other manufacturers to perform steps of manufacture, the 
other manufacturers would not need to obtain their own licence but could be named and 
authorised through the licence issued to the responsible manufacturer. 

407. A licence to manufacture would also authorise the supply by wholesale of those devices. 
 

To comment on proposed licensing requirements, refer to questions B18, B19, B21, B22 
and B23. 

Question C5 
Please provide any comments on the manufacturing-related definitions. 

 

We would welcome the opportunity to review the relevant rules under Pt4 s96 concerning aspects 
including the manufacturer’s quality management systems and conformity assessment. 

 

 

Wholesale supply 

408. Under the new scheme, the supply of medical devices by wholesale is a controlled activity 
requiring an authorisation. It is intended to use a licence as the means of authorising this 
activity for those supplying medical devices other than those in the lowest-risk category. We 
propose to use regulations to authorise the supply by wholesale of medical devices in the 
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lowest-risk class rather than requiring individual businesses to apply for a licence. The use of 
permits to authorise supply would be reserved for dealing with exceptional circumstances. 

409. The administrative detail around licensing for supply by wholesale would be set out in 
regulations and rules. 

410. A licence that authorises supply by wholesale would also specify the scope of the wholesaling 
activity that is allowed (eg, the types of devices). This includes whether the licensee is 
authorised to supply an unapproved device in response to a request supported by a special 
clinical needs supply authority. 

 

To comment on proposed licensing requirements, refer to questions B18, B19, B21, B22 
and B23. 

No comment.  

 

Transition arrangements for activity-based controls 

411. The proposed transition arrangements are set out in Schedule 1 to the draft Bill. The policy 
intent is to allow a person who is lawfully carrying out a controlled activity before the 
commencement of the new scheme to continue to do so for a six-month transition period. This 
would be achieved by automatically creating a licence that would authorise those activities for 
six months. 

412. If, within the six-month period after commencement, a valid application for a licence for a 
controlled activity (such as manufacturing or supplying by wholesale) is made, a temporary 
licence is created that would authorise the applicant to carry out the activities in the licence 
application until the regulator has made a decision on the application. 

 

Question C15 
Please provide any comments on the transition arrangements for regulating activities involving medical 

devices. 



 

No comment.  

 

C4 Clinical trial sector 
413. Under the new scheme, conducting a clinical trial of a therapeutic product would be a 

controlled activity requiring an authorisation (s 53). It is intended that the approval would take 
the form of a licence that could authorise the supply of the product(s) being trialled to the 
specified clinical trial site(s) as well as the trial itself. 

414. This means that for the first time in New Zealand, medical device and cell and tissue 
researchers will work within a regulated trial environment, in contrast to the current scheme, 
which requires only an ethics approval. For pharmaceutical researchers, it would mean that all 
clinical trials of a medicine would require approval whereas the current legislation requires 
approval only for trials of unapproved medicines. This approach aligns with Organisation for 
Economic Co-operation and Development advice on the governance of clinical trials for 
medicinal products. 

415. The new scheme would take a risk-based approach to licensing so that greater scrutiny would 
be given to applications to trial novel products being used for the first time in humans and high-
risk products, than applications for trials researching new uses for approved products or 
comparing approved products. The licensing system would follow international norms for good 
clinical research practice. 

416. The criteria for granting licences of any kind are set out in section 128 of the draft Bill. They 
include requirements for the licensee to be a fit and proper person (as defined in s 47). For a 
licence that authorises the conduct of a clinical trial, an additional requirement is that an ethics 
approval must be in force for the trial unless an ethics approval body certifies that ethics 
approval is not required. The term ‘ethics approval entity’ is defined in Part 2 of the draft Bill. 
This is the first time the requirement for an ethics approval has been written into New Zealand 
law, although it is established practice. 

417. It would be possible for the ethics approval process and the regulatory process to run in parallel 
(and we would expect this to be the usual practice). However, it would not be lawful to grant a 
licence to conduct a clinical trial without an ethics approval being in place (unless that is not 
required under the ethics system). 
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418. A combination of regulations and rules would be used to set out the detail of the licensing 
scheme for trials, including the obligations of those named as a responsible person on a licence. 
It is envisaged these would include a requirement for registration of specified trial information 
in a publicly accessible registry that could be entered via the search portal on the World Health 
Organization’s International Clinical Trials Registry Platform. 

419. In addition, for regulatory purposes, the regulator would be required to maintain a publicly 
accessible register of licences. This system would therefore provide a comprehensive record of 
all clinical trials conducted in New Zealand. 

420. It is intended that online tools would be used to expedite the submission of applications and 
their consideration, because shortening the time to decision is important if New Zealand is to 
remain an attractive setting for conducting clinical research. The regulator would be expected to 
set performance targets for deciding applications that were linked to the risk profile of the trial 
and report on achievement against them. 

421. The regulator would be able to grant or refuse an application for a clinical trial licence without 
first seeking advice from the Health Research Council, as is currently required for approvals 
under the Medicines Act 1981. This is consistent with the principle of independent decision-
making. The regulator instead would have the flexibility to seek expert advice on a trial 
application from an individual or committee, or to determine the application using its own in-
house resources. 

422. The regulator would also have the power to monitor trials and audit clinical trial sites. 

423. Schedule 1 sets out proposed transition arrangements for clinical trials that are under way 
before the commencement of the new scheme. 

424. Under the proposed arrangements, trials that have been approved by the Director-General of 
Health under section 30 of the Medicines Act 1981 would automatically be covered by a 
temporary licence, which would stay in force for at least 12 months. Before then, if the trial 
needed to continue beyond the 12-month point, the person who made the section 30 application 
would need to apply for a licence under the new scheme. Once that application was lodged, the 
temporary licence would continue until a decision was made on the application for a new 
licence. 

425. A similar temporary licence scenario is proposed for trials that did not require approval before 
commencement (eg, trials of medical devices or trials using approved medicines). The principal 
investigator for the trial would need to apply for a licence under the new scheme within six 
months of commencement. 

 



 

To comment on the proposed licensing requirements, refer to questions B18, B19, B21 and 
B22. 

No comment.  

Question C16 
Please provide any comments on the change in approach to regulating clinical trials. 

 

Any performance targets in the approval process should be based on good consumer 
outcomes not making New Zealand an attractive setting for conducting clinical research. 

We believe that the Health Research Council are the entity best positioned to assess what constitutes 
well designed clinical research of benefit to New Zealand and their view would be better than that of 
the Regulator.  

There should be transparency around the rules concerning when the regulator should seek advice. We 
need to avoid a situation where the regulator could be lobbied and elect a mode of assessment that is 
easier for the device sponsor/ manufacturer. 

The AWHC supports making the conduct of clinical trials of therapeutic products a controlled activity, 
and the construction and maintenance of a public register for all clinical trials conducted in New 
Zealand.  

Question C17 
Please provide any comments on the transitional arrangements for clinical trials. 

No comment. 
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C5 Wholesale sector (including importers 
and exporters) 
426. Under the new scheme, supply by wholesale of category 1, 2 and 3 medicines, medical devices 

and category 1 active medicinal ingredients (AMIs)7 would be a controlled activity requiring an 
authorisation (s 53). This would apply irrespective of whether the supply was within New 
Zealand or for export. 

427. We intend to use regulations to authorise supply by wholesale of devices in the lowest-risk 
class. This would mean that a licence was not required. The activity would still be subject to 
standard requirements set via regulations under section 55, which, for example would set 
minimum standards in relation to storage and record-keeping. 

428. If you are also wholesaling a controlled drug, then a ‘licence to deal’ would still be required 
under the Misuse of Drugs Act 1975. 

429. Under the new scheme, if you wholesale a product (medicine or medical device) that you obtain 
from a company in New Zealand, the person who imported it, or commissioned its manufacture 
in New Zealand, would be responsible for obtaining the product approval. The obligations 
associated with that approval would also sit with that person. 

430. The impact of the new scheme on those who wholesale medicines manufactured in New 
Zealand is expected to be minor for the following reasons. 

a. A licence would continue to be needed for the supply by wholesale of prescription, pharmacist, and 
pharmacy (category 1, 2 and 3) medicines but not for general-sale (category 4) medicines. 
Wholesalers that also supply prescription-type AMIs would be authorised to do so on the same 
licence. 

b. Under the transition arrangements, wholesalers who hold licences issued under the Medicines Act 
1981 would be able to continue to operate under those licences until their expiry date. A new licence 
issued under the new scheme would then be needed (see Schedule 1 of the draft Bill). 

431. The impact for those who supply medical devices they obtain from a company that 
manufactured them in New Zealand would be more significant because an authorisation would 
in future be required to supply medical devices by wholesale. For most devices, this would 
mean wholesalers would need to obtain a licence. However, we intend to authorise the supply 
of the lowest-risk class of device through regulations. This would mean that the regulations 

                                                        
7 Those active ingredients that, when present in a medicine, make that medicine a prescription medicine. 



 

(rather than a licence) would provide the authority for anyone supplying devices in the lowest 
risk class. 

432. If, however, you were importing a medicine or medical device for wholesale supply in New 
Zealand, then the requirements would depend on the status of the product. Diagram E explains 
these requirements. 

 

Diagram E: Import requirements for medicines or medical devices for wholesale supply in New Zealand 

Status of product Requirement for import 

Already approved for supply 
in New Zealand 

You would only be able to import an approved product if you had the 
written consent of the sponsor (ie, the person who holds the approval) (s 
52). 

Approval-exempt Some classes of product would be declared approval-exempt by regulator’s 
notice (s 114). This would occur if the regulator, having considered the 
nature of the product and its risk profile, decided the risks of the product 
could be addressed without requiring a product approval. 
The regulator’s notice that declares a product or class of product to be 
approval-exempt must also specify who the sponsor for that product is. A 
person would be able to import an approval-exempt product without the 
sponsor’s consent. In many cases, the person importing the product is likely 
to be declared to be the sponsor. 

Unapproved product – 
imported because you wish to 
supply a product for which 
there is a special clinical 
needs supply authority 
(SCNSA) 

The supply of a product not approved in New Zealand could be authorised 
when a patient has a clinical need for it and no appropriate approved 
product is available. In these situations, it is intended that regulations would 
authorise a medical practitioner to issue a SCNSA. This would then enable 
the issuer of the SCNSA, a pharmacy, or wholesaler to import that product 
on that patient’s behalf (noting that for a prescription medicine, a 
prescription would also be required). 
As a wholesaler, you would only be able to import an unapproved product 
if your licence specifically authorised this (s 51(1)(b)). In most cases, the 
import would be requested by a pharmacist or health practitioner prescriber 
because a doctor had issued a SCNSA. For some medicines, however, it 
may be necessary for the wholesaler to maintain a small stockpile of the 
product so it is available for immediate release once a SCNSA has been 
issued. If so, the licence would authorise such stockpiling. This approach 
might be used, for example, for medicines that must be available urgently. 

Unapproved product that you 
wish to import and supply as 
the sponsor of an approved 
product 

You would first need to obtain a product approval. See Part 4 of the draft 
Bill and Chapter C1 or C3 for more information. 
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433. A list of approved products and approval-exempt products would be publicly available on the 
regulator’s website (ss 113 and 219). 

 

To comment on product approval controls and requirements, refer to questions B3, B13, 
B14, B15 and B16. 

 

Licence to wholesale 
434. Part 5 of the draft Bill sets out the criteria and requirements for licences. The draft Bill would 

allow more flexibility about what a licence can authorise than the current scheme provides 
(s 123). For wholesale licences, the main application of this change would be that a wholesale 
licence may also authorise the supply of unapproved products, subject to appropriate licence 
conditions. As in the current scheme, a licence would authorise workers of the licensee to 
conduct the activities authorised by the licence (s 125). 

435. The criteria for obtaining a licence would change. In particular, the licensee and responsible 
persons named on the licence would need to: 

a. pass the ‘fit and proper person’ requirements (ss 128–130) – the regulator can take into account 
relevant information such as the criminal history of a senior manager (as defined in s 48) of the 
licensee when assessing the licensee 

b. have sufficient knowledge of the obligations, products, and activities covered by the licence to be 
able to comply with the legislation (s 128). 

436. Licences would no longer be limited to one year, but may be issued for up to three years (s 
137). 

437. General requirements that apply to all wholesalers may be specified in regulations (s 55). As in 
the current scheme, the regulator would be able to include tailored conditions on the licence and 
add, remove or vary those over the life of the licence. 

438. It would also be possible to suspend or cancel licences (ss 141–149). 

439. Licences would continue to have responsible person(s) listed on them. Under the new scheme, 
it would also be possible to set: 



 

a. specific obligations on the responsible persons (s 158) 

b. qualifications, training or competency requirements if these are required for the person to be able to 
adequately meet their obligations (s 130). 

440. These obligations would relate to the quality assurance and control activities required for the 
safe wholesale supply of the therapeutic product(s) covered by that licence. The licensee would 
be required to ensure the responsible person has adequate authority and resources to meet their 
obligations (s 153). 

441. The responsible person listed on the licence would also have an obligation to report any non-
compliance, if they have raised it with the licensee and the licensee has not adequately resolved 
the issue within a reasonable timeframe (ss 156–157). 

 

To comment on proposed licensing requirements, refer to questions B18, B19, B21, B22 
and B23. 

 

442. The draft Bill is testing a proposal to curtail the personal importation of prescription medicines 
via the post and courier. In situations where a patient had a clinical need for an unapproved 
prescription medicine, they would need to follow the regulated supply channel for unapproved 
medicines (ie, they would require a special clinical needs supply authority (SCNSA) and a 
prescription). This would then enable the issuer of the SCNSA, a pharmacy or wholesaler to 
import that product on that patient’s behalf. Although, in some situations it may be appropriate 
to authorise someone to personally import prescription medicines via a permit. 

443. The intention of this proposal is to reduce the amount of substandard or falsified prescription 
medicines being brought into New Zealand as personal imports. In practice, pharmacies and 
wholesalers are best placed to source these medicines from a reputable supplier. Therefore, for 
this approach to work, pharmacies and/or wholesalers would need to be willing to source the 
medicines on the patient’s behalf. 
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Question C18 
What do you think of the approach to curtail the personal importation of prescription medicines via the post 

and courier, meaning most unapproved prescription medicines imported from overseas would need to be 
sourced by the issuer of the special clinical needs supply authority, a pharmacy, or a wholesaler? 

 

Hawker’s licence 
444. Under the Medicines Act 1981, people such as medical representatives who ‘hawk’ medicines 

for promotional purposes – for example, by providing professional samples to doctors – require 
a licence to hawk medicines. The new scheme would no longer have a separate licence for 
‘hawkers’. Instead hawking would be authorised by a licence to wholesale. See Chapter C1 for 
more information on the new proposals for authorising hawkers. 

 

Question C6 
Please provide any comments on the approach to authorising hawkers as part of the relevant wholesale licence. 

 

Transition 
445. The proposed transition arrangements are set out in Schedule 1 to the draft Bill. 

446. Wholesalers with a licence for the wholesale supply of medicines that was in force at the time 
the scheme commenced would be able to continue to operate under that licence (subject to new 
requirements under the scheme) until it expired. Pending applications would also be processed 
by the new regulator as if they had been made under the new Act. 

447. Different arrangements would apply in relation to transition for those handling medical devices 
because product approval and licensing requirements would be new for this sector. The policy 
intent is to allow a person who is lawfully importing or supplying a medical device or carrying 
out a controlled activity with a device before commencement to continue to do so for a six-



 

month transition period. This would be achieved by automatically creating a licence that would 
authorise those activities for six months. 

448. If, within that period, a valid application for product approval is made, a temporary licence 
would be created that authorises the applicant to continue to import and supply the device until 
the regulator has made a decision on the application. Anyone else wishing to continue to 
conduct a controlled activity (eg, supply by wholesale) for a device would need to apply for a 
licence within six months of commencement. On the date of application, a temporary extended 
licence would be generated that would stay in force until the licence application was 
determined. 

 

Question C15 
Please provide any comments on the transition arrangements for regulated activities involving medical devices. 

 

C6 Pharmacy (and retail-only licence) sector 
and pharmacists 

Pharmacy sector context 
449. Pharmacist and pharmacy practice and, as a result, patient safety and access are influenced by 

the levers and controls described below. 

a. Current regulation of pharmacy activities: Pharmacies are licensed to operate under the 
Medicines Act 1981 and pharmacy businesses would continue to be licensed and audited under the 
Therapeutic Products Act. 

b. Professional regulation of pharmacy activities: Pharmacists are regulated by the Pharmacy 
Council, under the Health Practitioners Competence Assurance Act 2003. The Pharmacy Council is 
responsible for ensuring that pharmacists, whether working in a pharmacy, a hospital or another 
setting, are competent and fit to practise. The Pharmacy Council sets competency standards and 
issues a range of professional requirements and guidance to pharmacists. These include the Code of 
Ethics 2018, which expresses the responsibilities and professional values that are fundamental to the 
pharmacy profession. Therefore, both the pharmacy licensing regulator and Pharmacy Council have 
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core roles in ensuring that pharmacist services being provided under a pharmacy licence are of a 
suitable quality. The two regulators have a constructive working relationship and are currently 
looking to identify opportunities for more collaboration and sharing of relevant information. The 
draft Bill includes information-sharing provisions to support this and to facilitate timely responses to 
safety issues. 

c. Funding of medicines: The Pharmaceutical Management Agency (PHARMAC) is responsible for 
determining which medicines (and increasingly medical devices) should be publicly funded and 
negotiates pricing. As part of this process, PHARMAC sets the requirements for receiving funding. 
This can impact the pack sizes available, period of supply, and whether a prescription authorised by 
a particular health professional (eg, a nurse practitioner) is eligible for public funding. 

d. Commissioning and funding of pharmacy services: A licence to carry out a pharmacy business is 
a prerequisite for a service contract, but does not entitle the licensee to a contract, as contracting 
decisions are the responsibility of the district health boards (DHBs). Local commissioning by DHBs 
is a key enabler to ensure services are available to meet the needs of the local community and 
address inequities. DHBs are actively considering how they can ensure the pharmacy networks 
within their regions are delivering equitable access to a range of high-quality pharmacy and 
pharmacist services. To achieve this, DHBs have signalled a shift to a more deliberate approach to 
the commissioning of pharmacist services, including the ongoing development of support packages 
for rural and/or vulnerable services. DHBs are also shifting from a ‘one size fits all’ approach to a 
tiered commissioning model. This would provide national contracts for the supply of medicines and 
standardised services, while allowing DHBs greater flexibility to commission services locally, based 
on their specific population needs. The increased flexibility for pharmacy licences proposed as part 
of the new therapeutic products regulatory scheme (described below) is in line with, and would 
support, the shift to more tailored commissioning of pharmacy services. 

e. Relevant strategies and action plans: The Pharmacy Action Plan 2016 to 20208 and Implementing 
Medicines New Zealand 2015 to 20209 both provide guidance for the evolution and implementation 
of high-quality clinical pharmacist services. 

450. It is the combination of all these different mechanisms, as well as the pharmacy licensing 
requirements, which ensure New Zealanders receive safe and high-quality pharmacist and 
pharmacy services. Therefore, it is important to consider any changes to the way pharmacies 
would be regulated under the Therapeutic Products Bill within the context of these other 
mechanisms and how these are changing. 

 

                                                        
8 Ministry of Health. 2016. Pharmacy Action Plan 2016 to 2020. Wellington: Ministry of Health. 
9 Ministry of Health. 2015. Implementing Medicines New Zealand 2015 to 2020. Wellington: Ministry of Health. 



 

Future regulation of pharmacy business activities 
451. Pharmacists do not require a pharmacy licence to provide clinical advice. They are registered 

with the Pharmacy Council for this purpose. The draft Bill regulates supply chain activities 
involved in the provision of medicines to consumers; that is, compounding, dispensing, non-
wholesale supply of medicine to patients, storage and record-keeping. 

452. The draft Bill would enable controlled activities, including pharmacy business activities, to be 
authorised through: provision(s) in the legislation (which includes the Act and regulations); a 
licence; or a permit. In practice, the main type of authorisation used for particular activities 
would be the same as under the Medicines Act 1981. In particular, pharmacy activities would 
continue to require both: 

a. a licence 

b. professional qualifications (ie, these activities can only be performed by a pharmacist or by 
appropriately qualified and trained staff under the supervision of a pharmacist). 

453. Pharmacy activities are the one area of the supply chain where both these types of 
authorisations are required (see Diagram F). This arrangement reflects the fact that these 
activities may include aspects of manufacturing (ie, compounding and dispensing), as well as 
clinical judgements regarding the appropriateness of particular medicines for patients. 

 

Diagram F: Licence- and qualification-based requirements 

 
 

Licence to carry out a pharmacy business 
454. Under the new scheme, a licence would continue to be required to carry out a pharmacy 

business that involves one or more of the following activities: compounding; dispensing; or 
supplying prescription or pharmacy medicines (category 1 and 2) to consumers (s 36). 
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455. The supply of pharmacy medicines (category 3) is a pharmacy activity, but is not included in 
the core definition of a pharmacy business in the draft Bill to enable ‘retail-only licences’ to 
continue. This type of licence allows a store to supply pharmacy medicines without meeting the 
standard pharmacy requirements (ie, requiring a pharmacist to be present). These would 
continue to be issued on an exceptions basis in areas that are not served by a local pharmacy. 

456. In this document, and in the draft Bill, the term ‘pharmacy licence’ is used as short-hand for a 
‘licence to carry out a pharmacy business’. 

457. Under the new scheme, two key changes are being proposed, or considered, in relation to 
pharmacy licensing requirements. 

a. Proposed: To enable different distribution and supply arrangements. 

b. Under consideration: To identify the best approach to ensuring pharmacy activities are under the 
control of a pharmacist. 

 

Proposed: To enable different distribution and supply arrangements 

458. The new therapeutic products regulatory scheme is designed to allow flexibility in the way 
pharmacist activities involving medicines are regulated in order to accommodate new 
approaches to providing pharmacy services into the future. 

459. Barriers to innovation under the Medicines Act 1981 include expectations that: 

a. all regulated activities are performed inside fixed premises (ie, a bricks and mortar pharmacy) 

b. a pharmacy must have the equipment and resources to perform all pharmacy activities (ie, 
compounding, dispensing and non-wholesale supply). 

460. Under the proposed new approach, an applicant for a pharmacy licence would specify the types 
of services they wish to provide under that licence, the place(s) where the services will be 
delivered and how the services will be provided (eg, as an internet operation, a mobile 
pharmacy covering a stated geographic area, fixed premises or a combination of these). 

461. The regulator would then assess whether the services the applicant wants to provide, and how 
they intend to provide them, would meet the required standards. For example, it would assess 
whether the medicines would be appropriately and securely stored. 

462. If approved, the licence would include conditions specific to the type of services being provided 
and the way they will be provided. 

463. The new approach would enable service innovation such as: 



 

a. licensing pharmacists to provide pharmacist services involving therapeutic products outside a 
pharmacy – for example, a pharmacist might visit rest homes and supply particular medicines, 
provide marae-based services or provide pharmacist services at events such as Field Days 

b. enabling mobile pharmacies in the form of a vehicle set up to provide pharmacist services, including 
the supply of particular medicines. 

 

Question C19 
What type of pharmacy distribution and supply arrangements would you like to see enabled in the future? 

Question C20 
Do the current pharmacy licensing requirements create any other barriers to the development and delivery of 

innovative pharmacist services involving medicines? 

Question C21 
Please provide any other comments about enabling different distribution and supply arrangements for 

pharmacy activities. 

 

Under consideration: Identifying the best approach to ensuring pharmacy activities 
are under the control of a pharmacist 

464. Community pharmacies and pharmacists provide publicly funded health services. Community 
pharmacies also operate in complex, commercial settings. The challenge for the regulatory 
scheme is to ensure the integrity of the supply chain and the delivery of safe pharmacy practice. 
It also needs to do so in ways that support other parts of the health system (eg, integrated care 
with general practice teams and providing services closer to home). 

465. The need for professional control of pharmacy activities by a pharmacist is clear. When a 
pharmacist controls pharmacy systems and practice, they are not only required to ensure 
pharmacy activities comply with the Medicines Act 1981 (or in the future the Therapeutic 
Products Act), but are also bound by the Health Practitioners Competence Assurance Act 2003 
to uphold professional standards and ethics. 
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466. Under the Medicines Act 1981, a pharmacy licence can only be granted to a company if a 
pharmacist has more than 50 percent of share capital and is in effective control of the company. 
The Act also restricts individuals who are not pharmacists holding a pharmacy licence or 
holding a majority interest in a pharmacy. Further, it prohibits a company from operating more 
than five pharmacies or an individual from operating or holding the majority interest in more 
than five pharmacies. 

467. However, in practice the current approach is not working as originally intended. The ownership 
requirements are not well defined and have allowed a wide range of business arrangements to 
develop. While some business arrangements may have been entered into for genuine 
commercial reasons, some appear to have been set up for the purpose of avoiding the intention 
of the ownership rules. For example, in some business arrangements: 

a. a pharmacist has the majority of shares, but the type of shares they hold are worth much less that the 
type of shares held by other investors and/or do not return any dividends 

b. the company with the minority shareholding has loaned the pharmacist the capital for their shares. 

468. While the Medicines Act 1981 limits a pharmacist to holding the majority interest in up to five 
pharmacies, this has been interpreted as allowing two or more pharmacists to jointly hold the 
majority interest in an unlimited number of pharmacies. 

469. These types of business arrangements call into question whether the ownership control is in fact 
being implemented as intended and in turn whether the pharmacist listed as the majority owner 
on the licence is always in effective control of the pharmacy in question. 

470. Modern good practice for the drafting of legislation requires clear definitions. It would be 
difficult to justify the continuation of provisions where there are already serious concerns about 
their effectiveness. It would, therefore, not be appropriate to carry the current ownership 
provisions over to the new Bill. 

471. The Government is considering two options to ensure pharmacy activities remain under the 
control of a pharmacist. 

a. Option 1: Strengthened accountability through pharmacist ownership and effective control 
(including the five pharmacy limit) 

b. Option 2: Open ownership with licence requirements targeted at pharmacist control of quality 
systems and practices within the pharmacy. 

472. The draft Bill does not currently contain either option. We are seeking feedback on the two 
options and will update the Bill to include the preferred option following consultation and 
decisions by the Government. There will be an opportunity to comment on the detail of the 



 

option contained within the Bill when the Bill is next consulted on as part of the Select 
Committee process. 

 

Option 1: Strengthened accountability through pharmacist ownership and effective control 
(including the five pharmacy limit) 

473. The Government has heard views from parts of the sector that they consider an ownership 
requirement is necessary to protect consumers from the risk that commercial interests might 
override professional judgement in community pharmacies. It also recognises the importance of 
supporting local health services, led by health practitioners with connections to the 
communities they serve. 

474. As a result, the Government is considering retaining pharmacist ownership requirements within 
the set of criteria for gaining a licence to operate a pharmacy business. The ownership 
requirements would be framed to achieve the policy intent of the current requirement, but set 
out in the Bill to avoid the ambiguities in the current legislation in order to achieve the policy 
intent more effectively. 

475. The policy intent of this option is that a pharmacist(s) has financial, governance and operational 
control of the pharmacy business. These policy objectives would be given effect in the Bill 
through two key requirements. 

a. Majority pharmacist ownership: A pharmacist(s) receives the majority of profit and has the majority 
of governance rights. Therefore, at the highest organisational level, there is a pharmacist(s) ensuring 
that the commercial interests are appropriately balanced against the professional, ethical and legal 
obligations associated with the pharmacy activities. 

b. Effective control: A pharmacist(s) is responsible for how the pharmacy operates. That is, they have 
management and operational control over the pharmacy’s systems and practices. 

476. The Medicines Act 1981 also prohibits a company from operating more than five pharmacies or 
an individual from operating or holding the majority interest in more than five pharmacies. This 
is intended to ensure that the pharmacist has an appropriate level of professional oversight over 
all the pharmacies they are responsible for. The five-pharmacy limit would be retained, but 
could be achieved in a number of ways (discussed under ‘Implementation considerations’ 
below). 

477. To implement this option, the draft Bill would include pharmacy business ownership 
requirements. These requirements would be informed by modern commercial legislation (eg, 
the Financial Markets Conduct Act 2013) and tax legislation, which have comprehensive 
provisions dealing with ownership and control of businesses in various contexts. 
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478. The pharmacy business ownership requirements would apply regardless of the legal structure or 
legal entities involved. However, pharmacies owned and operated by a hospital would continue 
to be exempt from this requirement, as they are not subject to the same commercial incentives. 
We would need to consider whether it is appropriate to also continue to exempt pharmacies 
owned by friendly societies. 

479. To ensure the requirements would be implemented as intended, the Bill would also include: 

a. appropriate investigative powers to ensure the requirements are being genuinely implemented 

b. an offence, with penalties, for any conduct intended to undermine the requirements. 
 

Implementation considerations 

480. The pharmacy sector has evolved markedly since the current ownership controls were 
introduced in 2004. There is considerably more commercial investment in the sector and both 
the pharmacist workforce and primary health care systems are evolving. In addition, the new 
regulatory scheme is intended to enable innovative service delivery models to develop. 
Therefore, while the policy intent of this option is clear, we need to consider carefully how 
ownership requirements would be applied in practice and the impact they would have. 

481. The definition of ‘pharmacy business’ and ‘pharmacy activities’ in the draft Bill are focused on 
the controlled activities it covers (compounding, dispensing, and supply of medicines, 
excluding general-sale medicines, as defined in s 36). An ownership requirement (for a 
pharmacist to have majority profit and governance rights) linked to this definition would apply 
only to those controlled activities. Alternatively, the requirement could be applied more broadly 
to cover other activities happening at the premises. However, not all pharmacy activities are 
delivered from a traditional ‘pharmacy shop’. Linking the requirement to a ‘pharmacy shop’ 
concept may constrain the ability of the scheme to enable different types of delivery models. 
Further, it may not be appropriate for the ownership requirements to affect all activities carried 
out at the premises when many of them may be unrelated to medicines (eg, the sale of 
cosmetics). As such, we are interested to hear views on what types of pharmacy activities a 
pharmacist ownership requirement should apply to and why. 

482. The Medicines Act 1981 requires the same pharmacist(s) to have both majority ownership and 
effective control. However, the policy intent could also be potentially achieved by allowing a 
pharmacist(s) to have majority ownership and to employ another pharmacist to manage the 
business. This would still result in a pharmacist being responsible for balancing commercial 
pressures and professional obligations at both the governance and operational levels. We invite 
feedback on whether this approach would be effective or whether there is a rationale for 
requiring the same pharmacist(s) to have both levels of control. 



 

483. The five-pharmacy limit is intended to ensure the pharmacist responsible has an adequate level 
of oversight for each pharmacy. Pharmacies differ in scale and can be geographically dispersed. 
We are seeking feedback on whether the requirement should be retained as a specific limit (ie, 
five pharmacies) or whether the same outcome could be achieved by a licence requirement that 
the pharmacist has appropriate oversight of the pharmacy. The regulator would then determine 
whether the requirement had been met based on the number, scale and location of the other 
pharmacies that the pharmacist was responsible for. If the five-pharmacy limit was retained, a 
related question is how it should be applied when pharmacists jointly share responsibility for 
the pharmacy. 

484. Currently six pharmacies are owned by friendly societies. These pharmacies were exempted 
from the ownership requirement when the regulation of pharmacies was included as part of the 
Medicines Act 1981 in 2004. Friendly societies are not corporate bodies and are registered 
under the Friendly Societies and Credit Unions Act 1982. They are funded by voluntary 
subscriptions of members or donations to provide for the relief or maintenance of members and 
their families during sickness, in old age or in widowhood. If the pharmacist ownership 
requirement is retained in the new scheme, we would need to consider whether it is appropriate 
for friendly societies to continue to be exempt from this requirement indefinitely or whether 
this exemption should be removed after a suitable transition period. 

 

Potential benefits and risks 

485. A number of stakeholders have expressed concerns about the potential negative impact of 
increased commercial interest in, and influence over, pharmacies. These concerns include that it 
may lead to: 

a. inadequate staffing levels 

b. a reduced range of medicines supplied and therefore reduced consumer choice 

c. a focus on profit rather than patient outcomes. 

486. Retaining and improving the pharmacist ownership requirement would ensure that a pharmacist 
is in both operational and financial control of the pharmacy. As such, any commercial 
motivations should be tempered by their professional and ethical obligations. 

487. A potential risk associated with this approach is that it limits the potential for commercial 
investment and competition, which could reduce opportunities for greater economies of scale 
and investment in technology and subsequent innovation. 

488. Another risk is that business, loan or fee-based arrangements could be used to circumvent the 
ownership requirements. The requirements in the Bill would be set up to mitigate this risk as 
much as possible. 
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Potential impacts 

489. We anticipate that clarifying the policy intent of the current ownership requirement is likely to 
result in some pharmacies needing to change their business arrangements to continue to be 
eligible for a licence. We do not have full information on current business arrangements and 
would welcome information on the potential impact of this option on current pharmacy 
businesses. Based on the information available from the recent audit pilot, we estimate that 
approximately 80 percent of pharmacies have some form of investment. As this includes 
structures where the minority shareholders are family trusts and family members, the proportion 
of structures that could be affected (ie, those that have corporate investment) is estimated at 
between 50 and 80 percent. 

490. If this option was implemented, a transition period would be needed to give any pharmacies 
that did not meet the new requirements adequate time to either change their business 
arrangements or change ownership. 

491. This option would have compliance costs for the sector, as the regulator would be required to 
ensure that any licence applications comply with, and continue to comply with, these 
requirements. We consider the most cost-effective approach would be for the regulator to have 
staff with the legal and accounting skills required to review pharmacy ownership structures. 
They could adopt a two-tiered approach, where the ownership structures of all new pharmacy 
licence applicants would be reviewed and then a sample of existing pharmacy businesses would 
be reviewed during the renewal process or if there were concerns. The operational detail would 
be developed once the detail of the policy is settled. 

 

Option 2: Open ownership with licence requirements targeted at pharmacist control of quality 
systems and practices within the pharmacy 

492. An alternative approach is that, rather than setting controls via ownership requirements, a new 
requirement could be established for pharmacy licence applicants to nominate a ‘supervisory 
pharmacist’. The ‘supervisory pharmacist’ would be responsible for the quality management 
systems that impact pharmacy and pharmacist practice and the safe provision of therapeutic 
products. In addition, a pharmacist would be required to be in charge of the day-to-day 
operations of the pharmacy. Depending on the size of the organisation, one pharmacist may 
perform both functions or the functions could be split. 

493. The policy intent of this option is that a pharmacist is responsible for the design of pharmacy 
systems and practice and their implementation. 



 

494. In the draft Bill, all licensees are required to nominate ‘responsible persons’. Under this option, 
there would be an additional licensing requirement that the responsible person(s) for a 
pharmacy licence must be a pharmacist(s) 

495. For all types of licences, specific obligations for the responsible persons would be set in 
regulations, and the number of responsible persons required (eg, if the obligations need to be 
split) and any competency or qualification requirements would be set in rules. Therefore, to 
implement this option, the detail of what the pharmacist(s) named as the responsible person(s) 
would be responsible for, and any additional competencies required, would be specified in these 
instruments. 

496. The licence holder would be required to ensure the pharmacist(s) had sufficient authority, 
mandate and resources to enable them to perform their function (with penalties attached if they 
did not) (as would be the case with responsible persons on all licences – s153). 

497. While this option has similarities with overseas approaches (eg, in the United Kingdom), it is 
not identical and has been developed based on the lessons learnt from overseas experiences. 

 

Implementation considerations 

498. One of the concerns with this option is that the pharmacist in the ‘supervisory pharmacist’ role 
would not feel able to report or address any safety issues, due to concerns that doing so would 
impact their employment. This concern could be addressed by: 

a. requiring the licensee to ensure the pharmacists named as a responsible persons have the authority 
and resources to fulfil their obligations (s 153) 

b. requiring the pharmacists named as responsible persons to report any non-compliance not 
appropriately addressed by the licensee (s 156) 

c. making it an offence for a licensee to take any retaliatory action against each pharmacist named as a 
responsible person (s 157) 

d. requiring the ‘supervisory pharmacist’ to have a certain level of experience, which would be set in 
rules, but could include a particular number of years of experience and/or training in quality 
management systems 

e. setting the clear expectation that ultimate accountability for the licence remains with the licensee. 

499. Note that some of these requirements are already included in the draft Bill as they apply to all 
licences and are relevant regardless of which of these two options is included in the regulatory 
scheme. 
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500. We are interested in feedback on whether these requirements would ensure the pharmacist in 
the ‘supervisory pharmacist’ role would be able to effectively perform this function. 

 

Potential benefits and risks 

501. The intention of this option would be to ensure a pharmacist has control over the aspects of the 
pharmacy considered to influence the safety and quality of the supply of medicines. 

502. It would enable the regulator to direct efforts towards ensuring pharmacies have transparent, 
evidence-based systems that support patient safety. 

503. This option could allow for greater investment in pharmacies, which could improve efficiencies 
through improved technology, automation or innovation. 

504. Overseas research on the potential impact of removing the ownership restriction is limited. 
Countries where the regulation of pharmacy has changed were previously more highly 
regulated than New Zealand has been with its partly corporatised model that has evolved. Other 
countries also use different levers and controls. Moreover, PHARMAC model may result in 
market behaviour that differs from that in other countries. This difference makes international 
comparisons difficult. 

505. While noting the above caveat, an Organisation for Economic Co-operation and Development 
study that followed liberalisation in some European countries found: 

a. a general increase in the accessibility of medicines, partly related to the establishment of new 
pharmacies 

b. relatively rapid development of pharmacy chains 

c. the tendency for new pharmacies to be established in urban areas, while in rural areas that had an 
existing pharmacy few or no pharmacies opened but no decreases were observed either 

d. an overall increase in opening hours 

e. some distortion of competition occurring when some market players (eg, wholesalers) gained market 
dominance and aligned the pharmacy product range to those they supplied, which limited the 
availability of less frequently requested medicines. 

506. Depending on how the market develops, these findings suggest this approach may increase 
accessibility for consumers. The findings also suggest there could be a risk that increased 
vertical integration with wholesalers reduces the range of medicines provided. This issue would 
be mitigated to some degree by the requirements for fulfilling prescriptions contained in 
pharmacy contracts. The anti-competitive controls of the Commerce Act 1986 would also 
apply. 



 

 

Potential impacts 

507. This option would not have a major immediate impact, as the removal of the ownership 
requirement would not impact any current pharmacy owner’s eligibility for a licence. 

508. The market is likely to change due to an increasing number of other players entering it over 
time and potentially quite quickly. It is difficult to predict what impact this change would have, 
particularly given that the pharmacy sector and pharmacist services are markedly evolving in a 
number of ways. As outlined above, having other players entering the market is likely to bring 
both benefits and risks. 

509. The compliance costs of this option would be lower than Option 1, as the regulator would not 
be required to review detailed business documents. 

510. If specific qualification or training requirements were required for the ‘supervisory pharmacist’, 
this could add costs for the pharmacists performing those functions. Any such requirements 
could be incorporated into their continuing professional development plan and there would be a 
transition period for pharmacists currently performing these functions. 

 

Question C22 
Which option do you support? 
● Option 1: Strengthened accountability through pharmacist ownership and effective control (including the 

five pharmacy limit) 

● Option 2: Open ownership with licence requirements targeted at pharmacist control of quality systems and 
practices within the pharmacy. 

Question C23 
Why do you support that option? 
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Detailed questions relating to Option 1 

Question C24 
What do you consider are the benefits and/or risks that could result from Option 1? 

Question C25 
Are there ways in which Option 1 could be improved? 

Question C26 
What activities do you consider a pharmacist ownership requirement should cover? 

Question C27 
For an ownership requirement to be effective, do you think the same pharmacist(s) need to have both majority 

ownership and effective control or could those responsibilities be separated? 

Question C28 
Should the current five-pharmacy limit continue or be replaced by a licence requirement that the pharmacist 

would have appropriate oversight of the pharmacy (taking into account the number, scale and location of 
the other pharmacies they are responsible for)? 

Question C29 
If the five-pharmacy limit was retained, how should it be applied when pharmacists jointly share responsibility 

for the pharmacy? 

Question C30 
Do you have any information on the potential impact on the pharmacy sector of an improved majority 

pharmacist ownership requirement? 



 

Question C31 
What transition time do you consider would be required if Option 1 was implemented? 

Question C32 
Do you consider friendly societies should continue to be exempt from this requirement or should this 

exemption be removed after a transition period? 

 

Detailed questions relating to Option 2 

Question C33 
What do you consider are the benefits and/or risks that could result from Option 2? 

Question C34 
Are there ways in which Option 2 could be improved? 

Question C35 
Are the requirements adequate to ensure the ‘supervisory pharmacist’ would be able to effectively perform this 

function? 

 

Other changes to pharmacy licensing requirements 

511. The Bill establishes the standard licensing criteria and requirements that apply to all types of 
licences, including pharmacies. These are largely the same as under the Medicines Act 1981. 
The main licensing differences are listed below. 

512. A single licence could authorise a range of controlled activities, the supply of unapproved 
products and/or use of a number of premises, when appropriate (s 123): For example, a 
licence could authorise a clinical trial and the importation of unapproved products for that trial, 
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or a pharmacy licence could authorise compounding, dispensing and supply from the licensee’s 
main premise and dispensing and supply at an aged care facility. The regulator would have the 
ability to split licence applications if it considered separate licences would enable the activities 
or premises to be more appropriately regulated (s 136). For example, the regulator may 
consider that a one-year licence was appropriate for one activity and three-year licence for 
another activity. 

513. Requirements and obligations for licensees and responsible persons are clearer: These 
provisions would include a’ fit and proper person’ test (ss 128–130 and 153–158). 

514. The regulator would also be able to take into account the suitability of a senior manager 
(ie, someone who has significant influence over the licensee; see s 48) when considering 
whether to approve a licence: This provision will enable the regulator to respond if it became 
aware that someone ‘back stage’, who is actively influencing a pharmacy business, has a 
criminal background or had a previous pharmacy licence cancelled due to serious compliance 
issues (ss 127–129 and s 141). 

515. A licence can be issued for up to three years (s 137). 

516. The responsible persons would have an obligation to report any non-compliance: 
Reporting is only required in circumstances where they have raised the issue with the licensee 
and the licensee has not addressed the issue (s 156). No offence is attached to this provision; 
however, non-compliance would impact that person’s suitability to perform the relevant 
responsible person function in the future through the ‘fit and proper person’ test. Section 157 
creates an offence for taking retaliatory action against a responsible person. 

517. It would be an offence for a licensee or manager to induce a health professional to act 
unprofessionally (s 155). 

518. The Bill specifies that an authorisation to supply medicine does not authorise that supply by a 
vending machine unless this is expressly stated (s 80). This means that vending machines can 
only be used when the regulator is satisfied that this will occur safely. 

 

To comment on proposed licensing requirements, refer to questions B18, B19, B21, B22 
and B23. 

 



 

519. The Bill also includes specific requirements for pharmacy licences. Consistent with the current 
requirement, pharmacy activities can only be performed when a pharmacist is present at the 
place (or vehicle) (s 159). The new scheme continues to have this requirement to ensure that: 

a. pharmacy workers performing these activities have access to the clinical and professional advice of a 
pharmacist 

b. a pharmacist has adequate oversight to identify and respond if any activities are not being performed 
to the required clinical or ethical standards. 

520. Given the different opportunities new technologies offer for engaging with people, we have 
wondered whether this requirement would be too rigid and whether the same outcomes could 
be achieved in other ways. For example, in a hub and spoke model, a pharmacy worker could 
Skype with a pharmacist based at the ‘hub’ to confirm the clinical appropriateness of a 
pharmacist or pharmacy medicine (category 2 or 3) before its sale at a ‘spoke’ premise 
authorised under the licence. 

 

Question C36 
Do you think the requirement for a pharmacist to be present should be broadened to allow a pharmacist to 

provide clinical advice and oversight remotely (s 159)? If so, which pharmacy activities or circumstances 
do you think this would be appropriate for? 

 

521. The Medicines Act 1981 contains a provision restricting a prescriber from holding any interest 
in pharmacies, unless granted an exception by the regulator. This reflects concerns about the 
potential negative influence of commercial incentives on prescribers if they could benefit 
financially from their prescribing decisions. 

522. The wording of this restriction under the Medicines Act 1981 is quite broad as it covers any 
‘interest’. As such, there are concerns that this restriction has had a negative impact on the 
development of integrated health services (eg, those involving shared systems, staff or working 
space). This restriction would be continued under the new regulatory scheme, but the provision 
would clarify that this is intended to cover interests that affect the ownership, management or 
control of the pharmacy business (s 93). As such, it would not apply to shared systems and 
other arrangements. 

523. The regulator would continue to be able to issue exemptions to this restriction. If the regulator 
was confident the associated risks could be managed, it could authorise a prescriber to hold an 
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interest in the pharmacy on a licence, and include any relevant licence conditions to manage 
this risk. 

524. Drafting this provision, however, has raised some questions regarding the practicality of the 
restriction. For example, a prescriber could hold shares in a company as part of their investment 
portfolio and that company could then hold shares in a pharmacy. In this scenario, neither the 
pharmacy licence holder (who would be required to declare whether any prescribers had a 
financial interest in the pharmacy) nor the prescriber would be aware of this connection. This 
restriction also only applies one way, as no restrictions apply to pharmacy owners holding an 
interest in general practices. 

525. Another question is whether this restriction might have a negative impact on the evolution of 
the pharmacist profession. For instance, it might impact the uptake of pharmacists becoming 
qualified as pharmacist prescribers, or the development of other scopes of practice that include 
prescribing authorities in particular circumstances (eg, a scope of practice similar to registered 
nurses prescribing in community health). 

526. We are therefore interested in stakeholder views on whether this restriction is still required. 
 

Question C37 
Do you consider restricting prescribers from taking a financial interest in a pharmacy is still required (s 94)? 

What would be the risks and/or benefits of retaining or removing this prescriber ownership restriction? 

 

527. Under the new scheme, it would be possible to apply for a permit to authorise controlled 
activities or the supply of unapproved products (see Part 5, subpart 2). Permits have similar 
requirements and obligations to licences, but are intended to be used for shorter-term, special 
situations. For example, a permit might be issued to authorise a pharmacy to operate in a 
container following an earthquake or to authorise supply of an unapproved product when there 
is a shortage of the equivalent approved product. This provision would provide greater 
flexibility to ensure continued access to therapeutic products during civil emergencies. 

 



 

Question C38 
Are there particular situations where you could see a permit would be a useful tool for authorising pharmacy 

activities? 

 

Depots 

528. Depots will continue to be allowed as a storage and pick-up point for dispensed medicines in 
situations where no one in the area has a pharmacy licence. 

529. Authorisation to operate a depot would need to be part of a pharmacy licence, meaning a 
standard pharmacy (which meets all the criteria) could have an associated depot as part of its 
licence. Requiring this link to a standard pharmacy would ensure that the depot has access to 
clinical advice if needed. For example, it might require advice if the stock arrives damaged and 
the depot staff need to check whether the stock is still safe to supply, or if a patient had a 
question when they were picking up their medicine. It would also ensure that if the medicine 
was not collected, staff knew where to return it to. 

 

Retail-only licences 

530. Retail-only licences would continue to allow the supply of category 3 medicines in particular 
circumstances. These are not considered to be a licence to carry out a pharmacy business as 
such, as the licensee is not required to meet all the criteria (in particular, the requirement to 
have a pharmacist present). 

531. As in the current scheme, these licences will only be issued on an exceptions basis, where there 
is an access issue in the area. The regulator would issue guidelines on when this type of licence 
would be appropriate (currently the requirement is that there is no licensed pharmacy within 10 
kilometres). When this type of licence is issued, it would continue to contain appropriate 
limitations (eg, on the medicines the licensee can supply) and other requirements. 

532. The need for retail-only licences and depots could decline, due to the new scheme allowing 
increased flexibility in how pharmacy activities can be provided. 
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Question C39 
Please provide any comments on the intended approach to depots and/or retail-only licences. 

 

Unapproved medicines 

533. The draft Bill is testing a proposal to curtail the personal importation of prescription medicines 
via the post and courier. In situations where a patient had a clinical need for an unapproved 
prescription medicine, they would need to follow the regulated supply channel for unapproved 
medicines (ie, they would require a special clinical needs supply authority (SCNSA) and a 
prescription). This would then enable the issuer of the SCNSA, a pharmacy or wholesaler to 
import that product on that patient’s behalf. Although, in some situations it may be appropriate 
to authorise someone to personally import prescription medicines via a permit. 

534. The intention of this proposal is to reduce the amount of substandard or falsified prescription 
medicines being brought into New Zealand as personal imports. In practice, pharmacies and 
wholesalers are best placed to source these medicines from a reputable supplier. Therefore, for 
this approach to work, pharmacies and/or wholesalers would need to be willing to source the 
medicines on the patient’s behalf. 

 

Question C18 
What do you think of the approach to curtail the personal importation of prescription medicines via the post 

and courier, meaning most unapproved prescription medicines imported from overseas would need to be 
sourced by the issuer of the special clinical needs supply authority, a pharmacy, or a wholesaler? 

 

Pharmacist and pharmacy worker authorisations 
535. Here we cover the authorisations specific to pharmacists and pharmacy workers. The Bill also 

contains authorisations for health practitioners that would apply to pharmacists as well. These 
include authorisations for health practitioner prescribers that would apply to pharmacist 
prescribers. These authorisations are covered in Chapter C8. 



 

536. Pharmacy activities involving medicines require both a pharmacy licence and relevant 
qualifications. Sections 57–60 provide the authorisations for pharmacists and pharmacy 
workers to compound, dispense and non-wholesale supply medicines to patients. These 
provisions are consistent with what is permitted under the Medicines Act 1981. 

537. Even if sections 57–60 authorises a pharmacist or pharmacy workers to perform particular 
activities, they must still comply with all the other requirements of the Act (see s 56). This 
includes complying with the regulations made under section 55. 

538. The non-wholesale supply of a prescription medicine (category 1) will continue to require a 
prescription. The definition of prescription is designed to allow for increased electronic 
prescribing in the future (s 38). The detailed requirements for prescriptions would be set out in 
regulations (s 38(6)). There will be consultation with the sector when these regulations are 
being developed. 

539. Note that the provision focused on activities involving approved products (s 57) does not 
include compounding, as when a pharmacist compounds a medicine this medicine is by 
definition unapproved. The authorisation for pharmacists to compound medicines is therefore 
covered in the provision focused on activities involving unapproved products (s 58). 

540. In a similar manner, section 57 does not include authorisation for the supply of an approved 
general-sale (category 4) medicine, as this is not a controlled activity (meaning anyone can do 
it). However, section 58 provides the authorisation to supply a category 4 unapproved medicine 
(when the criteria are met) as otherwise the supply of an unapproved product would be an 
offence. 

541. Rules would set the qualifications required for a pharmacy worker to do particular pharmacy 
activities and the level of supervision required (s 37). 

542. Pharmacists and pharmacy workers would continue to be authorised to compound medicines on 
request for a particular patient (s 28). The maximum quantity that can be compounded under a 
pharmacy licence would be specified in rules. If a pharmacy wishes to compound more than 
that, it would need to seek an authority to manufacture on its licence (and meet the related 
requirements). 
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Question C40 
Should the circumstances in which a pharmacist or pharmacy worker can compound be expanded to allow 

them to produce a permitted quantity in anticipation of a request? If you think expanded circumstances are 
appropriate, why? 

 

543. The Bill enables regulations to be made that would authorise a pharmacist to wholesale supply, 
without a licence to wholesale, in specific circumstances (s 59). We consider there are 
situations when it would be appropriate and safe for a pharmacist to wholesale. For example, 
regulations could allow pharmacists to wholesale to other health practitioners in a similar 
manner to current practice under practitioner supply orders. We also think it may be appropriate 
to allow a pharmacist to provide medicine to a nearby pharmacist if a patient requests a 
particular medicine that their pharmacy does not have in stock. The detail would be worked 
through when the regulations are drafted, but the requirements in the United Kingdom may 
provide a useful model.10 Any such regulations would set clear boundaries on when it was 
appropriate for this wholesale supply to occur. The regulations would also authorise the 
pharmacist to repack and label the medicines for individual patient supply (basically dispensing 
without the patient name) where appropriate. 

 

Question C41 
Are there any other situations when you consider it appropriate for a pharmacist to provide medicines by 

wholesale? 

 

C7 Retail sector 
544. The planned approach to the retail sale of medicines is consistent with the current approach. In 

particular: 
                                                        
10 Medicines and Healthcare Products Regulatory Agency. Guidance for pharmacists on the repeal of Section 10(7) of the Medicines Act 

1968. URL: 
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/423246/Guidance_for_pharma
cist_on_repealed_exemption.pdf (accessed 17 November 2018). 

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/423246/Guidance_for_pharmacist_on_repealed_exemption.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/423246/Guidance_for_pharmacist_on_repealed_exemption.pdf


 

a. only approved medicines could be imported and supplied (unless a specific authorisation authorised 
the supply of an unapproved medicine) and only the approval holder (known as the sponsor) or a 
person who has the written consent of the sponsor could lawfully import that medicine. Chapter C1 
sets out the approval process for medicines 

b. medicines would continue to be classified. A retailer of general-sale medicines (referred to as 
category 4 in the new scheme) would not require a licence (consistent with the current scheme) 

c. requirements for matters such as the appropriate storage, display and supply of general-sale 
medicines would be set in regulations. Consultation on the detail of the requirements would happen 
as the regulations are developed. We envisage they are likely to cover matters such as ensuring 
medicines are stored out of the reach of children and away from chemicals that could cause cross-
contamination and not supplying products after their expiry date. 

545. Medical devices would also be covered by the Bill. Medical devices would not be subject to the 
same classification system as medicines (eg, prescription medicines). A licence would generally 
not be required to sell devices by retail (as the non-wholesale supply of medical devices is not 
listed as a controlled activity – s 53). However, some devices could be declared ‘use-restricted’ 
or ‘supply restricted’ if there were safety concerns linked to how a device was being supplied or 
used. For these devices, the regulations would specify the circumstances in which they could be 
legally supplied or used. Retailers of all devices would also need to comply with any applicable 
regulations under section 55 relating to matters such as storage. 

546. A key difference for retailers who import devices or commission their manufacture is that 
retailers would need to apply for, and obtain, a product approval in order to continue to import 
and supply. The requirements for obtaining an approval for a device are covered in Chapter C3. 
They include a requirement for the approval holder to have a contractual relationship with the 
responsible manufacturer of the product. 

547. Retailers who source their products from a New Zealand manufacturer or wholesaler should 
expect the importer or manufacturer to obtain a product approval and take responsibility for its 
quality, safety and performance. 

548. Retailers would also be subject to the advertising and misrepresentation provisions in the Bill. 
 

Question C42 
Do you consider the new scheme will have any significant impacts on retailers? 
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C8 Health practitioners (including 
pharmacists) 
549. The Bill regulates therapeutic products in two main ways: by requiring product approvals to 

supply and import therapeutic products (s 51); and by requiring authorisation for activities that 
are specified to be controlled activities (s 53). These provisions apply to everyone, including 
health practitioners. The Bill would provide health practitioners with the authorisations required 
for the activities they currently perform under the Medicines Act 1981. 

 

Prescribers 
Authority to prescribe 

550. Medicines would continue to be classified into the categories of prescription, pharmacist, 
pharmacy and general-sale – referred to in the draft Bill as categories 1, 2, 3 and 4 (s 19). The 
supply and administration of a prescription medicine would continue to require a prescription 
(as it is a controlled activity; see s 53). The definition of ‘prescription’ is intended to allow for 
possible changes and growth in electronic prescribing in the future. The detailed requirements 
for prescriptions (eg, content, period of supply) would be set via regulations (s 38). Further 
requirements in relation to the controlled activity of prescribing could also be set via regulation 
(s 55(3)). The draft Bill includes a transition provision so that a prescription issued under the 
Medicines Act 1981 would continue to be valid for a period of time to be specified in 
regulations (Schedule 1, s 31). 

551. The approach to authorising which practitioner groups may prescribe would change. While 
closely connected with the safety of products, prescribing is an aspect of clinical practice. 
Therefore, rather than listing the practitioner groups in the Act or regulations, the draft Bill 
defines a ‘health practitioner prescriber’ as a health practitioner whose scope of practice 
includes prescribing (s 14). This is intended to clarify that a practitioner’s prescribing authority 
is set and bounded by their scope of practice. 

552. The proposed approach would also simplify the process for seeking a new, or a change in, 
prescribing authority while still ensuring appropriate controls. The first stages would remain the 
same. To gain the Minister of Health’s approval, the relevant responsible authority under the 
Health Practitioners Competence Assurance Act 2003 would need to consult with its sector and 
other potentially affected responsible authorities and organisations. It would then develop a 



 

case outlining the benefits and risks of the proposition for review by the Ministry of Health and 
approval by the Minister of Health. Under the new approach, the process would stop there, 
ending the need to go through the regulation-making process. 

553. To implement this change, the draft Bill includes amendments to the HPCA Act to make it 
explicit that a scope of practice can include prescribing (refer Part 9, subpart 2). It also includes 
an additional requirement to the process for changing a scope of practice, which would only 
apply when that change is to include a new or changed authority to prescribe. In these 
instances, the responsible authority would need to seek the Minister of Health’s approval before 
the updated scope could be published. 

554. The relevant scope of practice would need to include any additional training requirements or 
restrictions on the circumstances or medicines that may be prescribed. 

555. We are aware of concerns around the practicality of some of the current medicines lists. Where 
a practitioner group is currently authorised to prescribe only from a particular list of medicines, 
this restriction would continue. However, the relevant responsible authority could consider 
revising the way it lists these medicines in the future, for example by specifying them in a class 
grouping. Under the new scheme, making these changes would be a simpler process. 

556. The amendment to the HPCA Act includes a regulation-making power, so that it would be 
possible to set requirements relating to the form and content of prescribing provisions within a 
scope of practice. This would allow regulations to be developed, if considered necessary, to 
ensure consistency in the way responsible authorities set out the prescribing aspects of a scope 
of practice. 

557. The new scheme would no longer have categories of prescribers (such as authorised, designated 
and delegated prescribers). Where a prescribing authority includes particular restrictions or 
requirements (as often occurs for ‘designated’ prescriber), this would be reflected in the scope 
of practice. To date, no practitioner group has sought a ‘delegated’ prescribing authority. This 
concept would still be possible under the new scheme, as a practitioner group could seek to 
include prescribing as part of its scope of practice together with a requirement that it only occur 
under the direct supervision of a prescriber. 

558. In practice, this change does not reflect a change for the practitioner groups who currently have 
the authority to prescribe. All practitioners who prescribe now are bounded by their scope of 
practice. Once a practitioner group has the authority to prescribe, it has always been the role of 
responsible authorities to ensure their members have the appropriate competencies to safely 
prescribe and to respond when there are concerns about a prescriber’s practice. What is required 
is that the practitioner groups that currently have a prescribing authority update their scopes of 
practice to explicitly include this within three months of the new scheme’s commencement 
(Part 9, subpart 2). Any restrictions or requirements would need to be included in the scope of 
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practice. The amendment to the HPCA Act includes a transition provision to allow responsible 
authorities to make these changes to their scope of practice without undertaking the 
consultation usually required for a change in scope (Part 2 of the proposed amendment to the 
HPCA Act, provided in Part 9 of the Bill). This transition provision applies only to current 
prescribing authorities. If a responsible authority wished to make any changes to its prescribing 
authority, concurrent with the Therapeutic Products Bill coming into force, it would need to go 
through the appropriate process (ie, consult and seek the Minister of Health’s approval). 

 

Question C43 
Do you have any comments on the arrangements for establishing the authority to prescribe via the relevant 

health practitioners’ scope of practice (subject to approval from the Minister of Health)? 

Question C44 
Do you think regulations should be developed to require a consistent approach to the form and content of 

prescribing provisions within scopes of practice? 

 

Authority to issue standing orders 

559. The Bill would continue to enable the supply and administration of category 1, 2 and 3 
medicines to a patient, and the supply and administration of category 1 (prescription) medicines 
without a prescription, under a standing order. As in the current scheme, standing orders could 
not authorise the supply or administration of an unapproved medicine without a prescription. 
Supply of an unapproved medicine requires the explicit authorisation of a medical practitioner 
for a specific patient based on clinical need, whereas a standing order relates to supply and 
administration to a patient who is unknown when the standing order is issued. 

560. We are aware of a range of concerns about the current use of, and requirements for, standing 
orders. Under the new scheme, we consider the need to use standing orders is likely to decrease 
because more options would be available for authorising this type of supply, where appropriate 
(eg, via regulations or permits). However, it is likely that the need for standing orders will 
continue in some situations and, if used appropriately, they can help improve access to 
medicines when a prescriber is not immediately available. 



 

561. Issuing a standing order would be a controlled activity (s 53). Health practitioner prescribers 
would be authorised to issue a standing order if their scope of practice explicitly specifies this 
(s 61(6)). This reflects the current situation where not all health practitioner prescribers are 
authorised to issue a standing order (eg, midwives). 

562. As in the current scheme, a standing order could only be issued to a person engaged in the 
delivery of health services (s 61(6)). The Bill clarifies the legal liabilities associated with 
issuing, and operating under, a standing order by specifying that the person who is authorised to 
do something under a standing order is taken to be the agent of the person who issued the order 
(s 41(5)). Consequently the attribution of liability and defence provisions apply 
(ss 239–241). 

563. The requirements for standing orders will be reviewed when the relevant regulations are made 
(ss 40(2), 41(4) and 55). At that stage, we would consider how we can ensure they are used 
safely and also that the requirements are practical in various settings. 

564. There would be a 12-month transition period for standing orders issued under the Medicines 
Act 1981. These would need to be replaced within 12 months of commencement of the new 
scheme (Schedule 1, s 33). This time period was set as it is currently a requirement for standing 
orders to be reviewed every 12 months. 

 

Question C45 
Please provide any comments on the approach to standing orders. (Note that the detailed requirements for 

standing orders will be specified in regulations and consulted on at a later stage.) 

Authority to issue a special clinical needs supply authority 

565. The draft Bill contains a modified process for accessing unapproved therapeutic products. This 
approach aims to address difficulties with section 29 of the Medicines Act 1981 and draws on 
the approach used in the United Kingdom. Specifically, an unapproved medicine has an 
additional requirement for a special clinical needs supply authority (SCNSA). Similar to section 
29 of the Medicines Act 1981, this would allow an unapproved medicine to be prescribed for a 
particular patient. 

566. Note, that a product approval only approves the product for the purposes specified in the 
approval (s 99(2)). This means that whenever a medicine is prescribed for an off-label use it is 
an unapproved medicine and would require a SCNSA. 
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567. The reason for requiring a SCNSA to authorise the supply of an unapproved product is to 
ensure that the issuing practitioner actively considers whether the patient has a special clinical 
need that an approved product cannot adequately meet. Therefore, they need to be satisfied that 
the decision to use an unapproved product is clinically appropriate. The regulations detailing 
requirements for SCNSAs could specify matters such as the: 

a. need for periodic review and monitoring (s 55(1)(g)) 

b. form and manner in which they are issued (s 39(2)). 

568. The provisions relating to the issue of a SCNSA are set out in section 64. Health practitioners 
would be authorised to issue SCNSAs for medical devices and health practitioner prescribers 
would be authorised to issue them for medicines. However, both authorisations would be 
subject to regulations that specify the circumstances in which particular classes of practitioners 
could issue them. 

569. Our intention is to develop graduated requirements for unapproved medicines based on the 
level of regulatory oversight of the product (s 64(3)). In particular, we propose that there would 
be two main types of authorisation covering: 

a. the off-label use of medicines that have been approved in New Zealand – our intention is to 
authorise all health practitioner prescribers to issue a SCNSA for off-label use (as long as the 
medicine is covered by their scope of practice) and have minimal requirements for what that SCNSA 
would need to involve (potentially a tick box) 

b. medicines that do not have a product approval in New Zealand – our intention is to continue to 
limit the ability to issue a SCNSA for these products to medical practitioners. This is in line with the 
current approach under the Medicines Act 1981. We realise this approach diverges slightly from the 
trend of widening access to medicines via other practitioner groups; however, we are wanting to 
minimise the use of products that have not been approved in New Zealand (due to the lack of 
oversight of what they contain and whether they are what they claim to be) while still allowing 
reasonable access to them when they are clinically appropriate and no suitable approved option is 
available. This approach is also intended to increase awareness of the additional accountability that a 
medical practitioner takes on when prescribing this type of unapproved medicine. In these 
circumstances, there is no regulatory oversight of the quality and safety of the product. Therefore the 
medical practitioner becomes responsible for weighing up the expected quality and safety aspects of 
the unapproved medicine when they make a decision on whether to issue the SCNSA. However, 
once a SCNSA has been issued, any health practitioner prescriber would be able to prescribe that 
medicine for that patient (as long as it is within their scope of practice) (s 62). 

 



 

Question C46 
What do you think about the approach for the off-label use of medicines that have been approved in New 

Zealand? 

Question C47 
What do you think about the approach for products that have not been approved in New Zealand? In particular, 

the proposal that: 
● only medical practitioners would be able to issue a special clinical needs supply authority for this type of 

unapproved product 

● other health practitioner prescribers would be able to prescribe them, once a medical practitioner has issued 
a special clinical needs supply authority for that medicine for a patient? 

 

570. The other change in relation to unapproved medicines involves the personal importation of 
medicines by consumers via the post and courier. Under the new scheme, a consumer would 
continue to be able to import non-prescription medicines via post and courier, but not 
prescription medicines (s 76). To gain access to an unapproved prescription medicine, a person 
would first need to consult a medical practitioner to seek a special clinical needs supply 
authority (SCNSA). If the doctor agreed to issue a special clinical needs supply authority, other 
health practitioner prescribers would be able to prescribe that medicine for that patient. The 
consumer could not then import it themselves, but would need to obtain the medicine either 
directly from their prescriber or from a pharmacy. The pharmacy or issuer of the SCNSA could 
import the medicine themselves or obtain the medicine from a licensed wholesaler that was 
authorised to import and supply unapproved medicines. The rationale for this approach is that 
those in the regulated supply chain have more knowledge of where they can safety source this 
product from. The increase in international online suppliers has increased the risks associated 
with substandard and counterfeit products being brought into New Zealand. 

571. In considering this issue, we have tried to balance people’s personal freedoms (by allowing 
non-prescription medicines to be personally imported) with the management of the risk 
presented by unknown products (which is more serious in the case of prescription medicines). 
There would still be an avenue for the importation of unapproved prescription medicines (as 
described above). 

572. Another possibility is to use permits to authorise the personal importation of prescription 
medicines via the post and courier in situations where it is in the best interest of the consumer 
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and in line with the purpose of the Therapeutic Products Bill. This may be a suitable approach 
for visitors to New Zealand who require additional medicine or for buying groups that have 
identified a suitable and safe supplier. 

573. People would continue to be allowed to bring lawfully prescribed prescription and non-
prescription medicines with them when they come into New Zealand. The quantity imported 
should not exceed three months’ supply or the amount prescribed (as some countries allow a 
longer period of supply) (s 76). 

 

Question C18 
What do you think of the approach to curtail the personal importation of prescription medicines via the post 

and courier, meaning most unapproved prescription medicines imported from overseas would need to be 
sourced by the issuer of the special clinical needs supply authority, a pharmacy, or a wholesaler? 

To comment on other aspects of personal import allowances, refer to question B10. 

 

Other authorisations 

574. The Bill would continue to authorise a health practitioner prescriber to dispense, administer and 
supply medicine to their patients or to another patient at the request of their prescriber (s 61). 

575. The Bill would allow a health practitioner prescriber to supply by wholesale medicine to 
another health practitioner prescriber if regulations setting out the circumstances and 
requirements for this (eg, record-keeping and storage) were in place (s 63). 

576. As the wholesale supply of medical devices would be regulated under the new scheme, the draft 
Bill enables regulations to be made that would authorise health practitioners to supply medical 
devices to other health practitioners, without being required to have a wholesale licence (s 62). 

 

Question C48 
In what situations do you consider it is appropriate for a health practitioner prescriber to supply medicines to 

another health practitioner prescriber? 



 

Question C49 
Are there situations where it is appropriate for a health practitioner to supply medical devices to another health 

practitioner? Is this something that occurs currently and would need to be enabled under the new scheme? 

 

Health practitioners (non-prescribers) 
577. Health practitioners would continue to be able to: 

a. supply category 1, 2 and 3 medicines to a patient for whom they have been prescribed 

b. administer category 2 and 3 medicines 

c. administer a category 1 medicine, in accordance with the directions of the health practitioner 
prescriber that prescribed the medicine for that patient (s 72) 

d. supply and administer category 1 medicines without a prescription under a standing order (s 71) 

e. supply category 2 or 3 medicines under a standing order (s 71). 

Note that an authorisation is not required to administer a category 2, 3 or 4 medicine as these are not 
controlled activities. 

578. The Bill would also allow health practitioners (including those who are not a prescriber) and 
their staff to supply category 3 (pharmacy) medicines to the patients of that practice (ss 61(2) 
and 65). This is essentially broadening the access to pharmacy medicines by allowing the 
supply of these medicines by a registered health practitioner and staff under the supervision of 
that practitioner. 

579. The medicines they could supply would be limited to those that are appropriate for the 
treatment of a condition covered by the health practitioner’s scope of practice. For example, a 
podiatrist would only be able to supply pharmacy medicines for the treatment of conditions 
affecting the feet and lower limbs. Currently health practitioners are able to administer these 
types of medicines, but not supply them to patients for follow-up care. We consider that if a 
health practitioner has the competencies required to diagnose and administer these medicines, 
then they also have the competencies required to safely supply them. 

580. Health practitioners would be authorised to issue a special clinical needs supply authority to 
authorise the import and supply of unapproved medical devices. This authority would be 
subject to any regulations that specify the circumstances in which particular classes of 
practitioners could issue them (s 64). 
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Question C50 
Do you consider health practitioners should be authorised to supply pharmacy (category 3) medicines to their 

patients? What are the benefits and/or risks of allowing this? 

Question C51 
Do you consider health practitioners’ staff should be authorised to supply pharmacy (category 3) medicines to 

patients of the practice? What are the benefits and/or risks of allowing this? 

To comment on other aspects of the authorisations for health practitioners and their staff, 
refer to questions B7 and B8. 

 

Advertising 

581. Under the new scheme, it would continue to be an offence to advertise an unapproved product 
or include any false or misleading information in an advertisement. A wider range of 
enforcement tools would be available where breaches occur, including much higher criminal 
penalties, infringement fines and advertising remediation orders. The improved set of 
enforcement tools is intended to improve compliance and allow the regulator to respond more 
effectively when breaches occur. 

582. Under the draft Bill, direct-to-consumer advertising (DTCA) of therapeutic products would 
continue to be allowed. Currently New Zealand and the United States of America are the only 
countries in the developed world to allow DTCA of named (ie, branded) prescription medicines 
(DTCA of non-prescription medicines is permitted in virtually all countries). DTCA of 
prescription medicines is a contentious issue: views on it are split and the evidence base on its 
impacts is mixed. Those who oppose DTCA are concerned that the commercially driven intent 
of this advertising results in advertisements that do not provide balanced information and 
encourage consumers to pressure prescribers for specific products, which may not be clinically 
required or the best option for them. The counter-argument is that DTCA may have some 
benefits in terms of increasing consumers’ awareness of treatments and medical conditions and 
prompt them to discuss treatment options with their health practitioner. 



 

583. In this context, it is useful to note that the new regulatory scheme will require greater 
availability of consumer medicine information. 

584. Several studies have found evidence that consumer and prescriber behaviour alters in response 
to advertising of therapeutic products. Prompted by such advertising, people are more likely to 
go to practitioners to discuss and request advertised medicines, with prescriptions for those 
medicines increasing. However, evidence is unclear as to whether this results in a positive 
outcome (due to more people accessing therapeutic products and services that they need) or a 
negative outcome (due to people being given medicines they do not need). 

585. The Government has heard concern from health practitioners about DTCA. In light of that 
concern, it is interested in exploring whether increased regulation is warranted. 

 

Question C52 
Please provide any comments on the advertising requirements and enforcement tools. 

Question C53 
Do you have a view on whether direct-to-consumer advertising of prescription medicines should continue to be 

permitted? What are the reasons for your view? 

 

C9 Veterinarians 
586. The draft Bill is focused on therapeutic products intended for use in, on, or in relation to 

humans. As such, it does not cover products used solely for animals.11 However, some 
therapeutic products that are primarily designed for human use may also be used for the 
treatment of animals (especially companion animals) in particular circumstances. 

587. A therapeutic product could be considered to be no longer a therapeutic product once it enters 
the animal supply chain. However, the therapeutic products regulator still needs some level of 
oversight to manage the risk of diversion back into the human supply chain. Therefore, rather 

                                                        
11 Animal medicines are regulated separately under the Agricultural Compounds and Veterinary Medicines Act 1997. This act is 

administered by the Ministry for Primary Industries. 
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than declare these products to be not therapeutic products at the stage where they enter the 
animal supply chain, the intention, as is the case under the current scheme, is to continue to 
cover them under the therapeutic products scheme. 

588. The Bill, therefore, needs to provide authorisation for veterinarians to access and use these 
products and for prescriptions for products intended for animal use to be dispensed in a 
pharmacy. The Bill would continue to provide veterinarians with the same authorisations as 
they hold under the Medicines Act 1981 (s 66). That is, they would continue to be able to: 

a. supply all categories of medicines (noting supply of category 4 medicine does not require an 
authority) 

b. prescribe and administer prescription (category 1) medicines 

c. dispense medicines. 

589. If a medicine or medical device is not approved for supply in New Zealand, then a ‘special 
clinical needs supply authority’ would be required before the activities listed above can be 
performed (s 67). A veterinarian would be authorised to issue this authority for an animal under 
their care (s 69). They would then be able to import the medicine for the care of that animal or 
the product could be obtained from a wholesaler with a licence that authorised the import and 
supply of unapproved medicines. 

590. As in the current scheme, veterinarians would not be able to issue a standing order. However, 
the Bill would authorise veterinary staff to perform any of the activities a veterinarian is 
authorised to carry out if they were under the direct supervision of a veterinarian, or their 
general supervision for category 3 (pharmacy) medicines (s 70). Veterinary staff are not, 
however, able to issue a special clinical needs supply authority for an unapproved product. 

591. As the new scheme is focused on human health, the clinical appropriateness of a medicine for 
an animal is not within its scope. Therefore, we did consider whether the requirements for a 
prescription and special clinical needs supply authority should apply to veterinarians. In the 
draft Bill the high-level requirements that apply to health practitioner prescribers would also 
apply to veterinarians, as they should go through the same thinking processes when prescribing 
and supplying an unapproved product. However, the more detailed requirements (set by 
regulations) for a prescription and special clinical needs supply authority may be different. 
These would be developed taking into account current veterinary practices and what is required 
to ensure the integrity of the supply chain for therapeutic products. 

592. The Bill would enable regulations to be made that would authorise a veterinarian to wholesale 
supply to another veterinarian without needing a wholesale licence (s 68). This means that if no 
regulations are made, they would not be able to do this. However, if there are situations where 
it would be appropriate for veterinarians to be able to supply therapeutic products to another 



 

veterinarian, regulations could be developed that would set out the situations when it is allowed 
and set any requirements needed to ensure it occurred safely. 

 

Question C54 
What do you think about the approach for veterinarians and veterinary staff? 

 

C10 Advertising sector 
593. In the Bill, it would continue to be an offence to: 

a. advertise an unapproved product (noting that approval-exempt products can be advertised because 
the regulator has declared they do not require an approval so they do not qualify as unapproved 
products) 

b. include information that is inconsistent with the product’s approval, false or misleading in an 
advertisement (s 83 and definition of ‘misleading’ in s 14). 

594. This approach is in line with the approach under the Medicines Act 1981. 

595. Advertisements must contain the name of the person promoting the product, so that the 
regulator is able to respond if there are concerns. More detailed advertisement or distribution 
requirements could be set via regulations (s 83(3)). We would consult with the sector when 
these regulations are being developed. 

596. The main change in relation to advertising would be the penalties available in response to 
breaches. The penalty following conviction would be higher: up to $1,000,000 for a company 
or $200,000 for an individual, depending on how intentional the breach was. Part 7, subpart 3 
sets out the penalties for criminal offences and the attribution of liability and defences that can 
be applied in criminal proceedings. 

597. It would also be possible to declare some lower-level advertising breaches an infringement 
offence (via regulations). This means the regulator could issue the advertiser with an 
infringement fine (similar to a speeding ticket). Part 7, subpart 6 sets out the infringement 
offence aspects of the scheme. 
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598. The regulator would also have a new power to issue advertising remediation orders. This means 
that where a breach has occurred, the regulator would be able to direct the advertiser, or a 
person involved in the distribution of the advertisement, to take actions such as retrieve the 
advertisement, remove it from a website or distribute a retraction (s 166). 

599. The draft Bill would continue to allow direct-to-consumer advertising of prescription medicines 
(DTCA) and regulate the content (through the requirements mentioned above). Currently New 
Zealand and the United States of America are the only developed countries that allow DTCA of 
named (ie, branded) prescription medicines in a form that allows a product to be identified. 

600. DTCA of prescription medicines is a contentious issue: views are split and the evidence base on 
its impacts is mixed. Those who oppose DTCA are concerned that the commercially driven 
intent of this advertising results in advertisements that do not provide balanced information and 
encourage consumers to pressure prescribers for specific products, which may not be clinically 
required or the best option for them. The counter-argument is that DTCA may have some 
benefits in terms of increasing consumers’ awareness of drug treatments and medical conditions 
and prompt them to discuss treatment options with their health practitioner. 

601. Several studies have found evidence that consumer and prescriber behaviour alters in response 
to advertising of therapeutic products. Prompted by such advertising, people are more likely to 
go to practitioners to discuss and request advertised medicines and prescriptions for those 
medicines increase. However, evidence is unclear as to whether this results in a positive 
outcome (due to more people accessing therapeutic products and services that they need) or a 
negative outcome (due to people being given medicines they don’t need). 

602. The Government has heard concerns about DTCA. In light of that concern, it is interested in 
exploring whether increased regulation is warranted. 

 

Question C52 
Please provide any comments on the advertising requirements and enforcement tools. 

The AWHC remains strongly opposed to direct-to-consumer advertising and urges the government 
to put an end to this practice.  



 

Question C53 
Do you have a view on whether direct-to-consumer advertising of prescription medicines should continue to be 

permitted? What are the reasons for your view? 

The AWHC remains strongly opposed to direct-to-consumer advertising and urges the government to 
put an end to this practice. The pharmaceutical industry plays a role in the introduction, promotion 
and use of medicines in New Zealand – through the use of direct to consumer advertising (DTCA) 
and through the influence it is able to exert on patient groups. DTCA has had a significant impact on 
the demand for specific drugs. The need for unbiased, credible and reliable information for 
consumers about therapeutic produces remains a priority gap that needs to be filled.  

An example of harmful direct to consumer advertising is provided by Bayer Pharmaceuticals’ 
promotion of Elevit.    Elevit advertisement on TV is inappropriate especially for women already 
pregnant and/or women on low income who cannot afford the product.  The bald statement that the 
product reduces the risk of neural tube defects by 92%  gives no weight to the fact that the same 
benefits may be available through adequate diet or affordable supplements prescribed by a midwife 
or GP.  Elevit was subject to an unsuccessful complaint to the Advertising Standards Authority in 
2012  –Bayer has used old clinical trial data and the fact that no other entity has replicated the trial.   

 

C11 Patients, consumers and disabled people 
603. Therapeutic products include medicines and medical devices. These products are used by New 

Zealanders throughout their lives. They are important for everyone including disabled people 
and those with long-term health conditions who will rely on these products on a day-to-day 
basis and for those with acute episodes of ill health or impairment. It is important that they meet 
safety standards and work effectively. 

604. The Therapeutic Products Bill is intended to modernise the regulation of medicines and medical 
devices and bring this more in line with international approaches and modern expectations. It 
would also address gaps in the Medicines Act 1981 by introducing regulation for cell and tissue 
products and radioactive medicines and increasing the regulation of medical devices. 

605. The detail of the scheme would be set out in regulations, rules and notices, so that it could 
readily be kept up to date. 
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606. The approach for medicines is largely consistent with the current approach. Medicines would 
generally need to be approved by the regulator before they could be supplied or imported into 
New Zealand. Medicines would continue to be classified as prescription, pharmacist, pharmacy 
and general-sale medicines (referred to as categories 1–4 in the draft Bill). 

607. The regulation of medical devices would increase. Under the new scheme, medical devices 
would, for the first time in New Zealand, generally require a product approval to be imported or 
supplied. This means there would be more oversight of the safety and performance of these 
products before they enter the New Zealand market. Medical devices would not be classified 
for supply in the same way that medicines are (eg, there is no prescription category). However, 
if safety concerns arose from the way they were supplied or used, it would be possible for a 
medical device to be declared ‘supply-restricted’ or ‘use-restricted’ and requirements to ensure 
safe use and supply could be set in regulations. 

608. The purpose of the Bill is to ensure that medicines and medical devices are of acceptable safety, 
quality and efficacy or performance (meaning they do what they are intended to do) and that 
their likely benefits outweigh likely risks. To do this, the Bill would regulate the way the 
products are manufactured, imported, promoted and supplied in New Zealand. 

609. Please note, decisions about which therapeutic products are funded by the public health system 
are a separate matter and dealt with by PHARMAC. That will not be changed by this Bill. 

610. In setting the controls and requirements, there is often a trade-off between safety risks and 
access. For example, placing tighter controls on who can supply a medicine often makes it more 
costly or difficult for consumers to access those products. In developing the draft Bill, we have 
tried to look for appropriate ways to improve access. Therefore, we would welcome feedback 
from consumers and patients on whether we have this balance right – or whether particular 
restrictions should be tighter to improve safety or lower to increase access. 

611. Below we have identified some areas where the Bill proposes changes from either a safety or an 
access perspective. However, please feel free to provide feedback on other aspects of the Bill 
where you think we have or have not achieved the right balance. 

 

Unapproved medicines 
612. For medicines not approved in New Zealand, the New Zealand regulator has not reviewed any 

clinical data on whether these products are safe and work as intended. It also has no controls for 
their safe manufacture or knowledge of whether they are being manufactured safely. 



 

613. Medicines approved in New Zealand are also considered to be ‘unapproved’ if they are being 
prescribed for a purpose not covered by the approval (meaning the regulator has not reviewed 
any clinical evidence that they work for that purpose). 

614. The intention under the Therapeutic Products Bill is to try to minimise the use of unapproved 
medicines in New Zealand. The Bill would allow for different approval pathways, which should 
make it simpler for some medicines or medical devices to get an approval. For instance, the 
regulator would be able to rely on assessment conducted by overseas regulators, where 
appropriate. 

615. Even with these changes, occasions will still arise when someone requires an unapproved 
medicine. Therefore, the Bill would continue to allow unapproved medicines to be prescribed 
for patients. However, in allowing this we want to make sure that prescribers are giving 
appropriate consideration as to whether this is the best option for the patient. Given the risks 
associated with an unapproved product, these should only be prescribed because a suitable 
approved medicine is not available in New Zealand, or because there are no approved 
medicines for the condition being treated. 

616. Under the Medicines Act 1981, unapproved medicines may only be supplied at the request of a 
doctor who wishes to treat a patient under their care. Under the draft Bill, a ‘special clinical 
needs supply authority’ is required in addition to a standard prescription. The intention of 
requiring this additional authority is to ensure the prescriber actively considers whether there is 
a suitable approved product that could meet the clinical needs of their patient before deciding to 
prescribe an unapproved medicine. 

617. The ability to issue a special clinical needs supply authority for a medicine not approved in 
New Zealand would continue to be restricted to doctors (this will be specified in the regulations 
supporting the Bill). While a number of other professions can now prescribe, we want tighter 
controls on the supply of this type of unapproved product due to the risks associated with them. 
However, once a special clinical needs supply authority has been issued for a particular 
medicine for a particular patient, any prescriber (as long as their prescribing authority covers 
that medicine) would be able to prescribe the ongoing supply of that medicine. For example, if 
a patient usually receives their prescriptions from a nurse practitioner, they would need to see a 
doctor initially to get a special clinical needs supply authority. Once they have that authority, 
they would be able to get their ongoing prescriptions from the nurse practitioner. Allowing 
prescribers other than doctors to prescribe medicines not approved in New Zealand, once a 
special clinical needs authority is in place, is new. The intent of this approach is to balance the 
intention of minimising the use of this type of unapproved product with the intention of 
allowing reasonable access to them when they are clinically appropriate and no suitable 
approved option is available. 
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618. As mentioned above, whenever a medicine is prescribed for off-label use (ie, it is used for a 
purpose other than what is was approved for) it is an unapproved medicine. Currently all 
prescribers are able to prescribe for off-label use (as long as the medicine is covered by their 
scope of practice). Therefore, our intention is to authorise all health practitioner prescribers to 
issue a SCNSA for off-label use of a medicine and have minimal requirements for what that 
SCNSA would need to involve. 

 

Question C46 
What do you think about the approach for the off-label use of medicines that have been approved in New 

Zealand? 

Question C47 
What do you think about the approach for products that have not been approved in New Zealand? In particular, 

the proposal that: 
● only medical practitioners would be able to issue a special clinical needs supply authority for this type of 

unapproved product 

● other health practitioner prescribers would be able to prescribe them, once a medical practitioner has issued 
a special clinical needs supply authority for that medicine for a patient? 

 

Personal imports 
619. Currently anyone can bring medicines into New Zealand with them or receive medicines (other 

than controlled drugs) from overseas by mail or courier. When ordering prescription medicines, 
the person is expected to have a prescription to ensure they would be lawfully in possession of 
the product when it arrived. When Customs intercept prescription medicines at the border, they 
ask the person who ordered them to provide a letter of authority from their prescriber before 
they release the medicines. 

620. The personal importation of medicines for your own personal use, or use by a person who is in 
your care, is an area where the trade-off between access and safety is particularly apparent. On 
the one hand, allowing personal imports means people are able to access products or brands not 
available in New Zealand. On the other hand, because these products have not been reviewed 



 

by the New Zealand regulator, there is a significant risk that they may be substandard or 
counterfeit. 

621. Therefore, the following approach under the new scheme is proposed. 

a. Continue to allow people to bring medicines (prescription and non-prescription) with them 
when they come into New Zealand: For non-prescription medicines, a person could bring in three 
months’ supply. For prescription medicines, they could bring in as much as they could legally 
receive in the country they obtained the medicines in. This is because some countries allow a longer 
period of supply under a prescription. 

b. Continue to allow people to import (eg, buy online or receive from a family member who is 
overseas) non-prescription medicines: The risks associated with these products are lower; 
therefore, it seems appropriate to allow people to buy the products online if they wish to do so. 
When they do, they are taking on the risk of whether the product would be safe and effective. 
However, there would still be limits on the quantity that could be imported. 

c. No longer allow people to personally import (eg, buy online) prescription medicines: Medicines 
are classified as prescription when they have a higher risk associated with them and their use. In 
addition, they are generally prescribed to meet a significant clinical need. With the increase of online 
suppliers, there is an increased risk of people self-prescribing prescription medicines that are not 
clinically appropriate and may actually harm health. Also, if someone has received a prescription 
and they purchase a prescription medicine that does not work, then their illness or condition would 
continue untreated, potentially having negative health impacts. A further concern in relation to 
imported product is the very significant international trade in counterfeit and substandard medicines. 

622. When someone does require a prescription medicine that is not available in New Zealand, they 
would need to see a medical practitioner (ie, a doctor), as they do under the current scheme. 
The doctor would then assess whether there is a clinical need and whether there is a suitable 
medicine available in New Zealand. The main difference from the current scheme is that, once 
the doctor has prescribed the unapproved medicine, the consumer could not import it 
themselves. Instead, they would need to obtain the medicine either directly from the issuer of 
the special clinical needs supply authority or from a pharmacy. The issuer of the SCNSA or 
pharmacy could import it themselves or could get it from a licensed wholesaler who was 
authorised to import and supply unapproved medicines. The rationale is that those in the 
regulated supply chain have more knowledge of where they can safely source this product from. 

623. Under the new scheme, it would also be possible to use permits to authorise the personal 
importation of prescription medicines via the post and courier in situations where it is in the 
best interest of the consumer and in line with the purpose of the Therapeutic Products Bill. This 
may be a suitable approach for visitors to New Zealand who require additional medicine 
(particularly if it is not funded in New Zealand) or for buying groups that have identified a 
suitable and safe supplier. 
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Question C18 
What do you think of the approach to curtail the personal importation of prescription medicines via the post 

and courier, meaning most unapproved prescription medicines imported from overseas would need to be 
sourced by the issuer of the special clinical needs supply authority, a pharmacy, or a wholesaler? 

Question C55 
Do you consider there are situations when it would be appropriate to authorise someone to personally import 

medicines (via a permit)? 

 

Pharmacy licensing 
624. Pharmacies are the main place that people access their medicines. Under the new scheme, 

pharmacy businesses would continue to be required to have a licence. It is worth noting that a 
pharmacist does not need a licence under the Medicines Act 1981 or this Bill to provide clinical 
advice and that their clinical competencies are regulated through their registration under the 
Health Practitioners Competence Assurance Act 2003. What this draft Bill would regulate is 
pharmacist activities that involve medicines. For example, a pharmacist can work in a primary 
care setting providing advice on medicines management without a pharmacy licence. However, 
they are not able to supply any medicine as part of that advice without an appropriate 
authorisation (eg, they are a pharmacist prescriber). 

625. The licensing approach for pharmacy businesses in the draft Bill is designed to enable greater 
flexibility in the way pharmacy activities are provided. The current expectation is that all 
pharmacy activities are performed inside fixed premises (ie, a bricks and mortar pharmacy). 
Under the new approach, it would be possible for a pharmacy licence to authorise different 
distribution and supply models. For instance, a licence might allow a pharmacy business to: 

a. provide pharmacy services involving medicines outside a pharmacy shop – for example, enabling a 
pharmacist to visit rest homes and supply particular medicines, provide marae-based services or 
provide pharmacist services at events such as Field days 

b. provide mobile pharmacies in the form of a vehicle that was set up to provide pharmacy services, 
including the supply of particular medicines. 



 

 

Question C19 
What type of pharmacy distribution and supply arrangements would you like to see enabled in the future? 

Question C21 
Please provide any other comments about enabling different distribution and supply arrangements for 

pharmacy activities? 

 

626. Pharmacies provide public health services in a complex, commercial setting. To be eligible for 
a pharmacy licence, the Medicines Act 1981 requires a pharmacist to have more than 50 
percent of share capital and to be in effective control of the pharmacy. It also prohibits 
operating or holding the majority interest in more than five pharmacies. 

627. The intention behind this requirement is to ensure a pharmacist is in control of the pharmacy, as 
they are not only bound by the requirements of the Medicines Act 1981, but also have 
professional and ethical requirements under the Health Practitioners Competence Assurance 
Act 2003. 

628. The need for professional control of pharmacy activities by a pharmacist is clear. As part of the 
development of the new regulatory system, two options are currently under consideration to 
achieve that. 

629. Option 1: Strengthened accountability through pharmacist ownership and effective 
control (including the five pharmacy limit): Under this option, majority ownership and 
control by a pharmacist would continue to be required. The intention of this option is to 
mitigate potential risks of negative commercial influence on pharmacy practice. On the other 
hand, this option reduces the potential for commercial investment and competition. In the 
Medicines Act 1981, the current ownership requirement is not well defined and has allowed a 
range of business models to develop where it is not clear whether the pharmacist ‘owner’ 
actually has control. If retained, the requirements would more clearly establish the ownership 
requirement so that it is implemented as originally intended. 

630. Option 2: Open ownership with licence requirements targeted at pharmacist control of 
quality systems and practices within the pharmacy: Under this option, anyone would be able 
to own a pharmacy, but to gain a licence they would need to employ a pharmacist who has 
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control over the quality systems and any other aspects of the business that impact pharmacy 
practice. This option would allow for greater corporate investment in pharmacies, which could 
improve efficiencies, through improved technology, automation or innovation. On the other 
hand, concerns have been expressed about the risk of increased commercial influence over 
pharmacies. 

631. This is a very quick overview of the two options. If you are interested in more information on 
the two options under consideration, please refer to Chapter C6 (in particular, pages 100–109). 

 

Question C22 
Which option do you support? 
● Option 1: Strengthened accountability through pharmacist ownership and effective control (including the 

five pharmacy limit) 

● Option 2: Open ownership with licence requirements targeted at pharmacist control of quality systems and 
practices within the pharmacy. 

Question C23 
Why do you support that option? 

Question C24 
What do you consider are the benefits and/or risks that could result from Option 1? 

Question C33 
What do you consider are the benefits and/or risks that could result from Option 2? 

 

632. Pages 107–109 include further detailed questions in relation to the options being considered, 
which we would welcome a consumer perspective on. 

 



 

Access to pharmacy medicines 
633. Currently pharmacy medicines can only be provided from a licensed pharmacy business or 

from licensed retail premises in areas remote from a pharmacy (or from a prescriber). The Bill 
would widen access to pharmacy (category 3) medicines by allowing other health practitioners 
(who are not prescribers), and their staff, to supply pharmacy medicines to patients of that 
practice. The medicines they could supply would be limited to those that are appropriate for the 
treatment of a condition covered by their scope of practice. For example, a podiatrist would 
only be able to supply pharmacy medicines for the treatment of conditions affecting the feet and 
lower limbs. Currently health practitioners are able to administer these types of medicines, but 
not supply them to patients for follow-up care. We consider that if a health practitioner has the 
competencies required to diagnose and administer these medicines, then they also have the 
competencies required to safely supply them. 

 

Question C50 
Do you consider health practitioners should be authorised to supply pharmacy (category 3) medicines to their 

patients? What are the benefits and/or risks of allowing this? 

Question C51 
Do you consider health practitioners’ staff should be authorised to supply pharmacy (category 3) medicines to 

patients of the practice? What are the benefits and/or risks of allowing this? 

 

 

Advertising 
634. Under the new scheme, it would continue to be an offence to advertise an unapproved product 

or include any false or misleading information in an advertisement. A wider range of 
enforcement tools would be available where breaches occurred, including much higher criminal 
penalties, infringement fines and advertising remediation orders. The expanded set of 
enforcement tools is intended to improve compliance and allow the regulator to respond more 
effectively when breaches occur. 



 

 

 

 

Released 2018 health.govt.nz 
 

635. Under the draft Bill, direct-to-consumer advertising (DTCA) of therapeutic products would 
continue to be allowed. Currently New Zealand and the United States of America are alone in 
the developed world in allowing DTCA of prescription medicines (DTCA of non-prescription 
medicines is permitted). DTCA of prescription medicines is a contentious issue: views are split 
and the evidence base on its impacts is mixed. Those who oppose DTCA are concerned that the 
commercially driven intent of this advertising results in advertisements that do not provide 
balanced information and encourage consumers to pressure prescribers for specific products, 
which may not be clinically required or the best option for them. The counter-argument is that 
DTCA may have some benefits in terms of increasing consumers’ awareness of drug treatments 
and medical conditions and prompt them to discuss treatment options with their health 
practitioner. 

636. Several studies have found evidence that consumer and prescriber behaviour alters in response 
to advertising of therapeutic products. Prompted by such advertising, people are more likely to 
go to practitioners to discuss and request advertised medicines, and prescriptions for those 
medicines increase. However, evidence is unclear as to whether this results in a positive 
outcome (due to more people accessing therapeutic products and services that they need) or a 
negative outcome (due to people being given medicines they do not need). 

637. The Government has heard concern from health practitioners about DTCA. In light of that 
concern, it is interested in exploring whether increased regulation is warranted. 

 

Question C52 
Please provide any comments on the advertising requirements and enforcement tools. 

The AWHC is one of a number of consumer groups that opposed both the introduction and 
continuation of DTCA and believes the time has come to take action to ban the practice. 

Question C53 
Do you have a view on whether direct-to-consumer advertising of prescription medicines should continue to be 

permitted? What are the reasons for your view? 

New Zealand consumers are more vulnerable than consumers in nearly all other countries due to the 
“accident” that resulted in an environment where direct-to-consumer advertising (DTCA) is 



 

permitted. DTCA of prescription medicines is legal only in the USA and in New Zealand. In both 
countries the growth in this form of drug promotion has been spectacular and has rarely been in the 
best interests of consumers or the New Zealand health system.  

The pharmaceutical industry plays a large role in the introduction, promotion and use of medicines in 
New Zealand – through the use of DTCA and through the influence it is able to exert on patient 
groups. The AWHC believes that this needs to be clearly identified as being an issue that needs to be 
addressed. DTCA has had a significant impact on the demand for specific drugs. The Council is one 
of a number of consumer groups that opposed both the introduction and continuation of DTCA and 
believes the time has come to take action to ban the practice. The vast majority of submissions made 
on this issue in 2006 were opposed to it. There is now enough evidence to support New Zealand 
reverting to the position of not permitting DTCA – a position that is held by all other countries 
except the USA. Even the drug companies freely acknowledge that people “learn” about diseases and 
minor ailments they did not even know they had by watching direct-to-consumer television ads. This 
is disease-mongering. The need for unbiased, credible and reliable information for consumers about 
medicines must be identified as being a priority gap that needs to be filled. 

 

Packaging and labelling and consumer medicine information 
638. It is important that medicines and medical devices come with understandable information to 

support people to use them safely and understand the risks associated with particular products. 
Internationally there is a shift to requiring more consumer information to be provided with 
medicines and medical devices. 

639. The Bill would enable packaging and labelling requirements as well as requirements for 
product information for health professionals and consumers to be set in regulations. Setting the 
requirements in regulations, rather than the Bill, means it would be a simpler process to update 
them in future, as required. 

640. We realise the information provided with medicines and medical devices is extremely 
important from a consumer perspective.  We are also aware that some consumers have 
particular challenges in reading and understanding the information provided with therapeutic 
products. We will consult with consumer groups, including disability sector groups, when the 
regulations are being developed. 

641. One point to keep in mind for future discussion is that while we want to ensure consumers have 
the best information possible, we also need to align with international requirements, as most 
companies produce for multiple markets. If the requirements for New Zealand are set 
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substantially higher than, or differently from, those in other like countries, that can impact a 
company’s willingness to bring a product to our market. 

 

Medical devices that do not have a therapeutic purpose, but may 
present a health risk 

642. This regulatory scheme only covers products that have a therapeutic purpose. A number of 
products that have similar features and risks to a medical device would not be captured under 
this scheme as they are not intended for a therapeutic purpose. Examples include planar contact 
lenses, facial or other dermal fillers, or equipment used for cosmetic purposes that emits high-
intensity electromagnetic radiation. 

 

Question C11 
Do you think that products that have similar features and risks to medical devices, but are not for a therapeutic 

purpose, should be regulated? If so, are there particular products you are concerned about and why? 

 

Adverse event monitoring 
643. Post-market monitoring will be strengthened under the new scheme. Product sponsors would 

have explicit legal obligations in relation to post-market monitoring, reporting and risk 
management for their products. Currently in New Zealand, such obligations are recommended, 
but not underpinned by the legislation. The detail of these requirements would be set out in 
regulations and consultation will occur when they are being developed. 

644. For the first time also in New Zealand, the new scheme would place an obligation on the 
regulator to ensure it has a system in place to monitor the safety of products that are being 
lawfully supplied (s 160). Regulations would specify details about the monitoring system and 
the information that must be publicly available. This requirement is included in the legislation 
to highlight the importance of post-market safety, risk management and communication in a 
modern regulatory scheme. 

 



 

Question C56 
Please provide any other comments from a patient, consumer and disabled person’s perspective on the 

approach for the regulation of therapeutic products under this Bill. 
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Chapter D: List of 
consultation questions 
Chapter A 
A1 Do you support the general design of the new regulatory scheme for therapeutic products? 

1 Support 
2 Partially support 
3 Neutral 
4 Partially don’t support 
5 Don’t support. 

 

Chapter B 
Part 1: Preliminary provisions 
B1 Please provide any comments on the purpose or principles of the Bill (ss 3 and 4). 

Part 2: Interpretation 
B2 Please provide any comments on the definitions or meanings set out in the draft Bill (ss 14–50). 
 

Part 3: Dealing with therapeutic products 
B3 Please provide any comments on the product approval controls (ss 51 and 52). 

B4 Please provide any comments on the controlled activities and supply chain activity controls (ss 53–55). 
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B5 Please provide any comments on the authorisations for pharmacists (ss 57–59). 

B6 Please provide any comments on the authorisations for pharmacy workers (s 60). 

B7 Please provide any comments on the authorisations for health practitioners  
(ss 61–64). 

B8 Please provide any comments on the authorisations for health practitioners’ staff (s 65). 

B9 Please provide any comments on the authorisations for veterinarians and veterinary staff (ss 66–70). 

B10 Please provide any comments on the approach for the personal importation of medicines or medical devices 
(ss 76 and 77). 

B11 Please provide any comments on the authorisations created in sections 71–75 and sections 78–80. 

B12 Please provide any comments on the offences created in sections 81–94. 
 

Part 4: Product approval 
B13 Please provide any comments on the sections covering product approval requirements (ss 94–104). 

B14 Please provide any comments on the sections covering conditions on approvals and cancellation of 
approvals (ss 105–113). 

B15 Please provide any comments on the sections covering approval-exempt products and their sponsors (ss 
114–115). 

B16 Please provide any comments on the sections covering sponsor obligations (ss 116–119). 

B17 Please provide any comments on the protection of active ingredient information about innovative medicines 
(ss 120–122). 

 

Part 5: Licences and permits 
B18 Please provide any comments on the sections covering the scope, content, effect and grant of licences (ss 

123–127). 



 

B19 Please provide any comments on the criteria for: granting a licence; licensees; and responsible persons (ss 
128–130). 

B20 Please provide any comments on the sections covering the scope, content, effect and grant of a permit 
(ss 131–135). 

B21 Please provide any comments on the sections applying to licences and permits (eg, those relating to 
duration, conditions, variations, suspensions and cancellations) (ss 136–149). 

B22 Please provide any comments on the sections covering the transfer of licences and permits (ss 150 and 
151). 

B23 Please provide any comments on the obligations of licensees and responsible persons (ss 153–159). 
 

Part 6: Regulator 
B24 Please provide any comments on the regulator’s powers and functions in relation to safety monitoring, 

public safety announcements and regulatory orders (ss 160–182). 

B25 Please provide any comments on the regulator’s investigative powers 
(ss 183–196). 

B26 Please provide any comments on the offences relating to the regulator 
(ss 197–199). 

B27 Please provide any comments on the review of regulator’s decisions 
(ss 200–204). 

B28 Please provide any comments on the administrative matters relating to the regulator (ss 205–222). 
 

Part 7: Enforcement 
B29 Please provide any comments on the sections covering enforceable undertakings and a court’s ability to 

grant injunctions (ss 223–232). 

B30 Please provide any comments on the sections covering penalties, court orders, liability, defences and 
evidentiary matters for criminal offences (ss 233–248). 
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B31 Please provide any comments on the sections covering infringement offences and the related penalties and 
processes (ss 249–255). 

 

Part 8: Administrative matters 
B32 Please provide any comments on the sections covering administrative matters; such as cost recovery, 

requirements for the development of regulatory instruments, review of the Act, and relationships with other 
Acts) (ss 256–274). 

B33 Please provide any comments on the amendments to the Health Practitioners Competence Assurance Act 
2003 (ss 276–285). 

B34 Please provide any comments on the amendments to the Search and Surveillance Act 2012 and the 
Customs and Excise Act 2018 (ss 286–289). 

 

B12: Schedule 1: Transitional, savings and related provisions 
See under individual sector subheadings in Chapter C for sector-specific questions. 
 

B13: Schedule 2: Reviewable decisions 
B35 Please provide any comments on the list of decisions that would be reviewable and who can apply 

(Schedule 2). 
 

B14: Schedule 3: Regulations, rules and regulator’s notices 
B36 Please provide any comments on the use of regulations, rules or regulator’s notices for particular matters 

(Schedule 3). 
 



 

B15: Schedule 4: Amendments to other enactments 
B37 Are there any other Acts or regulations containing an interface with the Medicines Act 1981 that are not 

identified in the list in Schedule 4? 
 

Chapter C 
C1 Please provide any comments on the approach to regulating changes to approved products (ss 100 and 101). 

C2 Please provide any comments on the approach for medicines categorisation (classification). 

C3 Please provide any comments on the transition arrangements for existing medicine product approvals. 

C4 Please provide any comments on the approach to post-market controls. 

C5 Please provide any comments on the manufacturing-related definitions. 

C6 Please provide any comments on the approach to authorising hawkers as part of the relevant wholesale 
licence. 

C7 Do you support adoption of the European approach to regulating cells and tissues, which distinguishes 
between cells and tissues that are subject to minimal manipulation and those that are engineered? 

C8 Please provide any comments on any interface issues between the draft Bill and other legislation covering 
cells and tissues. 

C9 Please provide any comments on the transition arrangements for product approval controls for cell and 
tissue products. 

C10 Please provide any comments on the transition arrangements for regulated activities involving cell and 
tissue products. 

C11 Do you think that products that have similar features and risks to medical devices, but are not for a 
therapeutic purpose, should be regulated? If so, are there particular products you are concerned about and 
why? 

C12 Are there any aspects of the global model for medical devices that you consider to be inappropriate for 
New Zealand? 
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C13 Please provide any comments on the proposal to enable some medical devices to have restrictions applied 
to their use or supply. 

C14 Please provide any comments on the transition arrangements for product approval controls for medical 
devices. 

C15 Please provide any comments on the transition arrangements for regulating activities involving medical 
devices. 

C16 Please provide any comments on the change in approach to regulating clinical trials. 

C17 Please provide any comments on the transitional arrangements for clinical trials. 

C18 What do you think of the approach to curtail the personal importation of prescription medicines via the post 
and courier, meaning most unapproved prescription medicines imported from overseas would need to be 
sourced by the issuer of the special clinical needs supply authority, a pharmacy, or a wholesaler? 

C19 What type of pharmacy distribution and supply arrangements would you like to see enabled in the future? 

C20 Do the current pharmacy licensing requirements create any other barriers to the development and delivery 
of innovative pharmacist services involving medicines? 

C21 Please provide any other comments about enabling different distribution and supply arrangements for 
pharmacy activities. 

C22 Which option do you support? 
● Option 1: Strengthened accountability through pharmacist ownership and effective control (including 

the five pharmacy limit). 
● Option 2: Open ownership with licence requirements targeted at pharmacist control of quality systems 

and practices within the pharmacy. 

C23 Why do you support that option? 

C24 What do you consider are the benefits and/or risks that could result from Option 1? 

C25 Are there ways in which Option 1 could be improved? 

C26 What activities do you consider a pharmacist ownership requirement should cover? 



 

C27 For an ownership requirement to be effective, do you think the same pharmacist(s) need to have both 
majority ownership and effective control or could those responsibilities be separated? 

C28 Should the current five-pharmacy limit continue or be replaced by a licence requirement that the pharmacist 
would have appropriate oversight of the pharmacy (taking into account the number, scale and location of 
the other pharmacies they are responsible for)? 

C29 If the five-pharmacy limit was retained, how should it be applied when pharmacists jointly share 
responsibility for the pharmacy? 

C30 Do you have any information on the potential impact on the pharmacy sector of an improved majority 
pharmacist ownership requirement? 

C31 What transition time do you consider would be required if Option 1 was implemented? 

C32 Do you consider friendly societies should continue to be exempt from this requirement or should this 
exemption be removed after a transition period? 

C33 What do you consider are the benefits and/or risks that could result from Option 2? 

C34 Are there ways in which Option 2 could be improved? 

C35 Are the requirements adequate to ensure the ‘supervisory pharmacist’ would be able to effectively perform 
this function? 

C36 Do you think the requirement for a pharmacist to be present should be broadened to allow a pharmacist to 
provide clinical advice and oversight remotely (s159)? If so, which pharmacy activities or circumstances do 
you think this would be appropriate for? 

C37 Do you consider restricting prescribers from taking a financial interest in a pharmacy is still required (s 
93)? What would be the risks and/or benefits of retaining or removing this prescriber ownership restriction? 

C38 Are there particular situations where you could see a permit would be a useful tool for authorising 
pharmacy activities? 

C39 Please provide any comments on the intended approach to depots and/or retail-only licences. 

C40 Should the circumstances in which a pharmacist or pharmacy worker can compound be expanded to allow 
them to produce a permitted quantity in anticipation of a request? If you think expanded circumstances are 
appropriate, why? 
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C41 Are there any other situations when you consider it appropriate for a pharmacist to provide medicines by 
wholesale? 

C42 Do you consider the new scheme will have any significant impacts on retailers? 

C43 Do you have any comments on the arrangement for establishing the authority to prescribe via the relevant 
health practitioners’ scope of practice (subject to approval from the Minister of Health)? 

C44 Do you think regulations should be developed to require a consistent approach to the form and content of 
prescribing provisions within scopes of practice? 

C45 Please provide any comments on the approach to standing orders. (Note that the detailed requirements for 
standing orders will be specified in regulations and consulted on at a later stage.) 

C46 What do you think about the approach for the off-label use of medicines that have been approved in New 
Zealand? 

C47 What do you think about the approach for products that have not been approved in New Zealand? In 
particular, the proposal that: 
● only medical practitioners would be able to issue a special clinical needs supply authority for this type 

of unapproved product 
● other health practitioner prescribers would be able to prescribe them, once a medical practitioner has 

issued a special clinical needs supply authority for that medicine for a patient? 

C48 In what situations do you consider it is appropriate for a health practitioner prescriber to supply medicines 
to another health practitioner prescriber? 

C49 Are there situations where it is appropriate for a health practitioner to supply medical devices to another 
health practitioner? Is this something that occurs currently and would need to be enabled under the new 
scheme? 

C50 Do you consider health practitioners should be authorised to supply pharmacy (category 3) medicines to 
their patients? What are the benefits and/or risks of allowing this? 

C51 Do you consider health practitioners’ staff should be authorised to supply pharmacy (category 3) medicines 
to the patients of the practice? What are the benefits and/or risks of allowing this? 

C52 Please provide any comments on the advertising requirements and enforcement tools. 



 

C53 Do you have a view on whether direct-to-consumer advertising of prescription medicines should continue 
to be permitted? What are the reasons for your view? 

C54 What do you think about the approach for veterinarians and veterinary staff? 

C55 Do you consider there are situations when it would be appropriate to authorise someone to personally 
import medicines (via a permit)? 

C56 Please provide any other comments from a patient, consumer, or disabled person’s perspective on the 
approach for the regulation of therapeutic products under this Bill. 

 



 

 
Therapeutic Products Regulatory Scheme Consultation 
Ministry of Health 
PO Box 5013  
Wellington 6140 
New Zealand 
 
 
E: therapeuticproducts@moh.govt.nz 
 
 
 
16 April 2019 
 
 
Dear Colleagues, 
 
Re: Therapeutic Products Regulatory Scheme consultation 
  
The Royal College of Pathologists of Australasia (the RCPA) is the pre-eminent organisation 
with respect to training, professional standards and quality of pathology services in 
Australasia. As such the RCPA would like to respond to the draft Therapeutic Products Bill 
as it applies to Medical Devices. 
 
The RCPA supports the general design of the new regulatory scheme for medical devices. 
Pathology testing in New Zealand is currently rigorously accredited by International 
Accreditation New Zealand (IANZ) to ISO 15189. In Australia the process is similar with the 
National Association of Testing Authorities, Australia (NATA)/ RCPA providing accreditation 
under ISO 15189 and the Australian National Pathology Accreditation Advisory Committee 
(NPAAC) standards (http://www.health.gov.au/internet/main/publishing.nsf/Content/health-
npaac-index.htm). In addition, medical devices are regulated under the Therapeutic Goods 
Administration (TGA). 
 
In response to the draft Therapeutic Products Bill the RCPA would like to request that  

 The TGA regulations for medical devices and IVDs (https://www.tga.gov.au/medical-
devices-ivds) be consulted as they are well-tested and proven to be suitable in a 
similar medical environment to that of New Zealand. Specifically how the TGA has 
dealt with In-House In Vitro Diagnostic Testing via NPAAC ‘Requirements for the 
Development and Use of In-House In Vitro Diagnostic Medical Devices (IVDs) 
(Fourth Edition 2018)’, 
http://www.health.gov.au/internet/main/publishing.nsf/Content/health-npaac-dhaivd-
2018, and accreditation of laboratories under this requirement by NATA/RCPA, with 
simple notification of such testing to TGA.  

 
 A requirement for clinical utility to be demonstrated for all approved medical devices 

be instituted. Requirements for clinical utility are well enunciated in the NPAAC 
Requirements for In House IVDs referenced above (section 7), but similar 
requirements should be in place for all IVDs, not just In-House IVDs.   
 

 Regulation of medical computer software be the responsibility of the IANZ 



 
Page 2 of 2 

 

accreditation process and that it not be included in the definition of a medical device. 
This is because the way to undertake testing and quality assurance of complex 
rapidly changing health information systems is very new and not yet well understood 
anywhere in the world. Therefore the costs of compliance may be prohibitive and 
such a regulatory regimen may impede innovation at a time of rapid change in 
laboratory medicine, slow the adoption of workflow-embedded information systems to 
reduce error in and/or improve the value provided by laboratory testing, and medical 
science. Furthermore this is not where the most benefit would be gained in terms 
quality and safety improvement. 

 
 The scope of devices that are covered by the Bill be more clearly defined. The 

definition of “intended for use in, on, or in relation to humans for a therapeutic 
purpose” is very broad. This may extend to include any manner of devices used in a 
laboratory and there is a risk that the regulatory requirements will be very onerous 
and costly to laboratories if not carefully restrained. 

 
 
 
Yours sincerely 

   

  
A/Professor Bruce Latham, 
President 



As a consumer, I strongly support changing the law to ban direct-to-consumer 
advertising (DTCA) of prescription medicines in New Zealand.  

• Advertisements for prescription medicines do not give me all the information I 
need to make an informed decision about healthcare treatments. 

• Research shows DTCA increases the risk of inappropriate prescribing, creating 
health risks for consumers. 

• Unnecessary prescription of medicines leads to increased costs for consumers 
and the health system. 

• DTCA has already been banned in many other countries due to the risks it 
creates for consumers. Kiwi consumers deserve the same protection. 

• There’s also strong support from doctors and other medical professionals for a 
ban on DTCA, as they agree it creates more harm than good. 

Yours sincerely 
Ros Thornbury 
 



As a consumer, I strongly support changing the law to ban direct-to-consumer 
advertising (DTCA) of prescription medicines in New Zealand. 

• Advertisements for prescription medicines do not give me all the information I 
need to make an informed decision about healthcare treatments. I've noticed 
claims for medication being 'twice as strong' or 'twice as fast' as other products, 
but this does not give consumers a clear idea of how beneficial it will be to them. 
I believe that doctors and pharmacists are best placed to recommend appropriate 
medications, not the companies who benefit from selling them. 

• DTCA has already been banned in many other countries due to the risks it 
creates for consumers. Kiwi consumers deserve the same protection. 

Your sincerely, 
Susan Whitby 
 



Submission on: Therapeutic Products consultation 
As a consumer, I strongly support changing the law to ban direct-to-consumer 
advertising (DTCA) of prescription medicines in New Zealand. 
I have a PhD in pharmacology and in the early years of my career I worked for a major 
pharmaceutical company. I am reasonably well-informed. 
• Advertisements for prescription medicines do not give me all the information I need 

to make an informed decision about healthcare treatments. 
• Research shows DTCA increases the risk of inappropriate prescribing, creating 

health risks for consumers. 
• Unnecessary prescription of medicines leads to increased costs for consumers and 

the health system. 
• DTCA has already been banned in many other countries due to the risks it creates 

for consumers. Kiwi consumers deserve the same protection. 
• There’s also strong support from doctors and other medical professionals for a ban 

on DTCA, as they agree it creates more harm than good. 
Yours sincerely 
Stuart C MacDiarmid  
 



As a consumer, I strongly support changing the law to ban direct-to-consumer 
advertising (DTCA) of prescription medicines in New Zealand. 

• Advertisements for prescription medicines do not give the public all the 
information they need to make an informed decision about healthcare treatments. 

• Research shows DTCA increases the risk of inappropriate prescribing, creating 
health risks for consumers. 

• Unnecessary prescription of medicines leads to increased costs for consumers 
and the health system. 

• DTCA has already been banned in many other countries due to the risks it 
creates for consumers. Kiwi consumers deserve the same protection. 

• There’s also strong support from doctors and other medical professionals for a 
ban on DTCA, as they agree it creates more harm than good. 

Yours sincerely 
Grant Clarke  
 



16th April 2019. 

 

Feedback on the new Therapeutics Products Bill. 
 

From: Mr Alex Petty and Dr Graham Wilson, on behalf of the New Zealand Myopia 

Action Group. 
 

Thank you for receiving this submission about the proposed new Therapeutic Products Bill. 

Allow us to introduce ourselves and our perspective: The New Zealand Myopia Action Group 
(NZMAG) is a multi-disciplinary group of optometrists, ophthalmologists and other health care 
professionals whose goal is to limit the level of myopia in NZ through a range of initiatives.  
 
Myopia is an eye condition that is increasing around the world, reaching epidemic levels in many 
countries. By 2050 almost half of the world’s population are predicted to have myopia (Holden et al 2016). 

Myopia causes blurry vision in the distance as a result of excessive eye length growth during 
childhood, and is associated with a higher risk of other potentially blinding ocular diseases. Higher 
levels of myopia will have a profound social, economic and health burden on our country.  
 
Fortunately, proven interventions to limit the onset and degree of myopia already exist.  One of the 
key components of myopia management around the world and in New Zealand is the prescription of 
low-dose atropine eye drops to at risk children with progressive myopia.  
 
We published a paper in the NZ Medical Journal last year explaining these issues in more detail: 
https://www.nzma.org.nz/journal/read-the-journal/all-issues/2010-2019/2018/vol-131-no-148714-
december-2018/7770 (Petty AD, Wilson G. Reducing the impact of the impending myopia epidemic in New Zealand. N Z Med J. 2018 Dec 

14;131(1487):80-85.) 
 

We have a single particular concern about the proposed Therapeutics Products Bill that centres 

around the following section:   

75. Our intention is to use regulations to specify graduated requirements for unapproved 

medicines, based on the level of regulatory oversight of the product. In particular, we 

propose that there would be two main types of authorisation covering: 

a. the off-label use of medicines that have been approved in New Zealand – our 

intention is to authorise all health practitioner prescribers to issue a SCNSA for off-

label use (as long as the medicine is covered by their scope of practice) and have 

minimal requirements for what that SCNSA would need to involve (potentially a tick 

box) 

b. medicines that do not have a product approval in New Zealand – our intention is 

to continue to limit the ability to issue a SCNSA for these products to medical 

practitioners. This is in line with the current approach under the Medicines Act 1981. 

The policy intent is to ensure that unapproved medicines are only used when a patient 

has a special clinical need that an approved medicine cannot meet. However, once a 

SCNSA has been issued, any health practitioner prescriber would be able to prescribe 

https://www.nzma.org.nz/journal/read-the-journal/all-issues/2010-2019/2018/vol-131-no-148714-december-2018/7770
https://www.nzma.org.nz/journal/read-the-journal/all-issues/2010-2019/2018/vol-131-no-148714-december-2018/7770


that unapproved medicine for that patient (as long as it is within their scope of 

practice) (s 62). 

 

 

We believe that optometrists (with therapeutic prescribing rights), not just medical practitioners, 

should be able to issue a special clinical needs supply authority (SCNSA) for medicines that do not 

have a product approval in New Zealand, if these fall within an optometrist’s scope of practice. 

Optometrists have extensive training in detecting and managing eye disease and visual conditions, 

and currently in NZ are authorised to prescribe topical and oral medications to treat eye conditions 

within their scope of practice.  

From our perspective a key example of one such medicine, that is already regularly and 

appropriately prescribed by NZ optometrists, is low dose atropine for myopia management in 

children. 

Some more background: Currently in New Zealand atropine eye drops are commercially available and 

funded by Pharmac at a concentration of 1%, and are primarily used for amblyopia treatment and a 

range of other conditions where mydriasis (pupil dilation) or cycloplegia (preventing the eye from 

changing focus) is required.  

For many years 1% atropine eye drops have been prescribed for the treatment of myopia progression 

in children however due to the side-effects of mydriasis and cycloplegia at this strength it has never 

been widely adopted.  

In more recent times research studies have shown that low dose atropine eye drops, typically in the 

concentration of 0.01% (and more recently 0.02%-0.05%), have useful effects at slowing myopia 

progression in children without the unwanted side-effects of 1% drops. Network meta-analysis 

examining the effectiveness of myopia control strategies showed that low dose atropine drops were 

amongst the most effective options available (Huang et al. Efficacy Comparison of 16 Interventions for 

Myopia Control in Children: A Network Meta-analysis. Ophthalmology. 2016 Apr;123(4):697-708). The 

recently released International Myopia Institute White Papers, the current definitive summary of the 

available myopia research, features low dose atropine heavily (https://www.myopiainstitute.org/imi-

white-papers.html). As a result of this mounting scientific evidence low dose atropine drops are now 

widely used by eye care professionals worldwide to decrease myopia progression in children.  

To our knowledge in NZ, myopia control is currently an off-label application of atropine eye drops, 

and low dose concentrations of atropine other than 1% or 0.5% do not currently have product 

approval. No commercial low-dose atropine products are presently available in New Zealand (but do 

exist in countries such as Singapore) so optometrists and ophthalmologists arrange prescriptions for 

their patients at select compounding pharmacies with facilities to prepare atropine eye drops at 

concentrations other than 1% or 0.5%. 

From a myopia management perspective the proposed section of the Bill mentioned above will limit 

the ability of optometrists to initiate treatment with medications such as low-dose atropine 

eyedrops to their at-risk patients, due to the time and cost to patients associated with having a 

medical practitioner needing to also be involved. It also does not make sense for an optometrist to 

require another practitioner’s involvement, because with their skills and knowledge optometrists are 

best placed to manage the prescribing of ocular treatments that fall within their scope, and manage 

any resulting effects, wanted or unwanted, from them. 

https://www.ncbi.nlm.nih.gov/pubmed/26826749
https://www.ncbi.nlm.nih.gov/pubmed/26826749
https://www.myopiainstitute.org/imi-white-papers.html
https://www.myopiainstitute.org/imi-white-papers.html


Community optometrists are the group at the coal-face of this looming myopia epidemic: For 

myopia to be tackled appropriately in New Zealand in the future, optometrists need to have as few 

barriers as possible to accessing modern evidence-based treatments for their patients. Limiting 

optometrists from prescribing non-approved or compounded medicines such as low dose atropine 

would be a significant step backwards for the profession of optometry and the management of 

children with myopia in our country. 

 

Thank you for considering our perspective. 

 

Regards, 

 

Mr Alex Petty. Optometrist. Tauranga. 

Dr Graham Wilson. Ophthalmologist. Gisborne. 

On behalf of the New Zealand Myopia Action Group – NZMAG. 

 

 

(This submission viewed and supported by NZMAG members: Mr Alex Petty – Optometrist, Dr Graham Wilson – 

Ophthalmologist, Dr Rasha Altaie – Ophthalmologist, Mr Jagrut Lallu – Optometrist, Dr Samantha Simkin – 

Optometrist, Dr Joanna Black – Optometrist, Mr Niall McCormack – Optometrist, Dr Scott Davidson – General 

Practitioner, Ms Lesley Springall – Publisher) 

 

  

 



As a consumer, I strongly support changing the law to ban direct-to-consumer 
advertising (DTCA) of prescription medicines in New Zealand. 

• Advertisements for drugs are premised on creating demand for a companies 
product, not on sound patient assessment and diagnosis resulting in appropriate 
medical advice and prescription of the right medicine where appropriate. 

• "Ask your Dr if XXX is right for you", creates unnecessary demand on Drs 
services, could pressure Drs to prescribe unnecessary medications, and 
contributes to people self diagnosing. 

• Advertisements for prescription medicines do not give me all the information I 
need to make an informed decision about healthcare treatments. 

• Research shows DTCA increases the risk of inappropriate prescribing, creating 
health risks for consumers. 

• Unnecessary prescription of medicines leads to increased costs for consumers 
and the health system. 

• DTCA has already been banned in many other countries due to the risks it 
creates for consumers. Kiwi consumers deserve the same protection. 

• There’s also strong support from doctors and other medical professionals for a 
ban on DTCA, as they agree it creates more harm than good. 

Yours sincerely 
Aaron McGlinchy 
 



As a consumer, I strongly support changing the law to ban direct-to-consumer advertising 
(DTCA) of prescription medicines in New Zealand.  

• Advertisements for prescription medicines do not give me all the information I need to 
make an informed decision about healthcare treatments. 

• Research shows DTCA increases the risk of inappropriate prescribing, creating health 
risks for consumers. 

• Unnecessary prescription of medicines leads to increased costs for consumers and the 
health system. 

• DTCA has already been banned in many other countries due to the risks it creates for 
consumers. Kiwi consumers deserve the same protection. 

• There’s also strong support from doctors and other medical professionals for a ban on 
DTCA, as they agree it creates more harm than good. 

Yours sincerely 
Pennie O’Connor  
 



Submission on: Therapeutic Products consultation  
 
As a consumer, I strongly support changing the law to ban direct-to-consumer advertising 
(DTCA) of prescription medicines in New Zealand. 
 
I would also like to make the following points - 
 

• Advertisements for prescription medicines do not give me all the information I need 
to make an informed decision about healthcare treatments. 

• Research shows DTCA increases the risk of inappropriate prescribing, creating health 
risks for consumers. 

• Unnecessary prescription of medicines leads to increased costs for consumers and 
the health system. 

• DTCA has already been banned in many other countries due to the risks it creates for 
consumers. Kiwi consumers deserve the same protection. 

• There’s also strong support from doctors and other medical professionals for a ban 
on DTCA, as they agree it creates more harm than good. 

Yours sincerely 
 
Alison Simpson 
 



Submission on: Therapeutic Products consultation 
As a consumer and health practitioner (midwife),  I strongly support changing the law to ban 
direct-to-consumer advertising (DTCA) of prescription medicines in New Zealand.  

• Advertisements for prescription medicines do not give me all the information I need to 
make an informed decision about healthcare treatments. 

• Research shows DTCA increases the risk of inappropriate prescribing, creating health 
risks for consumers. 

• Unnecessary prescription of medicines leads to increased costs for consumers and the 
health system. 

• DTCA has already been banned in many other countries due to the risks it creates for 
consumers. Kiwi consumers deserve the same protection. As you know NZ and the USA 
are the only two countries allowing this advertising. Much research shows that 
advertising (of any product) makes consumers want things they didn't know they needed. 
Drugs should not be fair game to manufacturers and advertisers - this is not a way to 
improve health services, rather, it is designed only to increase revenue.  

• There’s also strong support from doctors and other medical professionals for a ban on 
DTCA, as they agree it creates more harm than good. People in poverty are not 
empowered in health decisions by this marketing; advertising drugs only allows those 
that can afford to visit doctors and pay prescription charges.  

Yours sincerely 
 
Fiona Hermann  
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B5 Part 3 of the Bill: Dealing with therapeutic products

Subpart 1: Product approval requirements (ss 51 and 52)

Question B3

Please provide any comments on the product approval controls (ss 51 and 52).:

We would have concern if an active medicinal ingredient was not required to go through a stringent safety assessment if it is assumed to be a 'generic' medicine

and therefore identical to the reference brand. With the increasing use of generics, we suggest this aspect needs to be considered.

In addition, a generic medicine's inactive ingredients, name, appearance and packaging may be different. In particular, inactive ingredients (e.g. excipients, fillers)

should be considered in the safety assessment. We have already expressed concern at the increasing use of allergenic food protein as inactive ingredients; the

addition of alcohol in generic asthma inhalers is another example.

Application of Subpart 51 should be considered in relation to allergen immunotherapy products. It is likely there will be increasing demand for these as treatment

for environmental and food allergies. Products may need to be imported as patient-specific, rather than made up on prescription in NZ. Issues around current

prescribing and supply of these are already complex and a barrier to use in patients who would otherwise benefit from the treatment. Use of SS76-77 (Personal

Imports) may continue these barriers.

Subpart 2: Controlled activities and supply chain activities (ss 53–55)

Question B4

Please provide any comments on the controlled activities and supply chain activity controls (ss 53–55).:

With reference to S55, regulations should include similar standards to the FSANZ Food Code in relation to the use of food allergens in manufacturing therapeutic

products. It is not sufficient to assume food-allergic consumers will be protected by labelling on product and/or in product data sheets. Cross contamination is is a

major issue in manufactured food and work is underway to set international standards (CODEX) for food allergen management in manufacturing. This should also

apply to therapeutic products.

Under 61 above, there is no requirement stated for education of consumers in appropriate and safe use of a product.

Subpart 3: Authorisations (ss 56–80)

Question B5 - Please provide any comments on the authorisations for pharmacists (ss 57–59).:



Question B6 - Please provide any comments on the authorisations for pharmacy workers (s 60).:

xx

Question B7 - Please provide any comments on the authorisations for health practitioners :

Question B8 - Please provide any comments on the authorisations for health practitioners’ staff (s 65).:

Question B9 - Please provide any comments on the authorisations for veterinarians and veterinary staff (ss 66–70).:

Question B10 - Please provide any comments on the approach for the personal importation of medicines or medical devices (ss 76 and 77).:

This section needs to be reviewed in context of patient-specific immunotherapy products, and the feasibility of special clinical needs supply authority being

required for the potential number of patients needing access. We don't have a solution - but suggest this needs to be discussed with allergy clinicians and primary

care health professional bodies.

Question B11 - Please provide any comments on the authorisations created in sections 71–75 and sections 78–80.:

Subpart 4: Other offences (ss 81-94)

Question B12

Please provide any comments on the offences created in sections 81–94.:

B6 Part 4 of the Bill: Product approval

Subpart 1: Approval of products (ss 94–113)

Question B13

Please provide any comments on the sections covering product approval requirements (ss 94–104).:

S.107 above should also include a requirement for the application to be responsible for mitigating risk where reasonable. For example, a product containing food

allergens is not a risk to consumers unless they are allergic to the food concerned. This risk can be mitigated by labelling on packaging e.g. 'not suitable for

consumers with allergy to....'

Question B14

Please provide any comments on the sections covering conditions on approvals and cancellation of approvals (ss 105–113).:

Subpart 2: Approval-exempt products (ss 114–115)

Question B15

Please provide any comments on the sections covering approval-exempt products and their sponsors (ss 114–115).:

Would this section cover product or devices developed in NZ and being used in clinical trials?

Subpart 3: Obligations of sponsors (ss 116–119)

Question B16

Please provide any comments on the sections covering sponsor obligations (ss 116–119).:

Subpart 4: Protection of active ingredient information about innovative medicines(ss 120–122)

Question B17

Please provide any comments on the protection of active ingredient information about innovative medicines (ss 120–122).:

B7 Part 5 of the Bill: Licences and permits

Subpart 1: Licences (ss 123–130)

Question B18

Please provide any comments on the sections covering the scope, content, effect and grant of licences (ss 123–127).:

Question B19

Please provide any comments on the criteria for: granting a licence; licensees; and responsible persons (ss 128–130).:

Subpart 2: Permits (ss 131–135)



Question B20

Please provide any comments on the sections covering the scope, content, effect and grant of a permit (ss 131–135).:

Subpart 3: Provisions applying to licences and permits (ss 136–151)

Question B21

Please provide any comments on the sections applying to licences and permits (eg, those relating to duration, conditions, variations, suspensions

and cancellations) (ss 136–149).:

Question B22

Please provide any comments on the sections covering the transfer of licences and permits (ss 150 and 151).:

Subpart 4: Obligations of licensees and responsible persons (ss 153–159)

Question B23

Please provide any comments on the obligations of licensees and responsible persons (ss 153–159).:

B9 Part 7 of the Bill: Enforcement

Subparts 1 and 2: Enforceable undertakings(ss 223–232)

Question B29

Please provide any comments on the sections covering enforceable undertakings and a court’s ability to grant injunctions (ss 223–232).:

Subparts 3, 4 and 5: Offences, attribution of liability and defences, and evidentiary matters (ss 233–248)

Question B30

Please provide any comments on the sections covering penalties, court orders, liability, defences, and evidentiary matters for criminal offences (ss

233–248).:

Subpart 6: Infringement offences (ss 249–255)

Question B31

Please provide any comments on the sections covering infringement offences and the related penalties and processes (ss 249–255).:

B10 Part 8 of the Bill: Administrative matters (ss 256–274)

Question B32

Please provide any comments on the sections covering administrative matters; such as cost recovery, requirements for the development of

regulatory instruments, review of the Act, and relationships with other Acts (ss 256–274).:

B12 - B15, Schedules 1 - 4

Schedules

Question B35 - Please provide any comments on the list of decisions that would be reviewable and who can apply (Schedule 2).:

Question B36 - Please provide any comments on the use of regulations, rules or regulator’s notices for particular matters (Schedule 3).:

Question B37 - Are there any other Acts or regulations containing an interface with the Medicines Act 1981 that are not identified in the list in

Schedule 4?:

Chapter C: What the new scheme would mean for different sectors and health practitioner groups

C1 Medicines (excluding cells and tissues) sector

Product-based controls

Question C1 - Please provide any comments on the approach to regulating changes to approved products (s 100 and 101).: 

In respect to 251 above, it is a concern that criteria re safety is restricted to the purpose of the product, and does not appear to consider other safety aspects 

(such as some consumers at risk of allergic reactions to non-active ingredients). However such risks can be mitigated so risk management should also be



considered, not just whether 'the likely benefits of the product outweigh the likely risks associated with it'

Question C2 - Please provide any comments on the approach for medicines categorisation (classification).:

From a consumer perspective, there is confusion over the meaning of prescription and prescriber, particularly in relation to Pharmac's pharmaceutical schedule.

The schedule requires medicines to be 'prescription only' or 'special authority' classification, partly to enable a procedure for the reimbursement of the cost under

the subsidy scheme. However this draft Bill intends to classify therapeutic products and medical devices using different criteria.

Consumers assume that anything 'on prescription' is subsidised by Pharmac. Prescription medicines (under Pharmac) may imply a higher level of safety, efficacy

etc, which may not be the case from the regulator's perspective. How does it work if the regulator classifies a product as 'pharmacy' and Pharmac re-classifies

this as 'prescription'?

Therefore the approach for medicines categorisations needs to be clarified so there is less confusion.

Question C3 - Please provide any comments on the transition arrangements for existing medicine product approvals.:

Will this allow for consumer organisations (rather than a sponsor) to request a re-classification of an exiting product?

Question C4 - Please provide any comments on the approach to post-market controls.:

Activity-based controls

Question C5 - Please provide any comments on the manufacturing-related definitions.:

280 The term ‘manufacture a medicine’ (defined in s 32 of the draft Bill)' is stated to cover 'all aspects of producing the product and bringing the product to its final

state, including testing, sterilising, releasing for supply, packaging and labelling.'

This should include (for all manufacturers) risk management in relation to food allergens; and declaration on labels and packing re food allergen content if any.

Question C6 - Please provide any comments on the approach to authorising hawkers as part of the relevant wholesale licence.:

C2 Cell and tissue sector

Product-based controls

Question C7 - Do you support adoption of the European approach to regulating cells and tissues, which distinguishes between cells and tissues that

are subject to minimal manipulation and those that are engineered?:

Question C1 - Please provide any comments on the approach to regulating changes to approved products (ss 100 and 101).:

Question C8 - Please provide any comments on any interface issues between the draft Bill and other legislation covering cells and tissues.:

Question C4 - Please provide any comments on the approach to post-market controls for cells and tissues.:

Question C9 - Please provide any comments on the transition arrangements for product approval controls for cell and tissue products.:

Activity-based controls

Question C5 - Please provide any comments on the manufacturing-related definitions.:

Question C10 - Please provide any comments on the transition arrangements for regulated activities involving cell and tissue products.:

C3 Medical device sector

Question C11

Do you think that products that have similar features and risks to medical devices, but are not for a therapeutic purpose, should be regulated? If so,

are there particular products you are concerned about and why?:

We are concerned about the classification of adrenaline auto-injectors (AAIs) e.g. EpiPen as medicine rather than as a medical device. It is a device to administer

adrenaline. The alternative device is a needle and syringe, which is classified as a device.

This means the risk factors associated with the administration of adrenaline via a needle and syringe are not currently taken into account. The EpiPen and other

AAIs are designed to be administered safely by consumers and other non-health professionals, however the current regulation only considers adrenaline as the

active ingredient. . IM administration of adrenaline via needle and syringe by consumers and other non-health professionals is not considered safe.

Product-based controls

Question C12 - Are there any aspects of the global model for medical devices that you consider to be inappropriate for New Zealand?:

Question C1 - Please provide any comments on the approach to regulating changes to approved products (ss 100 and 101).:

Question C13 - Please provide any comments on the proposal to enable some medical devices to have restrictions applied to their use or supply.: 

In the case of needles used for IM administration (this requires a broader needle to inject into muscle), the current regulations are unclear to prescribers and 

pharmacists; however it is felt the risk of adverse events e.g. lacerations of the thigh, are significant if self-administered by a consumer or by a non-health



professional, of adrenaline for first aid treatment of anaphylaxis. We believe this has been a significant in the Medsafe regulations for some time.

Question C4 - Please provide any comments on the approach to post-market controls.:

Question C14 - Please provide any comments on the transition arrangements for product approval controls for medical devices.:

Activity-based controls

Questions C5 - Please provide any comments on the manufacturing-related definitions.:

Question C15 - Please provide any comments on the transition arrangements for regulating activities involving medical devices.:

C6 Pharmacy (and retail-only licence) sector and pharmacists

Pharmacy sector context

Future regulation of pharmacy business activities

Licence to carry out a pharmacy business

Question C19 - What type of pharmacy distribution and supply arrangements would you like to see enabled in the future?:

Question C20 - Do the current pharmacy licensing requirements create any other barriers to the development and delivery of innovative pharmacist

services involving medicines?:

Question C21 - Please provide any other comments about enabling different distribution and supply arrangements for pharmacy activities.:

Question C22Which option do you support?

Option 2: Open ownership with licence requirements targeted at pharmacist control of quality systems and practices within the pharmacy.

Question C23 - Why do you support that option?:

More flexibility in arrangements may improve access for consumers particularly in rural and remote areas; and enable pharmacist to concentrate on the quality of

pharmacy practice rather than running a retail business.

Detailed questions relating to Option 1

Question C24 - What do you consider are the benefits and/or risks that could result from Option 1?:

Less access to pharmacy services in rural and remote areas.

Question C25 - Are there ways in which Option 1 could be improved?:

The funding model which would enable pharmacists to operate pharmacies without having to become retailers of all things.

Question C26 - What activities do you consider a pharmacist ownership requirement should cover?:

Question C27 - For an ownership requirement to be effective, do you think the same pharmacist(s) need to have both majority ownership and effective

control or could those responsibilities be separated?:

Responsibilities could be separated.

Question C28 - Should the current five-pharmacy limit continue or be replaced by a licence requirement that the pharmacist would have appropriate

oversight of the pharmacy (taking into account the number, scale and location of the other pharmacies they are responsible for)?:

Replaced by a licence requirement

Question C29 - If the five-pharmacy limit was retained, how should it be applied when pharmacists jointly share responsibility for the pharmacy?:

Question C30 - Do you have any information on the potential impact on the pharmacy sector of an improved majority pharmacist ownership

requirement?:

Question C31 - What transition time do you consider would be required if Option 1 was implemented?:

Question C32 - Do you consider friendly societies should continue to be exempt from this requirement or should this exemption be removed after a

transition period?:

Detailed questions relating to Option 2

Question C33 - What do you consider are the benefits and/or risks that could result from Option 2?:

Benefit would be improved access to pharmacy services

Question C34 - Are there ways in which Option 2 could be improved?:

Question C35 - Are the requirements adequate to ensure the ‘supervisory pharmacist’ would be able to effectively perform this function?:



Other changes to pharmacy licensing requirements

Question C36 - Do you think the requirement for a pharmacist to be present should be broadened to allow a pharmacist to provide clinical advice and

oversight remotely (s 159)? If so, which pharmacy activities or circumstances do you think this would be appropriate for?:

Particularly for remote areas, use of skype etc for online consultation, including repeat scripts etc.

Question C37 - Do you consider restricting prescribers from taking a financial interest in a pharmacy is still required (s 94)? What would be the risks

and/or benefits of retaining or removing this prescriber ownership restriction?:

I think there could be benefit for patients in pharmacies/pharmacists being part of primary care practices, so don't think restricting prescribers from ownership is

still required.

Question C38 - Are there particular situations where you could see a permit would be a useful tool for authorising pharmacy activities?:

Question C39 - Please provide any comments on the intended approach to depots and/or retail-only licences.:

Question C18 - What do you think of the approach to curtail the personal importation of prescription medicines via the post and courier, meaning

most unapproved prescription medicines imported from overseas would need to be sourced by the issuer of the special clinical needs supply

authority, a pharmacy, or a wholesaler?:

Pharmacist and pharmacy worker authorisations

Question C40 - Should the circumstances in which a pharmacist or pharmacy worker can compound be expanded to allow them to produce a

permitted quantity in anticipation of a request? If you think expanded circumstances are appropriate, why?:

Question C41 - Are there any other situations when you consider it appropriate for a pharmacist to provide medicines by wholesale?:

C10 Advertising sector

Question C52

Please provide any comments on the advertising requirements and enforcement tools.:

Regulators should define and base regulations on a set of principles (e.g. advertising claims must be evidence - based), as well as the allowable purpose and

intended outcomes of advertising. This could be for (as an example) health care practitioner or patient education about a health condition and safe, appropriate

use of a medicine or device.

Question C53

Do you have a view on whether direct-to-consumer advertising of prescription medicines should continue to be permitted? What are the reasons for

your view?:

Yes, provided regulations are in place and enforced. Many people use 'Dr Google' to self diagnose and determine treatment, in many cases incorrectly. There is

already a lot of unregulated material online. Those that comply with regulations could be identified by granting of a license; this may help undo some of the harm

caused by an unregulated system at present.

In some cases there are new and innovative products being developed to meet previously unmet need, as is the case with immunotherapy products. Both

consumers and health care professionals are keen to get information on these, as well as (in case of HCPS, understand the competencies etc required for them

to prescribe, administer etc. Advertising of these can be used to good purpose for the benefit of consumers, provide it is within the regulatory system.

C11 Patients, consumers and disabled people

Unapproved medicines

Question C46 - What do you think about the approach for the off-label use of medicines that have been approved in New Zealand?:

Question C47 - What do you think about the approach for products that have not been approved in New Zealand? In particular, the proposal that: a)

only medical practitioners would be able to issue a special clinical needs supply authority for this type of unapproved product? b) other health

practitioner prescribers would be able to prescribe them, once a medical practitioner has issued a special clinical needs supply authority for that

medicine for a patient?:

Personal imports

Question C18 - What do you think of the approach to curtail the personal importation of prescription medicines via the post and courier, meaning

most unapproved prescription medicines imported from overseas would need to be sourced by the issuer of the special clinical needs supply

authority, a pharmacy, or a wholesaler?:

Under 621(a) there should be an ability to exempt some product. Patients on immunotherapy treatment will need to commit to 3 years of regular treatment, either

injection or sub-lingual product. These are dispenses on a named patient basis, either on prescription or a non-prescription basis depending on regulations in

their own country, and are usually produced and packed overseas (by the manufacturer) for that product. Someone coming to NZ may need to be able to bring a

12-24 months supply with them or have supply sent regularly overseas to maintain this treatment.



Question C55 - Do you consider there are situations when it would be appropriate to authorise someone to personally import medicines (via a

permit)?:

Pharmacy licensing

Question C19 - What type of pharmacy distribution and supply arrangements would you like to see enabled in the future?:

The use of drones to get supply to remote locations.

Pharmacies that can deliver prescription medicines to people's homes or place of work - many of us cant get to a pharmacy to collect prescriptions during

opening hours because of work commitments.

Question C21 - Please provide any other comments about enabling different distribution and supply arrangements for pharmacy activities?:

Question C22Which option do you support?

Option 2: Open ownership with licence requirements targeted at pharmacist control of quality systems and practices within the pharmacy.

Question C23 - Why do you support that option?:

Answered this in earlier section

Question C24 - What do you consider are the benefits and/or risks that could result from Option 1?:

Question C33 - What do you consider are the benefits and/or risks that could result from Option 2?:

Access to pharmacy medicines

Question C50 - Do you consider health practitioners should be authorised to supply pharmacy (category 3) medicines to their patients? What are the

benefits and/or risks of allowing this?:

Yes. Benefit is the patient is more likely to receive education on use etc.

Question C51 - Do you consider health practitioners’ staff should be authorised to supply pharmacy (category 3) medicines to patients of the

practice? What are the benefits and/or risks of allowing this?:

Yes, this would improve access, particularly for disabled people who have difficulty with mobility etc.

Advertising

Question C52 - Please provide any comments on the advertising requirements and enforcement tools.:

Regulations should be based on a set of principles around ethical behaviour etc, and establish the primary purpose is consumer and healthcare professional

education on a health condition and safe/effective use of medicines/devices.

There is a lot of misinformation on Google etc and advertising which meets an appropriate standard and is regulated, would help to address this.

Advertising can enable health care professionals and their patients learn about and have access to new and innovative products which have been developed to

address an unmet need.

Question C53 - Do you have a view on whether direct-to-consumer advertising of prescription medicines should continue to be permitted? What are

the reasons for your view?:

Only of they meet advertising standards and these are regulated.

Packaging and labelling and consumer medicine information

Medical devices that do not have a therapeutic purpose, but may present a health risk

Question C11 - Do you think that products that have similar features and risks to medical devices, but are not for a therapeutic purpose, should be

regulated? If so, are there particular products you are concerned about and why?:

Adverse event monitoring

Question C56 - Please provide any other comments from a patient, consumer and disabled person’s perspective on the approach for the regulation of

therapeutic products under this Bill.:

Post-market monitoring will only be effective if patients are aware of this and know how to report adverse effects etc. There needs to be consideration of the need

for public education on regulations etc.
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Ministry of Health 
PO Box 5013 
Wellington 6140 
 
therapeuticproducts@moh.govt.nz 

 
Submission on the draft Therapeutic Products Bill 

 

The Federation of Women’s Health Councils Aotearoa – New Zealand (FWHC) is a national umbrella 
organisation of women’s health councils, women’s health groups, and individual women throughout 
New Zealand.  The Federation has a commitment to providing a powerful voice for women 
consumers of health and disability services, and to act as a public good advocate in matters that 
affect their well-being interests and those of their family/whānau. At times various members have 
played an active consumer role in health governance, health and disability ethics committees, health 
professional regulatory bodies, medication management, population based screening, and other 
working groups.  FWHC made earlier submissions on TGA related matters. We do not advocate for 
individual sector interests.  

General remarks 

1. FWHC notes this is still a draft bill that is being consulted on and several sections 
require further work. It has been a long time in its development and it will be 
considerably longer before it is ready to be finally considered in Parliament and come 
into effect, along with its accompanying regulations and licensing. 

 
2. We agree with the current direction of a regulatory focus on four priority areas 

(medicines, active medicinal ingredients, medical devices, Type 4 products) within 
this Bill and that natural health products are to be regulated separately. It has been a 
matter of grave concern to FWHC members that the use of medical devices has had 
no regulatory control system within New Zealand.  It is absolutely unacceptable that 
devices can be inserted into human patients without evidential support for their 
production controls, reliability/quality, efficacy, and safety. Furthermore, it is only after 
market testing that matters of consumer protection in the event of adverse 
reactions/serious harm have begun to be addressed, often after very considerable 
delays. We look forward to seeing this situation become much more robust as soon 
as possible.    
 

3. Two further points are that we are unclear what scientific assessment mechanism will 
be introduced should any devices be developed in New Zealand. We also note para 
373 in the consultation document says that it is not intended that the regulator would 
offer conformity assessment for medical devices.  However, looking forward, we ask 

Contact: 
Co-Convenors 

Barbara Holland Barbara Robson 
17 Weenink Rd  65 Fairview Ave 
Greymouth 7805 Feilding 4702 

fedwhc@xtra.co.nz 
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that should a device be developed and manufactured in NZ then who would be 
undertaking such an assessment? 
 

4. All medical software for specialists and GP's alike must meet minimum standards 
such as secure messaging, eHealth Uploads, Standard format for Pathology, 
Standardized Demographics format. This will be the driver of long needed innovation 
in Medical Software. No compliance - no licence to sell.  
 

5. For far too long the therapeutics business market which interfaces the health sector 
has operated on a ‘trust us’ basis behind closed ‘commercial interest’ doors. Along 
with the product management system outlined within this Bill New Zealand must 
ensure that there is full disclosure and transparency within the product market we 
buy from. This includes a requirement that all therapeutic products are independently 
testable so we don’t just rely on what the sponsor or an overseas authority tells us 
about harms and benefits.  
 

6. As yet we do not have enough information to be clear about the related 
operationalisation between legislation and regulation, nor the content and rigour of 
associated Regulations and other system controls, so we will be watching this area 
closely.  
 

7. As a consumer advocacy group we have examined the overall Bill within the 
following lens of publicly accessible accountabilities: 

 
- Ensuring a responsive and timely regulatory system (with appropriate regulatory 

controls for level of risk) is in place and that this information is publicly accessible 
- Transparent processes for approval of medicines and devices 
- There is a robust system of record keeping, product tracking, monitoring and 

auditing – within both the public and private sectors 
- Product procurement meets good production assurance standards (not just 

cheapest price); there is private sector engagement (which sits outside 
PHARMAC’s  procurement processes) 

- Clinical Registers process and/or the proposed national electronic health record 
for documenting medical devices 

- A more actively responsive process for adverse event reporting that doesn’t rely 
principally on doctors to notify CARM (as we note there is significant under-
reporting still) 

- We expect to be consulted, as appropriate, at all stages of development, 
monitoring and reviewing of regulations, the Act and any other related activities. 
 

8. We have general concerns about the tenor of some of the objectives, in particular 
around the terms relating to ‘cost-effective regulation’, and ‘able to sustain capable 
regulatory capacity’. Although the stated purpose (clause 3) is quite clear in its intent, 
in fact most of the draft bill document reads like a trade terms manual.  From a 
consumer protection perspective, if robust compliance / enforcement capacity isn’t in 
place, and able to respond/act in a timely manner, then all the so-called protections 
that are stated in either the legislation or the regulations become almost 
meaningless. 

 
Remove any allowance for DTCA to continue 
 

9. A matter of major concern to FWHC is that New Zealand allowed direct to consumer 
advertising (DTCA) to be introduced and to persist, despite ongoing opposition from 
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health prescribers, professional colleges, and FWHC.  We are adamantly opposed 
to allowing for DTCA to continue under this proposed new legislation and ask that the 
related provisions be removed from this Bill and that DTCA becomes a banned 
activity within NZ. 
 
FWHC endorses the position statement of the Royal New Zealand College of 
General Practitioners (March 2017) – “Prohibition of direct-to-consumer advertising of 
prescription medications” 

 
Specific clauses and questions of note 
 
Principles 

10. FWHC recommends changes to the following -   
Clause 4(a) - ‘likely’ benefits and risks to become ‘expected’ …; also clause 18(1)(2); 
and likewise for post marketing vigilance 

We expect that research trial evidence would shift the balance of expectation from 
‘likely’ to ‘expected’ before any product approval is granted, although post marketing 
vigilance may shift our understanding of this prior knowledge.  

Definition of a pharmacy business  

11. Clause 36(4) If a business is a pharmacy business under subsection (1), then all of 
the pharmacy activities it carries on are taken to be part of the pharmacy business 
(and therefore subject to the terms and conditions of the licence). 

Clause 36(5) However, if the business also carries on other activities that are not 
pharmacy activities, the business is only a pharmacy business to the extent of its 
pharmacy activities. 

FWHC asks how does the consumer distinguish between evidence-based 
pharmaceutical advice/information and the reliability of non-pharmacy business 
information?  

Veterinarians: approved medicines  

12.  Clauses 66(1)(a)i & ii and (2)(a)i & ii,  insert animal patient 

Advertising 

13. Remove clause 82 & 83, particularly as it applies to prohibiting DTCA (and any other 
related clauses that appear elsewhere in the Bill) 

Product approvals 

14. Clauses107,108,109. It seems that a product is either approved or its approval may 
be cancelled (after giving the sponsor an opportunity to comment (s107(3)(a)  but if 
there has been a substantial question of product failure shouldn’t there be a right for 
the regulator to suspend a product while we wait for the sponsor’s response.  
Otherwise the sponsor  can delay a response or take legal action without due regard 
to the wellbeing of patients who continue to be harmed in the meantime (eg through 
continuing use of implanted products – as has occurred with metal-on-metal hip 
prostheses or surgical mesh).  
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Therapeutic products register  

15. Approval-exempt products clause 114 – In addition to a register of approved 
products, will there be a publicly accessible register of products that have been 
declared as ‘approval-exempt’? 

Individuals importing medicines and medical devices 

16. Clause 76 Patient or carer importing medicine for personal use 
While we have significant reservations around the safety of medicines imported for 
personal use we recognise it would be impossible to ban it. We agree the personal 
use conditions, luggage conditions and delivery conditions will put some limitations 
on personal imports and mitigate some of the risks of harm from potentially unsafe 
medicines. 
  
Similarly for clause 77, Person or carer importing medical device for personal use, 
the conditions will mitigate some of the risks of harm. 
 

Regulation of non-therapeutic devices 
17. Para 356 - A number of products that have similar features and risks to a medical 

device would not be captured under this scheme as they are not intended for a 
therapeutic purpose. We note the examples cited include planar contact lenses, 
facial or other dermal fillers, and equipment used for cosmetic purposes that emits 
high-intensity electromagnetic radiation.  
 
FWHC believes products such as these can do considerable harm and we think they 
need to come under some sort of regulatory control. 
 

Pharmacy licence differences 

18. If a pharmacy does not undertake all activities as per s36(1) - (a) compounding 
medicines for non-wholesale supply: (b) dispensing medicines for non-wholesale 
supply: (c) supplying category 1 or 2 medicines by non-wholesale supply – then how 
will they be meeting the needs of patients in a timely and appropriate manner unless 
they are able to have the goods supplied to them to then pass on to patients as 
needed.   
This runs the risk that small pharmacies simply may not engage in some particular 
activities that are either time consuming or low-paid for the time spent on them which 
unfairly loads the obligations onto bigger pharmacies.   

The Bill would enable different distribution and supply arrangements through: 

- Pharmacy premise and equipment requirements being linked to the activities 
undertaken - rather than requiring all pharmacies to have the equipment and 
resources to undertake all pharmacy activities.  

This does make sense, eg airport pharmacies, but there needs to be strict licence 
controls on who can/can’t provide the respective activities in a specific location, 
especially in small town or rural areas, to ensure there are suitable backup 
arrangements in place. There may be some unanticipated consequences for patients 
with service provider changes which would have to be monitored. 

Options for ensuring a pharmacist is in control of a pharmacy business: 

19. Option 1: Strengthened accountability though pharmacist ownership and effective 
control  
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FWHC strongly supports option 1 because we agree: 

It retains the requirement that a pharmacist(s) has majority ownership and effective 
control of the pharmacy business; and  

Reduces risk of negative impact of increased commercial interest in, and influence 
over, pharmacies. 

Option 2: Open ownership with licence requirements targeted at pharmacist control 
of quality systems and practices within the pharmacy    

FWHC does not support option 2 because of the potential for COI between 
professional obligations and open ownership goals to make a profit without obligation 
to put the needs and safety of patients first.  

There are already significant activities that are underfunded (eg time spent educating 
patients about their medications, time spent contacting GPs/other prescribers when 
there are concerns about the prescription order or contraindications etc, time spent 
compounding which is minimally funded) and commercial owners could direct that 
these activities be stopped. 

20. We agree that -  

• a pharmacist should be able to provide clinical advice and oversight remotely for 
any pharmacy activities, either by phone or virtual means; noting that this must 
be documented; 

• restricting prescribers from taking a finance interest in a pharmacy is not 
necessarily required.  The pharmacist can be a prescriber (assuming relevant 
conditions are attached to the licence) so could also technically have a COI. 
Relaxing this requirement might work well if the GP (for example) in a rural area 
also supported the pharmacy in a minority interest manner. The pharmacist may 
enjoy rural life but otherwise be unable to finance a pharmacy business by 
themselves. 

Medical Devices 

21. Relevant paras from the discussion document: 

Para 353 

The new scheme would bring significant change to the medical device sector, which 
is currently regulated only through outdated and piecemeal post-market controls in 
the Medicines Act 1981. The new scheme would include a full suite of pre- and post-
market controls across the lifecycle of devices used in New Zealand. The intention is 
to adopt the regulatory model initially developed by the Global Harmonisation 
Taskforce (GHTF) and further developed by its successor the International Medical 
Device Regulators Forum (IMDRF0. 

Para 354 

Under this model, medical devices are assigned to a risk class using agreed 
classification rules, and manufacturers are required to ensure the devices they 
produce meet requirements for safety and performance. These are referred to as 
Essential Principles. How they are required to demonstrate conformity with those 
Essential Principles is dependent on the risk classification for the device. Under the 
model, there are also ongoing requirements in relation to risk assessment and 
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management and post-market monitoring. A further and more recent aspect of the 
model is a requirement for devices to have a globally harmonised unique device 
identifier (UDI). This is expected to increase patient safety and help optimise patient 
care by facilitating the: 
a.         traceability of medical devices, especially for field safety corrective actions 

b.         adequate identification of medical devices through distribution and use 

c.         identification of medical devices in adverse events 

d.         reduction of medical errors 
e.     documentation and longitudinal capture of data on medical devices in clinical 

registers 

FWHC Comment: 

To all intents and purposes we agree with the discussion document paras 353 and 
354 at a high level. 

But we would have welcomed more information about ‘e’. – documentation and 
longitudinal capture of data on medical devices in clinical registers 

FWHC is familiar with the HISO Standard HISO 10024.2.2:2017 Medical Device 
Terminology and Identification Standards – published June 2017. 

We particularly note from this standard: 
The planned New Zealand electronic health record system – a single source of truth 
for core personal health information – will document the medical devices used by the 
person, alongside information about their medications, allergies and adverse 
reactions, medical conditions and care plan.(pg 2) 

Pharmac is interested in hospital medical devices and equipment whereas the 
electronic health record will document any personal medical device or device used 
with a therapeutic purpose.(pg 2) 

The New Zealand electronic health record will need to include details on many kinds 
of medical device used by the patient, including home monitors, wearables, 
prostheses and implantable devices (pg 6) 

Under this approach the recommended key standards are: 

•         SNOMED CT as the base standard for medical device terminology and clinical 
documentation 

•         GTIN as the standard medical device identifier for the supply chain and product 
traceability.(pg 6) 

Therefore, the proposal is to establish a medical device terminology that is SNOMED 
CT based and shares some elements with the New Zealand Medicines Terminology, 
but adds a range of medical device specific variables to support the known medical 
device use cases. (pg 7) 

Use case scenarios (pgs 7-9) 

FWHC supports the development and use of the New Zealand electronic health 
record system, and the particular provision for the documentation of medical devices 
used by individuals. We see this as an important mechanism in tracking medical 
devices especially when there are adverse events, assisting with recalls etc.  
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If the development of this electronic health record system is completed in the near 
future and implemented across NZ’s health system in a timely way thereafter, we 
want to understand the ongoing need for / investment in existing and any new clinical 
registers; and if there is still a need for clinical registers (either in NZ or perhaps 
overseas) for medical devices, how they might interface with the New Zealand EHR 
system. 

 
Expert Committees 

22. The draft Bill allows the regulator to seek expert advice (from an individual or 
committee) 
 
FWHC recommends that any advice sought (from an individual or a committee) must 
have recorded minutes which are published on a website. 

Adverse event monitoring 

23. Under the new scheme, it would be mandatory for product sponsors of both 
medicines and medical devices to have post market monitoring systems in place and 
to report any adverse events to the therapeutic products regulator. 

FWHC is pleased with this requirement.  

Off-label prescribing 

24. FWHC asks to what extent does this occur at present and how is it monitored and 
controlled? We are concerned that informed consent processes associated with 
off-label prescribing are variable. We would expect that accountability and 
controlling are more rigorous under the new regime using SCNSAs, or is it going to 
be largely a tick box process?  

Regulator’s powers and functions in relation to safety monitoring, public safety 
announcements and regulatory orders 

25. Clause160 requires the regulator to have a system to continuously monitor the safety 
of approved, approval-exempt and lawfully supplied unapproved products. This 
system must be readily accessible, straightforward to navigate, and enable 
consumers, as well as health professionals and health providers, to report adverse 
events. Outcomes of investigations must be reported and actioned as appropriate at 
both individual and system levels. 

Noting ss 168 Directions order and 170 Product Prohibition order – how/on what 
basis will ‘significant risk of death’ and ‘significant risk of serious harm’ be 
defined/determined? 
With respect to situations where post-market monitoring shows significant risk of 
death or serious harm from a type of implanted medical device, does the regulator 
have the power to recall under s162, or direct under s 168, or another section, that 
those living with those medical devices have them monitored and/or removed? 
 

Consultation 

26. Clause 267  
(1) The Minister must not recommend the making of regulations without first 
consulting persons and organisations that the Minister considers appropriate, having 
regard to the subject matter of the proposed regulations.  
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(2) The Regulator must not make rules, a Regulator’s notice, or an exemption without 
first consulting persons and organisations that the regulator considers appropriate, 
having regard to the subject matter of the proposed rules, notice, or exemption. 
 (3) However, a failure to comply with this section does not affect the validity of the 
regulations, rules, notice, or exemption. 
 
FWHC notes the terms of subsections (1) and (2) but would expect there to be a very 
good reason why (3) should occur unless there is a situation of urgency, in which 
case the associated reasoning should be documented. Otherwise legally binding 
regulations and rules could be written or changed without any consultation at all – 
which would not be acceptable. 

Research and clinical trials 

27. FWHC is pleased that all clinical trials of therapeutic products will be controlled 
activities and will require authorisation via the licensing process. We are also pleased 
there will be a requirement for registration of specified trial information in a publicly 
accessible registry that could be entered via the search portal on the World Health 
Organization’s International Clinical Trials Registry Platform; and that the regulator 
will be required to maintain a publicly accessible register of licences. 

However we do have concerns. 

Scrutiny given to clinical trial applications and scientific assessments of clinical trials 

28. We have a level of understanding of and generally accept the risk-based approach to 
licensing, subject to the development of regulations. 

(para 415) While we note ‘greater scrutiny would be given to applications to trial novel  
used for the first time in humans and high-risk products’, at this point we get no sense 
from clause 128 Criteria for granting licence about what sort of scrutiny is intended 
or enabled. We are unsure if clause 128 incorporates scientific assessment of clinical 
trial applications; what greater or lesser scrutiny may (or may not) involve; and where 
the bar will be set in terms of assessing clinical trial applications as high or low risk 
(and variations in between). 

We are well aware scientific assessment of clinical trial applications is outside the 
scope of Health and Disability Ethics Committees. Therefore ethics approval as per s 
128(g) does not include scientific assessment. It is apparent a similar provision to 
that of s 30 in the Medicines Act that provides for scientific assessment of some 
clinical trial applications to be undertaken by HRC’s SCOTT and CTAG committees 
is not in this Bill. Instead the regulator would have the flexibility to seek expert advice 
on a trial application from an individual or committee, or to determine the application 
using its own in-house resources. 

• FWHC contends that we need to be very certain that robust, independent, 
scientific assessments of clinical trials are (specifically) provided for within the 
Bill/s128 

We see some risks with the Regulator seeking advice from an individual; and with 
using in-house resources especially if the Regulator doesn’t have the capacity and 
capability, and is constrained by time and performance targets, to undertake the 
assessments with the rigour that is required to assure protection of research 
participants has been given the utmost consideration. 

Ethics approval for clinical trials 
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29. Clause 128 (g) requires an ethics approval to be in force for a trial unless a relevant 
ethics approval entity certifies that ethics approval is not required for the trial. 

FWHC asks how does an ‘ethics approval exemption’ look from the prospective 
research participant’s perspective? They are being asked to participate in a clinical 
trial as defined, and unlike other clinical trials, ethics approval isn’t required for ‘their’ 
particular trial. Would that be transparent and explained to them? What if they suffer 
an adverse event? Would there be an impact on ACC eligibility for compensation for 
any harm suffered? 

• We do not agree with the provision for ethics approval exemption as per s 128 
(g) (ii). 

We note in s 14 Interpretation an Ethics approval entity could be (a) H&DEC or 
(b) a person or body that performs functions similar to H&DEC and, the Regulator 
has designated as an ethics approval entity.  

• A person should not be designated as an ethics approval entity. 

There is no requirement for that designated ethics approval entity to be New Zealand 
based. We believe that requirement should be added to the interpretation of ethics 
approval entity 2(b 

Blurring of boundaries between ‘service improvement activities’ (or similar) and 
clinical trials  

30. At what point does a service improvement activity become a clinical trial that requires 
a licence and ethics approval? This may be more of an issue with new uses of 
approved products/off label use. 

Is ‘clinical trial’ sufficiently well-defined in s 27 to make the distinction clear? 

NZ to remain an attractive setting for conducting clinical research (para 420) 

31. This paragraph is deeply troubling as the highest priority appears to be on speedy 
decision-making in the interests of NZ Inc. instead of the protection of research 
participants. It is all very well having streamlined processes and performance targets 
for deciding applications but they must not be allowed to compromise robust 
decision-making and put research participants at greater risk of harm. 

Criteria for a licence (clause 128)  

32. Criteria seem to be mainly administrative in nature. It’s difficult at this stage to 
understand what scrutiny of clinical trial applications is intended or enabled and if that 
scrutiny specifically includes scientific assessment. 

 
Policy and operation of the Act 

Clause 268 – we strongly endorse this proposed 5 yearly review given the breadth of 
the Act’s operations 
 

Thank you for this opportunity to provide our comments. 
We would be very interested in having an opportunity for further discussions about some of the 

concerns we have raised, should there be a suitable time for this to occur. 



 
  
Enable New Zealand is a division of MidCentral District Health Board. We provide disability services in 
New Zealand.  
The Ministry of Health, ACC and other DHBs contract our services, which include the provision of 
disability equipment, housing modification and vehicle modification services. 
  
  
  
Having reviewed the Draft Bill and consultation documents, and engaged directly in discussion with 
Susan Martindale, we are satisfied with the overall intent of the Bill. 
At this stage, all information appears to be at high level and for the most part aligned particularly to 
medicines with little detail or instruction regarding rehabilitation equipment. 
  
Our area of concern is the lack of clarity on regulatory and risk classifications of rehabilitation 
equipment, and from that, detail on the regulatory requirements specific to rehabilitation equipment 
Sponsors (suppliers and manufacturers) and any agents potentially involved in secondary supply, 
modification, customisation, repairs and maintenance. 
  
Our discussion with Susan was re-assuring. There is an acceptance that the detail is currently high level, 
with significant work to follow to form the detail and construct relevant instruments. At this stage, there 
is little clarity on which rehabilitation equipment might be identified as a Medical Device. It is likely that 
many will not be included, with remainder being low risk. 
  
We welcome Susan’s commitment to further detailed discussion with Enable New Zealand in or around 
September 2019. 
At this time, we would plan to review the Rehabilitation Equipment range to establish the impact/way 
forward. In the meantime, we have included a copy of the current MOH contracted list equipment which 
provides a good oversight of equipment range. Missing from this list are Power Wheelchairs, which 
should also be a consideration. 
  
  
  
Regards, 
Richard 
  
  
Richard Hodgson  
 

 



 

 
 
 

SUBMISSION 

THERAPEUTIC PRODUCTS BILL 
 
Our company was established in 1981 and has operations in both Australia and New Zealand.  As such we are familiar with: 

• the WAND system in New Zealand 
• the Therapeutic Goods Administration (TGA) in Australia 

1. In Australia the TGA: 

• has 640 staff based in Canberra 
• is answerable only to a federal minister 
• is fully funded by the medical supply industry (pharmaceuticals and medical devices) 
• as a result of several incidents in the last five years is very proscriptive in its regulation of the medical supply industry 
• is very cost inefficient in its role as regulator of medical devices in Australia, being able to charge who it wishes, when it 

wishes (annually in advance) and how much it wishes 

Its charges effectively: 

• restrict competition in the medical device market 
• restrict innovation (new devices) 
• restrict clinical input into the types of devices in the market 
• risk the supply chain failing to supply devices in full, on time, in specification (IFOTIS) 

2. In New Zealand the WAND system is a simple registration of a medical device by the supplier at no cost.  The Ministry of Health 
(MoH) criticises the system due to possible omissions / errors by the supply industry.  Nevertheless the system has worked 
extremely well and is still working extremely well (see page 86, paragraph 397).  DHB / Pharmac procurement in New Zealand 
now insists that all WAND registration and supply to DHBs is dependent on proper CE documentation being held by the supply 
company!  Precisely how the TGA system works! 

Effectively TGA and the new Therapeutic Products Bill are seeking global harmonisation and the recognition of “approved” 
overseas standards (and Australian standards) for each and every medical device.  Is that not what our current WAND system is 
achieving? 

MoH is looking to the TGA system as one of its foundations - including the ability to charge the medical device supply industry - 
for the cost of a new regulatory system.  Currently the TGA employs 640 staff for 25,000,000 people.  On a demographic 
comparative New Zealand has 5,000,000 people.  Does that mean MoH wants to employ 130 people to set up a system similar 
to that of the TGA? 

3. Is There a Need for a New System? 

The TGA system has not prevented a plethora of medical device misadventures or court cases (which the TGA has lost or their 
system not prevented).  These include: 

• Pan Pharmaceuticals (AUD 30,000,000, I believe) 
• industrial silicone being used for breast implants 
• metal-on-metal hip implants 
• numerous recalls including recent ones by such suppliers as Ambu, ConvaTec etc etc 

Their very, very proscriptive system and very, very expensive system is NO safer than our existing system.  I challenge MoH to 
produce the evidence that the TGA has a medical device registration system which is safer than the current system in New 
Zealand. 
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.MoH cannot criticise the existing system in view of their comments in section 397 (page 86) detailed below: 

“Medsafe currently runs and oversees important post-market monitoring initiatives for medical devices such as a reporting 
scheme for adverse events and quality issues and an early warning scheme.  These initiatives would be continued, and 
potentially enhanced, under the new scheme.” 

Once again MoH is less than accurate with the truth and cannot simply say the existing system does not work so we need a new 
one! 

4. Who is the Beneficiary of a New System for Medical Devices? 

• If 130 staff are employed by the new regulator obviously there will be an explosion in civil servant numbers in whatever entity 
that becomes the new regulator.  New position, new roles and new salaries that have to be funded.  At the meeting on 19 
March 2019 the current MoH proponents had no idea … 

− how much 
− who would pay 
− when they would pay 

… other than vague declarations that the cost would be shared by the Government and the medical supply industry.  This 
was precisely their position in 2007 when the TGA had employed 200 staff (over and above their 650 staff) to manage the 
New Zealand portion of ANZTPA.  Some of the same MoH staff in New Zealand were pushing the ANZTPA bill then as they 
are pushing the Therapeutic Products Bill now. 

• However, these staff now - as they were in 2007 - are presuming the industry is the beneficiary of the new bill and therefore 
should pay for the costs involved in: 

− establishing the bill 
− paying the regulator’s costs thereafter 

Who is the beneficiary of an alleged more robust regulatory system? 

• Is it the manufacturer? No 
• Is it the supplier (whom MoH wants to charge)? No 
• Is it the DHB? No 
• Is it the patient (a safe medical device)? Yes 

If indeed the patient is the ultimate beneficiary then surely that is a taxpayer cost! 

In commenting on the above we submit as follows: 

• If the supplier has to pay the cost they will seek to pass that cost on to the DHBs (as they simply cannot absorb additional 
cost).  Presumably that cost will then include the supplier’s margin and GST! 

• During the meeting on 19 March 2019 a user group at a DHB pointed out that their budgets are restricted by MoH spending 
restrictions and that MoH had had no meetings with user groups regarding the additional costs involved. 

The users group’s point is very valid.  Suppliers will pass on the cost and the proponents of this bill blissfully seem to think that 
supply companies can be plucked - as they are in Australia!  The beneficiaries are the patients and that is a cost that should fall 
on the Government (public health). 

Please note that we believe MoH is being dishonest in its claims.  Section 209 (page 47) refers to “existing cost recovery”.  The 
medical device supply industry certainly makes only limited contribution to cost recovery, “as is the case now”.  This is 
deliberately misleading as most device suppliers - including our company - pay no charges whatsoever!  Under section 427 MoH 
even states that devices are to be classified under the “lowest-risk category” and can be done by regulation.  Precisely our point! 
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With regard to detailed submissions I submit as follows: 

5. Executive summary: Objectives for the regulatory scheme are that it: 

(a) meets expectations of risk management and assurance of acceptable safety 
(b) results in efficient and cost-effective regulation 
(c) is flexible, durable, up to date and easy to use 
(d) ensures high-quality, robust and accountable decision-making 
(e) is able to sustain capable regulatory capacity 
(f) supports New Zealand’s trade and economic objectives 
(g) is trusted and respected 
(h) supports consumer access to, and individual responsibility for, care 

• Our commentary is as follows (same headings): 

(a) We have already commented that the TGA system is no safer than our existing WAND system and we await MoH 
evidence that patient safety is worse than that in Australia (or other jurisdictions). 

(b) The TGA system is neither efficient nor cost effective (it is answerable to nobody)!! 
(d) The TGA system is proscriptive and in 2019 places the onus on the medical supply industry rather than on the TGA.  

God help you if you make an innocent mistake. 
(g) After the ANZTPA debacle no one in the industry believes that MoH will implement a system that protects the patient 

with minimum cost. 

23. Medical devices are currently not subject to any pre-market regulatory scrutiny to assess safety and performance and post-
market controls are minimal.  Under the new scheme the intention is to apply the full range of pre- and post-market controls in 
accordance with the risk-based model developed initially by the global harmonisation taskforce (GHTF) and continued and 
maintained by the international medical device regulators forum (IMDRF). 

• Clearly this commentary is inaccurate.  Suppliers currently register products on the WAND system and DHBs will not 
purchase products unless the products have appropriate CE certification / GMP documentation.  MoH is fully aware of who 
supplies what and “recalls” have been successfully completed by the suppliers involved (as required).  If MoH is now saying 
there are rogue suppliers out there why has MoH not closed them down? 

29. Under the new scheme a wider range of tools would be available to encourage compliance and deal with serious offending which 
would enable more appropriate and timely responses when non-compliance occurs.  The draft bill includes: 

(a) a tiered set of criminal offences - with penalties based on the level of intent 
(b) infringement fines - for immediate responses to lower-level breaches 
(c) enforceable undertakings - for use when a person who has been non-compliant agrees (ie, undertakes) to address the 

issue and take active steps to reduce the risk of it happening in the future.  In return the regulator would not prosecute for 
the breach unless the undertaking was breached. 

• Our company is highly reputable, as are its directors.  We see no need for criminality to be legislated into existence for 
simply supplying product.  Where does the licence as to what is criminality and what is a simple mistake stop?  Does MoH 
want to stop suppliers from supplying in the future by being very proscriptive (as is the TGA)? 

33. The bill enables the regulator to charge fees to cover any costs not covered by government funding.  The split between the costs 
recovered from industry and those met by the government has not yet been decided.  However, it is expected that a large 
proportion of the costs is likely to be recovered through industry fees or charges.  This would be discussed further and consulted 
on during the development of the regulations that would set out the cost-recovery details. 

• Why?  This should be a Government cost, as is hospital care, wages, premises, drugs and presumably medical devices.  
Doctors and nurses are not charged for being suitably qualified.  DHBs are charged a capital cost - funded by the 
Government - as part of their budget (also funded by the Government).  Why does MoH think the industry should pay for a 
benefit to the patient?  This thought pattern is a joke! 
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Question A1 
Do you support the general design of the new regulatory scheme for therapeutic products? 
1 Support 
2 Partially support 
3 Neutral 
4 Partially don’t support 
5 Don’t support 
 

• Not if purpose is to charge fees!! 
• Or to introduce unnecessary bureaucracy!! 

Purpose and Principles (ss 3 and 4) 

45. These sections in the draft bill state the purpose and principles that are the central elements of the scheme and a guide to 
actions and decisions under it. 

Question B1 
Please provide any comments on the purpose or principles of the bill (ss 3 and 4). 
 

• Purpose is to employ 130 staff, funded by the medical supply industry. 

Subpart 1: Product Approval Requirements (ss 51 and 52) 

52. It would also not be lawful for a person who is not the product’s sponsor (ie, the person to whom the approval was granted) to 
import an approved product without the written consent of the product’s sponsor or an authorisation given by a licence, permit or 
provision in the regulations.  This would eliminate the ability to parallel import except in authorised circumstances.  The ability to 
grant an authorisation has been provided to ensure there is flexibility to deal with exceptional circumstances such as the death or 
insolvency of a sponsor or a sponsor who is unwilling to supply an important product. 

• At the meeting on 19 March 2019 MoH was unaware that the industry’s read of the bill was that the new bill would prohibit 
multiple sponsors.  Currently some manufacturers overseas are OEM manufacturers, ie, they make: 

− the same product for numerous suppliers in numerous countries under numerous different brands 
− the same product under their own brand for numerous suppliers in numerous countries 

Often an entire year’s stock consists of a one- to three-hour production run and it is not possible to change out brands, batch 
numbers, identifying marks for a short run (why MOQs can be huge). 

It is imperative that multiple sponsors be clearly allowed.  MoH should not in such circumstances deem such multiple sponsor 
situations a revenue-raising operation as all sponsors will in effect be sponsoring the same product. 

Question B3 
Please provide any comments on the product approval controls (ss 51 and 52). 
 

• Multiple sponsors should clearly be allowed under section 52.  All prospective sponsors will have a relationship with the 
manufacturer as they buy the product from the manufacturer (who presumably already holds the appropriate documentation). 

Sections 55 and 61 

55. (a) Wholesale supply of a therapeutic product 
 (l) Conducting a clinical trial of a therapeutic product 

61. (a) How a person carries on a controlled activity 
 (c) Packaging and labelling for therapeutic products 
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Question B4 
Please provide any comments on the controlled activities and supply chain activity controls (ss 53 - 55). 
 

MoH should be aware: 

55. (a) The industry is unsure of what precisely a controlled activity is and do they cross over? 

• Is a New Zealand manufacturer also involved in ‘wholesale supply’? 

• Is a New Zealand sponsor (importer) involved in ‘wholesale supply’ when they sell to DHBs (hospitals) and private 
hospitals? 

• Or when they sell to pharmacy wholesalers? 

• Or when they sell to the likes of Spotless or Onelink (who purchase the product from the sponsor, pay the sponsor and 
supply the hospitals subject to supply contracts sponsor / Pharmac, DHBs, hospitals even though the DHB pays 
Onelink plus a logistics fee)? 

• Is a New Zealand sponsor - who sells product ex warehouse to direct purchasers - a wholesaler?  We have a number 
of purchasers who buy condoms or catheters from us direct as they find extramural supply is inadequate.  Does MoH 
want to stop this service? 

55. (l) Clinical trials are causing some confusion.  Most sponsors supply product for trial by a hospital as that hospital wants to trial 
that product (as a direct replacement for a virtually identical product from another supplier - normally because of supply 
problems or the new supplier is cheaper).  We believe this is captured under paragraphs 27 (b) (ii) and (c) (i) as clearly the 
new product is being trialled under “normal clinical practice”. 

• This needs to be spelled out. 

61. (a) and (c) How a person carries out a controlled activity including packaging and labelling needs MoH input. 

• Currently suppliers break boxes and sell individual units, eg, 27 catheters out of a box of 100.  Does this make them a 
manufacturer?  Does MoH wish to restrict supply to only carton sizes?  This needs to be clarified. 

• Every supplier has problems with damage during shipment - often only to the packaging.  We often arrange for the 
manufacturer to include in the shipment some extra cartons flat packed.  If a forklift damages a carton or a carton is 
squashed during shipment or a carton gets wet - in most cases the goods are completely undamaged.  Does 
repackaging the goods make us a manufacturer? 

• Every supplier has occasional supply problems which involves the supplier occasionally having to … 

− strip a larger device into componentry 
or 
− use componentry to assemble the larger device 

… all with the same manufacturer’s intended use (as a component or assembled unit).  This point needs to be clearly 
considered by MoH and defined to the industry as section 34 (3) and (4) would appear to prohibit this (defining the end 
product as “a different medical device”). 

209. The bill would enable the regulator to charge fees to cover any costs not covered by government funding (s 256).  The split 
between the costs recovered from industry and those met by the government has not yet been decided.  However, it is 
expected that a significant proportion of the costs would be recovered through industry fees or charges as is the case now.  
The fees and charges would be set in regulations following consultation with the sector (s 257).  The methods and levels of 
cost recovery would be reviewed at least every three years. 
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Question B32 
Please provide any comments on the sections covering administrative matters; such as cost recovery, requirements for the 
development of regulatory instruments, review of the act and relationships with other acts (ss 256 - 274). 
 

• MoH has yet to provide any evidence that the TGA system makes medical devices safer in Australia than our WAND system does 
in New Zealand. 

• MoH has failed to understand that the ultimate beneficiary of ANY medical device regulation is clearly the PATIENT. 

• The medical supply industry is targeted as the source of funding for possibly up to 130 new civil servants. 

• These costs WILL be passed on yet MoH has not consulted a single user group within DHBs who all have restrictions on existing 
expenditure, yet alone new expenditure. 

• Some of the same people who were pushing the ill-fated ANZTPA legislation appear to now be pushing this new regulatory 
system.  In its own words: “Medsafe currently runs and oversees IMPORTANT post-market initiatives” and “these initiatives would 
be continued”.  WHY?  The old adage “If it is not broken, do not fix it” is very appropriate. 

• Simply make the current Pharmac / DHB requirement of existing CE mark on all devices mandatory (MoH mandatory).  We simply 
do not need 130 more civil servants - that money should be spent on patients. 

Section 354 (page 78) refers to all devices to have a “globally harmonised unique device identifier (UDI). 

Section 358 (page 79) declares that devices fall into two categories: IVDs and non-IVDs. 

Section 360 (page 79) states: “Under the new scheme, generally a product approval is required to import or supply a medical device (s 
51).  In addition a person must not import an approved medical device unless they are the product’s sponsor (ie, the approval holder), 
have the written permission of the sponsor or are authorised by a licence, permit or a provision in the legislation to import without the 
sponsor’s consent (s 52).  The policy intent behind this provision is to prohibit ‘parallel importation’ unless there are special 
circumstances such as a sponsor who is not willing to supply a needed product.” 

• We have already submitted that MoH appears to misunderstand global manufacturing.  Often there might be only two or three 
manufacturers of a product worldwide, often making the product for numerous suppliers in numerous countries under numerous 
brands and often selling their own brand direct as well. 

• At the meeting on 19 March 2019 MoH stated that it would accept multiple sponsors.  This should be clearly spelled out in the 
legislation as it was not clear to the supply industry.  Furthermore with current national procurement moves by Pharmac / New 
Zealand Health Partnerships / DHBs ‘parallel importing’ is effectively a thing of the past so emphasis should now be on what 
actually happens. 

Section 362 (page 80) states: “Regulator’s notices would be used to declare a medical device or type of medical device to be an 
approval-exempt product and further consultation would happen as the notice was being developed.  We envisage them being used, 
for example, for custom-made devices that were made by, or at the request of, a health practitioner and to a technical specification 
issued by the practitioner in order to meet the needs of an individual patient of that practitioner.” 

• Our company imports a range of hand-made lymphoedema garments pursuant to measurement and order from lymphoedema 
clinics.  Each garment is different and would involve us with hundreds of registrations per month unless such items are actually 
declared an approval-exempt product. 

Section 366 (page 80) states: Licences would be used to authorise the importation and supply of unapproved products on a case-by-
case basis for purposes such as: 

(a) use in a clinical trial 
(b) supply by a wholesaler in response to a request for supply that is supported by a special clinical needs supply authority 
(c) enabling a New Zealand manufacturer to undertake a step in manufacture such as packaging and labelling 
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• Should this licence situation be widened: 

(d) to allow a New Zealand importer (sponsor) to repackage cartons damaged in transit (whereas the internal product is 
undamaged)? 

Sections 368 - 381 of the proposed Therapeutic Products Bill encompass MoH’s intent as follows: 

368. − Have legal reach (to sponsors) 
− Sponsors to have relationship with manufacturers 
− Sponsors to have capability as prospective sponsors 
− Sponsors to be fit and proper 

372. To specify product approval criteria by recognising “mutual recognition arrangements”, grouping of “families of devices” and 
existing “unique product identifiers” 

373. “Allowing the regulator to rely on work done by other recognised authorities” and we expect the authorities would be a mix of 
third-party conformity assessment bodies such as those designated under the European Union system and national regulatory 
bodies we have confidence in.  It is not intended that the new regulator would offer conformity assessment services to medical 
device manufacturers. 

375. A core component of the scrutiny of applications for a product approval would be checking that: 

− the device has been assigned to the correct risk class 
− an appropriate conformity assessment procedure was conducted by a recognised authority 
− certification of compliance is within its expiry date and contains the required information 

378. The regulator would be required to maintain a publicly-accessible register of medical devices including those that have been 
approved and those that the regulator has refused to approve.  The register would be required to include at least the set of 
information referred to as the content of the approval in section 98 but may contain any additional information the regulator 
considers appropriate. 

379. Under the new scheme sponsors of approved and approval-exempt products must comply with a set of obligations that are set 
out in sections 116 - 118.  If they did not they would be committing an offence.  The obligations are designed to ensure that 
the sponsor: 

− complies, in relation to approved products, with the approval (eg, with any conditions on the approval) 
− ensures that an approved product complies with the approval 
− ensures that any person who is required by the product approval to do or not do something complies with that requirement 
− ensures that the product (whether approved or approval-exempt) complies with any specified product standards or 

requirements in the regulations relating to matters such as product or consumer information, labelling and record-keeping 

381. Sponsors of medical devices who are not themselves the manufacturer would need to play an important and active 
intermediary role between the manufacturer and the regulator.  Because of their sponsor obligations they - rather than an 
offshore manufacturer - would be the person held to account for any breaches of the approval conditions or failure of the 
product to comply with its approval or product standards. 

As you can see MoH intends to have sponsors: 

• do all the work of importing and registering a medical device 
• become criminally liable for any mistakes 
• accept mutual recognition arrangements, grouping of device families, recognising other assessment bodies 
• with MoH’s intent clearly laid out in paragraph 381 above 
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Questions B3, B13, B14, B15 and B16 
Our questions and comments on sections 368 - 397 are as follows: 
 

This system clearly replicates that of the TGA which also puts the onus on sponsors.  As a reputable sponsor our company has no 
problem with registering all medical devices.  However, we do have a problem if: 

• the system is all work and liability to/by the sponsors 
• there is no input whatsoever by the regulator (mutual recognition, third-party assessment and onus on sponsors) 
• there could be horrendous charges on the sponsors (as in the case of the TGA which is accountable to a federal minister only) 

Sponsors will pass on these charges and at the meeting on 19 March 2019 a representative of a DHB user group asked what 
consultation MoH had had with DHBs (which have severe limitations on their budgets).  The answer - NONE - is frankly unbelievable! 

396. For the first time also in New Zealand the new scheme would place an obligation on the regulator to ensure it has a system in 
place to monitor the safety of products that are being lawfully supplied (s 160).  Regulations would specify details about the 
monitoring system and the information that must be publicly available.  This requirement is included in the legislation to 
highlight the importance of post-market safety, risk management and communication in the modern regulatory scheme. 

397. Medsafe currently runs and oversees important post-market monitoring initiatives for medical devices such as a reporting 
scheme for adverse events and quality issues and an early warning scheme.  These initiatives would be continued, and 
potentially enhanced, under the new scheme. 

• Clearly 396 is wrong.  New Zealand has the WAND system at present and MoH is the regulator - as clearly stated in 397 above by 
MoH - and at no cost (other than “liquidated damage” clauses creeping into current RFPs).  Charging sponsors for an unnecessary 
new system and, to boot, introducing “criminality” is certainly no “enhancement”. 

Section 399 

• We agree with MTANZ that the proposed six-month transition period is inadequate and should be at least 12 months. 

Section 401 

• We believe the medical supply industry is confused as to what constitutes a “medical device clinical trial”.  A new type of device for 
a new type of procedure might require a clinical trial, eg, when da Vinci was introduced. 

• However, often medical device suppliers are simply giving a hospital a product to trial as it is cheaper or better than existing 
product and we believe this falls under section 27 (c) (i) as such products would definitely fall within “normal clinical practice”. 

• This should be spelled out clearly to the medical supply industry. 

Sections 403 and 34 of the Therapeutic Products Bill 

These sections define what is regarded as manufacturing including “releasing for supply, packaging” (section 34 (1) (b) (ii)) and 
“making into a different medical device” (section 34 (4) (d)). 

• At the moment the industry supplies in less than box lots.  Is this “releasing for supply”?  Does MoH require that the unit of delivery 
is box lots only? 

• In shipping outers are often damaged and the goods within undamaged.  Our manufacturers often ship in flat-packed cartons so 
we can repackage.  How does MoH wish to control this in future?  Do we simply throw away undamaged stock? 

• Occasionally we have had shortages of product which has required us to assemble an item from its component parts or 
disassemble an item to component parts.  In all cases the item was used - either in part or wholly - in its originally-intended 
manner.  How does MoH wish this to be handled in future? 

See questions B18, B19, B21, B22 and B23 regarding the above. 
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Wholesale Supply 

408. Under the new scheme the supply of medical devices by wholesale is a controlled activity requiring an authorisation.  It is 
intended to use a licence as the means of authorising this activity for those supplying medical devices other than those in the 
lowest-risk category.  We propose to use regulations to authorise the supply by wholesale of medical devices in the lowest-risk 
class rather than requiring individual businesses to apply for a licence.  The use of permits to authorise supply would be 
reserved for dealing with exceptional circumstances. 

427. We intend to use regulations to authorise supply by wholesale of devices in the lowest-risk class.  This would mean that a 
licence was not required.  The activity would still be subject to standard requirements set via regulations under section 55 
which, for example, would set minimum standards in relation to storage and record-keeping. 

432. If, however, you were importing a medicine or medical device for wholesale supply in New Zealand then the requirements 
would depend on the status of the product.  Diagram E explains these requirements. 

Currently the medical supply industry is confused as to who is an importer, sponsor or wholesaler.  Our company currently imports and 
registers ALL product on the WAND system.  However, we sell to: 

• hospitals (public and private) 
• wholesalers 
• Spotless (who pays us) 
• Onelink 
• health professionals 
• individuals 

The industry needs clarity on the specific roles that MoH envisages.  Who is what? 
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Introduction  

On December 14, 2018 the New Zealand Ministry of Health (MoH) published a draft Therapeutic 
Products Bill1 intended to replace the Medicines Act 1981 and establish a new regulatory scheme 
for therapeutic products. 

The Medical Technology Association of New Zealand (MTANZ) wishes to submit comments on the 
proposed Bill as a representative of the medical technology industry sector. MTANZ is the only 
industry body representing medical technology manufacturers, importers and distributors of 
medical devices and was first established in 1979. MTANZ is a strong supporter and representative 
of New Zealand researchers and manufacturers in the development of medical devices for 
international markets.  

An overarching comment is that the proposed Bill is very complex, and in some parts appears to 
be written, both in intent and with language / terminology, specifically for the regulation of 
medicines. Further, it appears the regulation of medical devices have then been force fitted into 
this scheme and so are in fact being treated as medicines. There is a plethora of significant 
differences between medicines and medical devices and, if the MoH has a desire to effectively 
regulate these different therapeutic products effectively, there needs to be recognition of these 
differences within the Bill. 

MTANZ would like to respectfully suggest the following “Parts” are separated into industry sectors 
to better reflect requirements for each specific sector e.g medical devices  

Part 3 Dealing with therapeutic products  
Part 4  Product approval  
Part 5  Licences and permits  
 

The medical device sector of the Bill also needs to specifically recognise the sub-sector of In Vitro 

Diagnostics (IVDs) and refer to specific requirements for these medical devices. This should 

absolutely include laboratory manufactured, “in-house” IVDs that do effectively have the same 

(or higher) level of risk associated with them as do IVDs that are offered commercially. To not 

have legislation that covers in-house IVDs automatically sets an unacceptable and uneven playing 

ground.  

The Bill uses, in many instances, New Zealand specific terminology that needs to be aligned more 

with globally recognised medical device terminology to avoid confusion of definitions. The New 

Zealand medical technology industry is well integrated and reliant on the international medical 

technology community and therefore, the Bill should be more cognisant of utilising global 

terminology to support harmonisation. 

                                                   
1 NZ Ministry of Health, Therapeutic Products Regulatory Scheme consultation, accessed 8 April 2019: 

https://www.health.govt.nz/publication/therapeutic-products-regulatory-scheme-consultation  

https://www.health.govt.nz/publication/therapeutic-products-regulatory-scheme-consultation
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The expectation is that the Regulator will have tested and confirmed the usability and reliability 

of the new, established electronic system to ensure it  has  the capacity and capability to accept 

and process the considerable data that will be expected to be entered at the commencement 

date of the regulatory scheme. This requirement is essential for the industry to have confidence 

in the establishment of the New Zealand regulatory scheme 

The rigour of regulations must be balanced with the need for patients to be able to access new 

breakthrough technologies in a timely manner. The regulatory and compliance cost must reflect 

the small New Zealand market  

Response to the Therapeutic Products Bill 

April 2019  
 

Chapter A 
 

A1 Do you support the general design of the new regulatory scheme for therapeutic products? 

 

2 Partially support 

 

The consultation document, in relation to medical devices state “…the intention is to apply the 

full range of pre- and post-market controls in accordance with the risk-based model…”, yet the 

model discussed which does not see the Regulator having the ability to conduct conformity 

assessments does not allow pre-market controls at anything bar a verification level. 

 

Rather the stated intent is to leverage international approvals. If this is the case, then it would be 

better to require New Zealand sponsors to “declare” compliance with the requirements of the 

jurisdiction that’s being leveraged and where relevant provide evidence of same? Not all 

jurisdictions have the same GHTF requirements. The proposed regulatory framework has 

classification rules and essential principles, however, will be no way to determine compliance 

with these, having classification rules and essential principles that are unique to New Zealand 

will also artificially limit the ability of the new Regulator to leverage international principles.  

 

The Medical Technology Industry supports the Regulator recognising 3rd party conformity 

assessment and not undertaking this activity in New Zealand by the Regulator.  

 

The Medical Technology Industry is concerned there has been no decision regarding the 

governance of the new Regulator and that it could be established as a Crown Entity, a 

departmental agency or part of the Ministry of Health. How the new Regulator is set up will have 

considerable impact on the industry and the fees and charges collected to support the activities 

of the Regulator. It is not intended to consult with industry as to how the Regulator will be 

established but the industry needs to be assured the new Regulator will be efficient with the 

ongoing operations being transparent and accountable to the industry.  

 

The cost of the establishment of the Regulator must be funded by central Government.  
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Chapter B 
 

Part 1: Preliminary provisions 
 

B1 Please provide any comments on the purpose or principles of the Bill (ss 3 and 4). 

 

The Medical Technology Industry supports the purpose and principles of the Bill and, the need 

for co-operation with overseas regulators. It is essential to align devices (both import and 

export) and avoid costly duplication of conformity assessment and delayed availability of 

devices in New Zealand.  

   

The new agency should be established as a Regulatory Authority. 

The regulatory authority is in control of two main elements: 

i. Firstly, they set the public safety requirements and intervention mechanisms and 

ii. Secondly, they can select, international pre-market approval bodies to do the 

technical and scientific review 

Ultimate control remains under the jurisdiction of the Regulatory Authority. 

 

Overseas evidence that can be considered: 

Specific evidence and documentation, issued by specific overseas regulators and assessment 

bodies, should be considered by the New Zealand Regulator: 

• Australian Therapeutic Goods Administration (TGA)  

• Certificates issued by Notified Bodies designated by the medical device regulators of 

European member states, under the under the current three Directives on Active 

Implantable Medical Devices (AIMD), Medical Devices (MDD) as well as In Vitro Diagnostic 

Devices (IVDD) To be replaced by the Medical Device Regulations (MDR) and In Vitro 

Diagnostics Regulations (IVDR)  

• Decisions of the United States Food and Drug Administration (FDA) 

• Approvals and licences issued by Health Canada 

• Pre-market approvals from Japan (issued by the Ministry of Health, Labour and Welfare 

(MHLW), Pharmaceutical and Medical Devices Agency (PMDA) or Registered Certified Body 

(RCB), whatever is applicable) 

• Certificates and reports issued under the Medical Device Single Audit Program (MDSAP). 

• ISO 13485:20016 and ISO 9001:2015 

 

The documentation should be issued by an overseas regulator or assessment body for the 

same (design / intended purpose) medical device when applying for registration in New 

Zealand  

 

(4) Principles guiding exercise of powers under this Act 

 

The Regulator’s use and choice of tailored and responsive regulatory tools must be made fairly 

and must be an appropriate response to a given situation. There should be included a 

reference made to decisions being made fairly and meeting rules of natural justice  
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Part 2: Interpretation 
 

B2 Please provide any comments on the definitions or meanings set out in the draft Bill (ss 14–50). 

 

21 Meaning of a medical device.  

 

Definition needs to completely align with the harmonised global definition.  

 

GHTF/SG1/N29:2005 Information Document Concerning the Definition of the Term 

“Medical Device” (under revision). 

 

The definition of a medical device within the Bill does have the potential to exclude 

some IVD medical devices. While IVD medical devices are a sub-set of all medical 

device, to avoid potentially excluding some IVD medical devices from the operation of 

the Bill, a specific definition of IVD medical devices should be included within the Bill 

itself. The definition used should align with the harmonised global definition for IVD 

medical devices.  

 

Regardless of the definitions enacted the regulator needs to maintain flexibility to 

recognise different classifications from different jurisdictions in respect to products that sit 

on the borderline between medicines vs devices (i.e some products are treated as medical 

devices in some jurisdictions and medicines in others: international approvals should be 

leverageable in New Zealand despite these differences)  

 

34           Meaning of manufacture, for medical devices  

 

The definition of “responsible manufacturer” for a medical device (Section 31(5) of the 

Bill) doesn’t align with the new European Medical Device Regulations (MDR): 

 

‘manufacturer’ means a natural or legal person who manufactures or fully refurbishes a 

device or has a device designed, manufactured or fully refurbished, and markets that 

device under its name or trademark. 

   

“Responsible manufacturer” is a medicine terminology. Regulatory nomenclature 

should have recognized international universal terminology “legal manufacturer” for 

medical devices  

 

(4) Remanufacture 

 

This covers refurbishment, reprocessing and rebuilding activities that produce a device 

significantly different from the original, or that are carried out on devices intended for 

single use only. 

 

Therefore, the “remanufactured” medical device must meet the original manufacturer’s 

specifications and will require a new product approval from the agency. Who is responsible 

for ongoing service and maintenance if required?  
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43 Meanings of wholesale supply and non-wholesale supply  

 

From this definition a medical device supplier could be classified as both a wholesaler 

and a non- wholesaler by means of supplying a device as per (2) (a) to supply to other 

persons and (3) supply to patients 

The medical technology industry rejects the concept of defining medical device 

sponsors as either wholesalers or non-wholesalers – this is more appropriate for 

medicines A medical device “product approval” should allow the sponsor to conduct 

all supply chain activities without further regulatory requirements   

    

“Supply restrictions in use” needs more clarification with respect to medical devices as 

concept more related and utilised for medicines.  

 

 

Part 3: Dealing with therapeutic products 
 

B3 Please provide any comments on the product approval controls (ss 51 and 52). 

 

52 Sponsor’s consent required to import an approved product 

 (1) (b) import the product without the written consent of the sponsor      

 

While addressing the concerns relating to parallel importing of products, there are 

situations where there are multiple importers of the same product e.g gloves and 

dental micro brushes. Who would be recognised as the Sponsor from whom all other 

suppliers require written permission to import the product? From the definition of 

“Sponsor” this would be the person to whom the approval was granted (and there 

could be more than one Sponsor for the same product). 

 

All Sponsors should maintain evidence of direct relationship with the manufacturer, 

especially where there are multiple importers/ Sponsors of the identical product from 

the same manufacturer.  

 

B4 Please provide any comments on the controlled activities and supply chain activity controls (ss 

53–55). 

  

55  Persons in supply chain must comply with regulations.  

  (1) (d) “disposal of therapeutic products”  

 

This will need some detail as to the extent of complying with this requirement for 

medical device suppliers. This has more relevance to medicines than devices. 

 

B9 Please provide any comments on the authorisations for veterinarians and veterinary staff (ss 66–

70). 

To avoid confusion, it would be better to refer to the customer of the veterinarian as 

an “animal” rather than a “patient”  
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 68 Veterinarians: wholesale supply  

  (a) the regulations permit the device to be supplied  

 

Devices approved for humans aren’t always approved for animal use. As soon as you 

decide to use a therapeutic product on an animal it inherently becomes a non-

therapeutic product. And, if it is approved or approval exempt, it automatically 

becomes unapproved. 

 

The veterinarian takes the risk associated with use of the product post market.  

Sponsors cannot be held responsible for the use of their approved products in 

veterinary animal health. 

 

77 Patient of carer importing a medical device for personal use  

 

There needs to be an additional cause inserted: 

“The imported medical device doesn’t exceed indicated usage for personal use with an 

appropriate limit on volume”   

 

B11 Please provide any comments on the authorisations created in sections 71–75 and sections 78–

80. 

    

75 Manufacturer of custom-made devices  

 

Custom-made devices need to be defined according to IMDRF definitions. This 

definition should be included in the Bill. 

 

B12 Please provide any comments on the offences created in sections 81–94. 

 

82 Meaning of advertisement and related terms  

 

(1) This should state that it excludes Healthcare Professionals  

 

87 Notifying Regulator of suspicion of tampering 

(2) (b) the therapeutic product does not yet exist.  

   

This statement needs better clarification with examples  

 

  88  Misrepresentation about therapeutic product  

 

How can you misrepresent a therapeutic product when the product involved in not a 

therapeutic product? 

 

92  Misleading information in records  

 

A “required record”? This should be defined in regulations. 
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Part 4: Product approval 
 

B13 Please provide any comments on the sections covering product approval requirements (ss 94–

104). 

 

95 Criteria for product approval 

 

Products manufactured in New Zealand that are only intended for supply in overseas 

markets would still require a product approval. This requirement should only attract a 

simplified pathway that meets the regulations of the importing country   

 

96 Product standards 

   (1) The rules may specify standards for therapeutic products  

 As medical devices will be approved in New Zealand recognising international 

regulatory authorities pre-market approvals, no standards should be mandated in 

legislation for medical devices approved in New Zealand  

 

Where the regulator may specify a standard for a medical device the Medical 

Technology Industry supports direct adoption of international standards and AS/NZS 

direct adoptions of international standards relevant to medical device safety and 

performance 

    

The Medical Technology Industry supports the intention to adopt the internationally 

recognised Unique Device Identifier (UDI) as a means of global harmonisation for 

medical devices. In doing so though it is critically important, specific labelling elements 

that do not exist in implemented UDI schemes in jurisdictions such as the EU and the 

USA are not introduced for New Zealand  

   

  

        98 Content of approval 

(e) name of the responsible manufacturer and the address of each place at which it 

manufacturers the product 

 

This requirement will be impossible to comply with for device manufacturer because  

there are frequently multiple global sites for a manufactured device. This requirement 

is more suited to manufacture of medicines.   

 

Difficult to maintain and unnecessary as legislation will already require maintenance of 

evidence of conformity assessment, e.g. critical manufacturing sites have already been 

assessed and improved by the recognised overseas pre-market approval 

 

99 Scope of approval 

 

For medical devices this doesn’t seem to work as it’s talking about an individual 

product as opposed to a number of grouped devices., as such it’s more specific for 

medicines  
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         100 Major changes result in a new product 

 

These clauses refer to medicines more than medical devices.  For medical devices any 

change, whether major or minor change should not need to be notified to the New 

Zealand Regulator if the leveraged overseas pre-market approval does not change .  

The New Zealand Regulator should only receive notification in relation to elements 

that make up the content of approval, Section 98, and these notifications should not 

result in a new product approval. 

 

101 (2 ) Minor changes 

 

              Refer to comments above 

 

102 Change of sponsor  

 

(2) The regulator may on application by the sponsor and/or new sponsor transfer an 

approval to a new sponsor…. 

 

 (3) If the regulator is not satisfied with the new sponsor the regulator must refuse to 

accept the change in sponsor and may cancel the approval of the medical device entries 

on the database 

 

 Where the business has been divested, if the Regulator is not satisfied with the new 

Sponsor for any reason, the path forward for the Regulator would be to cancel the 

product approval  

 

104 Approval lapses on deaths, bankruptcy, or insolvency of sponsor  

 

(a)(ii) and (b)(ii) In bankruptcy or insolvency wouldn’t it be better to treat registrations 

as assets (particularly for insolvencies, if the registrations lapse, the liquidator loses the 

ability to sell them to another sponsor).  Product approvals should be treated as 

company assets. 

 

The approval lapses on death, bankruptcy or insolvency of sponsor could result in 

critical device shortage.  This clause needs to be re-thought in relation to medical 

devices. 

 

108 Grounds to cancel approval  

  (a) the quality, safety, or efficacy or performance of the product for the purposes for  

which it is used is unacceptable should read “becomes unacceptable”  

 

There is no process to suspend a product, only cancel. This means that the Sponsor may 

have a problem that needs fixing and can be fixed and then the Sponsor can continue 

supply. If the product approval is cancelled the Sponsor would need to apply again to the 

Regulator for product approval and this would result in more cost with new approval 

numbers and time to supply market again  

 

112 Effect of cancellation  

 

What happens to product that is in the supply chain at the date the cancellation has 

effect? 
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113 Therapeutic products register 

 (2)  (b) therapeutic products that the Regulator has refused to approve 

                 (c) therapeutic products for which an approval application has been made  

 

Both the above clauses would be considered breaches of commercially sensitive 

information if published on a public website. The Medical Technology Industry rejects 

both clauses (b) and (c) as not being acceptable to the industry. 

 

(6) The Regulator must make the register publicly available  

 

The Regulator should only publish those parts of the register that are not commercially 

sensitive and suggest that there is a public and non-public section of the register. 

 

B15 Please provide any comments on the sections covering approval-exempt products and their 

sponsors (ss 114–115). 

 

Approval exempt products should be defined in the regulations and reflect low 

volume, special populations or unique products. 

 

B16  Please provide any comments on the sections covering sponsor obligations (ss 116–119). 

116 (1)(c) Sponsor of approved product must ensure compliance with approval  

 

If the Sponsor does not have a legal control over the “other person” how would the 

Sponsor ensure they do what they’re supposed to do? Does this extend to ensuring 

the healthcare professionals are using the product as intended? If so, such a 

requirement would be overly onerous.   

 

118 (1)(f) Sponsor must comply with regulations  

 

“Adverse information” is referenced to medicines. 

 

  119 Sponsor not responsible for approved products imported without consent 

 

   This should include and extend to, products imported for personal use and approval  

exempt products.  

 

Further, the Bill should clearly state that any entity that imports without the consent of  

the Sponsor is required to assume all the responsibilities that would otherwise be 

required to be met by the Sponsor, It is not adequate to rely upon the Regulator to 

add these responsibilities to the licence or permit as conditions.   
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Part 5: Licences and permits 
 

B18 Please provide any comments on the sections covering the scope, content, effect and grant of 

licences (ss 123–127). 

 

This section applies to medicines only.  Medical devices should not be covered by 

licenses. 

 

B20 Please provide any comments on the sections covering the scope, content, effect and grant of a 

permit (ss 131–135). 

 

131 What permits may authorise 

 (1)(a) import or supply a medicine, medical device, or Type-4 product  without it being  

approved or import an approved product without sponsor’s consent 

 

Medical device suppliers will have concerns if an approved product is being imported 

into NZ without sponsor’s knowledge. The Sponsor should be included to ensure 

awareness of product in New Zealand and batch numbers recorded for safety reasons  

Any supplier who does import/supply without the sponsor’s consent has to carry all 

the obligations the Sponsor would otherwise be required to carry including the written 

permission of the manufacturer. 

    

B21 Please provide any comments on the sections applying to licences and permits (e.g, those 

relating to duration, conditions, variations, suspensions and cancellations) (ss 136–149). 

 

This section would be better dealt with in regulations  

 

 136 Regulator may split application  

 

   This section is too complicated and needs better clarification. 

 

137 Duration  

(1)(b) remains in force for 3 years 

 

In some circumstances, 3 years for a licence could be too short given that clinical trials 

can take longer to complete and reapplying for an extension of the licence would be 

counter-productive. It would make a lot more sense for the duration of a licence or 

permit to be determined as part of the evaluation process.  The licence or permit 

should have an expiry date as established during the granting of the licence or permit 

of the regulator (1b and 2b). 
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B22 Please provide any comments on the sections covering the transfer of licences and permits (ss 

150 and 151). 

 

151 Death, bankruptcy, or insolvency of licence or permit holder 

(4) A person to whom the licence or permit is transferred must notify the Regulator 

within 5 days 

 

This should be 20 working days especially if there has been a death of the licence 

holder. 

 

A further clause (5) should be added to include: if the licence or permit holder resigns 

and the licence or permit can be transferred to another employee who meets the 

required criteria  

In this situation wouldn’t the legal entity hold the licence or permit? 

 

This section treats licences and permits as property that can be transferred in these 

situations, yet for product approvals it is intended to automatically cancel them. And 

the same in reverse with transferring – you can transfer a product approval but not a 

permit or licence. Wouldn’t it make a lot more sense to treat them all the same way? If 

you divest part of your Business you should be able to transfer all associated product 

approvals, licences and permits and in wind up or death situations everything is 

treated as property. 

  

B23 Please provide any comments on the obligations of licensees and responsible persons (ss 153–

159). 

  

154 Licensee must ensure health practitioner has authority and resources 

 

The Medical Technology Industry rejects licences for medical devices and cannot 

ensure healthcare professionals/ practitioners have authority and resources.  This is 

more reflective of medicine requirements. 

 

Part 6: Regulator 
 

B24 Please provide any comments on the regulator’s powers and functions in relation to safety 

monitoring, public safety announcements and regulatory orders (ss 160–182). 

 

The Medical Technology Industry supports the focus of the Regulator on an active and 

comprehensive post-market monitoring programmes to collect information  

about the safety, quality and performance of medical devices after they have been 

approved. Any process and requirements must be aligned with current international 

practice and reflect the same language and interpretation of criteria. 

 

161         Public safety announcements  

 

There needs to be a requirement for consultation about such public safety 

announcements before they’re made – the Regulator should not be able to unilaterally 

make such statements about such things without consultation and dialogue with the 

Sponsor 
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162         Recall order  

 

There must be consultation / dialogue before a recall order is made. There also needs 

to be a mechanism, as there is now, for sponsors to initiate a recall action in 

consultation with the Regulator. A recall order should only be made in a situation 

where a sponsor is not willing undertake such an action under their own initiative and, 

after the appropriate dialogue, the Regulator has formed the view a recall is still 

needed. 

 

B25 Please provide any comments on the regulator’s investigative powers 

(ss 183–196). 

 

185 Regulator may require information  

(1)(b) in relation to a specified relevant document 

 

Suggest inserting a time frame of 20 working days to enable the sponsor to source 

any documentation required by the Regulator. Not all documentation is stored in New 

Zealand. 

 

(2)(b) an offence against this Act has been, is being, or likely to be committed 

 

There should be a requirement to specify what the offence is? 

 

(2)(c)(i) should state what the risk is? 

 

186        Testing of samples for investigative purposes 

 

Any testing for investigative purposes must be in collaboration with the manufacturer. 

 

187  Laboratories and analysts  

 

If a New Zealand laboratory will be the mandated testing facility how will international 

manufacturers transfer the test methods to them and how will the New Zealand testing 

laboratory know they’ll appropriately validate those methods. For some products 

there’ll also be very specific equipment needed to do the tests; sometimes this 

equipment may be custom made for a specific device.  

 

188         Imported consignments may be detained pending testing  

 

(2)(c) – so what happens to it after 20 days? Is it just released by Customs? 

 

 

 

 

 

 

 

 

 

 



CHAPTER D: LIST OF CONSULTATION QUESTIONS 

14 | P a g e  

 

B27 Please provide any comments on the review of regulator’s decisions 

(ss 200–204). 

 

 200  Application for review of Regulator’s decisions 

  

Schedule 2 specified who’s able to apply for a review. This should include: “…a person 

whose interests are affected by an initial decision…” 

Schedule 2 also specified what decisions are reviewable but does not include 

approvals. 

 

Addressing both comments above allows competitors (or even “affected” individuals of 

the public) to apply to have a decision reviewed.  

 

 (2)(a) The timeframe should be started from when the applicant has become aware of 

the decision not when the decision is made, and 90 working days would be more 

appropriate than 30 working days  

 

(2)(c) A review would generally only be required when the Regulator has made a 

mistake. As such there should not be a fee for this, if a fee is payable, should be 

refundable if the review is found in favour of the applicant 

 

202        Procedure on review  

 

There should be a mandated timeframe within which the review panel reaches a 

decision. The review panel should also be required to form its decision having a view 

to the Purpose and Principles of the Bill.  

 

203 Decision on review  

(2) the review panel must notify the applicant and Regulator of its decision  

 

There should be a time frame identified from application to review and to the panel’s 

decision and suggest 90 working days  

 

B28 Please provide any comments on the administrative matters relating to the regulator (ss 205–

222). 

  

208         Notice and reasons for decision by Regulator  

 

(5)(b) What is “reasonable”? Language like this really shouldn’t be in legislation as it’s 

very subjective. Rather than being ‘reasonable’ there should be a time specified. 

 

209 Sharing of information with regulatory agencies  

(4) The Regulator must not give information to an overseas organisation unless 

satisfied that appropriate protections will be in place  

 

 An additional clause should be included to require the Regulator to communicate with 

the sponsor before releasing any information to an overseas organisation. 

 

The whole of this section should be limited to overseas agencies the Regulator has a 

formal agreement with that specifically protects confidential and private data. Sharing, 

either way, should not be possible without such an agreement. 
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210 Power of Regulator to act on requests of overseas regulators, etc 

 

This section should be limited to only formal agreements the Regulator has other 

international regulators  

 

212 Regulator may request further information, site access, etc 

 

(1)(b) This should only relate to medicines and not medical devices as we should be 

aiming for 100% reliance on an overseas approval 

 

219 Meaning of making publicly available  

(2) The Regulator may also publicise it, or make it available, in any other way the 

Regulator considers appropriate with the Sponsor’s consent or agreement (to be added)  

 

 

Part 7: Enforcement 
 

B29 Please provide any comments on the sections covering enforceable undertakings and a court’s 

ability to grant injunctions (ss 223–232). 

 

 232 Regulator may accept undertakings  

 

(6) Why is it only possible for the Regulator to apply for an injunction? If the Sponsor 

has let the Regulator know someone is acting in contravention to the Bill and that 

action is causing the Sponsor’s organisation financial or reputational harm and the 

Regulator doesn’t take enforcement action, the Sponsor’s organisation should be able 

to seek an injunction to stop the person conducting the action regardless of any other 

remedies that may be available to the Sponsor’s organisation under other New 

Zealand legislation 

 

Suggest delete 232(6) 

 

The ‘and’ at the end of 239 (3) (a) should be ‘or’ 

The ‘and’ at the end of 242 (3) (a) should be ‘or’ 

 

B30 Please provide any comments on the sections covering penalties, court orders, liability, 

defences and evidentiary matters for criminal offences (ss 233–248). 

  

235/236 Suspension or cancellation of licence or permit  

 

  It would be good for the Court to also be required to take into consideration the 

potential negative health impacts of such cancellations. 
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B31 Please provide any comments on the sections covering infringement offences and the related 

penalties and processes (ss 249–255). 

   

250 Meaning of infringement fee and infringement fine 

 

(4) Any fines collected pursuant to enforcement activities under the Bill be required to 

go to offset the costs of the Regulator and not be treated as consolidated revenue 

 

 

Part 8: Administrative matters 
 

B32 Please provide any comments on the sections covering administrative matters; such as cost 

recovery, requirements for the development of regulatory instruments, review of the Act, and 

relationships with other Acts) (ss 256–274). 

    

256 Costs to be recovered 

 

A regulatory scheme must be limited to efficiency costs only.  The industry should not 

be expected to fund the establishment of the Regulator nor the initial operational cost 

during the transition period.   

 

The Regulator should be accountable for timeframes for product approval and non-

performance should incur financial penalties. 

 

The New Zealand Regulator will become a statutory monopoly with payment for its 

services mandatory. Therefore, The Regulator should not have automatic access to industry 

funding revenue but seek funds from Parliament through normal budgetary processes 

using efficiency dividends, benchmarking and market testing third party competition. The 

protection of health and welfare of the New Zealand population should be a shared 

responsibility between Government and the industry. 

 

Governance issues should include a requirement to operate through a consultative 

committee that encompasses stakeholder representation (including the regulated Industry), 

an independent chairman, an ability to monitor Regulator efficiency, access to adequate 

information and transparent reporting processes. There needs to independent reviews of 

industry funding arrangements and independent dispute resolution processes. 

A process of measurable performance targets for the provision of the regulatory services, 

including penalties for non-performance would have to be part of any regulatory scheme 

to ensure timely assessments are completed.   

 

(Refer “Assessment of Joint Therapeutic Agency Funding Issues” by Bryce Wilkinson 16 

December 2004)  

 

267 Consultation  

 

(3)  Delete this clause 

Replace with: Consultation will constitute not less than 2 calendar months 
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268 Minister must review Act 

 

The Medical Technology Industry supports the need to review the Act every 5 years  

 

 

272 Relationship with Misuse of Drugs Act  

 

The Misuse of Drugs Act should not apply at all to a therapeutic product approved under 

this Bill where the controlled drug cannot be used as a controlled drug (e.g. the amount 

included is too small or it’s impractical to extract it in sufficient quantities for it to be used 

as a controlled drug). 

 

  

Chapter C 
 

C1 Please provide any comments on the approach to regulating changes to approved products (ss 

100 and 101). 

 

The Medical Technology Industry questions the need to create a ‘new’ product approval for changes 

to devices. There should be more allowance for variations to current approvals. The changed device 

is not supplied until regulatory approval is obtained (if applicable).  Track and trace is achieved 

through batch/serial records and UDI moving forward. 

 

C4 Please provide any comments on the approach to post-market controls. 

 

The Medical Technology Industry proposes the provision of annual reports for 3 consecutive years 

from the date of registration for high risk and implantable devices.  No annual report on low-medium 

risk medical devices, unless requested by the Regulator if post-market audit is conducted. 

 

C12 Are there any aspects of the global model for medical devices that you consider to be 

inappropriate for New Zealand? 

 The Medical Technology Industry partially supports the intention to adopt the regulatory model 

initially developed by GHTF and further developed by its successor IMDRF. It is essential that the 

proposed Therapeutic Products Bill supports the growing momentum for global harmonisation 

of medical device regulations, and this includes recognition of other international regulators 

approvals as determined by the New Zealand Regulator.  

 

The Medical Technology Industry supports the requirement for devices to have a globally 

harmonised unique device identifier (UDI) for traceability and to increase patient safety. 

 

The definition of a medical device (including IVDs) needs to be consistent and reflect the 

GHTF/IMDRF model to capture the same products that are regulated globally as medical devices  
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C14 Please provide any comments on the transition arrangements for product approval controls for 

medical devices. 

 The intention is to allow a person who lawfully importing or suppling a device or is carrying out 

a controlled activity before commencement of the new scheme to continue to do so for a 6-

month transition period by automatically creating a licence. Within that 6-month period the 

supplier would need to apply for a product approval.  

 

 This requirement for both suppliers and the Regulator would exceed the resources available for 

most suppliers who would have thousands of devices to apply for licences within the 6-month 

period and at the same time submit applications for product approvals. It is not indicated how 

the licence will be “automatically” issued? It may be possible for some form of licence to be 

generated based on existing WAND entries, however, this will be impossible for IVD medical 

devices that do not currently appear in WAND.   

 

The intent of this policy does not show any benefit in the short term and logistically would be 

impossible to achieve. The Medical Technology Industry totally rejects the need to issue licences 

to continue supply of devices to the New Zealand market at commencement of the Therapeutic 

Products Bill. Rather, there should be a specific form of medical device application under the 

new regulatory framework for products legally supplied to the New Zealand market at the date 

of commencement. This form of application should require the Sponsor to declare that the 

medical devices covered by the application were legally supplied at the date of commencement. 

 

 The Medical Technology Industry needs a 3-year transition period from the commencement 

date of the scheme for devices, currently being lawfully supplied in NZ, to apply for a product 

approval to continue supply with no temporary licence required to be issued by the Regulator.  

 

The Medical Technology Industry suggests as an incentive to encourage early product approval 

applications, there be a sliding scale of fees charged with no annual fees charged during the 

transition period of 3 years.  

- First year fee free 

- Second year 50% fee charged 

- Third year 75% fee charged  

- All new product approval applications during that transition period of 3 years would attract full 

fees.  

  

There is the potential for PHARMAC and/or other tender/contract bodies having to be notified 

of each issued licence (for current devices on market and then again temporary licence before 

approval) and again once product is approved. The Medical Technology Industry sees no added 

benefit for the triplicate process and will only cause considerable waste of resources, not only 

for the industry, but also for those entries that have a requirement to be updated in relation to 

changing registration details.   

 

 The Regulator must demonstrate that the electronic platform being established for product 

approval applications is proven and reliable before the transition period begins.   
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C15 Please provide any comments on the transition arrangements for regulating activities involving 

medical devices. 

 

 As above  

 

C16 Please provide any comments on the change in approach to regulating clinical trials. 

 

 The Medical Technology Industry is concerned with the requirement for the Regulator to 

approve clinical trials. The expertise for the proposed approval doesn’t reside in the Regulator 

but in the clinical institutions. Currently, an approval by an Ethics Committee is required to be 

completed within 45 working days and that timeframe cannot not be compromised by another 

process that will create time barriers to the commencement of a clinical trial.  

 

 New Zealand has a thriving and growing medical technology research, development and 

manufacturing sector of approximately $1.4 billion and any compliance or cost imposed by the 

Regulator must not create barriers to development of this sector.  

 

 It also makes no sense at all to require a clinical trial for an approved product within an 

approved intended purpose (e.g. a post-market pharmacoeconomic study) to be regulated, 

particularly as the requirement for Ethics Committee approval is necessarily maintained.  

 

C17 Please provide any comments on the transitional arrangements for clinical trials. 

 

S36 –The Principal Investigator should not be the applicant.  The organisation that initiates the  

clinical trial (whether that be the Sponsor, a District Health Board or other research institution)  

should be the applicant. that is undertaking the clinical trial.  It would be difficult to know when  

the Principal Investigator is going to move and to ensure the Principal Investigator is (and  

remains) a fit and proper person? 
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SUBMISSION BY THE ADVERTISING STANDARDS AUTHORITY OF NEW 
ZEALAND (INC) TO THE MINISTRY OF HEALTH ON THE THERAPEUTIC 
PRODUCTS REGULATORY SCHEME 
 
Executive Summary 
 

• Thank you for the opportunity to provide comments on the consultation for the 
Therapeutic Products Regulatory Scheme 

 
• The ASA confirms the flexibility of self-regulation allows it to quickly respond to 

concerns about advertising.    
 

• The ASA notes there is no reference in the proposed Therapeutic Products Bill to 
the regulation of ‘Methods of Treatment’ which the Medicines Act 1981 currently 
regulates. 
 

1. Information about the ASA 
 

1.1. The Advertising Standards Authority (ASA) is the self-regulatory body that 
regulates advertising standards in New Zealand. 

 
1.2. The ASA has the following members: 

 
Association of New Zealand Advertisers (Inc) 
Communication Council of New Zealand (Inc) 
Marketing Association 
Interactive Advertising Bureau 
Letterbox Media  
Magazine Publishers Association (Inc) 
Newspaper Publishers Association (Inc) 
Community Newspapers Association 
New Zealand Cinema  
New Zealand Marketing Association (Inc) 
New Zealand Post Limited 
Outdoor Media Association of New Zealand 
Radio Broadcasters Association (Inc) 
Sky Network Television Limited 
Think TV (Free-to-air television) 
 

1.3. The ASA was established in 1973 and became an incorporated society in 
1990. 
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1.4. The role of the ASA is to regulate advertising of products and services as 
permitted by law, including the right to freedom of information under the 
New Zealand Bill of Rights Act 1990. 

 
1.5. The ASA has developed Advertising Codes to support responsible content 

and placement for all advertising in all media. The Advertising Standards 
Code, released in 2018 applies to all ads in all media. This Code outlines 
the requirements for truthful and responsible advertising. In addition, there 
are five specialist codes with specific rules for advertising to children and 
young people and advertising gambling, financial products and services, 
alcohol, and therapeutic products and services.    

 
1.6. The ASA funds and resources a separate and independent Advertising 

Standards Complaints Board (ASCB) that hears complaints from members 
of the public at no cost to them. There is a right of appeal to the Advertising 
Standards Complaints Appeal Board (ASCAB) which is also funded by the 
ASA. 

 
1.7. Both Complaints Boards have a public member majority. 

 
1.8 Complaints are received from members of the public.  In 2018 the 

Complaints Board dealt with 820 complaints about 425 advertisements. 
 
1.9  If a complaint is upheld by the ASCB, the advertiser, advertising agency 

and media are requested to withdraw the advertisement immediately. 
There is a high degree of voluntary compliance with these requests. 

 
 
2. ASA Jurisdiction   
 

2.1 The ASA Therapeutic and Health Advertising Code was released in July 
2016.  This Code covers all words and visual depictions in all advertising 
for therapeutic products (medicines and medical devices), natural health 
products and dietary supplements, health services and methods of 
treatment.  The Code may also apply when therapeutic or health claims are 
made in advertisements for other products or services not defined in the 
code.  This Code and the Advertising Standards Code apply to all 
therapeutic and health advertisements. 

 
 
 
 
 
 
 
 

https://www.asa.co.nz/codes/codes/advertising-standards-code/
https://www.asa.co.nz/codes/codes/advertising-standards-code/
https://www.asa.co.nz/codes/codes/therapeutic-and-health-advertising-code/
https://www.asa.co.nz/codes/codes/therapeutic-and-health-advertising-code/
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2.2  The ASA’s definition of “advertisement” states: 
 

“Advertising and advertisement(s)” are any message, the content of 
which is controlled directly or indirectly by the advertiser, expressed in 
any language and communicated in any medium with the intent to 
influence the choice, opinion or behaviour of those to whom it is 
addressed.” 
  
This captures a wide range of advertising activity that is controlled by 
the advertiser. It does not apply to content not controlled directly or 
indirectly by an advertiser.  Labels and packaging are not 
advertisements for the purposes of the Codes. However, when a label 
or packaging appears in an advertisement it forms part of the 
advertisement and therefore any visible aspects are covered.  

 
2.5 The ASA Codes are drafted using a Principle and Rule approach to allow 

a level of flexibility in their application.  Key considerations for the 
Complaints Boards in determining a breach of the Codes are context, 
medium, audience and product. 

 
2.6 This allows a general set of rules to be applied across all advertisements 

in all mediums – taking into account the particular features of each type of 
media.  For example, the niche audiences targeted by radio and 
magazines, compared to the unrestricted reach of billboards. 

 
 
3. ASA Complaints Process 
 

3.1 The ASA website www.asa.co.nz, includes a complaints form, information 
about the complaints process, our codes and a searchable decisions 
database.   

 
3.2 The Complaints Board meets fortnightly to deal with complaints about 

advertising. 
 
3.3 It is important to note that self-regulation in New Zealand is not just the 

formulation of advertising codes by the ASA and decisions on complaints 
by the ASCB.  Self-regulation in the ASA model is much more complex.  
Codes and complaints resolution are clearly a key part of any successful 
system of self-regulation but the ASA system also includes education.   

 
The ASA Chief Executive and the Education and Development Manager 
give many seminars and presentations throughout the country on code 
compliance.  

 
 

http://www.asa.co.nz/
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3.4 Media organisations are also pro-active in monitoring the advertising that 
they accept.  The Television Commercial Approvals Bureau is responsible 
for assessing advertising for code and legal compliance prior to being 
broadcast and other media have screening and advice services in place to 
ensure their risk of non-compliance is minimised.   

 
3.5 The ASA supports the independent advertising pre-vetting services and 

directs advertisers to these services when appropriate.  The Therapeutic 
Advertising Pre-vetting Service (TAPS) is available to advertisers of 
therapeutic or health products and services.  This service helps advertisers 
reduce their risk of breaching the legislation and / or the ASA Codes.  

 
3.6. In 2018, the ASA set up the AdHelp Information Service to offer assistance 

to agencies and advertisers on risks relating to advertising content and 
placement.  This process complements the pre-vetting services for 
advertising alcohol and therapeutic and health products and services, 
along with advertising to children. 

 
3.7 The level of transparency within the complaints system is also a key factor. 

Every complaint has a published decision.  All decisions are released to 
the media and available on our website.   

 
3.8 Self-regulation is an effective way of ensuring that advertising across all 

media is legal, socially responsible, not misleading, nor offensive.  The ASA 
in New Zealand has developed systems over 45 years to create an 
efficient, effective complaints process for consumers and to support its 
vision of “every ad, a responsible ad”. 

 
 

4. Comment on the Therapeutic Products Regulatory Scheme 
 

4.1 The ASA understands that the draft Bill continues to allow direct-to-
consumer advertising of prescription medicines (DTCA). 
 

4.2 Complaints to the ASA about prescription medicine advertisements are 
minimal.  A summary of complaints received about therapeutic products 
and services is attached as Appendix A.   

 
4.3 The greatest areas of therapeutic and health advertising complaints to the 

ASA are with natural health products / dietary supplements and 
complementary and alternative health services.  Many of these complaints  
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are complex and they can be challenging  for the ASA complaints process 
to deal with.  Neither of these areas of advertising are addressed in the 
draft Bill. 

 
4.4  The ASA is concerned that health services are not considered part of the 

Therapeutic Products Bill despite references to ‘methods of treatment’ in 
the Medicines Act 1981.  There appears to be no information provided 
regarding alternative legislation for advertising these services.  They are 
currently subject to the Advertising Standards Code and the Therapeutic 
and Health Advertising Code.  The ASA also provides an additional 
Guidance Note to help advertisers of health services comply with the 
codes.  Many complaints about alternative and complementary health 
services relate to misleading claims about therapeutic outcomes.   

 
4.5  The Therapeutic and Health Advertising Code is reviewed every five years 

and the next review will take into account any legislative changes. 
  

https://www.asa.co.nz/codes/code-guidance-notes/guidance-note-advertising-health-services/
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Appendix A 
 

ASA Complaints – Prescription Medicines 2012 - 2018 

Year Total # of 
Complaints 

Total # of 
Therapeutic 
and Health 
Complaints 

Total # 
Prescription 
Medicine 
Complaints 

No Grounds 
to Proceed 
Decision 

Not Upheld 
Decision 

Settled / 
Upheld 
Decision 

Complaint 
Withdrawn 

2012 1067 51 5 4 1   

2013 792 75 3 2  1  

2014 871 67 4 3 1   

2015 707 55 2 1   1 

2016 586 48 2  2   

2017 603 94 1 1    

2018 820 64 2 1  1  

 
2017/2018 Breakdown by Category 
 

Product Category 2017 2018 

Complementary 74 47 

Cosmetic 3 3 

Pharmacy 10 1 

Prescription 1 2 

Other 10 5 

Services 11 13 

Weight Management 5 0 
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Draft Therapeutic Products Bill – Submission Overview   
 
The release of the draft Therapeutic Products Bill represents a significant milestone. The Society 
appreciates the opportunity contribute to the achievement of a regulatory regime for therapeutic 
products that achieves its goals to ensure therapeutic products in New Zealand meet acceptable 
safety, quality and efficacy requirements across their lifecycle now and into the future. 
 

Controlled activities and authorisations 
The Society supports the approach of clearly defining controlled activities with provision for 
authorisation of different groups to undertake certain controlled activities as this provides enhanced 
clarity for the sector.  However, we note that this improved clarity has increased the visibility of 
dispensing as a controlled activity that could be carried out by all health practitioner prescribers 
creating potential for the practice to become more widespread.  In certain situations, this 
authorisation (prescriber dispensing) is important to facilitate access to medicines (e.g. after hours, 
rural areas).  However, it should be the exception rather than the rule.  Pharmacists are the most 
comprehensively trained on subject matters such as pharmacology, pharmaceutics, therapeutics 
and the optimal use of medicines and utilise their knowledge around the provision of safe, effective 
and appropriate medicines for their patient population.   Pharmacists are able to utilise this skill set to 
work in partnership with prescribers and other members of the healthcare team. The separation of 
prescribing and dispensing provides an important mechanism for additional clinical and safety 
checks.  Avoidance of self-checking when dispensing was advocated in a recent Health and 
Disability Commission report.  Any future prescriber dispensing will need to be appropriately 
regulated.   
 

Recognising the benefits of timely access to medicines, we are supportive of the proposed 
authorisations for health practitioners in relation to category 3 (pharmacy) medicines.  However, 
requirements for this supply must provide the same safeguards as those available in a pharmacy 
environment such the overall supervision by, and ready access to, a registered health professional.  
Proposals mentioned during the consultation forums such as a requirement for the clinical decision 
to be made by the health practitioner and supply to take place during a consultation would 
potentially mitigate the need for supervision and training of their staff.  Without such requirements, 
training and supervision would be required. 
 

We understand the policy intent to develop a regulatory regime for therapeutic products that is safe 
and cost-effective.  We are concerned that any inconsistencies in relation to authorisations could 
undermine the ability of the regime to provide the necessary assurance that New Zealanders will 
receive consistently safe provision of medicines regardless of point of contact.  All health practitioners 
authorised to undertake a particular controlled activity (e.g. dispensing) should be governed by the 
same processes (see further discussion of this point under the pharmacy licences and permits 
heading).   
 

Pharmacy licences and permits  
The Society is supportive of the flexible approach proposed for the granting of licences and permits. 
Given the range of options enabled by this legislation, a high degree of transparency around the 
granting of licences and permits will be important to ensure confidence in the governance and 
consistency of regulatory processes.  Some form of online database or register may be beneficial in 
achieving this. 
 

https://www.hdc.org.nz/media/5052/medication-errors-complaints-closed-by-the-health-and-disability-commissioner-2009-2016.pdf


  

Under the proposed legislation, when undertaking controlled activities such as dispensing, 
pharmacists are required to obtain a licence (or permit) and comply with the associated regulatory 
processes.  However, when the same activities are undertaken by a health practitioner, there is no 
such requirement to secure a licence and meet the requirements of that licence.  There is a risk that 
variation in requirements will result in different standards and introduce potential for inconsistency in 
safe provision of medicines.  The Society considers that requirements should be consistent for all 
parties.  We are more than happy to work with the Ministry to achieve regulatory process surrounding 
controlled activities in relation to medicines and licence and permit requirements that are consistent 
and work in practice for patients and practitioners across the health sector. 
 

The Society supports the concept of a responsible person but raises concerns about the use of the 
term competency, especially in relation to workers without a defined process of certification/ 
competency assurance (such as that in place for registered health practitioners).  We understand 
the intent but consider that clarification is needed on the definition of competency and expectations 
for how a responsible person would verify competence in this context. 
 

Prescribing  
The Society recognises the benefits of embedding prescribing authority within health practitioner 
scopes of practice such as enabling the health workforce to adapt to the changing needs of New 
Zealanders.  We support this development as long as there is a mechanism in place to ensure a 
consistent approach across all health practitioner regulatory authorities.  
 

Regulator form  
We understand that the form of the Regulator has yet to be determined.  Given the breadth and 
depth of the responsibilities proposed for this body, it is essential that this be presented to the sector 
with some urgency.  The Society is supportive of the powers given to the Regulator, provided there is 
a high level of transparency and sound governance systems are in place.  We also highlight that 
regulation is just one component of ensuring safe effective use of medicines and draw attention to 
the need for cohesive policy direction and coordination between stakeholders in this area. We do 
not support the development of a Crown Agency due to the potential prohibitive costs involved. 
 

Pharmacy business and activities 
We recognise that the architecture required for this legislation to enable flexibility in granting licences 
and permits for innovative delivery of pharmacy services in relation to supply of therapeutic products 
necessitates a move away from a single definition of operating a pharmacy.  However, the Society 
questions the need for the word “business” in the proposed Bill.  If an organisation or individual is 
undertaking specified controlled activities in relation to medicines, they could still be considered to 
be operating a pharmacy, though the new legislation enables a pharmacy to take different forms.   
 

Pharmacy ownership 
The Society supports a pharmacy ownership model that retains a requirement for pharmacist 
ownership.  The term pharmacy is synonymous with the professional practice of pharmacists.  
Pharmacy practice inherently deals with both physical aspects of medicines, including processes for 
safe manufacture and supply, and clinical application of information and evidence that inform the 
optimal use of medicines to achieve the best outcomes for patients.  We understand that the 
therapeutic product legislation is primarily focused on components related to manufacture and 
supply of therapeutic products.  However, separation of these aspects from the broader pharmacy 
practice can be problematic as it fails to recognise their inherent connection. For example, 
pharmacies are recognised in government policy as a location for the provision of health services 
such as management of minor ailments and provision of public health messages.  
 
 



  

Pharmacist ownership retains professional governance over areas of pharmacy practice that are not 
covered by the therapeutic product legislation but are vital to optimal use of medicines and 
provision of high quality primary care health services.  No evidence has been presented to support 
the need for change or on the likelihood that a change will bring about the mooted benefits.   
 

Pharmacies in New Zealand currently have a variety of different models of investment but still have 
a pharmacist with majority ownership to maintain a professional influence on overall service provision 
and development as well as quality processes related to medicines supply.  Enabling legislation and 
continued system investment in current and new pharmacy services is essential to ensure all patients 
in New Zealand have access to high quality medicines and pharmacy services.  The ownership 
model should allow for integrated care models to develop that contribute to pharmacists being 
appropriately positioned to work as part of the multidisciplinary team and utilise their skill set to deliver 
effective health outcomes for New Zealanders.  
 

Direct to consumer advertising 
The fundamental principle to consider is the need for the New Zealanders to have access to 
unbiased information about medicines to support informed decision-making for optimal health 
outcomes.  Some argue that direct to consumer advertising contributes to informing the public about 
potential treatment options.  However, careful monitoring of standards and messages is required to 
ensure information directed at the public is not biased towards a specific outcome or objective.  The 
government may need to consider methods of providing independent, unbiased, evidence-based 
information for consumers similar to the steps it has taken towards provision of independent unbiased 
information for health professionals with development of the New Zealand Formulary medicines 
resource. 
 

The Society does not see the need to change the long-standing current regulations for direct-to-
consumer advertising. However, the Society notes the Ministry’s earlier consultation on direct to 
consumer advertising which led to the identification of various policy options to consider as an 
alternative to the current approach.   The Society consider that this previous work would provide 
useful foundation for contemplation of this issue, with additional consideration given to the 
contemporary information environment in which health consumers and health professionals operate.   
 

Unapproved medicines and off label use of approved medicines 
The consultation document clearly articulates the need to achieve balance between retaining 
access to therapeutic products that have not been approved in New Zealand in certain 
circumstances while minimising their use given the lack of regulatory oversight of the quality and 
safety of such products.  It also recognises that the off-label use of medicines that have been 
approved in New Zealand may be clinically appropriate.  A process is needed that satisfactorily 
acknowledges these circumstances but that: 
 

– avoids unnecessary administrative burden on the sector; 
– recognises the differential risk levels associated with off-label use of products approved in 

New Zealand, use of products that are not approved in New Zealand but are approved in 
other jurisdictions where regulatory authorities are recognised by New Zealand, and use of 
products that are not approved in any recognised jurisdictions; 

– provides clarity around the responsibility and process for ensuring compliance; and  
– does not prevent patients receiving needed therapy in a timely manner.   

 

The Society does not consider that the proposed approach meets these criteria and further 
development of the model is needed. 
 

Next steps 
The Society recognises this is the beginning of the journey and welcomes the opportunity to work with 
the Ministry of Health over the coming months as feedback on the exposure draft is analysed.  Please 
do not hesitate to make contact for further clarification or discussion of issues raised. 

https://www.health.govt.nz/publication/direct-consumer-advertising-prescription-medicines-new-zealand
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PSNZ response to the consultation questions for the TPB 

 

Chapter A 
A1 Do you support the general design of the new regulatory scheme for therapeutic products? 

1 Support 
2 Partially support 
3 Neutral 
4 Partially don’t support 
5 Don’t support. 

 
 
Response 
The Society supports the general design of the new regulatory scheme.  
 
If a Regulatory Impact Report has been produced for the proposed new regulatory scheme, we 
would suggest that the full document is shared with the sector.  
The only report currently available relates to the previous draft regimen, not the one under 
consultation. 
 
The Society expects to be fully and rightfully consulted on the development of the regulations 
and future instruments by the Ministry of Health and new Regulatory body. 
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Chapter B 

Part 1: Preliminary provisions 
B1 Please provide any comments on the purpose or principles of the Bill (ss 3 and 4). 
 
Response 
We support the general purpose and principles of the Bill.  
Section 4 (page 13) describes the principles guiding exercise of powers under the Act and we 
would suggest that: 

• 4(a) ‘should’ needs to be ‘must’ 
• 4(b) ‘should’ needs to be ‘must’ 
• 4(d) ‘appropriate’ should be replaced with ‘where possible’ 
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Part 2: Interpretation 
B2 Please provide any comments on the definitions or meanings set out in the draft Bill (ss 14–50). 
 
Response 
Administer and prepare to administer (Section 26, page 27) 
It may be beneficial if the definition for prepare for administration follows directly from 
Section(1)(a) instead of being defined under Section 26(2). Clarification is required to understand 
how this is different to compounding/manufacturing especially if it contains “to mix the medicine 
with another medicine to be administered at the same time” in the definition. 
Also, clarity around labelling of product and timeline for administration would be beneficial. 
This section could cause some issue and or concern. The contentious aspect will be around 
timeframes and how long before administration is the “preparation” still count as “prepare for 
administration”?  In practice, what will this mean for external contracted compounding 
companies that are making a preparation for use for a specific patient. Is this also considered part 
of administration?  Should there be a sentence that states “immediately before administration”? 
In practice, what about preparations prepared in bulk or prepared in the morning before clinic 
by the doctor, nurse or anaesthetic tech? 
Should Section 26(2) (page 27) include draw up or measure? This might be done separately to 
and in advance of administration but is not part of administration. 

Advertisement (Section 82, page 59) 
This is a simplified definition and easier to understand. 

Clinical Trial (Section 27, page 27) 
This is new to Bill and brings consistency for all involved in clinical trial processes. 

Compound (Section 28, page 28)  
This definition is not clear, especially if it is defined as part of manufacturing. An explanation of the 
intent and purpose of this approach would be appreciated to aid clarity. Compounding in 
practice also ensures the ingredients are appropriate quality, quantity and form and that the final 
product is of the expected quality for use. Please can these practical steps be included in the 
definition? 

Compounding is often undertaken in advance of an identified patient (e.g. imprest item) so this 
definition will not work in practice (See Question C40, page 85 for additional examples).  
“Permitted quantity” should be listed under the rules rather than the regulations. 
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Dispense (Section 29, page 28) 
Again, definition is not clear and appears to be part of manufacturing.  A full explanation of the 
intent and purpose of this approach would be appreciated to aid clarity. This current definition is 
not practical and does not clarify the full operational processes involved in dispensing. Aspects to 
consider could include the clinical check which should take place prior and information provision 
during the process (e.g. patient counselling, consumer medicines information). 
 
We look forward to working the policy team to assist developing definitions that improve clarity 
and enable readers to easily distinguish between these activities (e.g. compounding vs 
dispensing) 

Effect of complying standing order (Section 41, page 34) 
This definition does not appear to include unapproved medicines (Section 41(2)). These are used 
in practice in a hospital environment, so can they be included in the definition?  
Section 41(1)(c) (page 34) should ensure pharmacist only medicines are treated the same as 
prescription medicines for other providers, including administration. 
In practice health practitioners (e.g. medical staff) will issue a standing order in one official position 
but then move to another (e.g. clinical director back to SMO). They will still be employed by the 
organisation and continue carry responsibility for the standing order. Under the proposed 
legislation this responsibility will cease when they move offices or position. This may not work in 
practice so please can the requirement be reviewed? 

Manufacture (Section 31, page 29) 
Under the new legislation it appears that every dispensing and compounding activity undertaken 
by a pharmacist is classified as manufacturing.  A full explanation of the intent and purpose of this 
approach would be appreciated to aid clarity. We would like to propose that dispensing, 
compounding and other “pharmacy activities” are separated from manufacturing because in 
practice they are not all the same. 

Manufacturer and meaning of manufacturer (Section 31(2), page 29. Section 32(3)(b), page 30) 
This definition is broad – “does anything that is part of the manufacturing the product” and implies 
that a pharmacist is a manufacturer. We would like to suggest that this definition is reviewed.  
If a pharmacist is manufacturing in accordance with the defined pharmacy activities, we are 
concerned that Sections 31(3) to 31(5) may not be achievable or possible in a practical pharmacy 
environment. 
It is also interesting to note that Section 32 (page 30) joins compounding and dispensing but 
Section 32(3) specifically states that preparation for administration is not covered in the definition. 
In practice as mentioned previously, preparation for administration under the current definitions 
could result in a manufacturing process. 
Section 32 (page 30) has implications for pharmacy. Applying a patient label to an already 
packaged and labelled medicine should not be considered manufacture but rather considered  
dispensing. A pharmacist undertaking dispensing of a product that is already completely 
manufactured should not be considered the manufacturer. Section 32(1)(b)(ii) might also need 
an exemption for over-labelling. 
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Meaning of Import (Section 30, page 30) 
We understand that the legislation is written using specific terminology but the wording for this 
section is confusing. Do the authors mean ‘If a therapeutic product is imported, each of the 
following persons are involved/responsible: then (a) (b) etc? Redefining may add clarity. 

Medicines Access Limitation Order (Limited access patient) (Section 173,174, page 96): 
This appears to be the drug abuse containment section from the Medicines Act 1981, which 
contained considerable detail. We support the transfer of this detail to the lower level instruments 
as is proposed. 

Wholesale and Non-wholesale supply (Section 43, page 36) 
Retail sale is mentioned but not defined. What is the distinction between retail sale, supply and 
dispensing?  

Pharmacy Business and Pharmacy Activity (Section 36, page 32) 
We recognise that the architecture required for this legislation to enable flexibility in granting 
licences and permits for innovative delivery of pharmacy services in relation to supply of 
therapeutic products necessitates a move away from a single definition of operating a pharmacy.  
However, the Society questions the need for the word “business” in the proposed Bill.  If an 
organisation or individual is undertaking specified controlled activities in relation to medicines, 
they could still be considered to be operating a pharmacy, though the new legislation enables a 
pharmacy to take different forms.   
Also, in practice, if a pharmacy or pharmacist is undertaking or providing clinical trials, how would 
this be defined as part of a pharmacy activity? 

Pharmacy Worker (Section 37, page 32) 
Pharmacy workers are defined in the Bill to significant level of detail including outline around 
qualifications, roles etc, but the workers of other health practitioners are not defined in the same 
manner.  We request that a consistent approach is applied. How are health practitioners working 
in a pharmacy recognised if they are not a pharmacist?  

Prescription (Section 38(1), page 33) 
This is not currently defined in the Medicines Act 1981. The proposed definition is very broad and 
may have implications for hospital pharmacy, if the Regulations define a “complying prescription” 
solely in relation to the community setting. Clarity around the meaning of “no expiry event” 
(Section 38(2(c)) is required.  
Section 38(5)(b) discusses making a record to set out the rest of the medicine remaining to be 
supplied. Would this be the dispensing or owing processes and clarity around why this has been 
included in the legislation would be useful. 

Senior Manager (Section 48 page 38) 
This appears to link through to the commercial aspects (Financial Markets Conduct Act) of 
licensing, ownership and management rather than medicines legislation. Please can this 
incorporation be explained in relation to safe provision of therapeutic products?  
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Special Clinical Needs Supply Authority (Section 39, page 33) 
Previously Section 29 under Medicines Act 1981. This does standardise the process for issue of 
unapproved medicines. It does have the potential to include all health practitioners not just 
medical practitioners, if working within regulations. Clarity around the meaning of “no expiry 
event” (Section 39(2(c)) is required.  Practical examples under this Section would include 
lorazepam injection and paraldehyde, both are currently section 29 and need to be available 
before “status epilepticus” so they can be given in a timely manner. Another example are 
antidotes like sodium thiosulphate. Stock outs are also a common occurrence and pharmacies 
are required to rely on section 29 supplies for antibiotics and anaesthetic agents as a result of 
global events (manufacturing issues and approved supplier fires in manufacturing plants). We are 
not sure if the proposed logistics of this process will work in practice due to potential approval 
processes and large number of medicines that are currently used off label. 
In practice, how will the SCNSA process handle a medicine that is being used and any conditions 
of approval change in accordance with Sections 105 to 112? 

Supply (Section 42, page 35) 
Previously no definition in the Medicines Act 1981. The proposed definition lacks clarity and 
appears to be addressing problems with current processes (export, quantity, payment, supply 
process) rather than future supply process.  
Please can the policy team clarify why Section 42(2) has been included and if Section 42(4) is 
immaterial why has it be included in the Bill? 
Section (43)(2)(d) appears to imply that if external compounders are considered manufacturers 
then this would mean that a hospital pharmacy could not supply medicines to them for 
compounding on their behalf (e.g. Baxters). 

Supply chain activity (Section 43, page 36) 
This appears to be a mixed definition. It would be useful to define what is meant by “course of 
business” and “does not constitute carrying on a controlled activity”.  Some activities are defined 
as not constituting carrying on a controlled activity but are controlled activities (e.g. supplying a 
therapeutic product, administering a medicine). 

Tamper with (Section 84, page 61) 
This is an interesting concept.  However, it is not clear how manufacturing (which under the draft 
TPB includes compounding and dispensing) fits with this definition.  These activities may alter the 
products packaging, which may then affect the quality (shelf life), safety (original labelling) and 
consumer information (split pack). As a result, dispensing and compounding could be classed as 
tampering with. 

Meanings of work and worker (Section 49, page 39) 
We are not sure why these definitions have been included as this bill is therapeutic legislation and 
not employment law. Please can this incorporation be explained in relation to safe provision of 
therapeutic products? 

Meaning of therapeutic purpose (Section 15, page 23) 
This includes pregnancy but ovulation is omitted. Is there a reason for this? 
Defining disinfecting a medical device (Section 15(1)(h), page 23) could be difficult in practice. 
Please can this be reviewed? 
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Category 1 AMI medicine (page 17) 
Having a category 1 AMI defined in the interpretations could be confusing. In practice, when is a 
product an AMI and when is it a category 1 AMI and when is it a medicine? What happens if it 
isn’t manufactured but somehow used as a medicine?  
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Part 3: Dealing with therapeutic products 
B3 Please provide any comments on the product approval controls (ss 51 and 52). 
 
Response 
We recognise the need for regulated and controlled import of high quality and safe products.  
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B4 Please provide any comments on the controlled activities and supply chain activity controls (ss 
53–55). 

 

Response 
It may be beneficial to split controlled activities from supply chain activities for ease of reading 
and interpretation.  
 
Section 53(2) (page 41) should include administering a category 2 medicine. 
 
Section 54 (page 42) describes non-wholesale supply of a category 1 medicine and the 
requirement of a prescription. The text uses the words “a person must not” and the person could 
include health practitioners and pharmacists. This will conflict with authorisations describe in Part 
3, Subpart 3.  The use of the word “person” should be reviewed. 
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B5 Please provide any comments on the authorisations for pharmacists (ss 57–59). 

 
Response 
Section 57 (1)(b) (page 44) references category 1 medicines. In practice, how would this be 
undertaken if the prescriber had requested category 2 medicine, but on the prescription? 
 
Section 57(3) (page 44) define the licence requirements for pharmacist in relation to a controlled 
activity. Please can this be moved, or cross referenced to “Part 5 Licences and permits” for 
consistency around the licencing process? 
 
Section 58(2)(b)(i), Section 58(3)(b)(i) and Section 48(4)(b) (page 45) reference the requirements 
for a SCNSA before a supply can be made. We are not sure how this will work in practice when a 
medicine is supplied to a ward as an imprest item and used for multiple patients. We ask that this 
is amended to ensure the pharmacist is complying with the legislation. 
 
Section 58(2) (b)(ii) (page 44) states the “medicine was lawfully compounded”. Please can 
“lawfully compounded” be defined in the interpretations? 
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B6 Please provide any comments on the authorisations for pharmacy workers (s 60). 
 

Response 
Section 60(1)(c)(ii) (page 47) mentions direct supervision. However, in the current legislation, 
supervision is at the level of the regulations. Please can these definitions be moved down to the 
regulations or rules to ensure the Bill is enabling and future proofed?  
 
In practice, this proposed approach is a bit tighter than what is in place now.  This could create 
workplace issues in a hospital setting particularly when there are rural hospitals involved. This will 
need to be clarified in the regulations. 
 
Please can the policy team specify how registered health professionals with a Scope of Practice 
based in a pharmacy, who are both a worker and health professional will be defined under the 
Bill?   
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B7 Please provide any comments on the authorisations for health practitioners  
(ss 61–64). 

 

Response 
Section 61(page 4) states that the medicine is supplied.  Please ensure that the regulations will be 
appropriately controlled to ensure the patient receives a safe and appropriately packaged 
product?  
 
For a category 1, please confirm that there will be a requirement for a complying prescription. 
 
Section 61(4) (page 48) states that a health practitioner may only administer a category 1 
medicine if they are the prescriber for that medicine. We have difficulty seeing how this will work 
in practice for other health practitioners (e.g. pharmacists, nursing staff) who are not the prescriber 
but are required to administer the medicine in their role as a health practitioner?  
 
The Society supports the approach of clearly defining controlled activities with provision for 
authorisation of different groups to undertake certain controlled activities as this provides 
enhanced clarity for the sector.  However, we note that this improved clarity has increased the 
visibility of dispensing as a controlled activity that could be carried out by all health practitioner 
prescribers creating potential for the practice to become more widespread.  In certain situations, 
this authorisation (prescriber dispensing) is important to facilitate access to medicines (e.g. after 
hours, rural areas).  However, it should be the exception rather than the rule.   
 
Pharmacists are the most comprehensively trained on subject matters such as 
pharmacology, pharmaceutics, therapeutics and the optimal use of medicines and utilise 
their knowledge around the provision of safe, effective and appropriate medicines for their 
patient population. Pharmacists are able to utilise this skill set to work in partnership with 
prescribers and other members of the healthcare team. 
 
The separation of prescribing and dispensing provides an important mechanism for additional 
clinical and safety checks.  Avoidance of self-checking when dispensing was advocated in a 
recent Health and Disability Commission report.  Any future prescriber dispensing will need to be 
appropriately regulated.   
 
We understand the policy intent to develop a regulatory regime for therapeutic products that is 
safe and cost-effective.  We are concerned that any inconsistencies in relation to authorisations 
could undermine the ability of the regime to provide the necessary assurance that New 
Zealanders will receive consistently safe provision of medicines regardless of point of contact.  All 
health practitioners authorised to undertake a particular controlled activity (e.g. dispensing) 
should be governed by the same processes.   
 
 
 

https://www.hdc.org.nz/media/5052/medication-errors-complaints-closed-by-the-health-and-disability-commissioner-2009-2016.pdf
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If health practitioners are undertaking the same activities as a pharmacy (e.g. dispensing, non-
wholesale supply of category 1 or 2, 3, and 4, medical devices and wholesale supply) they should 
be licensed and regulated using the same tools as a pharmacy undertaking these tasks. If this is 
not possible then the regulatory aspects applied to a pharmacy delivering these activities should 
be reviewed.   For example, the safety and quality of medication management is not location- 
specific: it does not matter whether insulin is stored in a licensed pharmacy premises or a doctors' 
surgery, if the cold chain is broken as a result of a poorly maintained fridge then doses taken from 
the vial will not be of the appropriate quality and diabetic control will be affected. All areas where 
medication is stored and from where supplies are made should be expected to conform to the 
same standards and be auditable according to the same criteria. As a member of the public we 
would expect the same standards from any health professional providing similar aspects of care.  
 
Processes for dispensing medication should be systematic and covered by Standing Operating 
Procedures (SOPs) to limit the risk of error and resulting harm, irrespective of location. This is more, 
not less, important in circumstances of infrequent or 'low-volume' activity where lack of familiarity 
by staff increases the chance of unintended errors with resulting patient harm. 
 
A prescriber may dispense medication that has been stored in the boot of their car for many 
weeks over summer. This is clearly wrong, but only a pharmacist would be penalised under the 
proposed Bill. This may be the existing legislation, but we have the opportunity to address this 
rather than perpetuate the problem. 
 
Permitting any health practitioner to prescribe medication either from a restricted list or within a 
defined practice creates a potential for medication related health problems. Currently there is no 
possibility of adding the notification of the supply of prescription to an individual patient record, 
that can be seen by all other potential prescribers. This creates the possibility of silo working and 
potential duplication of treatments/interactions, and adverse effects on the patient. Please can 
this risk be addressed with the development of any future regulations, rules and consideration of 
the potential role of national electronic health record.?  
 
In practice, Section 61 will run the risk of ‘cherry picking’ of services being provided to patients 
which needs to be addressed with future regulations and rules.   
 
In Practice, looking forward, could Section 64(1)(a) (page 50) be tightened up to the person who 
is an ‘enrolled’ patient rather than a patient of the practitioner? There may have to be variations 
for Emergency Departments and after-hours services, but this would serve to limit ‘doctor 
shopping’ for unapproved medicines and possibly some medicines of risk. Could this be 
considered for the part of the regulations or rules? 
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B8 Please provide any comments on the authorisations for health practitioners’ staff (s 65). 
 

Response 
Section 65(1)(c) (page 51) uses the terminology “general supervision”. Please can this be defined 
to ensure consistency of approach for all staff involved in the process. 
 
Recognising the benefits of timely access to medicines, we are supportive of the proposed 
authorisations for health practitioners in relation to category 3 (pharmacy) medicines.   
 
However, requirements for this supply must provide the same safeguards as those available in a 
pharmacy environment such the overall supervision by, and ready access to, a registered health 
professional.   
 
Proposals mentioned during the consultation forums such as a requirement for the clinical decision 
to be made by the health practitioner and supply to take place during a consultation would 
potentially mitigate the need for supervision and training of their staff.  Without such requirements, 
training and supervision are required. 
 
In practice, there needs to be some reasonably proactive auditing, standards developed by the 
appropriate bodies (including a pharmacist) and training before provision of medicines could 
happen, to ensure patients receive safe and appropriate treatment. 
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B9 Please provide any comments on the authorisations for veterinarians and veterinary staff (ss 66–
70). 

 

Response 
We have no comments on this section. 
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B10 Please provide any comments on the approach for the personal importation of medicines or 
medical devices (ss 76 and 77). 

 

Response 
Section 76(2) (page 56) states “this section does not apply to a medicine specified in the 
regulations”. Please can the process by which a medicine will be specified in the regulations be 
defined for this section and clarified for transparency? 
 
Section 76(5)(a) (page 56) specifies delivery conditions for category 2, 3, or 4 medicines but not 
category 1 medicines. An explanation for why this category has been omitted is required. 
 
Section 76(5)(a) includes category 2 medicines. We recommend that category 2 medicines are 
excluded. These medicines have been placed in this category with the intent that provision of 
treatment will be given after consultation with a pharmacist.  They should not be imported through 
this route. In practice, under the Section 76(5)(a) dextromethorphan, which has just been 
restricted due to misuse could be imported no questions asked by a school student, or someone 
a little older with no problem. Importation of the emergency contraceptive pill could result in 
repeat use with no discussion with health professionals about other more appropriate 
contraception, or potential for sexually transmitted infections. 
 
Section 76(5)(c) (page 56) states that the medicine should not exceed 15 months.  Why was 15 
months considered appropriate? We recommend that this is reduced to 3 months. In practice, 
without a health professional’s input a person could be allowed to purchase considerable 
quantities of a medicine with known contraindications, precautions, interactions and adverse 
events, for which the long-term use needs to be managed under a prescriber.  
 
Defining standard supply will vary between patient and prescriber. How will this be managed in a 
legal challenge? 
 
Section 77(2) states “this section does not apply to a medical device that is specified in the 
regulations”. Please can the process by which a device will be specified in the regulations be fully 
defined and clarified for transparency. 
 
Do conditions like medicines luggage (Section 76(4) and deliver conditions (Section 76(5) apply 
to devices.? Please clarify. 
 
In practice, personal importation must be discouraged. Under the proposed legislation there will 
be no controls in place to prevent the personal importation of counterfeit products and 
substances of abuse that are classified as category 2, 3 or 4 in New Zealand. Patient safety is 
paramount. New Zealand residents should be able to access the medicines they require within 
New Zealand. However, if there are crown entities or other government organisations (e.g. NZDF) 
that require this enabler it should occur under a licence or permit process. 
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B11 Please provide any comments on the authorisations created in sections 71–75 and sections 78–
80. 

 

Response 
The words “a person” are used in several places throughout the document including Section 71 
(page 54). We understand the intent of the wording but are concerned how it could be 
interpreted. Please can the words “a person” be defined? 
 
Section 71(c) implies category 2 and 3 medicines do not require a standing order for 
administration? This is very different to the current process and we recommend that any restricted, 
or pharmacist medicine needs a standing order.  
 
Downstream supply (Section 72) (page 54) is not defined in the legislation. Clarity around this term 
is required. 
 
Does Section 72(2) (page 54) apply to administration? If administration is included in practice how 
does this apply to the administration of a category 1 medicine without a complying prescription? 
Clause (b) mentioned ‘in accordance with the directions of an authorised prescriber’ but it is not 
clear what form these directions should take – does this mean the labelled instructions? Clarity is 
required. 
 
Section 72(3)(b) (page 55) implies an unapproved medicine can be lawfully supplied without a 
complying prescription. It is important to avoid ambiguity and we recommend that an 
unapproved medicine requires a prescription.  
 
Section 80 (page 58) describes the authorisation process for vending machines. This is an 
interesting development and we look forward to working with policy team to ensure the use of 
vending machines to supply therapeutic products has appropriate oversight, safety and enabling 
focus. 
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B12 Please provide any comments on the offences created in sections 81–94. 
 

Response 
Section 81(1) (page 59) mentioned the word patient. Please can the policy team provide a 
definition of a patient and the implications if the person is not a patient?  
In practice, most prohibited substances do not currently go to the patient.  
 
Section 81(2) (page 59) states “The regulations may specify”.  For consistency across the Bill, it 
would be beneficial to state if these must be included or omitted. 
 
The Society recommends that the policy team considered adapting the EU Falsified Medicines 
Directive for New Zealand during the legislation development, especially in relation to Section 86 
(page 62)?  
 
Section 88(1) (page 63) defines the criteria for misrepresentation about a therapeutic product. In 
practice, pharmacists may breach this aspect of legislation if the prescriber asks for the medicine 
to be labelled as “the tablets” for example instead of the pharmaceutical ingredient. Sometimes 
pharmacists are required to adjust expiry dates on medicines affected by temperature variation. 
In order to prevent the pharmacist being penalised under Section 88(3) (page 64) how will this be 
managed in practice? 
 
We support the intent of Section 90(1) (page 63), however we are not sure how it will occur in 
practice, especially if there is an expectation that everyone involved in the provision of 
therapeutic products is fully aware of the full contents of the legislation.  
 
Section 93(2) (page 65) states that the licence will not be granted “unless it is subject to adequate 
conditions”.  Please can the policy team confirm that “adequate conditions” will be defined in 
the regulations or rules. Section 93(8) provides some information, however transparency around 
the full definition of adequate conditions is required. 
 
 
 
 
 
 
 
  



 

19 | P a g e  
 

Part 4: Product approval 
B13 Please provide any comments on the sections covering product approval requirements (ss 94–

104). 
 

Response 
Section 94(3) (page 66) describes the response to evaluating an application.  Please can the 
policy team ensure additional information around the reasons for granting or refusing the 
application are provided as part of future regulations or rules?  
 
Section 97(a) (page 67) defines the criteria for a person to be the sponsor, which includes the 
Crown (iii). Specific practical examples around how the Crown are likely to use this clause will help 
the reader understand the proposed process and how this is likely to occur. 
 
Section 97(c) states that “if they are not the responsible manufacturer of the product, they will 
have a contractual relationship with the responsible manufacturer that meets the criteria 
specified in rules”. How will the rules be established? Clarity is required around the practical 
application of responsible manufacturer if dispensing and compounding are part of 
manufacturing process. How would this apply to a pharmacy? 
 
Section 97(e) should ideally be linked back to Section 47 (page 37) of the legislation for 
consistency. 
 
  



 

20 | P a g e  
 

 

B14 Please provide any comments on the sections covering conditions on approvals and cancellation 
of approvals (ss 105–113). 

 

Response 
We have no comments on this section. 
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B15 Please provide any comments on the sections covering approval-exempt products and their 
sponsors (ss 114–115). 

 

Response 
Section 115 (2)(b) (page 73) cancels the responsibilities of the Regulator defined in Section 
115(2)(a) which could be perceived as a conflict by the sector.  
Any action would be exceptional and should be based on sound clinical reasons only. 
Appropriate governance and control processes need to be defined in the legislation to mitigate 
this risk. 
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B16 Please provide any comments on the sections covering sponsor obligations (ss 116–119). 
 

Response 
Section 118(1)(f) (page 74) describe recording keeping, auditing and giving information to the 
Regulator which includes adverse information and event reporting. A definition of adverse 
information is required for clarity.  
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B17 Please provide any comments on the protection of active ingredient information about 
innovative medicines (ss 120–122). 

 

Response 
Section 121(2) (page 76) describes the protection period for an AMI. Please can the policy team 
specify if this projection period has come from the TPPA or other statute? 
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Part 5: Licences and permits 
B18 Please provide any comments on the sections covering the scope, content, effect and grant of 

licences (ss 123–127). 
 

Response 
Section 36 (page 32) defines the meanings of pharmacy business and pharmacy activity. If after 
consultation these definitions are required, we would recommend that they are moved into this 
section. Licencing and permits will then follow as part of the process. 
 
Section 123(2) (page 76) states that “a licence may also authorise the licensees to do anything 
else specified in the licence that would otherwise contravene a provision of this Act”. Our 
interpretation of this Section is that it enables the Regulator to undertake any function or activity 
outside of the proposed Bill. How will this be managed to ensure transparency, governance across 
the sector and prevent inappropriate regulation? 
 
To improve the readers understanding of the application criteria and authorisation it may be 
beneficial to place Sections 127,128,129 and 130 to the start of this subpart. 
 
The Society is supportive of the flexible approach proposed for the granting of licences and 
permits. Given the range of options enabled by this legislation, a high degree of transparency 
around the granting of licences and permits will be important to ensure confidence in the 
governance and consistency of regulatory processes.  Some form of online database or register 
may be beneficial in achieving this. 
 
Under the proposed legislation, when undertaking controlled activities such as dispensing, 
pharmacists are required to obtain a licence (or permit) and comply with the associated 
regulatory processes.  However, when the same activities are undertaken by a health practitioner, 
there is no such requirement to secure a licence and meet the requirements of that licence.  There 
is a risk that variation in requirements will result in different standards and introduce potential for 
inconsistency in safe provision of medicines.  The Society considers that requirements should be 
consistent for all parties.  We are more than happy to work with the Ministry to achieve regulatory 
process surrounding controlled activities in relation to medicines and licence and permit 
requirements that are consistent and work in practice for patients and practitioners across the 
health sector. 
 
The example given for Section 124(1(f) (page 77) includes the word “shop”. Please can this be 
removed”? The word “shop” has various connotations and many not be appropriate for health 
sector enabling legislation. 
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Please can the policy team confirm that the example and the word “van” will be included in the 
final Bill? The example is useful for additional information but may be more suited to sit outside the 
legislation as the licence requirements may change in the future. Perhaps the policy team could 
consider a description that includes “vans or any other entity being used as temporary but safe 
place to provide a service and must include the flexibility and exceptions around the service 
being delivered”.  
 
In practice, applying for a license for the separate services that a given pharmacy would provide 
would allow some practitioners to 'cherry pick' services which would not be in the interests of the 
public. (e.g. if they didn't want to do any compounding, they wouldn't apply for this service on 
their licence). On the other hand, we can see some benefit in having this possibility (e.g. a 
pharmacy that is not open to the public that provides clinical trials supplies). We suggest that this 
is managed in the regulations in a way that ensures that the public is not disadvantaged. 
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B19 Please provide any comments on the criteria for: granting a licence; licensees; and responsible 
persons (ss 128–130). 
 

Response 
Section 128(1)(d) states “relevant resources are adequate and suitable”. The definition of 
adequate and suitable is required to ensure consistency. 
 
Section 128(2) defines “relevant resources”. Will the requirements of premises, equipment, 
processes, human resources and procedures be fully defined under the regulations and rules? 
 
The Society supports the concept of a responsible person but raises concerns about the use of the 
term competency, especially in relation to workers without a defined process of certification/ 
competency assurance (such as that in place for registered health practitioners).  We understand 
the intent but consider that clarification is needed on the definition of competency and 
expectations for how a responsible person would verify competence in this context. 
 
Statutory authority as well as statutory responsibilities for the responsible person would also 
strengthen the functions of this role and enable delivery of any expectations under the Bill. 
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B20 Please provide any comments on the sections covering the scope, content, effect and grant of a 
permit (ss 131–135). 

 

Response 
To improve the readers understanding of this section it may be beneficial to place Sections 134 
and 135 to the start of the subpart. This will help the reader understand application, criteria and 
what a permit may authorise. 
 
Section 131(1)(c) (page 80) states that “a permit may also authorise the licences to do anything 
else specified in the licence that would otherwise contravene a provision of this Act”. How will this 
be managed to ensure sector transparency, governance and prevent inappropriate regulation?  
 
Section 135(b)(i) (page 82) states that “granting a permit is necessary or desirable in order to 
promote the purpose of this Act”. Please can “necessary or desirable” be defined, so this Section 
is appropriately managed and governed to ensure consistency and transparency? 
 
Section 135(f) states “any other criteria specified in the rules”. In practice, how will the rules 
override the act but also ensure appropriate governance, accountability and transparency when 
granting a permit? 
 
In practice, this process would support flexibility in a natural disaster and allow better patient 
access. However, ideally it should only be carried out in a controlled environment where access 
to a pharmacy is limited otherwise it will create a conflict of interest.  Also, there are some concerns 
from the pharmacy sector that the approach could potentially be applied as a permanent 
solution to circumnavigate the restrictions on Pharmacies. Appropriate transparency is required. 
 
Permits could also be used for pilot demonstration of new service models if the process is clear, 
transparent and outcomes shared with the sector.  
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B21 Please provide any comments on the sections applying to licences and permits (e.g., those 
relating to duration, conditions, variations, suspensions and cancellations) (ss 136–149). 

 

Response 
 
Section 136 (page 82) enables the Regulator to split a licence application. It would be useful to 
understand how any appeal processes can be undertaken if the applicant does not agree with 
the proposal to split their application.  
 
We are supportive of the proposal to introduce a variation process for licences and permits 
(Section 140, page 84). 
 
Section 143(2) and (3) (page 85) defines timeline for suspension and number of times a suspension 
can occur. Supporting policy evidence or legislative background would be useful to understand 
why these figures were defined in the Bill. 
 
In practice, permits should not be used to enable any unapproved medicines to be given to 
patients. Any products should undergo a formal approval process or be provided through a 
special clinical needs supply authority.  
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B22 Please provide any comments on the sections covering the transfer of licences and permits (ss 
150 and 151). 

 

Response 
We have no comments on this section. 
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B23 Please provide any comments on the obligations of licensees and responsible persons (ss 152–
159). 

 

Response 
This part improves clarity around process for provisions and licences. However, making the register 
publicly available will need to be balanced to ensure public confidence in the delivery of services. 
Section 152(4) (page 87). 
 
Section 153(1) (page 87) discusses the use of sufficient authority and resources. Clarity around the 
definition of sufficient authority and resources are required to ensure a consistent approach. 
 
Section 154(1)(a) (page 88) discusses the licensee’s responsibility to ensure health practitioner 
workers have sufficient authority and resources to enable them to act professionally. Clarity 
around the definition of sufficient authority and resources are required to ensure a consistent 
approach. 
 
Section 158(1)(d) (page 90) discusses the requirements of the responsible person for a licence.  
The Society supports the concept of a responsible person but raises concerns about the use of the 
term competency, especially in relation to workers without a defined process of certification/ 
competency assurance (such as that in place for registered health practitioners).  We understand 
the intent but consider that clarification is needed on the definition of competency and 
expectations for how a responsible person would verify competence in this context. 
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Part 6: Regulator 
B24 Please provide any comments on the regulator’s powers and functions in relation to safety 

monitoring, public safety announcements and regulatory orders (ss 160–182). 
 

Response 
Section 160(1) (page 91) discusses the Regulator requirements to monitor safety. All the 
classifications are listed with the exception of type-4 products. Was this an intentional omission? 
 
Section 161(1)(c) (page 91) discusses public safety announcements in relation to a person in the 
supply chain. Will this include any person involved the provision of medicines through the 
dispensing, non-wholesale, wholesale supply and how will this be managed in practice to 
maintain full professional integrity in the process? 
 
What are the governance processes around the managing of appropriate information being 
published (Section 161(3)(a)) and how would a judicial review be undertaken (Section 161(5)) if it 
was deemed necessarily, especially if the statement was made against a single individual? 
 
Section 164(2) (page 93) discusses a premises restriction order. How will this process be managed 
for health practitioners providing therapeutic products that do not require a licence, permit or 
notification to the Regulator to deliver a supply chain activity? A consistent approach is required 
across all areas involved in the supply chain. 
 
Section 168 (page 94) discusses a directions order. This is a very broad order. It is important that 
during the development of the regulations they include an appropriate process for governance 
and transparency of process are used to ensure consistency.  
 
Section 170(3) (page 94) discusses product prohibition orders and specified circumstances where 
these activities can occur. There is no definition in the current Bill of the specified circumstances 
or how these will be tested or appealed. Clarification is required. 
 
Section 171(1)(c) (page 95) discusses compliance with product prohibition order including for a 
person not in the supply chain. How will this clause be enforced if the person is not actually in the 
supply chain process under this legislation? 
 
Section 172(2)(a)(ii) (page 96) uses the terminology “that is greater than is reasonably necessary 
for their own therapeutic use”. Please can the policy team clarify how this will happen in practice 
and who is ultimately responsible for ensuring these patients are identified and the desired 
outcome achieved. 
 
Section 173(3) (page 96) discusses medicines access limitation order by specified person in 
specified circumstances. These specified circumstances are not defined in the Bill and we 
recommend that these are defined in the regulations, rules or instruments to ensure transparency. 
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Section 175 (page 97) defines the process whereby the Regulator may make a statement about 
an over supplied person. A link to the Misuse of Drugs Act and Regulations would be beneficial. 
 
Section 177(2)(d) (page 98) defines the content of a regulatory order that may be made on any 
terms the Regulator considers appropriate. The term “considered appropriate” requires a 
definition to ensure appropriate transparency and governance around decisions being made 
that impact on the individual? 
 
We understand that the form of the Regulator has yet to be determined.  Given the breadth and 
depth of the responsibilities proposed for this body, it is essential that this be presented to the sector 
with some urgency.  The Society is supportive of the powers given to the Regulator, provided there 
is a high level of transparency and sound governance systems are in place.  We also highlight that 
regulation is just one component of ensuring safe effective use of medicines and draw attention 
to the need for cohesive policy direction and coordination between stakeholders in this area. 
 
The drafters have identified that Regulator established committees for certain matters are not 
required. This includes gaining perspective from medicine, pharmacy and consumers.  
Consultation and evidence-based decision making and the use of external expertise to inform 
decisions is still required. How will this input be received if the Regulator has decided that using a 
committee is not necessary or efficient?  
The current draft proposed approach will not result in democratic or transparent approach to 
regulatory decisions.  
 
We do not support the development of a Crown Agency due to the potential prohibitive 
costs involved. 
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B25 Please provide any comments on the regulator’s investigative powers 
(ss 183–196). 

 

Response 
Section 184(1)(b) (page 101) states that the Regulator will allow a person to exercise investigative 
powers who is suitably qualified or trained. However, the definition of allow or a person or suitably 
qualified or trained is not included in the proposed legislative framework. To ensure appropriate 
transparency, governance and process it important that these definitions are provided. 
 
Section 185(1)(a) (page 102) requires a person to give the Regulator any specified relevant 
information. Please can the policy team clarify how this aligns with the requirements of the Privacy 
Act and Code of Rights? Can we assume these rights take precedence over the Therapeutic 
Products Bill when the request relates to personal information?  
 
Section 190(1) (page 104) describes areas where a Regulator may not enter without consent or a 
search warrant. In practice, how will this process work if a pharmacy is based on a marae in the 
future? 
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B26 Please provide any comments on the offences relating to the regulator 
(ss 197–199). 

 

Response 
Section 197(2) (page 106) discusses infringement circumstances. For completeness could this be 
cross referenced to Section 249 which defines infringement circumstances? 
 
 
 
  



 

35 | P a g e  
 

 

B27 Please provide any comments on the review of regulator’s decisions 
(ss 200–204). 

 

Response 
Section 200(2)(a) (page 107) discusses timeframes for applicants. It would be beneficial to include 
a defined timeline for response back from the Regulator, to ensure consistency in requirements for 
both parties. 
 
Please can the policy team explain how the legislation will manage any potential unintended 
consequences where sponsor/pharmaceutical company prolong decisions with high legal costs 
then associated with appeals to district courts, which could have potential downstream effects 
of higher medicines expenditure for New Zealand? 
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B28 Please provide any comments on the administrative matters relating to the regulator (ss 205–
222). 

 

Response 
Section 209(3) (page 110) discusses the Regulator or regulatory entity shares information subject 
to any conditions it considers appropriate. However, the definition of “appropriate” is not listed in 
the legislation. Clarity is required. 
 
Section 220(2)(b) (page 113) discusses the serving of documentations to individuals who appear 
to be at least 14 years of age. What is the policy decision around this age, and how does it link 
across to other statute? 
 
Section 220(4) discusses provision of notice on the 5th working day after it was posted. What was 
the policy decision around this date, and does it link across to other statute? Can the use of “post” 
be reviewed, considering the future methods of communication? 
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Part 7: Enforcement 
B29 Please provide any comments on the sections covering enforceable undertakings and a court’s 

ability to grant injunctions (ss 223–232). 
 

Response 
Section 224 (page 115) discusses undertakings to make publicly available. This section may benefit 
from a reference across to Section 219 (Meaning of make publicly available). 
 
Section 225 (page 115) discusses when undertaking is in force. But it appears to only relate to a 
decision on an application (Section 217) but not all undertakings. As this is an enforcement activity 
across the whole Bill expansion of “undertaking” may be appropriate. 
 
Section 231 (page 117) discusses the limitation period for proceedings after undertaking 
contravened or withdrawn. It appears that the draft Bill references the Criminal Procedures Act 
2011 (CPA) and uses Category 1 and Category 2 as the benchmark under the CPA. Clarity around 
the reasons for selecting Category 1 and 2 would be beneficial. 
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B30 Please provide any comments on the sections covering penalties, court orders, liability, defences 
and evidentiary matters for criminal offences (ss 233–248). 

 

Response 
Section 233 (page 118) describes the penalties for offences. Information around the source of 
data/evidence/precedence for level of penalties described is required. 
 
Section 239(1)(c) (page 120) describes the conduct of senior managers, workers and agents 
attributed upwards and assumption around Person B engaging in the conduct of the activity if 
Person A is actually or apparently acting within the scope. We would suggest removal of the word 
“apparently” as this is open to contest and may aid clarity to the clause. 
 
Section 244(2) (page 122) discusses the defence of reasonable excuse and the current text does 
not apply to any person in the supply chain. As the intended purpose of the TPB is the supply of 
product this would result this section becoming obsolete. It also implies that there is no defence of 
reasonable excuse for anyone working in a pharmacy. We would suggest that this section is 
reviewed and either amended or removed. 
 
Section 247 (page 123) assumes the presumption that contents is as labelled.  Currently there is no 
definition of label and labelled in the legislation. Please can this be reviewed? Please can the 
policy team clarify what will happen of the label is inconsistent with the packaging? This may 
happen during the dispensing process for a variety of practical reasons. For example, in practice 
the dispensing label may state the required quantity but the box containing the supply may be 
the manufacturers original pack and contain the correct amount, but less than the quantity stated 
on the manufacturers original pack. 
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B31 Please provide any comments on the sections covering infringement offences and the related 
penalties and processes (ss 249–255). 

 

Response 
Section 249 (page 123) discusses the meaning of infringement circumstances and infringement 
offences. We are supportive of the concept. However, we would like to know if it could or would 
apply to the Pharmacy Licence Audits undertaken by Medicines Control. 
 
Section 243(2) (page 125) discusses the issuing of infringement notices not more than 6 months 
after the date of the offence. What reference was used to establish the 6-month date? 
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Part 8: Administrative matters 
B32 Please provide any comments on the sections covering administrative matters; such as cost 

recovery, requirements for the development of regulatory instruments, review of the Act, and 
relationships with other Acts) (ss 256–274). 

 

Response 
Section 264(3)(b) (page 128) defines the date for an exemption expiry of 5 years. What reference 
was used to establish the 5-year date? 
 
Section 272 (Page 132) states that MODA requires amendment in order to reflect movement from 
the Medicines Act to the TPB. A timeline and summary of process is required. 
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B33 Please provide any comments on the amendments to the Health Practitioners Competence 
Assurance Act 2003 (ss 276–285). 

 

Response 
We have no comments on this section. 
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B34 Please provide any comments on the amendments to the Search and Surveillance Act 2012 and 
the Customs and Excise Act 2018 (ss 286–289). 

 

Response 
We have no comments on this section. 
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B12: Schedule 1: Transitional, savings and related provisions 
See under individual sector subheadings in Chapter C for sector-specific questions. 
 

B13: Schedule 2: Reviewable decisions 
B35 Please provide any comments on the list of decisions that would be reviewable and who can 

apply (Schedule 2). 
 
Response 
We have no comments on this section. 
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B14: Schedule 3: Regulations, rules and regulator’s notices 
B36 Please provide any comments on the use of regulations, rules or regulator’s notices for particular 

matters (Schedule 3). 
 
Response 
The regulations, rules and Regulator notices cover a large number of areas and we look forward 
to providing support and advice on the development of these instruments. 
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B15: Schedule 4: Amendments to other enactments 
B37 Are there any other Acts or regulations containing an interface with the Medicines Act 1981 that 

are not identified in the list in Schedule 4? 
 

Response 
We no comments on this section. 
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Chapter C 
C1 Please provide any comments on the approach to regulating changes to approved products (ss 

100 and 101). 
 

Response 
From a practical perspective we would like to understand if formulation changes for the 
manufacturing of compounded products in a pharmacy will sit under this definition a of change? 
It is not currently clear from the proposed legislation.  
We also look forward to working with the Ministry and the policy team around the development 
of specifications for minor and major changes. 
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C2 Please provide any comments on the approach for medicines categorisation (classification). 
 

Response 
We are generally comfortable with change in medicines classification. However, it is not clear 
from the Bill or consultation documentation why category 3 has moved from Pharmacy Only to 
Pharmacy Medicines.  Positioning the treatment in a pharmacy ensures appropriate oversight, 
effective governance and therefore safe supply to patient.  
 
If category 3 medicines move outside of the pharmacy it is important that the supply, governance 
and oversight processes by a registered health practitioner remain the same as a those 
completed in a pharmacy. 
 
Clarity around volume of supply would be useful if health practioners staff will providing category 
3 medicines. 
 
Having category numbers for medicines as suggested does have two risks:  

• That medicines become known by the category rather than the currently more informative 
name – pharmacy only, general sales, prescription medicine, pharmacist-only (the latter 
is better than restricted medicine which is confusing). People will talk about category 2 
which becomes more jargon. This happens in Australia with pharmacists and industry 
people talking or writing about S3 medicines and others (e.g. consumer representatives, 
people from overseas, and doctors) may not understand exactly what that means. If 
products state category 2 on the label it will be confusing to the consumer.  

• Having a different numbering system to Australia, when there is joint product for both – a 
schedule 3 medicine would be a category 2 medicine here. That will create confusion for 
industry staff, and others who are working Trans-Tasman, or even simple discussions 
between pharmacists or regulators with counterparts in Australia will be hard. For example, 
pharmacists in Australia commonly talk about S3 products, and NZ pharmacists could be 
talking about category 2 products and not realise they are different. If NZ pharmacists are 
talking about pharmacy-only, it is a lot more self-explanatory and this concern would not 
arise.  Furthermore, there are category 4 and type 4 products, which could add a little 
confusion. 
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C3 Please provide any comments on the transition arrangements for existing medicine product 
approvals. 

 

Response 
We are happy with the proposed transitional arrangements for any existing medicine product 
approvals. 
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C4 Please provide any comments on the approach to post-market controls. 
 

Response 
We are supportive of this approach and look forward to working with the Ministry and policy team 
to develop and test the regulations around pharmcovigilance. 
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C5 Please provide any comments on the manufacturing-related definitions. 
 

Response 
We have some concerns with the manufacturing- related definitions which we have highlighted 
in question B2.  
 
Dispensing includes clinical checking process and the recent HDC report identified the 
importance of robust process around dispensing.    
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C6 Please provide any comments on the approach to authorising hawkers as part of the relevant 
wholesale licence. 

 

Response 
Section 285 discusses the wholesale of medicines but does not include category 4 products. 
To ensure consistency across the legislation it is important to all therapeutic products under the 
authorisation of hawkers. 
 
We are generally supportive of the oversight for hawking as it will enable appropriate governance 
and transparaency of the process. 
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C7 Do you support adoption of the European approach to regulating cells and tissues, which 
distinguishes between cells and tissues that are subject to minimal manipulation and those that 
are engineered? 

 
Response 
We have no comments on this section. 
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C8 Please provide any comments on any interface issues between the draft Bill and other legislation 
covering cells and tissues. 

 

Response 
We have no comments on this section. 
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C9 Please provide any comments on the transition arrangements for product approval controls for 
cell and tissue products. 

 

Response 
We have no comments on this section. 
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C10 Please provide any comments on the transition arrangements for regulated activities involving 
cell and tissue products. 

 

Response 
We have no comments on this section. 
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C11 Do you think that products that have similar features and risks to medical devices, but are not 
for a therapeutic purpose, should be regulated? If so, are there particular products you are 
concerned about and why? 

 
Response 
If a medical device falls under the definition of a therapeutic product then it should be regulated 
for complete transparency. Any requirements for regulation should include features and risks. This 
would help the sector understand if a non-therapeutic medical device with similar features and 
risks requires some form of regulation. 
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C12 Are there any aspects of the global model for medical devices that you consider to be 
inappropriate for New Zealand? 

 

Response 
We have no comments on this section. 
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C13 Please provide any comments on the proposal to enable some medical devices to have 
restrictions applied to their use or supply. 

 

Response 
We support the regulation of medical devices. 
 
However, in practice rather than being embedded into regulations, is it possible to be controlled 
by other means, such as a gazette notice, similar to medicines, and with a list on the Regulator’s 
website.  
 
We do note the fast-changing environment for medical devices compared with medicines and 
do not want access from proven new technology with important advantages over currently 
available products not to be able to be used, e.g. point of care tests. 
 
Any potential regulations could be quite cumbersome and frequently needing change when it is 
noted what is specified in them in Section 22(3) (page 26). If this could be flexible to respond to a 
changing environment this would be beneficial.  
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C14 Please provide any comments on the transition arrangements for product approval controls for 
medical devices. 

 

Response 
We have no comments on this section. 
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C15 Please provide any comments on the transition arrangements for regulating activities involving 
medical devices. 

 

Response 
There is a concern that any future assessment and cost may delay products coming to market or 
in some instances never coming to market, that would have been available in New Zealand under 
the current listing system.  
 
In practice, it would be ideal if there was a balance between safety and risk, and perhaps through 
allowing a mutual recognition, so that a similar product registered as a medical device in the EU, 
Australia, or US could come straight on the market in NZ without full assessment and associated 
cost. 
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C16 Please provide any comments on the change in approach to regulating clinical trials. 
 

Response 
We are fully supportive of the proposed change in approach to regulating clinical trials. However, 
the policy team and Regulator will need to ensure the process is not onerous or bureaucratic and 
still allows innovative applications and local research. Guidance nationally would also be 
supported to reduce possible variation. 
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C17 Please provide any comments on the transitional arrangements for clinical trials. 
 

Response 
We support the proposal for transitional arrangements if the information flows back from the 
Regulator in similar way. 
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C18 What do you think of the approach to curtail the personal importation of prescription medicines 
via the post and courier, meaning most unapproved prescription medicines imported from 
overseas would need to be sourced by the issuer of the special clinical needs supply authority, 
a pharmacy, or a wholesaler? 

 

Response 
We support the proposed process around importation of unapproved prescription medicines. We 
are also wondering if the policy team and the Ministry have considered aspects of the EU Falsified 
Medicines Directive as one of the tools to prevent inappropriate products in the supply chain. 
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C19 What type of pharmacy distribution and supply arrangements would you like to see enabled in 
the future? 

 

Response 
We are supportive of the proposal in the Bill which enables the granting of licences and permits.  
 
The pharmacy profession will need to understand how the required standard for these licences 
and permits will be developed and the Society looks forward to working with policy team as this 
work progresses. 
 
Consideration of the proposed supply arrangements by health practitioners should also be 
reviewed to ensure there is consistency across the Bill. 
  
In practice, the use of potentially mobile and centralised delivery systems could be used to 
improve access to medicines (but coupled with appropriate medicines use advice and contact). 
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C20 Do the current pharmacy licensing requirements create any other barriers to the development 
and delivery of innovative pharmacist services involving medicines? 

 

Response 
Under the current proposals licensing is linked to the pharmacy activity and pharmacy business.  
 
The licensing process focuses on the supply of product. Pharmacies are involved with other 
aspects of medicines services that are not linked to a licence.  
 
If these services can continue to develop and the licence (either for pharmacy or health 
professional) are only linked to the supply chain, then this should not be a barrier.  
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C21 Please provide any other comments about enabling different distribution and supply 
arrangements for pharmacy activities. 

 

Response 
We have no comments for this section. 
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C22 Which option do you support? 

• Option 1: Strengthened accountability through pharmacist ownership and effective control 
(including the five pharmacy limit). 

• Option 2: Open ownership with licence requirements targeted at pharmacist control of 
quality systems and practices within the pharmacy. 

 

Response 
Any future option must enable flexibility and provision of local pharmacy of services to all areas of 
New Zealand including both urban and rural locations. The model should allow for joint ventures 
by partnering with other health professionals, as well as mixed ownership of business and medical 
centres.  
 
A significant number of pharmacies in New Zealand currently have a variety of different process 
for investment but still have a pharmacist with the majority ownership to maintain professional 
safety.   
 
The Society supports a pharmacy ownership model that retains a requirement for pharmacist 
ownership.  The term pharmacy is synonymous with the professional practice of pharmacists.  
Pharmacy practice inherently deals with both physical aspects of medicines, including processes 
for safe manufacture and supply, and clinical application of information and evidence that inform 
the optimal use of medicines to achieve the best outcomes for patients.  We understand that the 
therapeutic product legislation is primarily focused on components related to manufacture and 
supply of therapeutic products.  However, separation of these aspects from the broader 
pharmacy practice can be problematic as it fails to recognise their inherent connection.   For 
example, pharmacies are recognised in government policy as a location for the provision of 
health services such as management of minor ailments and provision of public health messages.  
Pharmacist ownership retains professional governance over areas of pharmacy practice that are 
not covered by the therapeutic product legislation but are vital to optimal use of medicines and 
provision of high quality primary care health services.  No evidence has been presented to support 
the need for change or on the likelihood that a change will bring about the mooted benefits.   
 
Pharmacies in New Zealand currently have a variety of different models of investment but still have 
a pharmacist with majority ownership to maintain a professional influence on overall service 
provision and development as well as quality processes related to medicines supply.  Enabling 
legislation and continued system investment in current and new pharmacy services is essential to 
ensure all patients in New Zealand have access to high quality medicines and pharmacy services.  
The ownership model should allow for integrated care models to develop that contribute to 
pharmacists being appropriately positioned to work as part of the multidisciplinary team and utilise 
their skill set to deliver effective health outcomes for New Zealanders.  
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C23 Why do you support that option? 
 
Response 
We would like the system to work that delivers safe and effective services for patients. 
 
In practice, some of our members are concerned that the commercial pressures will create a 
situation that would negatively affect patients, public health and professional responsibility.  
The commercial pressures will also have a direct impact on reduced job satisfaction, retention of 
staff and the prospect of not being able to tailor services to the patient’s needs.   
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C24 What do you consider are the benefits and/or risks that could 
result from Option 1? 

 

Response 
Would provide overall clinical, governance and accountability at the ownership level. 
 
Risks include potential cost implications that are being suggested by the Ministry and potential 
restriction on pharmacy service delivery to New Zealanders. 
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C25 Are there ways in which Option 1 could be improved? 
 

Response 
If option 1 is adopted an exceptions or exemptions process would be required, whether temporary 
or ongoing to allow grandfathering of any existing Pharmacies.  
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C26 What activities do you consider a pharmacist ownership requirement should cover? 
 

Response 
Ensure effective oversight to deliver the safe supply of products, stock management, 
compounding, appropriateness of treatment, dose and medicines for patients, their families and 
other health professionals. 
 
  



 

72 | P a g e  
 

 

C27 For an ownership requirement to be effective, do you think the same pharmacist(s) need to have 
both majority ownership and effective control or could those responsibilities be separated? 

 

Response 
They could be separated. However, to date the definition and implementation of effective control 
has been interpreted in various ways.  
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C28 Should the current five-pharmacy limit continue or be replaced by a licence requirement that 
the pharmacist would have appropriate oversight of the pharmacy (taking into account the 
number, scale and location of the other pharmacies they are responsible for)? 

 

Response 
We would suggest the approach described in C22. 
 
In practice, the pharmacist with the necessary expertise and experience, must work within their 
code of ethics and have appropriate oversight of the pharmacy and its activities regardless of 
the model. 
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C29 If the five-pharmacy limit was retained, how should it be applied when pharmacists jointly share 
responsibility for the pharmacy? 

 

Response 
If more than one pharmacist has responsibility, they should also be listed on the licence to ensure 
transparency. 
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C30 Do you have any information on the potential impact on the pharmacy sector of an improved 
majority pharmacist ownership requirement? 

 

Response 
As the Policy team are aware, the Society produced a review paper and position statement on 
pharmacy ownership in March 2017.  The document also contains several references that support 
majority pharmacist ownership and the impact on patients and their local communities. These are 
listed below: 
 
Norris P. The state and the market: the impact of pharmacy licensing on the geographical 
distribution of pharmacies. Health Place. 1997 Dec 1;3(4):259–69. 
“As an ownership option in New Zealand, franchising has the potential to be a valuable strategy 
in the healthcare sector for clients, society and organisations as it may offer the efficiencies of 
corporate business while the pharmacist still retains professional autonomy” 
“Location is determined primarily by the pharmacist owner in establishing the pharmacy” 
 
Vogler S, Habimana K, Arts D. Does deregulation in community pharmacy impact accessibility of 
medicines, quality of pharmacy services and costs? Evidence from nine European countries. 
Health Policy. 2014 Sep 1;117(3):311–27. 
“Policy-makers are recommended to consider possible effects of a deregulation and to take 
action to ensure equitable accessibility, enhance sustainable competition in a more deregulated 
environment and avoid negative implications to the detriment of patients, particularly vulnerable 
groups. The implementation of policy measures should be accompanied by long-term policy 
monitoring and evaluation.” 
“Access to pharmacies usually increases after a deregulation but this is likely to favour urban 
populations with already good accessibility. Policy-makers are recommended to take action to 
ensure equitable accessibility and sustainable competition in a more deregulated environment. 
No association between pharmaceutical expenditure and the extent of regulation/deregulation 
appears to exist.” 
 
 
 
 

 
  

https://psnz.org.nz/Folder?Action=View%20File&Folder_id=86&File=PSNZDeregulationReviewAndPositionMar2017%20-22.3.17%20amendment.pdf
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C31 What transition time do you consider would be required if Option 1 was implemented? 
 

Response 
2 years from Royal Assent (Same as the proposed Bill). 
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C32 Do you consider friendly societies should continue to be exempt from this requirement or should 
this exemption be removed after a transition period? 

 

Response 
The requirement should be the same for all pharmacies, including friendly societies. 
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C33 What do you consider are the benefits and/or risks that could result from Option 2? 
 

Response 
The benefits would include greater investment and potentially security and distribution of supply. 
 
The risks would include a direct impact on rural and small towns, where the establishment of a 
pharmacy may not be a good investment model. There is also the potential inability of pharmacist 
to stay in role, if issues identified and raised due to influence of employer on the working 
environment and are enforced through statute outside of this Bill.  
 
Most of the products provided through the TPB are funded and therefore influenced by prescriber 
rather than manufacture and commercial interest of a pharmacy.  As a result, the implementation 
of Option 2 will not deliver on the health sector financial savings described by MBIE in Section 87 
(page 13) of the Social Wellbeing Committee paper.  
 
Many of our members have practiced in other jurisdictions where community pharmacy chains 
are well established.  There is evident tension between pharmacists as employees and non-
healthcare business owners: providing high quality healthcare is rarely the most cost-efficient 
practice, and adequate staffing levels to release professionals to provide that care is seen as 
inefficient when compared to management models that rely on sales targets to boost turnover.  
This is not to say current practice is ideal, but we need to avoid moving to models that produce 
demonstrably worse outcomes. 
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C34 Are there ways in which Option 2 could be improved? 
 

Response 
Development of the approach suggested in C22. 
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C35 Are the requirements adequate to ensure the ‘supervisory pharmacist’ would be able to 
effectively perform this function? 

 

Response 
These concerns include the potential inability of pharmacist to stay in role, if issues identified and 
raised due to influence of employer on the working environment and are enforced through 
statute outside of this Bill. 
 
The proposed approach appears to put the supervisory pharmacist in a compromising situation, 
which is neither ideal nor satisfactory. There is the potential that if quality management systems 
were inadequate, the supervisory pharmacist is still held accountable despite the whole of system 
failure, including aspects outside their control. 
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C36 Do you think the requirement for a pharmacist to be present should be broadened to allow a 
pharmacist to provide clinical advice and oversight remotely (s159)? If so, which pharmacy 
activities or circumstances do you think this would be appropriate for? 

 

Response 
The current Bill focuses on supply of a product. The clinical roles and functions appear to be 
outside the scope of the legislation. Pharmacists should be able to provide advice which is not 
linked to the licence unless it relates to the supply of product and this could be undertaken 
remotely using appropriate electronic resources. 
 
In practice, supplying remotely could occur during a consultation for an emergency 
contraceptive pill, trimethoprim, sildenafil, vaccinations, etc. It will save time and travel for many 
people, so the patient does not have to visit the pharmacy.  
 
Any consultation must be undertaken in a private area in the depot or at the patient’s home 
where there is privacy. Advice about medicines can be given by video link and symptoms 
discussed. Products can then be sold, by trained staff in a depot owned by the pharmacist but 
not the local dairy. 
 
However, it is important that there is a balance against any commercial pressures to oversee 
multiple consultations across different locations.  
 
There may also be a risk of missing important non-verbal communication so robust processes will 
be required. 
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C37 Do you consider restricting prescribers from taking a financial interest in a pharmacy is still 
required (s 93)? What would be the risks and/or benefits of retaining or removing this prescriber 
ownership restriction? 

 

Response 
The Society has no concerns with prescribers taking a financial interest in pharmacy providing that 
the Regulator was confident the associated risks could be managed.  We would suggest that the 
Regulator enable this activity to occur through granting an appropriate licence or permit. 
 
In practice, the restriction of pharmacist prescribers not holding an interest in a pharmacy is 
inconsistent with pharmacist owners who prescribe funded NRT, emergency contraception and 
other emerging services.  
 
If pharmacists are going to continue to expand professional services such as funded hay fever 
treatments for example (to cope with capacity issues in primary care) then the financial interest 
restriction must be removed.  
 
If it is to remain, then to be consistent, GP prescribers, Veterinarians and Nurse prescribers must 
have the same restriction upon them if they are to stock and supply medicines. 
 
Any process needs to be clear and transparent and appropriately regulated to avoid the risk of 
placing financial interests above ethical/professionalism to ensure public safety and confidence. 
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C38 Are there particular situations where you could see a permit would be a useful tool for 
authorising pharmacy activities? 

 

Response 
Yes, especially if the pharmacy team are providing medicines at festivals or other areas where 
patients are difficult to reach, and therapy is beneficial. Other options would include short term, 
emergency situations, like natural disasters, pandemics, attacks, etc. 
 
Other examples include mobile pharmacy services, such as an educational mobile service, a 
mobile point of care service (to measure blood pressure, measure uric acid level and ascertain 
when to start allopurinol or do throat swabs). 
 
Permits will be useful if a pharmacy was to relocate and may need to wait for certain 
licence/amendments to be made, therefore only needing a permit in the interim. 
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C39 Please provide any comments on the intended approach to depots and/or retail-only licences. 
 

Response 
We have no comments on this section. 
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C40 Should the circumstances in which a pharmacist or pharmacy worker can compound be 
expanded to allow them to produce a permitted quantity in anticipation of a request? If you 
think expanded circumstances are appropriate, why? 

 

Response 
This would be useful for manufacturing and compounding imprest/ward stock in a hospital 
environment. 
 
In practice, this would also work for paediatric formulations or special circumstance for chronic 
conditions where the product is safe and clinically appropriate.  
 
Other examples would include where it is often only possible to undertake compounding at one 
time of the day. Again, for items where there is a known constant demand (e.g. omeprazole 
suspension) the pharmacy should be allowed to compound it ahead of request in order not to 
delay patient treatment.  1/2% hydrocortisone cream and 1% ointment which are not available 
commercially but used often. Good batch keeping records would be required and only for use in 
that pharmacy not for wholesale sale (unless of course it is a compounding facility). 
 
Currently other DHB's do not to compound for each other. This can be problematic if they do not 
have a wholesale licence, particularly with inter district transfers and shared care. Allowing this 
activity to occur will overcome this issue. 
 
Above all, any pragmatic reason for permitted compounding must be to improve accessibility 
and convenience for the patient/caregiver. 
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C41 Are there any other situations when you consider it appropriate for a pharmacist to provide 
medicines by wholesale? 

 

Response 
Yes. To supply in an emergency where CDEMA has not been trigged so the pharmacy can treat 
many patients.  
 
It will also be useful for provision to another pharmacy for the treatment of a patient presenting 
with a prescription where the requesting pharmacies wholesaler does not have the required stock. 
 
The ability of pharmacies to supply each other without the need for a wholesale licence and the 
introduction of short term permits to address licensing during emergencies.  
 
Other examples include: 

• Inter-district and DHB shared care and transfer along with repackaging into smaller units 
with automated machines 

• Stock shortage situations or to avoid a pharmacy getting 'stuck' with a part pack of 
something they will never use. 
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C42 Do you consider the new scheme will have any significant impacts on retailers? 
 

Response 
We have no comments on this section. 
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C43 Do you have any comments on the arrangement for establishing the authority to prescribe via 
the relevant health practitioners’ scope of practice (subject to approval from the Minister of 
Health)? 

 

Response 
We are supportive of this process as the HPCA Amendment Bill has progressed into law. This will 
enable appropriate governance and oversight of the responsible authority for these processes. 
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C44 Do you think regulations should be developed to require a consistent approach to the form and 
content of prescribing provisions within scopes of practice? 

 

Response 
Yes, a consistent approach across all responsible authorities should be considered for prescribing 
provisions within a scope of practice.  
 
Rather than individual professions each having variable competencies for prescribing practice 
we support a single standard for all professions as, for the perspective of a patient the level of 
care provided should not vary significantly. 
 
If this can be delivered through appropriate regulations, we would support this development and 
would be happy to assist with the process. 
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C45 Please provide any comments on the approach to standing orders. (Note that the detailed 
requirements for standing orders will be specified in regulations and consulted on at a later 
stage.) 

 

Response 
Please see our commentary under question B2- interpretations. 
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C46 What do you think about the approach for the off-label use of medicines that have been 
approved in New Zealand? 

 

Response 
The consultation document clearly articulates the need to achieve balance between retaining 
access to therapeutic products that have not been approved in New Zealand in certain 
circumstances while minimising their use given the lack of regulatory oversight of the quality and 
safety of such products.  It also recognises that the off-label use of medicines that have been 
approved in New Zealand may be clinically appropriate.  A process is needed that satisfactorily 
acknowledges these circumstances but that: 
 

– avoids unnecessary administrative burden on the sector; 
– recognises the differential risk levels associated with off-label use of products approved in 

New Zealand, use of products that are not approved in New Zealand but are approved 
in other jurisdictions where regulatory authorities are recognised by New Zealand, and use 
of products that are not approved in any recognised jurisdictions; 

– provides clarity around the responsibility and process for ensuring compliance; and  
– does not prevent patients receiving needed therapy in a timely manner.   

 
The Society does not consider that the proposed approach meets these criteria and further 
development of the model is needed. 
 
In practice, to tighten control on these medicines will mean that they will need to have a separate 
category for all those medicines which are currently used as 'best practice' per se that are 
currently not approved, or not approved for the indication for which they are used e.g. misoprostil 
in TOPs, a large number of medicines in paediatrics - otherwise access to the public/patient is 
going to be severely compromised.  
  
In addition, any prescriber will need to know in real time which medicines they are prescribing will 
require this authority - both if they are using an electronic or handwritten prescription.   
 
Currently the sector is forced to use a Section 29 brand on several occasions as there as stock 
issues with the approved brand/approved brand withdrawn and no approved alternative etc. 
 
There would need to be a very fast system available to get approvals for such medicines to be 
used in the situations described without the need for the SCNSA to be completed. 
 
Compliance should be at the prescriber level, not getting Pharmacy to do all the additional work 
in following up approvals, especially if prescriber authority can continue supply e.g. for how long? 
 
A tick box does not sound like a solution unless it is strictly complied with at the time of prescribing 
and has direct clinical outcomes. 
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Section 25 of the current Medicines Act implies that a medicine may be used for any purpose 
which covers off-label use e.g. administration of medicines via feeding tube, using clonazepam 
for anxiety i.e. using an approved medicine in an unproved manner.  We cannot find a section 
that allows this in the Bill.  This is important and may also relate to the use of medicine in children, 
pregnancy and lactation 
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C47 What do you think about the approach for products that have not been approved in New 
Zealand? In particular, the proposal that: 
• only medical practitioners would be able to issue a special clinical needs supply authority for 

this type of unapproved product 

• other health practitioner prescribers would be able to prescribe them, once a medical 
practitioner has issued a special clinical needs supply authority for that medicine for a patient? 

 

Response 
We are supportive of this approach. However, in practice what will happen if a patient urgently 
requires an unapproved treatment and there is no medical practitioner available to start the 
process.  
 
All health practitioners could carry the risks of requesting unapproved medicines under their 
scope, if it is approved by their responsible authority. 
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C48 In what situations do you consider it is appropriate for a health practitioner prescriber to supply 
medicines to another health practitioner prescriber? 

 

Response 
This proposal introduces risk and potentially could bypass appropriate governance, licensing and 
regulatory process that are proposed for others under this Bill. 
 
In practice, the Bill makes it sounds great for a podiatrist (and other health practitioners) to supply 
medicine to the patients but how is Ministry of Health going to make sure the sourcing, delivery, 
storage and safe supply meets the strict criteria that pharmacies follow?  
 
In practice, this clause could lead to a lack of regulation between health practitioners.  For 
example, if a health practitioner orders medicines on a PSO, then that person could supply to 
another health practitioner at will, and would this activity be regulated??  Again, it seems there is 
a disconnect between theory and practice. 
 
However, the proposal could be used in short term emergency use but will need tight regulation 
and control. 
  



 

95 | P a g e  
 

 

C49 Are there situations where it is appropriate for a health practitioner to supply medical devices to 
another health practitioner? Is this something that occurs currently and would need to be 
enabled under the new scheme? 

 

Response 
No. This proposal introduces risk and potentially could bypass appropriate governance, licensing 
and regulatory process that are proposed for others under this Bill. 
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C50 Do you consider health practitioners should be authorised to supply pharmacy (category 3) 
medicines to their patients? What are the benefits and/or risks of allowing this? 

 

Response 
Recognising the benefits of timely access to medicines, we are supportive of the proposed 
authorisations for health practitioners in relation to category 3 (pharmacy) medicines.  However, 
requirements for this supply must provide the same safeguards as those available in a pharmacy 
environment.   
 
Point 41 in the Ministers brief to cabinet explains that The Bill would “widen access to pharmacy-
only medicines by allowing health practitioners (who may not be prescribers), and their staff, to 
supply pharmacy-only medicines to patients of their practice. If a health practitioner has the 
competencies required to administer these medicines, it follows that they also have the 
competencies required to safely supply them”.  However, this contradicts point 51 which states 
“There is no question that key medicine-related activities within a pharmacy need to be under 
the control of a pharmacist to ensure the integrity of the medicines supply chain.” If the focus is 
around a safe and integrated supply of medicines for patients it should be undertaken by a 
pharmacy and not other health practitioners. If a health practitioner has the competency to 
administer a medicine, it does not mean they have the appropriate knowledge and competency 
to supply medicines. 
 
From a wider perspective the ability of health professionals to recommend and supply medicines 
in line with their health care models would seem to provide a positive resource for patients and 
potentially save the costs of visits to the doctor etc.  This strategy does flag a belief that everyone 
in health care has the same pharmacotherapeutic knowledge of these products as pharmacists, 
which in practice may not be the case. Allowing health practitioners to supply category 3 
medicines may provide convenience for patients but there is a risk of harm from increased 
medicines in circulation. The administration of medicines, as part of care, is still valid however, to 
extend to supply may potentially increase the risk of harm. 
 
Also, various health practitioner groups already have access to pharmacy medicines through 
products that have been reclassified. Please can the policy team confirm if they are planning to 
broaden health practitioners’ access to category 3 medicine through the Bill or continue to use 
the same process that is already established? If the intent is to use the current process, then 
authorisations are already granted. If the intent is to broaden then there are associated risks as 
identified above. 
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C51 Do you consider health practitioners’ staff should be authorised to supply pharmacy (category 
3) medicines to the patients of the practice? What are the benefits and/or risks of allowing this? 

 

Response 
Recognising the benefits of timely access to medicines, we are supportive of the proposed 
authorisations for health practitioners in relation to category 3 (pharmacy) medicines.  However, 
requirements for this supply must provide the same safeguards as those available in a pharmacy 
environment such the overall supervision by, and ready access to, a registered health professional.   
 
Proposals mentioned during the consultation forums such as a requirement for the clinical decision 
to be made by the health practitioner and supply to take place during a consultation would 
potentially mitigate the need for supervision and training of their staff.  Without such requirements, 
training and supervision are required. 
 
In practice, there needs to be some reasonably proactive auditing, standards developed by the 
appropriate bodies (including a pharmacist) and training before provision of medicines could 
happen, to ensure patients receive safe and appropriate treatment. 
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C52 Please provide any comments on the advertising requirements and enforcement tools. 
 

Response 
We are supportive of the advertising requirements and enforcement tools. 
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C53 Do you have a view on whether direct-to-consumer advertising of prescription medicines should 
continue to be permitted? What are the reasons for your view? 

 

Response 
The fundamental principle to consider is the need for the New Zealanders to have access to 
unbiased information about medicines to support informed decision-making for optimal health 
outcomes.  Some argue that direct to consumer advertising contributes to informing the public 
about potential treatment options.  However, careful monitoring of standards and messages is 
required to ensure information directed at the public is not biased towards a specific outcome or 
objective.  The government may need to consider methods of providing independent, unbiased, 
evidence-based information for consumers similar to the steps it has taken towards provision of 
independent unbiased information for health professionals with development of the New Zealand 
Formulary medicines resource. 
 

The Society does not see the need to change the long-standing current regulations for direct-to-
consumer advertising. However, the Society notes the Ministry’s earlier consultation on direct to 
consumer advertising which led to the identification of various policy options to consider as an 
alternative to the current approach.   The Society consider that this previous work would provide 
useful foundation for contemplation of this issue, with additional consideration given to the 
contemporary information environment in which health consumers and health professionals 
operate  

https://www.health.govt.nz/publication/direct-consumer-advertising-prescription-medicines-new-zealand
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C54 What do you think about the approach for veterinarians and veterinary staff? 
 

Response 
We have no comments on this section. 
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C55 Do you consider there are situations when it would be appropriate to authorise someone to 
personally import medicines (via a permit)? 

 

Response 
There are no situations where this should occur.  
Personal importation of medicines by a permit significant increases the risks to patients or their 
family. 
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C56 Please provide any other comments from a patient, consumer, or disabled person’s perspective 
on the approach for the regulation of therapeutic products under this Bill. 

 
Response 
We have no comments on this section. 
 



 
• Advertisements for prescription medicines do not give me all the information I 

need to make an informed decision about healthcare treatments. 
• Research shows DTCA increases the risk of inappropriate prescribing, creating 

health risks for consumers. 
• Unnecessary prescription of medicines leads to increased costs for consumers 

and the health system. 
• DTCA has already been banned in many other countries due to the risks it 

creates for consumers. Kiwi consumers deserve the same protection. 
• There’s also strong support from doctors and other medical professionals for a 

ban on DTCA, as they agree it creates more harm than good. 
Yours sincerely 
[Name] Garry Ollerenshaw 
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April 18, 2019 

The Chief Advisor 

Ministry of Health, New Zealand 

therapeuticproducts@moh.govt.nz 

 

RE:  New Zealand Therapeutic Products Regulatory Scheme - “Therapeutic Products Bill” 

 

Stryker appreciates the opportunity to provide our views on the New Zealand government’s 
Therapeutic Products Regulatory Scheme Consultation: “Therapeutic Products Bill”. Stryker is 
a current New Zealand Sponsor and one of the world’s leading medical technology companies 
offering innovative products and services in Orthopaedic, Medical and Surgical Equipment and 
Neurotechnology and Spine.  

Stryker applauds the New Zealand Government and the Ministry of Health for their open and 
transparent approach to introducing regulatory reform within New Zealand. Advancement in 
Technology and global harmonization has improved awareness and access of therapeutic 
products and we support the implementation of the appropriate controls to aid a high quality 
of public and private health and disability support services effectively within New Zealand.  

The New Zealand regulatory scheme should be driven by international harmonization, using 
common terminology and effectively utilizing documentation and authorizations from other 
international regions. The implementation of the scheme should allow for the minimisation of 
confusion and misinterpretation that can be caused with adaptations of another region’s 
legislation.  The regulatory scheme needs to be dynamic and support changes to align with 
international initiatives that are continuously undertaken to improve global harmonisation.  

Overall the proposed Therapeutic Products Bill is under representing the details required to 
illustrate the differences between Medical Device and Medicine. The detail in the underlying 
regulations is critical in determining the feasibility of this regulatory scheme. It is strongly 
recommended that a similar open consultation be initiated early allowing multiple forums and 
opportunities to discuss and provide feedback on the detail of the underlying regulations prior 
to finalisation.  

It is paramount that the size of the New Zealand market and resources available in country to 
support the legislative framework are a consistent consideration throughout the development 
of the Regulatory Scheme and there is a balance in the value and cost effectiveness of 
introducing any new measure into the New Zealand market to ensure New Zealand patients 
are still able to access new and state of the art therapeutic products. 

In the modern regulatory environment, the success of any regulatory reform is linked directly 
to the success of the platform which is used to support pre-market registration and post-
market compliance. The platform should support a user-friendly interface that allows a smooth 
flow of electronic data, with the appropriate level of visibility, traceability and capacity to 
monitor the progress of submisions. It requires a partnership between the administration and 
the user and we recommend a partnership that goes beyond the boundaries of the regulatory 
authority and allow external stakeholders/ users to be involved in development and user 
acceptance testing.  

To support an efficient legislative model and prevent duplication the legislation must clearly 
define the responsibilities and boundaries of the regulatory authority and allow transparency 
to the public, industry and other crown / government agencies. 

mailto:therapeuticproducts@moh.govt.nz
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Stryker has worked with MTANZ to generate their response to the Therapeutic Products 
Regulatory Scheme and we take this opportunity to support their response and respond 
directly to key questions posed in the consultation document. 

 

Response to the Therapeutic Products Bill April 2019  

Chapter A 

A1  Do you support the general design of the new regulatory scheme for therapeutic 
products?  

Stryker supports the intention to introduce legislation to protect individual and community 
health by ensuring that therapeutic products in New Zealand meet acceptable safety, quality 
and efficacy or performance requirements throughout the therapeutic products lifecycle. It is 
our recommendation that the legislation should not reduce timely access to clinically proven 
safe and effective therapeutic products.  Local regulations should not duplicate activities that 
have been undertaken in markets where confidence can be demonstrated.  

In following a principle-based legislative framework the regulations need to provide sufficient 
flexibility to support the use of approvals and documentation from internationally recognized 
health authorities. Importantly, where standards are used to demonstrate compliance it is 
critical that the manufacturer has the capacity to select the most appropriate standard to 
demonstrate compliance and such a choice should not be restricted to New Zealand or 
Australia New Zealand joint standards. Mandating standards limits the flexibility of the 
compliance model that is developed and is counterintuitive for a regulatory model that will be 
largely supported by international assessment and approval.  

The overall regulatory model must add value at a reasonable cost, both in the introduction and 
maintenance of legislation, and an imbalance may impact New Zealanders’ access to the most 
effective therapeutic products. 

Chapter B 

B4  Please provide any comments on the controlled activities and supply chain activity 
controls. 

The introduction of controlled activities will increase visibility and control as to whom is 
authorized to undertake the prescribed activities. For medical devices this is a new concept, 
with the change in the conditions of a Sponsor there is a potential overlap and it is 
recommended that the registration of sponsors be expanded to incorporate controlled 
activities or integrate permits and licences into the sponsor’s registration, allowing for a 
central control point and reducing separate or duplicate activities.  

 

B7  Please provide any comments on the authorisations for health practitioners. 

Granting HCP authorisation to access unapproved therapeutic products will enable the HCP to 
tailor individual patient treatment strategies. An important consideration is timely access to 
unapproved therapeutic products. Timely access is a key contributing factor and extended 
delays can adversely impact the patient outcome.  It is recommended that due consideration is 
given to define timely access and develop a robust process to aid the HCP and support the 
industry in coordinating supply. For example, the Australian regulations support a supplier 
importing a quantity of an unapproved product prior to the HCP’s request, on the condition 
that this is not released without the appropriate approval.  
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B13  Please provide any comments on the sections covering product approval 
requirements. 

Depending on the complexity and anticipated assessment time to gain approval, it is important 
that there are processes available to seek a priority assessment for a new Therapeutic Product 
approval. 

It is recommended to remove reference to product standards in section 94 and section 96. To 
demonstrate mandatory compliance through a specific product standard can be limiting, 
especially where the standard does not completely match the technology or where the 
standard is not internationally recognized. Mandating standards limits the flexibility of the 
compliance model and is counterintuitive for a regulatory scheme that will be largely 
supported by international assessment and approval.  

It is strongly recommended that section 100 and section 101 are not implemented in their 
current state or an appropriate exclusion is applied for medical devices.  It is proposed that the 
majority of medical devices supplied in New Zealand will gain approval from regulatory 
documents and approvals from other recognised regulatory authorities. All changes are 
currently managed by the manufacturer’s Quality Management System and major (significant) 
changes are assessed and approved by the regulatory authority issuing the original approval. 
It is recommended that New Zealand build confidence in these regulatory authorities and apply 
similar methods adopted in Australia where a similar abridged assessment approval has been 
applied. The TGA supports the regulatory authority’s assessment and approval of the legal 
manufacturer’s quality management system. The Australian approval is linked and dependant 
on the approval and conditions applied by the regulatory authorities issuing the original 
approval used in the application.  

We support the need to notify and make changes to an existing approval, and where a change 
leads to a new approval, there should be the opportunity to leverage the original approval to 
support the approval of the new application and, where required, support ongoing supply. 

Chapter C 

C14 Please provide any comments on the transition arrangements for product 
approval controls for medical devices. 

There are insufficient data points to accurately forecast a transition period within the 
legislation., Stryker strongly recommends that the transition period be removed and defined 
within the regulations. An important consideration is the need for organisations to identify and 
allocate resources to this regulatory reform and further detail on the underlying regulations 
and the regulatory platform is required before this can be accurately forecasted. If a time frame 
is required to be retained Stryker agrees with a minimum 3-year transition period. 

C52  Please provide any comments on the advertising requirements and enforcement 
tools.  

Stryker supports direct to consumer advertising for all approved therapeutic products, not just 
prescription medicines. The consumer currently has access to a variety of local and global 
content it is important that the manufacturer and sponsor have the opportunity to access a 
direct communication channel with the consumer to provide the appropriate education and 
marketing material. With direct access comes increased responsibility and Stryker supports 
the proposed enforcement tools. It also recommends a clear process be available to lodge any 
breaches and for these to appropriately investigated to minimise the exposure and impact of 
such a breach. Within the regulations there is also the opportunity to introduce a code of 
conduct which supports an environment of fair play. 
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Therapeutic Products Consultation: Submitter Profile 

 
If you elect not to use the online tool to complete your submission, please ensure you complete the 
following submitter profile form and send in via email with your submission. 

☐ Individual   ☒ Organisation  
 
Name (of individual or organisation): Dental Council  
 
Email address: consultations@dcnz.org.nz  
 
Profile (tick all that apply) 
Perspective 
☒ Consumer   ☐ Disabled person ☐ Māori ☐ Pacific peoples 

☐ Other Click here to enter text.  
 
Industry 
☐ Industry body 
☐ Advertising 
☐ Retailer (non-pharmacy)

Importer 
☐ Medical devices 
☐ Medicines 
☐ Cells and tissues 
☐ Active ingredients 
☐ Veterinary medicines 

Manufacturer 
☐ Medical devices 
☐ Medicines 
☐ Cells and tissues 
☐ Active ingredients 
☐ Veterinary medicines 

Wholesaler 
☐ Medical devices 
☐ Medicines 

 

Health sector 
☐ Professional body (eg, Colleges, Pharmaceutical Society etc) 
☐ Health service provider (eg, Ambulance, Māori or Pacific health provider etc) 
☐ Private hospital 
☐ Pharmacy organisation 
☐ District Health Board (DHB) - please state which service area: Click here to enter text. 
 

 Health practitioner

☐ Pharmacist 
☐ Nurse 
☐ Midwife 
☐ Dentist 

☐ Surgeon 
☐ Optometrist 
☐ Dietician 
☐ Medical practitioner (excluding Surgeons)

 ☐ Other health practitioner (please comment) Click here to enter text. 

Clinical trials 
☐ Medicines (other than cell and tissue) 
☐ Medical devices 
☐ Cells and tissues 
☐ Trial ethics 
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Other 
☐ Government agency 
☐ Crown entity 
☐ NGOs 
☐ Veterinarian 
☒ Other (please comment) Health regulator  

Official Information Act statement  

Your submission may be requested under the Official Information Act 1982. If this happens, the 
Ministry will normally release your submission to the person who asks for it. If you consider there are 
good reasons to withhold it, please clearly indicate these in your submission. 
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Submission response 

Introduction 
 

1. The Dental Council (the Council) is the regulatory authority tasked under the Health 
Practitioners Competence Assurance Act 2003 (the HPCAA) to regulate oral health 
practitioners in New Zealand. The Council’s functions are set out in s118 of the HPCAA.   

2. The Council regulates approximately 4800 oral health practitioners. This includes dentists, 
dental specialists, oral health therapists, dental hygienists, dental therapists, clinical dental 
technicians, dental technicians and orthodontic auxiliaries. 

3. Thank you for the opportunity to provide feedback on the draft legislation.  

4. The Council welcomes the update to the Therapeutics Products Bill (the Bill) to protect patient 
safety and contribute towards keeping New Zealand society healthy and productive.  

5. We support the Bill’s contemporary and future-looking approach. In particular, we consider the 
Bill’s new structure will mean sub-ordinate legislation can be updated more quickly and 
efficiently. 

6. Our submission focusses on areas of the Bill that we consider impact on oral health 
practitioners’ practice most directly.  

7. Many of our comments seek to clarify and eliminate any possible uncertainty or ambiguity on 
aspects of the Bill. Our comments may also inform the more detailed sub-ordinate legislation 
that will be drafted to support the Therapeutics Products Regulatory Scheme and the 
Therapeutics Products Act when enacted.    

8. Our submission follows the same structure as the consultation questions although we have 
limited our responses to Council-relevant questions at this stage. 

9. Please contact us if you have any questions about our submission. We would welcome the 
opportunity to further discuss and better understand the intended regulatory provisions for 
dental appliances with Ministry staff.  

10. In particular, we are keen to be involved with the development of draft regulations or rules that 
impact on oral health practice. 
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Response to consultation questions 

Chapter A 
 

A1.  Do you support the general design of the new regulatory scheme for therapeutic products? 

1 Support 

2 Partially support ☒ 

3 Neutral 

4 Partially don’t support 

5 Don’t support. 

11. The Council supports most of the new proposed regulatory scheme design.  

12. Our primary concerns relate to the following areas:  

i. Scope of therapeutics products included 

13. Our concern is about the scope and volume of medical devices that could potentially be 
incorporated into the regulatory environment for the first time. 

14. In the absence of the supporting regulations or other regulatory tools to provide greater insight 
into the products that will be included under the definition of medical devices and the risk-
proportionate approach that will be used, our concerns at this point are:  

• the broad definition of medical devices, and as a result, the potentially large number of 
medical devices that could be captured in the new regulatory scheme that have never been 
regulated in New Zealand before 

• the capacity and available expertise on medical device regulation required across diverse 
and often specialised areas 

• potential down-stream price increases to cover additional regulatory compliance costs that 
could impact affordability for patients 

• risk of disrupting the supply of medical devices.  

15. The Council believes that the factors listed above could compromise access to these medical 
devices, which in turn could adversely impact care to New Zealanders. 

16. The Council strongly encourages a pragmatic and staggered approach using a robust risk 
framework to clearly identify and prioritise those medical devices that require immediate 
regulatory intervention. The scope of therapeutic products to be regulated can be subsequently 
broadened using the same risk framework as a reference.  

 



 

5 
 

ii. Uncertainty about the regulatory framework proposed for oral health practitioners 
prescribing, using, supplying, designing, manufacturing, repairing and importing 
dental appliances – both fixed and removable appliances  

17. The Bill makes several possible pathways available to regulate dental appliances. We are 
concerned about the potential impact of these new requirements on patients and oral health 
practitioners. Our understanding of these various regulatory pathways and the potential 
obligations on practitioners are detailed later in our submission. 

18. We would like to discuss the proposed legal and regulatory framework further with Ministry staff 
to better understand the potential obligations for dental appliances. 

19. The Council has no evidence of systemic risk to patient safety or harm resulting from the use of 
dental appliances under the current regulatory framework, where the health practitioner is 
subject to regulation, rather than the devices they produce.  

20. The Council relies on the practitioner’s ethical and professional obligations to ensure patients 
receive the appropriate quality of treatment and to ensure patient safety is central to the 
practitioner’s treatment plan. 

21. As noted for other medical devices, the Council encourages a pragmatic, risk-based approach 
to the regulation of dental appliances. 

iii. Potential regulatory overlap relating to the professional competence and conduct of 
registered oral health practitioners  

22. The Council is responsible under the HPCAA to assure oral health practitioners meet the 
ethical, cultural and clinical competence standards we set. If the Council is satisfied each year 
that a practitioner meets these standards, the Council issues a practising certificate. The 
Council is responsible for managing practitioners who fall short of our standards by putting 
mechanisms in place to ensure they meet the minimum standards required.   

23. The Bill empowers a Regulator to control the manufacture, distribution, supply, prescribing and 
dispensing of medicines, medical devices, active medicinal ingredients and a fourth unknown 
category.  

24. Our view is that extending the regulatory powers and functions of the Regulator as set out in 
the Bill could lead to potential areas of regulatory overlap, duplication of effort, or grey areas 
that possibly create unintended gaps.  

25. The risks set out in paragraph 24 above relate particularly to monitoring and managing issues 
of professional competence and conduct of health practitioners when they supply, prescribe, 
dispense, distribute or manufacture therapeutic products. 

26. We believe that the competence and conduct of health practitioners, and the clinical, 
professional and ethical standards they must meet correctly fall under the remit of health 
regulators.  

27. In our view, the Regulator for the Therapeutics Products Regulatory Scheme should focus on 
the manufacturing and delivery of therapeutic products, including the licensing of associated 
facilities. The health regulators can then focus on the activities and standards related to clinical 
decision-making such as prescribing, supplying, dispensing and administration of the 
therapeutic products.  
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28. We believe clearly differentiating regulatory powers is essential to protecting public safety and 
avoiding regulatory overlap or gaps. We welcome further discussion with the Ministry and the 
other health regulators to explore ways to achieve this. 

iv. Potential discrepancy in professional and licencing obligations between pharmacists 
and other health practitioners supplying and dispensing medicine within their scopes 
of practice   

29. The Bill proposes expanding the supply of medicine by health practitioner prescribers, within 
their scope of practice. Based on our reading, we do not believe there is a requirement for the 
premises where health practitioners supply medicines to have a pharmacy licence and meet 
similar licensing obligations.  

30. The Bill further allows for staff of health practitioner prescribers to supply category 3 medicines 
to patients, subject to the health practitioner’s scope of practice and under general supervision 
(not defined). We do not consider non-trained and non-registered staff should supply or 
dispense category 3 medicines to patients.  

31. Although we support increasing access to medicines, the Council believes the same 
professional and ethical standards across all health practitioners who supply and dispense 
medicines should be applied.  
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Chapter B 
 

Part 1: Preliminary provisions  

B1    Please provide any comments on the purpose or principles of the Bill (ss 3 and 4) 

33. The Council supports the need for robust and effective quality assurance for therapeutic 
products used on patients in New Zealand. We also support the guiding principles expressed in 
the Bill and the risk-proportional approach to regulation. 

34. We propose that the principles also include recognising the importance of ethical and 
professional behaviour to ensure patient safety is protected. 

Part 1: Interpretation  

B2     Please provide any comments on the definitions or meaning set out in the draft Bill 
(ss 14-50) 

35. We suggest the definitions for prescribers, registered health practitioners and scopes of 
practice in the HPCAA and the Bill should be consistent. This may require amending HPCAA 
definitions to align with definitions in the Bill. 

Part 3: Dealing with therapeutic products 

The following section includes commentary related to the following consultation questions: 

B3 Please provide any comments on the product approval controls (ss 51 and 52) 

B4 Please provide any comments on the controlled activities and supply chain activity controls 
(ss 53–55) 

B7      Please provide any comments on the authorisations for health practitioners (ss 61-64)  

B8 Please provide any comments on the authorisations for health practitioners’ staff (s 65) 

B11 Please provide any comments on the authorisations created in sections 71–75 and sections 
78–80 

B12 Please provide any comments on the offences created in sections 81–94 

36. Our questions or areas of concern relate to the following areas:  

v. Uncertainty about the regulatory framework proposed for oral health practitioners 
prescribing, using, supplying, designing, manufacturing, repairing and importing 
dental appliances – both fixed and removable appliances  

Context 

37. We are unclear about product approval requirements and regulatory obligations for oral health 
practitioners as they relate to dental appliances. 

38. Regulation in this space could involve more than half our registered oral health practitioners 
(approximately 3,200 practitioners). Dentists, dental specialists, clinical dental technicians and 
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dental technicians’ scopes of practice allow for various clinical activities related to dental 

appliances. 

39. Examples of activities relating to dental appliances that oral health practitioners are involved in 
include: 

• A dentist or dental specialist prescribes a dental appliance for a patient. A dental technician 
or clinical dental technician then design and manufacture the appliance and initially fit it. The 
dentist or dental specialist does the final fit or implant.  

The dentist or dental specialist can also manufacture the dental appliance.  

• Dental technicians and clinical dental technicians can manufacture some appliances without 
a prescription. The patient needs an oral health certificate from a dentist to ensure the 
patient mouth is healthy before making and fitting the appliance. 

• Some already manufactured appliances, or components of such appliances are used by oral 
health practitioners on patients. For example, orthodontic braces and related components. 

• Some appliances are directly sought by patients and then designed, modified and sold to 
patients – such as mouth guards for bruxism (teeth grinding) or sports and snoring 
appliances. 

• Appliances can be repaired or adjusted by dental technicians, clinical dental technicians, 
dentists or dental specialists. 

40. Dental appliances cover a range of products such as dental implants, orthodontic appliances, 
crowns and bridges, dentures, overdentures and many more. These appliances can be either 
fixed or removable, and used for short periods or be permanent.  

41. Dental appliances can often be prescribed or designed by an oral health practitioner in New 
Zealand but manufactured overseas. The final fitting and clinical responsibility of the dental 
treatment remains with the New Zealand registered oral health practitioner. 

42. Some patients order their own dental appliances online, mostly from overseas companies.  

43. Manufacturing facilities of dental devices are diverse, ranging from small spaces in a private 
dental practice, to dental laboratories, hospitals and educational laboratories, international 
laboratories or well-established international companies. 

44. The consultation document states that “The Bill would provide health practitioners with the 

authorisations required for the activities that they currently perform under the Medicines Act 

1981” [para 549].  

45. We interpret this as health practitioners being able to continue to perform the same activities 
under the new therapeutic products regulatory scheme as before.  

46. To ensure that this remain the case for oral health practitioners, we need clarification on the 
regulatory pathways and obligations associated with dental appliances. We want to ensure that 
the new obligations are not placing unreasonable requirements deterring practitioners to 
continue to manufacture high quality dental appliances – that could limit availability and patient 
access to dental appliances. 
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Our interpretation of the Bill’s regulatory obligations related to dental appliances as medical 
devices 

47. The Council considers that most dental appliances fall under the definition of: 

• therapeutic products [s16(1)(a)] by achieving one or more of the therapeutic purposes 
defined under s15(1). In particular sub-sections: 

o (f)...replacing, modifying or supporting part of a human’s anatomy 

o (a) preventing, diagnosing, monitoring, alleviating, treating, curing, or compensating 
for a disease, ailment, defect, or injury; and 

• a medical device under s21(1)(a)(i). 

48. All therapeutic products covered under the Bill will have an approval status described under 
s24, being: 

• approved 

• approval-exempt 

• unapproved product. 

49. Section 51 prevents a person from importing or supplying a therapeutic product unless: 

• it is an approved or approval-exempted product, or 

• a person is authorised by a licence, permit or provision under subpart 3 of Part 3.   

50. Certain activities, defined as controlled activities in s53(2), are prohibited unless the person 
wishing to undertake those activities has a permit, or a licence, or is authorised to do so under 
the Bill. 

51. Controlled activities relating to medical devices include: 

• manufacturing 

• wholesale supply  

• non-wholesale supply 

• use of supply-restricted devices contrary to the regulations.  

52. Activities not defined as controlled activities can be freely undertaken or are subject to the 
regulations or rules that will ultimately be passed under the Bill. Some of these activities are 
only able to be carried by certain types of persons (e.g. health practitioners); others can be 
done by any person. 

53. Based on our interpretation activities related to dental appliances can fall under one of the 
following regulatory pathways. 

Use or preparing for use of medical devices 

54. The list of controlled activities does not include the use of a medical device; accordingly using a 
medical device is not a controlled activity. 

55. Furthermore, the definitions relating to some controlled activities specifically exclude some of 
the activities involved in the preparation of and use of medical devices for specific patients.  

56. For example, the definition of “manufacturing” in relation to a medical device [s34(3)] states 
that: 
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If a medical device has been supplied by its responsible manufacturer as being in its final state 

but needs to be prepared for use, preparing it for use is not part of manufacturing the device if 

the preparation— 

(a) is done in accordance with the responsible manufacturer’s product information; and 

(b) does not constitute remanufacturing the device. 

57. Similarly, s42(3) states that “supply does not include…..using a medical device…. on a patient.”  

58. Section 46(1) then states: 

(1) To use a medical device….means to do either or both of the following: 

(a)  prepare the device …for use: 

(b)  use the device ….for a therapeutic purpose in, on, or in relation to, a person…. 

(2) In relation to a medical device….., to prepare for use includes the following: 

(a)  to assemble the device…: 

(b)  to calibrate or adjust the device …. before putting it into service or for a particular                        

patient.” 

59. The intention seems to be that the activities underlined in paragraph 58 are not considered 
controlled activities, regardless of who carries them out. These activities are likely to be 
considered supply chain activities [s44(1)], and must be undertaken in accordance with the 
relevant regulations [s55(1)]. 

60. It is worth noting that the supply chain activities listed in s44(1) only include use of a medical 
device, not prepare for use.  

61. We believe that many of the activities that were set out in paragraph 39 undertaken by dentists, 
dental specialists, dental technicians and clinical dental technicians would be considered as 
prepare for use or use of a medical device and captured by ss 46, 42(3) or 34(3); but not all of 
the activities related to dental appliances will fall within these provisions. 

62. By example, we do not believe the design and making of a dental appliance would fall under 
the meaning of prepare for use, and will therefore be considered manufacturing - a controlled 
activity with different obligations. 

63. For those activities performed by oral health practitioners that are considered controlled 
activities, the following regulatory pathways will apply.   

Authorisations under subpart 3 of Part 3 

64. Subpart 3 of Part 3 describes the authorisations to various sub-groups to perform controlled 
activities.   

65. Section 75 allows for the manufacturing of custom-made medical devices (it is assumed that 
custom-made medical devices will be considered unapproved within this context). This 
provision is not limited to health practitioners.  

66. This provision requires: 

• meeting the regulations for a person who may manufacture; and 

• the device be— 

o manufactured at the request of a health practitioner for a patient of that practitioner; and 
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o custom-made to meet the needs of that patient; and 

• the person complies with any requirements specified in the regulations. 

67. We do not know what the regulations and compliance for a manufacturer would be, or whether 
these would be tailored for different levels or types of manufacturing. 

68. Section 62(3) provides for a health practitioner to supply an unapproved medical device by non-
wholesale supply under the following conditions:  

• the device is relevant to a health service that forms part of the practitioner’s scope of 

practice; and 

• the device is supplied— 

o to a patient of the practitioner; or 

o for a patient of, and at the request of, another health practitioner whose scope of practice 
includes the same health service; and 

• the patient is in New Zealand or is ordinarily resident in New Zealand; and 

• there is a complying special clinical needs supply authority for the patient for that device. 

69. It appears that the ability for health practitioners to import an unapproved medical device, on 
behalf of the patient, is under a special clinical needs supply authority [s64(2)].  

70. Oral health practitioners have not required a special clinical needs supply authority to supply or 
import dental appliances. The use of special clinical needs supply authority is not common 
practice at the moment.  

71. The requirements of a special clinical needs supply authority are articulated in s64. The Bill’s 
regulations will specify which classes of health practitioners may or may not issue a special 
clinical needs supply authority, and the circumstances in which these would be allowed.  

Approval-exempt products 

72. Section 114(1) allows the Regulator to declare a therapeutic product to be an approval-
exempted product.  

73. The Regulator can declare a class of products approval-exempted and specify the persons who 
are the sponsors of those products [s115(1)(b)]. These products do not have to be individually 
assessed [s115(2(b)(ii)]. 

74. It appears that dental appliances could apply to be approval-exempted by the Regulator, and 
the product sponsors defined as registered oral health practitioners allowed by their scope of 
practice to perform any of the related controlled activities (as defined in s53(2)). 

75. We have the following concerns relating to the monitoring and compliance of approval-
exempted devices, as it applies to dental appliances: 

• Obligations relate to a single sponsor (i.e. the oral health practitioner), but multiple 
individuals or parties are involved in the final delivery of the medical device.  

• Compliance relates to product standards and regulations, and approval-exempted products 
are included in these requirements [s117 & 118]. Although compliance is not yet defined, 
these obligations would most likely be new for oral health practitioners.  
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• Assurance of product standards and associated regulations by the oral health practitioner 
(sponsor) during all these steps will not be possible, particularly when it involves 
international third parties.  

• Section 116(3) specifies that the sponsor would be held liable and could be convicted for 
non-compliance. However, monitoring compliance would be impractical, and most likely 
unachievable. 

Summary of regulatory framework options for dental appliances 

76. Based on our interpretation, we believe that oral health practitioners involved in supply chain or 
controlled activities related to dental appliances would fall under one or more of the following 
regulatory pathways and associated compliance obligations: 

• prescribe, prepare for use, use (which will include trail fit, fit and implant) and repair: 

o meeting supply chain regulations (under the exemption of s46(1) for use and prepare for 
use of medical devices to not fall under the meaning of manufacturing) 

• supply:   

o supplying an unapproved medical device to a particular patient under a special clinical 
needs supply authority [s62(3)]  

It may become difficult to determine when a dental appliance was used vs supplied. For 

example, if a mouth guard was sold without any modifications, would that be considered 

supply and require a special clinical needs supply authority (if the mouthguards was an 

unapproved product)? 

• design and manufacture: 

o manufacturing a custom-made medical device for a specific patient, and meeting 
regulations of whom can manufacture and other compliance regulations [s75]; or 

o apply for a particular dental appliance or dental appliances as a group to be considered 
approval-exempted medical devices, with an “approved” sponsor (most likely an oral 
health practitioner) having to meet the sponsor criteria, product standards and 
regulations [s114-118] 

It is unclear how and by whom a decision would be made which section would apply. 

• import: 

o importing an unapproved medical device, on behalf of a patient, under a special clinical 
needs supply authority [s64(2)]. 

77. As noted earlier, we envisage that activities of most dentists and dental specialist associated 
with dental appliances would fall under the prepare for use and use criteria of s24(1), 
particularly if they do not manufacture the dental appliance themselves. 

78. We are keen to get clarification on whether the design and “making” of dental appliances by a 
dental technician, clinical dental technician, dentist or dental specialist would be considered 
manufacturing. 

79. We want to highlight the following concerns relating to the regulatory pathways described in this 
section (paragraphs 47 – 76): 

• how will compliance be effectively and equitably monitored? 
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• monitoring all the stages of the manufacturing or supply chain for these types of appliances, 
especially where a number of players are international, will be difficult 

• any device approval processes or requirement for a special clinical needs supply authority 
may delay delivery of care to patients 

• increased regulatory obligations may lead to price increases of dental appliances due to 
increased obligations on practitioners 

• currently, most dental appliance costs are covered by patients rather than being funded by 
the public health system. Increased costs for dental appliances could be passed on to 
patient, which may adversely impact access to patients. 

vi. Dental appliances can be manufactured by unregistered individuals 

80. Currently there is no requirement in New Zealand for a practitioner to be registered to perform 
the activities of a dental technician. The title is protected under the HPCAA, but individuals can 
perform these activities if they do not call themselves a dental technician and do not perform 
restricted activities. Details of dental appliances that dental technicians can make are set out in 
Appendix A. 

81. It appears that for non-registered individuals manufacturing dental appliances, the available 
regulatory pathways are those described above (for use or preparing for use of medical devices 
or approval-exempted products), except for the authorisations given to health practitioners in ss 
61-65. 

82. These individuals will not fall under the HPCAA, or any associated ethical and clinical 
standards. Their obligations will be defined in the regulations and rules of the Bill.  

vii. Other medical devices used in dentistry 

83. The definition of medical devices in the Bill is very broad. Oral health practitioners use a range 
of devices, equipment, materials and software that may fall under this definition and it is unclear 
at this stage how much of these products will be covered by the Bill. We understand this will be 
determined by the further details that will be developed to support the Bill.  

84. The range of products used in dental practices and laboratories are extensive and diverse, and 
they each pose varying levels of risk to patients. 

85. For example, on the lower scale of risk are items such as a dental chairs and lights, instrument 
trays, mouth rinse, examination mirrors, retractors, intra- and extra-oral cameras. Items with 
slightly higher risks include personal protective equipment and blow torches through to more 
invasive or higher risk instruments such as x-ray machines, pluggers, scalers, lasers, burs, 
curets, forceps, files, scalpels and so on. 

86. We do not believe that all of these products should be, or will be, defined as medical devices. 
However, without a clear definition or further guidance we draw your attention to the broad 
possible interpretation of medical devices and submit that exempting some equipment from this 
definition should be considered.  

87. We believe that a pragmatic, risk-based approach for the regulation requirements of medical 
devices is critical, particularly as the initial approval process for such devices has not been 
previously regulated in New Zealand. 
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88. As noted in our introduction, we are concerned that patient care will be adversely impacted by 
possible disrupted access and increased costs of medical devices commonly used in oral 
health practices that may be regulated under the Bill.  

Dental materials 

89. Oral health practitioners use dental materials that may fall under the definition of therapeutic 
products, either under medical devices or active medicinal ingredients.  

90. Examples of these include composite materials, including amalgam, gold, cobalt–chromium, 
and titanium. 

91. We are not clear whether all these materials would be regulated, and under which definition. 
Further the impact of such regulation on oral health practitioners and their patients is also 
unclear.   

Software 

92. We note that s34(2) also includes software that is used for therapeutic purposes. Dentistry has 
a number of software packages that are used as part of treatment planning, diagnosis and 
monitoring. Most of these are international products.  

3D printing 

93. The sector has also seen an increase in the use of 3D printing technology. One example of this 
is the use of CAD CAM in designing and manufacturing of dental crowns.  

94. However, with the technology becoming cheaper and more accessible it is expected that the 
use of this will technology in the oral health sector will increase.  

95. We are aware of online examples where individuals print (i.e. manufacture) their own dental 
appliances, such as dental retainers and braces. 

96. Given the possibility of adverse health risks, quality assurance for 3D printed products for oral 
use will be important but very difficult to regulate effectively. 

viii. Requirement of a pharmacy licence for health practitioner prescribers who supply 
and dispense medicine to patients 

97. Section 61(1) now extends the non-wholesale supply of approved or approval-exempted 
category 1 or 2 medicines to health practitioner prescribers, if: 

• the practitioner is a prescriber of the particular medicine; and 

• the medicine is supplied to their own patient, or  

• for a patient of, and at the request of, another health practitioner prescriber of that medicine; 
and 

• the patient is in New Zealand or is ordinarily resident in New Zealand. 

98. Section 61(2) allows a health practitioner to non-wholesale supply approved or approval-
exempted category 3 medicines to patients as long as the medicine is relevant to their scope of 
practice, and under the same conditions as described in the last three bullets of paragraph 97.  
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99. Section 61(5) then provides for the dispensing of approved or approval-exempted medicine (all 
categories), under the same circumstances as set out in s61(1).  

100. Both supplying and dispensing medicines are controlled activities defined under s53(2). This 
means these activities cannot be performed without authorisation. It is assumed that authority 
for health practitioners to perform these controlled activities is granted by sections 61 to 70 of 
the Bill. 

101. Furthermore, both dispensing and supplying (categories 1,2) medicines are defined as 
pharmacy business activities in s36(1) of the Bill.  

102. However, s36(2) excludes a professional practice of a health practitioner or veterinarian in 
which medicines are dispensed or supplied under the authorisations provided by sections 61 to 
70, from the definition as a pharmacy business.  

103. We are unable to identify any licence requirements for the health practitioner’s practice 
(excluding pharmacists) where medicines can be supplied or dispensed. 

104. We are unclear from the consultation document why a distinction has been made between 
premises where the same clinical activity of supplying and dispensing medicines occurs. Both 
supplying and dispensing are controlled activities and considered core pharmacy-related 
activities.   

105. The Council supports good dispensing practice standards to all patients, regardless of where 
the activity occurs. Common ethical and professional standards and legal obligations should 
apply to achieve the objectives of patient safety, appropriate clinical care, and equity across 
health practitioners performing the same clinical activity - especially under a single piece of 
legislation. 

106. Licence obligations can be tailored to apply across all dispensing facilities based on the type of 
pharmacy-related activities that will occur within the facility. This is not too dissimilar to different 
pharmacy service delivery models that currently exist. 

ix. Category 3 medicine supply by health practitioner’s staff 

107. Section 65(1) allows a person who works for a health practitioner prescriber to supply a 
category 3 medicine to a patient of the health practitioner, under general supervision of the 
health practitioner. 

108. We are unclear about the rationale for this new provision. 

109. A category 3 medicine has some potential risks to patient safety, reflected through its 
classification and is not a general commodity.  

110. There is no training, or any other professional or ethical standards that apply to the supply of 
category 3 medicines by health practitioner’s staff. 

111. General supervision does not appear to be defined.  

112. As currently presented, the Council does not consider this provision will ensure safe and 
appropriate dispensing practice to patients in New Zealand.  
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113. Wherever possible, non-general sale medicines should only be dispensed and supplied by 
health practitioners with the necessary skills and with the necessary safeguards and standards 
in place to ensure appropriate patient care. 

x. Supply of medicines vs dispensing 

114. In our view the Bill takes a very narrow view of dispensing. Even to the extent that dispensing is 
defined as being part of manufacturing of medicine (s29), and for this reason is not explicit in 
the purpose of the Bill.  

115. The Bill does not appear to recognise the importance of several aspects of appropriate 
dispensing practice such as: 

• reviewing whether the medicines are appropriate and prescribed correctly for the specific 
patient taking into consideration the full medicine use profile (including supplementary, 
natural or other health product use, medical conditions, age, weight and so on) 

• ensuring the correct medication is given to the patient 

• ensuring that the patient understands how to take the medication correctly and is aware of 
potential side effects 

• answering any related questions to ensure optimal patient compliance for a better outcome. 

116. This approach is reflected in some of the new provisions of extending the “supply” of medicines 

to patients by other health practitioners, and in the case of category 3 medicines by practice 
staff, without any acknowledgement of specific competencies required for dispensing medicine 
to patients, associated ethical and professional standards, and other related obligations. 

117. The Council understands the need for ensuring appropriate levels of access to medicines, but 
the Regulator must also ensure appropriate dispensing to patients and promote good 
dispensing practices. 

xi. Controlled activities 

118. The controlled activities listed in s53 do not make specific mention of advertising, promoting or 
marketing of therapeutic products. As these activities occur at various stages of the supply 
chain, consideration should be given as to whether they require specific mention in the list of 
controlled activities. 

119. We note that the non-wholesale supply of medical devices is not listed as a controlled activity, 
only supply-restricted device contrary to supply restrictions.  

120. As the manufacturing of some products will now fall under the Bill’s definition of a medical 
device, and are restricted activities to be performed by registered health practitioners1, this may 
have to be added to the list of controlled activities (unless the Regulator considers it necessary 
for any such product to be categorised as a supply-restricted device). 

 

 

                                                           
1 For example a dental appliance 
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Part 4: Product approval 

B1    Please provide any comments on the sections covering product approval requirements (ss 94–

104). 

121. Please refer to our comments in paragraphs 17 – 21, and 37 – 96. 

B15 Please provide any comments on the sections covering approval-exempt products and their 
sponsors (ss 114–115) 

B16 Please provide any comments on the sections covering sponsor obligations (ss 116–119) 

122. Please refer to our comments in paragraphs 72 – 75. 

Part 5: Licences and permits 

B18 Please provide any comments on the sections covering the scope, content, effect and grant 
of licences (ss 123–127). 

123. Please refer to our comments in paragraphs 29 – 31, and 97 – 106. 

Part 6: Regulator 

B24 Please provide any comments on the regulator’s powers and functions in relation to safety 

monitoring, public safety announcements and regulatory orders (ss 160–182) 

B25 Please provide any comments on the regulator’s investigative powers 
(ss 183–196) 

124. Please refer to our concerns expressed in paragraphs 22 – 28. 

Part 8: Administrative matters 

B33 Please provide any comments on the amendments to the Health Practitioners Competence 
Assurance Act 2003 (ss 276–285) 

125. The Council agrees with the proposed amendments to the HPCAA (following acceptance by 
Parliament on Tuesday 9 April 2019) to include the authorisation of prescribers and issuing of 
standing orders into the scopes of practice. 

126. Please refer to our comment in paragraph 35 about the consistency of the definitions for 
prescribers, registered health practitioners and scopes of practice.  
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Chapter C 

 

C2 Please provide any comments on the approach for medicines categorisation (classification) 

127. The Council supports the approach for the medicine categorisation. 

128. The Council notes that some of the administration provisions for specific practitioner groups 
(including for oral health practitioners) will be removed from the medicines classification 
schedule and will be listed in regulations. In our view, this would mean medicine classification 
can be updated more readily and we are consequently satisfied with this proposal.  

129. Although not technically an issue related to the Bill, we would like to take this opportunity to 
emphasise two classification discrepancies for dental related products.  

• The first matter relates to fluoride varnish products used within dentistry. There are currently 
unapproved fluoride varnish products available in New Zealand. A regulatory loophole 
appears to exist between the way these products are handled in Australia and New Zealand. 
The scenario causes confusion for oral health practitioners, and some are unknowingly 
using unregistered fluoride varnish products because they are available from reputable 
dental suppliers. There is no reason for practitioners to suspect that the products they are 
sourcing are not an approved medicine in New Zealand. 

• The second issue relates to hydrogen peroxide, and its use for tooth whitening. Hydrogen 
peroxide is classified as general sale medicine by Medsafe. However, in July 2011 the 
Environmental Protection Authority divided tooth-whitening products into the following three 
categories:  

o Products containing or releasing less than 7 percent hydrogen peroxide is for general 
sale. 

o Products containing or releasing between 7 to 12 percent hydrogen peroxide can only be 
supplied to and administered by a dentist, a registered oral health practitioner, or a non-
registered tooth-whitening practitioner who is under the supervision of a dentist.  

o Products containing or releasing more than 12 percent hydrogen peroxide can only be 
supplied to and administered by a dentist, a registered oral health practitioner or a non-
registered tooth-whitening practitioner who is under the supervision of a dentist.2 

The discrepancy in classifications is causing confusion and creates a regulatory loophole.  

130. We hope that these discrepancies can be addressed as part of this regulatory overview. We 
believe Medsafe is aware of both of these matters.   

 

                                                           
2 https://www.epa.govt.nz/assets/Uploads/Documents/Hazardous-Substances/2017-Group-Standards/Dental-
Products-Oxidising-5.1.1-Group-Standard-2017-HSR002557.pdf and 
https://www.epa.govt.nz/assets/Uploads/Documents/Hazardous-Substances/2017-Group-
Standards/fe90667bdb/Dental-Products-Subsidiary-Hazard-Group-Standard-2017-HSR002558.pdf 

https://www.epa.govt.nz/assets/Uploads/Documents/Hazardous-Substances/2017-Group-Standards/Dental-Products-Oxidising-5.1.1-Group-Standard-2017-HSR002557.pdf
https://www.epa.govt.nz/assets/Uploads/Documents/Hazardous-Substances/2017-Group-Standards/Dental-Products-Oxidising-5.1.1-Group-Standard-2017-HSR002557.pdf
https://www.epa.govt.nz/assets/Uploads/Documents/Hazardous-Substances/2017-Group-Standards/fe90667bdb/Dental-Products-Subsidiary-Hazard-Group-Standard-2017-HSR002558.pdf
https://www.epa.govt.nz/assets/Uploads/Documents/Hazardous-Substances/2017-Group-Standards/fe90667bdb/Dental-Products-Subsidiary-Hazard-Group-Standard-2017-HSR002558.pdf
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C14 Please provide any comments on the transition arrangements for product approval controls 
for medical devices. 

C15   Please provide any comments on the transition arrangements for regulating activities 
involving medical devices. 

131. Schedule 1 clause 33 permits a 6-month temporary licence for medical devices at the 
commencement of the Act.  

132. The Council is concerned that this timeframe may be insufficient, given the potential volume of 
medical devices that may require approval.  

133. Dependant on the threshold of regulation for medical devices, this period may have to be 
reconsidered, or licensing staged based on risk profiles. 

C43 Do you have any comments on the arrangement for establishing the authority to prescribe via 
the relevant health practitioners’ scope of practice (subject to approval from the Minister of 

Health)? 

134. The Council supports the proposal to update the relevant scopes of practice to reflect the ability 
for a health practitioner to prescribe and issue a standing order.  

135. The Council also notes the requirement for the Minister of Health to approve the prescribing 
activity within a scope of practice.  

136. The Ministry of Health are included in the consultation process with the health regulator at the 
creation or amendment of any scope of practice. It is unclear why this particular clinical activity 
is separated for the Minister’s approval. However, we do not object if this remains. 

137. We note that the Minister may choose to delegate this function to the health regulator.  

C44 Do you think regulations should be developed to require a consistent approach to the form 
and content of prescribing provisions within scopes of practice? 

138. The Council supports a consistent approach to the prescribing provisions within the scopes of 
practice. We prefer a more principle-based approach, rather than a defined medicine list. Such 
defined lists, if necessary, could be held in sub-ordinate legislation by the health regulator, as 
long as it is easy for a pharmacist, or other dispenser, to identify whether the medicine 
prescribed is within the practitioner’s scope of practice.    

139. The Council also proposes common competencies and performance measures, and shared 
professional standards related to prescribing and dispensing.  

C45 Please provide any comments on the approach to standing orders. (Note that the detailed 
requirements for standing orders will be specified in regulations and consulted on at a later 
stage.) 

140. We have no specific concerns on the updated standing order provisions.  
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141. Auditing can be difficult to achieve regularly and consistently, but the Council acknowledges 
that auditing is both important and necessary.  

C46 What do you think about the approach for the off-label use of medicines that have been 
approved in New Zealand? 

142. A number of therapeutic products are regularly used for treatments not approved on registration 
of the product.  

143. Clinicians make these clinical judgement calls on a case-by-case basis and should be able to 
justify their decisions if an adverse event occurs.   

144. For this reason, the Council agrees that a health practitioner prescriber could issue a special 
clinical needs supply authority for an approved product, as long as it is within their scope of 
practice.  

C47 What do you think about the approach for products that have not been approved in New 
Zealand? In particular, the proposal that: 

• only medical practitioners would be able to issue a special clinical needs supply authority 
for this type of unapproved product 

• other health practitioner prescribers would be able to prescribe them, once a medical 
practitioner has issued a special clinical needs supply authority for that medicine for a 
patient? 

145. The Council sees no reason for medical practitioners to be required to review the 
appropriateness of a clinical needs supply authority of another health practitioner. There is no 
guarantee that the medical practitioner would have the necessary knowledge or experience to 
make an informed decision. Also, the medical practitioner may not have all the patient-specific 
information available to make such a call.  

146. The Council believes that if the product is within the health practitioner prescriber’s scope of 

practice, that practitioner should make the choice of whether an unapproved product is 
appropriate for a specific patient, or not – regardless of whether it is approved or unapproved in 
New Zealand.  

147. Similar to approved products, the clinician makes the clinical judgement, and must ensure that 
they have the appropriate information, knowledge and experience to make an informed 
decision. If not, they should consult other experts or refer the decision.  

C48 In what situations do you consider it is appropriate for a health practitioner prescriber to 
supply medicines to another health practitioner prescriber? 

C49 Are there situations where it is appropriate for a health practitioner to supply medical devices 
to another health practitioner? Is this something that occurs currently and would need to be 
enabled under the new scheme? 

148. The Council cannot comment about specific quantities or frequency of supplying medicines to 
another health practice (we do not interpret this question relating to supplying or dispensing for 
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personal use). The example used in the consultation document, out-of-stock scenarios, occur. 
We believe this provision is appropriate.  

149. Appropriate record keeping and monitoring of the type of medicine is essential.  

150. Health practitioners have an obligation to act ethically and professionally. If they suspect that 
something unprofessional or illegal, then it is their responsibility to decline to supply the 
medicine and report the suspected activities if relevant. 

50 Do you consider health practitioners should be authorised to supply pharmacy (category 3) 
medicines to their patients? What are the benefits and/or risks of allowing this? 

C51 Do you consider health practitioners’ staff should be authorised to supply pharmacy (category 
3) medicines to the patients of the practice? What are the benefits and/or risks of allowing 
this? 

151. Please refer to comments in paragraphs 97 – 113. 
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Appendix A – type of dental appliances that can be made by registered dental 

technicians 

Dental technicians can design, manufacture and repair of fixed and removable oral and extraoral 
appliances and prostheses prescribed by a practising dental specialist, dentist, clinical dental 
technician, medical practitioner or other practising health practitioner. These include3: 

• complete removable dentures and overdentures 

• removable partial dentures including precision attachments 

• fixed and removable orthodontic appliances 

• crowns and bridges including precision attachments on natural teeth and implants 

• implant overdentures and implant supported dentures 

• tissue and implant supported maxillofacial, ocular and auricular appliances and prostheses, 
and other appliances and prostheses involved in the overall prosthetic rehabilitation of 
patients. 

• specialist treatment appliances such as, but not limited to: diagnostic stents and 
radiographic stents, appliances for the treatment of temporomandibular disorders, 
appliances for the treatment of speech disorders, appliances for the treatment of sleep 
disorders and appliances for the treatment of audio disorders. 

 

 

 

 

 

                                                           
3 https://www.dcnz.org.nz/i-practise-in-new-zealand/dental-technicians/scope-of-practice-for-dental-
technicians/ 

https://www.dcnz.org.nz/i-practise-in-new-zealand/dental-technicians/scope-of-practice-for-dental-technicians/
https://www.dcnz.org.nz/i-practise-in-new-zealand/dental-technicians/scope-of-practice-for-dental-technicians/


 

 

New Zealand 

National Committee 

PO Box 25506 

Featherston Street 

Wellington 6146 

New Zealand 

Level 7, Dell EMC House 

5 Willeston Street 

Wellington 6011 

T: +64 4 499 1213 

F: +64 4 499 6013 

E: anzca@anzca.org.nz 

www.anzca.org.nz 

www.anzca.edu.au 

April 17, 2019 

 

 
Ministry of Health 

PO Box 5013  

Wellington 6011 

 

By email: therapeuticproducts@moh.govt.nz 

 

 

Dear Sir/Madam 

 

Proposed Therapeutic Products Regulatory Scheme  

 

The Australian and New Zealand College of Anaesthetists (ANZCA), which includes 
the Faculty of Pain Medicine (FPM), is responsible for the training and examination of 
anaesthetists and pain medicine specialists and for the standards of clinical practice in 
New Zealand and Australia. ANZCA’s mission is to serve the community by fostering 
safety and high quality patient care in anaesthesia, perioperative medicine and pain 
medicine.  

ANZCA appreciates the opportunity to provide feedback on the proposed regulatory 
scheme for therapeutic products in New Zealand. We acknowledge that much of the 
detail of the proposed scheme will be in regulations, rules and notices and that there 
will be further opportunity to provide feedback on proposals. 

We note that there is provision on page ix of the consultation document for expert 
advisory committees to be set up. ANZCA believes such committees would be useful 
if they include the right people and are properly used, for example, to advise on new 
devices, drugs, and innovations. We suggest that consideration is given to 
establishing a permanent expert committee for anaesthesia, possibly combined with 
pain and intensive care medicine, with responsibility for medicines and medical 
devices relevant to these specialities. The ‘experts’ will need to be clinicians and other 
personnel with extensive knowledge and significant practical experience. 

ANZCA has the following specific comments to make on two questions.  

QC46: What do you think about the approach for the off-label use of medicines 
that have been approved in NZ? 
 
The key concern we have with the exposure draft of the Bill is the proposed modified 
approach for the use of off-label medicines. In ANZCA’s view, this part of the scheme 
is not well considered and, if implemented, would adversely affect patient care. 
 
The approach does not take into consideration the unique anaesthesia context or the 
way in which anaesthetists practice. The proposed requirement for a special clinical 
needs supply authority (SCNSA) would hinder how anaesthetists (and other medical 
practitioners) use off-label medications. It would create a barrier to safe and timely 
administration of medications deemed to be the most suitable for the medical 
situation. A SCNSA, even tick-box, would be impossible for anaesthetists to adhere to 
and would potentially see them practicing outside of the law. 
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Anaesthetists are not prescribers in the traditional sense because administration of medication                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                               
occurs simultaneously with the decision to use – or ‘prescribe’ - a drug. It is important, therefore, 
that the way in which anaesthetists practise as combined prescribers and administrators is 
understood, and that the realities of the operating room, ICU and emergency department 
environments are recognised to ensure the legislation is workable, and that unintended 
consequences are avoided. 
 
Many anaesthesia and critical care medications are used off-label, both in New Zealand and 
internationally, for paediatric and obstetric patients. This is because there is limited or no trial data 
for these patient groups and other approved medicines are not available.  
 
ANZCA believes that regulatory requirements should not prevent patients from benefitting from 
medications because they have not been specifically assessed in these patients, particularly when 
there is a long history of safety to support their use.  For example, in paediatric cardiac 
anaesthesia and intensive care, anaesthetists use many drugs that are off-label, such as clonidine, 
assorted vasoconstrictors, dopamine, and antifibrinolytic agents (aprotonin); and, anaesthetists 
and paediatricians in neonatal intensive care units around the country, regularly use DBL fentanyl 
off-label. In addition, the use of off-label drugs by anaesthetists is supported by overseas use over 
many years and in many patients. Many medicines have been in accepted practice for decades 
that will never have evidence from randomised trials. Multiple papers can be found in the literature 
reporting/supporting their use, but this is not shown on the manufacturers’ information sheets. 
Further, anaesthetists make decisions to use drugs off-label based on their extensive knowledge 
of pharmacology, pharmacokinetics and pharmacodynamics, and extrapolation to specialised 
patient groups particularly when other medications are not available.  
 
The ANZCA Faculty of Pain Medicine (FPM) considers that the proposed approach for off-label 
use of medicines would be highly challenging in pain medicine. Many medications used for 
persistent pain have limited evidence of efficacy, are off-label, and are unlikely to be funded for 
future randomised controlled trials (RCTs). This is especially so in paediatric and adolescent 
persistent pain.  

The idea that for a drug to be useful it must be rigidly backed by a RCT proving overall 
effectiveness is not a helpful framework in pain medicine (or many other areas of medicine). We 
refer to arguments made by Professor Andrew Moore and colleagues (in the British Medical 
Journal1) for assessing individual patient responses, recognising that no single drug will 
successfully treat more than a minority of patients with a painful condition; that analgesic 
responses are usually bimodal; and that, because success rates are low, a wide range of drugs is 
needed to do the best for most people, especially in complex chronic conditions. 

ANZCA recommends that there is no change to the current management of off-label medications.  

QC53: Do you have a view on whether DTC advertising of prescription medicines should 

continue to be permitted? What are the reasons for your view? 

ANZCA’s view on direct-to-consumer (DTC) advertising of prescription medicines aligns with the 

New Zealand Medical Association, the New Zealand Society of Anaesthetists, and other medical 

colleges in calling for advertising of prescription medicines to be prohibited.  

We consider that DTC advertising of prescription medicines does not present material in a 
balanced or transparent way. Information provided in an advertisement is not sufficient for patients 
to be able to make judgments about the benefits and risks of medications appropriate to their 
medical conditions.  
 
In anaesthesia and pain medicine settings, the most appropriate course of treatment should not be 
determined by the ability of pharmaceutical companies to inform patients about the medications 

                                                      
1 Andrew Moore et al, Expect analgesic failure; pursue analgesic success, BMJ 2013;346:f2690. 



 

 

that they manufacture and sell. There is a risk that DTC advertising leads to practitioners being 
coerced by patients into prescribing drugs inappropriately, such as cannabis-based medications. 
This is also true for analgesic medications where there is limited benefit in the management of 
chronic pain conditions. We are also concerned that the DTC advertising of prescription medicines 
increases demand for psychotropic drugs and opioids to be prescribed, with the likely result of an 
opioid epidemic similar to that experienced in United States and Australia, and/or the potential for 
drug dependency problems to emerge. 

 
In conclusion, the main points ANZCA wishes to convey are: 

 That the proposal for the off-label use of medicine is not fit for purpose in the clinical settings 

in which anaesthetists work, or other similar medical environments such as the Emergency 

Department, ICU or during the emergency medical management and resuscitation of patients.  

 That the proposal for the off-label use of medicines is not appropriate for pain medicine, 
particularly in the management of paediatric and adolescent persistent pain where is it difficult 
to conduct randomised control trials.  
 

 That a more nuanced and considered approach to the management of off-label medicines is 

needed that does not place patient care below regulatory requirements and enables 

anaesthetists and pain medicine specialists to continue to provide high-quality care. 

 That DTC advertising of prescription medicines should not continue to be permitted in New 
Zealand.  
 

If you have any questions or would like to discuss this submission, please contact Mary Harvey 

(Senior Policy Adviser) in the first instance on 04 495 9780 or at mharvey@anzca.org.nz. 

 

 

Yours sincerely 

 

 
 

Dr Jennifer Woods 

Chair, New Zealand National Committee 
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22 April 2019 

Submission to the Ministry of Health on behalf of the HSANZ NZ branch. 

Topic: The Therapeutics Regulatory Bill 

Dear Sir/Madam 

On behalf of the Haematology Society of Australia and New Zealand I would like to submit the 
following comments on the impact of the proposed Therapeutic Regulatory Bill. 

We understand the purpose of this Act is to ensure acceptable safety, quality, and efficacy of 
therapeutic products across their lifecycle; for the benefit of New Zealand society. The Bill 
proposes regulation of the manufacture, import, promotion, supply, and administration or use 
of therapeutic products. 

We are very concerned on several key issues that also  been specifically addressed by our fellow 
societies the Australasian Leukemia and Lymphoma Group (ALLG) and personal submissions of 
Dr Rob Weinkove, haematologist and other members of our society through the online 
submissions portal. In addition to endorsing  these submissions we would like to emphasise the 
following. 

We believe there are unintended consequences of this proposed Bill that would result in a 
reduction of both clinical trial activity and access to necessary therapeutic agents for many New 
Zealanders. 

Role of the Regulatory body in clinical trials 

Currently ethics committees already provide evaluation of the safety and ethics of proposed 
clinical trials. This proposal adds another layer of bureaucracy and thereby cost to an area of 
practice that is already tightly regulated via GCP and ethics committee scrutiny. The  time and 
budget required to deal with the new Regulator is simply not available within the clinical trials 
units within New Zealand. As it stands, the Bill is likely to discourage co-operative group and 
investigator-led trials, allowing clinical trials in New Zealand to be solely the domain of 
pharmaceutical company research. This is contrary to the recommendation of the Health 
Research Counsel March 2019. 

Part B 3, 7 and 14 

Unapproved medicine use (current section 29 of the Medicines Act) –This provision is 
necessary for a minority of New Zealanders with rare conditions for which no medicines are 
approved in New Zealand, and the capacity to access these in specific and tightly mediacl 
circumstances is very important. Some patients with life-threatening malignancies have been 
importing life-saving medicines that are not yet PHARMAC funded directly from overseas. It 
appears this bill intends to prevent this. This is likely to have a major adverse impact on the life 
expectancy of these individuals. 



There are many accepted treatments that pharmaceutical companies have not filed for an 
indication. For example, there are no immunosuppressive drugs eg ciclosporin A, approved for 
Bone marrow Transplant purposes. The off-label use of medicines is both necessary and already 
regulated by the Special Authority system. Specific off label uses are currently available to 
clearly defined patient groups predicted to benefit from the therapy based on existing medical 
evidence and expert medical recommendations. The current system is rapid and provides 
equity of access to all New Zealanders. A proposal that disbands this system and does not 
provide an equally fair and rapid replacement is likely to have dire effects on the health and life 
expectancy of many patients. 

Pharmaceutical company-run compassionate access schemes have also provided an important 
way for patients to access life-saving medicines in New Zealand. We are concerned the 
proposed regulations will prevent such access schemes to the detriment of many New 
Zealanders.  

Part B17-21 

The 3 year term of licenses (and 2 year term of permits) is too short for clinical trial purposes. 
Clinical trials are rarely completed within this time period, once both recruitment and follow-up 
periods are included. A longer license term of 5 or 10 years may be more appropriate, or at 
least an option for renewal. The requirement for clinicians to act as a Licensee for a new 
product after just one year of trial activity is unrealistic within current staff and budget 
requirements. 

The March 2019 Consultation on New Zealand’s first prioritization vehicle for health research 
specifically recommends, “Well-designed clinical trials will be an important tool… particularly 
multi-centre trials and those that are undertaken as part of international collaborations. 
Funders will work to improve clinical trial networks through work associated with Action 6 of 
the NZHRS: Strengthen the clinical research environment and health services research.” 

Many of the proposals with the Therapeutics Bill appear to directly oppose and obstruct this 
health research priority. In depth interaction with medical personnel will be necessary to 
ensure this is not the case. The Bill, as it stands represents a threat to the ability of al 
practitioners to maintain current standard of care, let alone improvement in health. 

The Haematology Society of New Zealand would welcome a chance to be further involved in 
consultation of this proposed legislation. 

Yours sincerely 

Leanne Berkahn 

Chairperson NZ branch HSANZ 

President elect HSANZ 



 

 

 



 

 

 

 

DOWNS DISTRIBUTORS LTD SUBMISSION 

for 

NEW ZEALAND THERAPEUTIC PRODUCTS REGULATORY SCHEME CONSULTATION 

 

Downs Distributors was established in 1980.  We are New Zealand owned and operated and have 
been successfully supplying medical devices to the New Zealand market for 39 years. 

 

We support the submission made by MTANZ on behalf of the Medical Device Industry of New 
Zealand. 

 

The current New Zealand WAND system works well.  We comply with registration requirements set 
out by WAND.  We are confident that the majority of Medical Device Distributors also comply.   

We would like to make the following submission in addition to our endorsement of the MTANZ 
submission: 

C1  Please provide any comments on the approach to regulating changes to approved products. 

1. In the scope for establishing IT systems to support this regulation the incorporation of 
current WAND listings should be a requirement. 

a. Grandfather all current listings 
b. There may be anomalies in this data but the majority will be ‘clean’ data 
c. Building on an existing system will be more cost effective for the Regulator and 

industry. 
d. Implement fee structure for ‘new’ listings. 
e.  

In summary it would be much more cost effective for the government to add resource to Medsafe as 
the ‘regulator’ and continue with the WAND system.  Medsafe’s current requirement for WAND 
registration is for the supply company to hold CE documentation.  The Therapeutic Goods 
Administration (TGA) system works the same way.   



Pharmacy Defence Association (Word version) 
 
 
16 April 2019 
 
 
Sheila Swan 
Chief Advisor 
Ministry of Health 
 
By email: therapeuticproducts@moh.govt.nz 
 
 
Dear Sheila, 
 

Submission on the Therapeutic Products Regulatory Scheme 
 
Introduction 
 
The Pharmacy Defence Association (PDA) is a non-profit, pharmacist support organisation run by 
pharmacists, for pharmacists. Membership of PDA is designed specifically to provide assistance to 
pharmacists in the event of professional indemnity, public liability and statutory liability claims. 
 
PDA represents 3,100 pharmacists mostly working in community pharmacy, but also hospital 
pharmacists, primary care pharmacists and independent contractors. 
 
PDA supports the replacement of the Medicines Act 1981 as an outdated piece of legislation that is 
inflexible and no longer fit for purpose. The proposed Therapeutic Products Bill (TPB) will go a long 
way to improve the medicine supply chain in New Zealand. 
 
PDA acknowledges the active involvement of the Pharmaceutical Society of New Zealand (PSNZ), the 
Pharmacy Guild of New Zealand (Pharmacy Guild) and Green Cross Health at all stages of the 
consultation process. These organisations have a combined membership base large enough to 
adequately portray the views of the Pharmacy sector of New Zealand as a whole. PDA is therefore 
confident that the PSNZ, Pharmacy Guild and Green Cross Health submissions also echo the views of 
the majority of our members. It is with this in mind that PDA supports the overall views of PSNZ, the 
Pharmacy Guild and Green Cross Health in relation to the TPB. 
 
As a result, PDA does not plan to comment on all matters relating to the TPB and will limit comment 
to matters relating to patient safety, the Regulator and enforcement of legislation, with additional 
general comments where appropriate. 
 
Patient Safety and Supply of Medicines 
 
Pharmacists and trained pharmacy staff currently review prescriptions and medicine supply orders 
from health practitioner prescribers with regard to both legal requirements and clinical 
appropriateness. This provides a backstop for unlawful, unethical, and unsafe provision of medicines 
to patients. 
 
The current Regulator, Medsafe, authorises individual pharmacies to supply medicines from 
prescriptions and supply orders via a licensing and external audit system. The intention of this 

mailto:therapeuticproducts@moh.govt.nz


system is to ensure licensees and their staff comply with legal requirements and accepted standards, 
and to refer any unethical behaviour to the Pharmacy Council. 
 
The current TPB model allows a wider range of health practitioners to both prescribe and supply 
medicines and do so without a licensing and external audit system. This will in effect remove both 
legal and clinical check backstops and in doing so insert risk. It is also not clear whether these health 
practitioners will need to follow labelling requirements as currently happens with pharmacy 
dispensing. Labelling requirements ensure both the patient and the dispenser have a reference point 
for dosing instructions, dispenser information, and Cautionary Advisory Labels. 
 
There will likely be a lack of supply records for medicines supplied by non-pharmacist health 
practitioners. Without systems and processes that include inwards and outwards stock control for 
events such as medicine recalls or when an error has been identified, there will be wide variation in 
management of the supply chain and error management. 
 
In the TPB it is proposed that health practitioners who are deemed competent to administer 
medicines will be competent to supply Category 3 (pharmacy) medicines. PDA does not support this 
assumption as administration and supply require different competencies, and health practitioners 
that are competent to administer medicines do not necessarily carry the required knowledge or 
understanding that accompanies supply of these medicines. Further, many health practitioners 
currently only administer medicines upon authorisation and oversight of a medical practitioner. 
Supply of medicines from these health practitioners would require further competencies and 
therefore education to be developed and approved by the respective Regulatory Authorities of these 
practitioners. 
 
A blanket rule for health practitioner workers to be able to supply Category 3 medicines is 
insufficient. “General supervision” is not enough of a measure to ensure patients receive an 
acceptably high quality of service. Qualified pharmacy worker restrictions will be stated in the Rules, 
however there are no apparent equal restrictions for health practitioner workers. 
 
Through the work PDA does with Pharmacists across New Zealand, incident reports often show that 
prescribing errors and medicine interactions, among other issues, are picked up by pharmacists. This 
results in a reduction in the risk of harm for the patient. Further to this, we encourage best 
dispensing practice whereby dispensing and checking processes are undertaken by two separate 
people, which has been shown to reduce error rates. There is a real risk to the public if one health 
practitioner is to diagnose a condition, then prescribe and supply one or more medicines to their 
patients. Both prescribing and medicine supply errors and missed medicine interactions would 
increase without these additional steps.  
 
Counselling a patient on their medicines is a vital service provided by pharmacists that is enforced by 
the Pharmacy Council’s Code of Ethics and includes information about utilisation and optimal use of 
medicines. The TPB provides no assurance that any non-pharmacist supply of medicines is to be 
accompanied with counselling. This thereby increases the risk of inappropriate use by the patient 
themselves. 
 
Recent Medsafe Pharmacy Quality Audit reports and subsequent media article quotes from Medsafe 
have been critical of the standard of compliance shown by pharmacies across New Zealand. Given 
this is a legislated process and still has highlighted issues, this further emphasises that an 
unregulated system of medicines supply by a health practitioner other than a pharmacist simply 
cannot ensure adequate, correct and safe processes will be followed. 
 



There needs to be consistency between how health practitioners are regulated when supplying 
medicines. With the current Medicines Act legislation as well as the proposed TPB legislation, it is 
apparent that either pharmacies are over-regulated, non-pharmacist health practitioners are under-
regulated, or both. 
 
Legislation must consider the possible outcomes of altering ownership arrangements with regard to 
patient safety. Any person (or entity) who is not a pharmacist that owns, or has shareholdings in, 
one or more pharmacies would likely not work in a day to day role within that pharmacy or 
pharmacies. The implication of this is that the owner or shareholder still requires a portion of profits, 
which in turn reduces the number of qualified staff able to actively work within the pharmacy. As 
pharmacy margins are minimal in the current funding environment, this would place extra workload 
on existing staff and reduce the quality of dispensing and other services, leading to a greater risk of 
errors occurring. Further, the focus may turn to sales and turnover rather than patient care and 
quality of services provided. 
 
The Regulator 
 
PDA often assists members with investigations into non-compliances found during Medsafe 
Pharmacy Quality Audits and Inspection Audits. The feedback PDA receives from these members, as 
well as general conversations with pharmacists and sector participants about their experiences, 
shows an overwhelming trend that the current Regulator is not transparent with decision making, is 
lacking in consistency with its auditors’ interpretations of legislation and standards, and 
communication is near non-existent. 
 
PDA expects that during consideration for the form of the Regulator under the TPB, transparency, 
consistency and communication are factors to be placed high on the list of priorities. Health 
practitioners must have faith and trust that the Regulator will work with them in any event of non-
compliance with legislation or uncertainty of expected standards. This will only take place if current 
Regulator culture is greatly improved. 
 
Oversupplied persons legislation is necessary to prevent harm and to inform health practitioners 
about persons addicted to or abusing Category 1 and 2 medicines. Previously, the Restricted Persons 
list provided a similar purpose. The new Regulator must ensure medicine access limitation orders are 
available via online listings or similar and kept up to date. It would be helpful if the new Regulator 
had a system whereby there was an obligation to follow up on pharmacist reports of instances of 
over-prescribing or drug abuse. 
 
Proposed sections relating to a review panel to review the Regulator’s decisions if necessary is 
welcomed and is written in a way that provides comfort that this will be an impartial, independent 
process. There is still concern that the panel may not be not picked from a pool of pre-selected 
individuals with relevant expertise in their field of knowledge. The lack of pre-selection may affect 
the quality of participants on a panel, especially if selected at short notice. 
 
The Regulator must uphold values of transparency, consistency and communicate issues if it is given 
broader powers with the ability to enforce harsher penalties. There must be a balance between the 
Regulator having these powers, and the Regulator observing leniency for lesser offences or obvious 
accidental oversights. 
 
 
 
 



Enforcement 
 
Provisions relating to enforceable undertakings are also welcomed. This serves as a suitable way to 
rectify inadvertent contraventions of legislation. Clarification is needed whether undertakings being 
made public include the applicant’s personal information including their place of work. Release of 
personal information may lead to unnecessary publicity and hardship if a contravention is minor. 
PDA suggests that enforceable undertakings are made publicly available in an anonymised form. This 
will hold the Regulator to account for consistency and transparency of decision making. However, 
we agree that at times it may be necessary to name the individual or company for serious 
contraventions affecting public safety. 
 
Clarification is sought for how pharmacy audits will be dealt with regarding enforcement of 
legislation and whether contraventions are dealt with by way of enforceable undertakings, 
infringement offences or otherwise. Pharmacy audit non-compliances must not be seen by the 
Regulator as an opportunity to gather revenue, but in general used to educate pharmacists and 
thereby improve public safety. 
 
The list of penalties for offences appears ambiguous and does not appear to provide for a wide 
enough range of offending. Clarification is needed for the source and rationale of these figures and 
their application to the various sections of legislation. 
 
General Comment 
 
The TPB is a vital document in the scheme of healthcare provision in New Zealand. Legislation must 
be equitable for all health practitioners and their staff, and the standards required for the provision 
of service must be the same regardless of the setting they work in. Further, public safety is 
paramount and any standards must follow best practice. 
 
PDA is in agreeance with PSNZ, the Pharmacy Guild and Green Cross Health over the issues raised in 
their submissions and we have confidence that necessary sections will be adjusted to reflect these 
issues. 
 
 
Yours sincerely, 
 
 
 
Kurt Docherty 
Executive Officer 
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18 April 2019  
 
Dear Ministry of Health 
 
This letter is to communicate our position as the industry body of the New Zealand Natural Health 
Products sector.   
 
Natural Health Products NZ are concerned that there is no definition of a “natural health product” in 
the therapeutics bill despite this terminology used in Subpart 2 – Therapeutic Products 16 (3) 
“However, a product that would otherwise be a therapeutic product under subsection (1)(a) is not a 
therapeutic product if it is a natural health product.”  Whilst we support the statements made under 
Subpart – 2 Therapeutic Products 16 Meaning of a Therapeutic Product, we feel that the definition of 
what is a “Natural Health Product” is important.  
 
Furthermore, we acknowledge, that this definition would form part of new legislation under 
consideration for Natural Health Products, to replace the now defunct proposed Natural Health and 
Supplementary Products Bill, and as such we encourage the Ministry to continue to work towards 
new legislation with expediency.  As the industry body representing more than 80% of New Zealand’s 
natural health products industry we welcome continuing to work closely with the Ministry to achieve 
this important and overdue legislative update and we would like to offer our input into the definition 
of what a “natural health product” is both for the Therapeutic Products Bill and for the new natural 
health products legislation. 
 
Natural Health Products New Zealand further submits that any regulation regarding the advertising 
of Natural Health Products or Dietary Supplements should not be included in the Therapeutic 
Products Bill. 
 
Natural Health Products NZ has reviewed and supports the submissions made by the NZSMI and 
MTANZ to the Draft Therapeutic Products Bill. 
 
 
Yours sincerely 

 
 
 
 
 
 
 
Samantha Gray 
Natural Health Products NZ 
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16 April 2019 
 
 
Sheila Swan 
Principal Advisor 
Ministry of Health 
Email: therapeuticproducts@moh.govt.nz 
  
 
Dear Sheila,  
 
Re: Therapeutic Products Regulatory Scheme Consultation  
 
The New Zealand Society of Anaesthetists (NZSA) welcomes the opportunity to make a 
submission on the above Ministry of Health consultation. We have attached the submitter 
profile as requested.  
 
About the New Zealand Society of Anaesthetists  
The NZSA is a professional medical education society which represents over 650 medical 
anaesthetists in New Zealand. Our members include specialist anaesthetists in public and 
private practice, and trainee anaesthetists. We facilitate and promote education and 
research into anaesthesia and advocate for the professional interests of our members and 
the safety of their patients. As an advocacy organisation we also develop submissions, work 
collaboratively with key stakeholders, and foster networks of anaesthetists. The NZSA, 
established in 1948, has strong global connections and is a member of the Society of the 
World Federation of Societies of Anaesthesiologists (WFSA).  
 
Overview  
The NZSA supports the Government’s rationale for the new legislation as it seeks to provide 
stronger assurance to the public on the efficacy and safety of therapeutic products. This is 
integral to the delivery of safe, quality healthcare as therapeutic products have risks and 
benefits, and the potential for serious harm. We support the key objectives of “flexible, 
durable, up-to-date and easy to use” legislation and the overall principles outlined in the 
consultation document. It is sensible to work towards future proofing legislation and 
regulations for therapeutic products to keep pace with international regulatory practice and 
emerging technologies, including broadening the scope of these products to medical devices 
and therapeutic products yet to be developed. We note that the Ministry of Health will be 
working on regulation of natural products, which is essential, as part of a separate process.  
 
The NZSA submission focuses on specific aspects of the proposed new legislation which 
have a direct and potentially far reaching impact on anaesthetic practice, particularly relating 
to medicines, prescribing, unapproved drugs, labelling, and controlled drugs. 
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Health practitioner prescribing and regulatory authorities 
Under the new scheme a health practitioner’s authority to prescribe would be established in, 
and bounded by, the person’s scope of practice. Regulation around prescribing would be 
passed entirely onto the Regulatory Authorities (RAs), such as the Medical Council of New 
Zealand, the Nursing Council, etc. RAs will determine if prescribing is within the scope of 
practice and what can be prescribed. The Health Practitioners Competence Assurance Act 
2003 will be amended to specify that scopes of practice may include the authority to 
prescribe, subject to the approval of the Minister of Health. The new scheme proposes the 
Minister of Health will have the ability to direct RA’s to change the scope of practice if they 
feel it is not being safely managed. The current levels of prescribing (authorised, delegated 
and designated) will be removed. 
 
The only category in which a medical practitioner will be the sole person allowed to initiate a 
prescription is for non-approved medicines e.g. novel chemotherapeutic agents.  
 
Following on from the above, RA’s will be able to decide on the medications being used 
within a scope of practice. There is potential for conflicts of interest with the widening of 
pharmacopeia being under the domain of the RA’s and we need reassurance that controls 
are in place to ensure standards of safe practice are maintained. While the final authority will 
lie with the Minister of Health, this change has the potential to result in patient harm as the 
Minister will only be able to restrict prescribing after harm occurs and there is evidence of 
poor management by the RA. 
 
Competency framework for prescribing 
We strongly recommend that due to proposed prescribing changes and the increased 
complexity of prescribing regimes for patients, that New Zealand develop a single 
prescribing competency framework, to provide guidance on the key principles and 
parameters to be followed by all prescribers. As the formal Framework developed in the UK 
for prescribing (2016) outlines in its introduction: “This increase in complexity means that 
besides developing and maintaining prescribing competency for individual conditions, 
prescribers have the challenge of keeping up to date with new medicines as they come onto 
the market and being aware of the potential for interaction between medicines in patients 
with multiple co-morbidities.”1   The Framework can be also used to provide the basis for 
ongoing continuing education and development, and revalidation, informing the development 
of education curricula and relevant accreditation of prescribing programmes for all 
prescribing professions. 
 
There is a reference included in the Pharmacy Action Plan (p. 32) for the Ministry of Health 
to review the legislation and prescribing framework, including consideration of different 
models for prescribing, in different contexts and by a range of health professionals. We 
would like to see progress made on this.   
 
Restrictions on anaesthesia medications  
Anaesthesia is a specific activity within medicine with an inherent high risk of harm and the 
drugs used in anaesthesia often have a very narrow therapeutic window with the potential for 

                                                             
1 A Competency Framework for all Prescribers, Royal Pharmaceutical Society, UK, July 2016 
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harm ever present.  Anaesthesia medication should not be simply be added to the 
prescription list. 
 
We strongly urge that there should be a list of medicines deemed highly dangerous that can 
only be prescribed by certain practitioners. The use of controlled, dangerous drugs, such as 
those used in anaesthesia, and as defined in the Misuse of Drugs Act, should be restricted 
to practitioners with a very well-defined scope of practice. For example, there are no 
regulations on who can administer Propofol as it is only classified as a prescription drug. Our 
Anaesthesia College Guidelines define this in their Professional Statement 09 Guidelines on 
Sedation and/or Analgesia for Diagnostic and Interventional Medical, Dental or Surgical 
Procedures2 which outlines the minimum requirements for sedation however it is not in 
regulation. Muscle relaxants are another medication that should be administered only under 
extremely specific circumstances.   
 
Modified approach to unapproved and off-label medicines 
Under the new legislation it is proposed that all health practitioner prescribers will be 
authorised to issue a Special Clinical Needs Supply Authority (SCNSA) to prescribe off-label 
use of medicines that have been approved in New Zealand (on the proviso the medicine is 
covered by their scope of practice). In relation to unapproved medicines, it is proposed to 
continue as per current legislation to limit the ability to issue a SCNSA for unapproved 
products to medical practitioners.  
 
Regarding the latter point however, we are concerned that unapproved medicines will be 
able to be prescribed by a non-medical prescriber after they are prescribed by a doctor once. 
As stated in s62: “Once a SCNSA has been issued, any health practitioner prescriber would 
be able to prescribe that unapproved medicine for that patient (as long as it is within their 
scope of practice).”  In effect, this means that the doctor takes on the added risk of 
unapproved use as there could be circumstances where the health practitioner continues to 
prescribe the drug after it should have been stopped, or in doses or routes that are 
inappropriate. At this point the original medical practitioner loses control over how, when, 
how much and why the medication continues to be prescribed but nonetheless shoulders the 
responsibility for prescribing those drugs in the first place (with the added risk that comes 
with non-approved drugs). If a patient experiences an adverse event while taking an 
unapproved medicine, or a medicine prescribed for an unapproved use, the responsibility, 
and liability, will rest with the medical practitioner. 
 
Also, Anaesthetists need to know how a SCNSA will work in the operating room as we 
frequently use ‘section 29’ medications. A study undertaken in New Zealand found that two 
thirds of respondents administer Section 29 medications every few weeks.3 We often also 
use approved medications in an ‘off-label’ fashion, for example, propofol is approved for use 
in non-pregnant adults, but is not approved for use in paediatric or obstetric patients. This is 
an omission based on the populations from which the safety data were derived for gaining 

                                                             
2 http://www.anzca.edu.au/documents/ps09-2014-guidelines-on-sedation-and-or-analgesia 
 
3 A survey of the use of unapproved medicines in anaesthesia practice in New Zealand 
Julian, K A, Stapelberg, F, Anaesthesia and Intensive Care; Jan 2008; 36, 1; ProQuest  
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approval by Medsafe. Propofol remains the most popular induction and only infusion agent 
used for general anaesthesia across all patient populations in New Zealand, but this use is 
technically ‘off-label’ in paediatrics and obstetrics.  
 
Additionally, when approved drugs are sourced from non-approved manufacturers, despite 
having a proven safety record in New Zealand and/or overseas, they are placed on the 
Section 29 list as being non-approved.  This is often because the process for obtaining 
approval for drugs is viewed as costly. We would like to see a process whereby older 
medications with proven safety records have another route that enables a simplified 
approval process, rather than being categorised section 29.   
 
Establishing a national anaesthesia essential drugs list 
While drug shortages are increasingly common, the specialty of anaesthesia is particularly 
vulnerable. This is due to dependence on sterile injectable drugs with limited shelf-lives. It is 
not uncommon for some anaesthetic drugs to be in short supply e.g. vecuronium. Some of 
these medications are critical to patient safety, for example in recent years there was a 
shortage of approved adrenaline. In circumstances where emergency medications are 
unavailable, it may not be safe to proceed with anaesthesia. These shortages occur for both 
approved and unapproved drugs under Section 29.  
 
As anaesthetists we need to be able to guarantee supply but also substitute when a drug is 
in short supply without the substitute being classified as Section 29. In the UK, the 
Association of Anaesthetists of Great Britain and Ireland (AAGBI) published a National 
Anaesthesia Essential Drugs List, developed by experts and members of the AAGBI. It has 
three categories for drugs: essential, necessary and critical. The list offers alternative drugs 
when there is a drug shortage. The aims, process and benefits of creating such a list are 
outlined in an editorial in the UK publication Anaesthesia.4 The United States has also 
developed a list of essential drugs for anaesthesia.  
 
We understand that a list of essential drugs is not part of the Therapeutic Products Bill but 
that it is possible that this could be developed by the Regulator in future and we believe this 
should be a mandated as part of the ongoing process. 
  
Drug labelling 
Medication error is one of the leading causes of morbidity and mortality in hospitalised 
patients, reported to be the seventh most common cause of death.5 The incidence of 
adverse drug events in a New Zealand study was found to be 15%.6 Safe anaesthetic 
practice depends on the identification of the contents of any ampoule, with appropriate 
administration, and as such anaesthetists have a strong interest in ampoule labelling. 
 
Although specific electronic record keeping systems may assist with barcode readers, 
anaesthetists rely on drug ampoule labelling to ensure the correct medication is given.  Many 
drugs can be administered in one day and these drugs are often in close proximity to each 
                                                             
4 The National Anaesthesia Essential Drugs List, editorial, Dr Harrop-Griffith, Anaesthesia 2015, 70, 637-650 
5 Stelfox HT, Palmisani S, Scurlock C et al. The “To Err is Human” report and the patient safety literature. Qual 
Saf Health Care, 2006; 15: 174-8.  
6 Davis P, Lay-Yee R, Briant R, et al. Adverse events in New Zealand public hospitals II: preventability and 
clinical context, NZ Med J, 2003, vol.116, p. U624 



 

 

other in the drug trolley, increasing the risk of error when the ampoules look similar. Sound 
alike, look alike drugs are dangerous unless systems are created that make the 
administration of the wrong medication difficult.  Therefore, there needs to be strict labelling 
criteria and the ability for New Zealand to insist on appropriately easy to read labels and 
packaging to decrease the likelihood of a drug swap. 
 
The NZSA would support bar coding on the drug vial or ampoule, which should include the 
drug’s generic name, concentration and volume of drug and should not interfere with the 
label’s legibility. It has been normal practice within anaesthesia for Anaesthetists not to have 
a second person checking ampoules prior to administration. Safety measures such as 
consistency of ampoule labelling, colour coded syringes, and bar codes with readers are 
essential for the safe provision of anaesthesia. Provision of anaesthesia often requires rapid 
responses to changes in physiological parameters and as such rapid drawing up and 
administration is essential. Anaesthetists are reliant on ampoules being easy to read with 
labelling specific to the medicine contained. 
 
The ability to have bar code readers, as part of an electronic anaesthetic record keeping 
system, provides a visual confirmation. With some systems, an auditory feedback provides 
feedback about the content of the syringe about to be administered and could identify the 
contents of an ampoule, were it barcoded. In addition, a pull off barcode on either the 
ampoule or the packaging which is attached to the syringe used to draw up the contents of 
the ampoule would provide another safety feature. The NZSA also supports the use of pre 
filled, labelled syringes as they are an invaluable safety mechanism and a potential means of 
reducing patient infection risk. 
 
Registration of all clinical trials 
Clinical trials help to improve health outcomes and provide opportunities for senior clinicians 
to be involved in research. Clinical trials for all therapeutic products will be a controlled 
activity requiring authorisation via a licence. This has the potential to increase the 
administrative burden for those taking on clinical trials. There needs to be assurance that the 
process will be robust, but not overly complicated, expensive or time consuming. The 
process for clinical trials must be cost-effective and efficient to prevent barriers to research in 
New Zealand. 
   
Closing comments 
We recognise that the Therapeutic Products Bill is a proposed overarching, principles based 
legislative framework and that this will be a long-term consultation process before the Bill is 
passed into law including the drafting of regulations, rules and notices to sit under the Bill. 
We look forward to further consultation opportunities during this process. 
 
We are broadly supportive of the submissions developed by the Australian and New Zealand 
College of Anaesthetists and the New Zealand Medical Association.  
 
Thank you for the opportunity to comment. We are happy to answer any questions on our 
submission if required.  
 
 
We are happy to appear before the Health Select Committee. 



 

 

 
Yours sincerely  

 

 
Dr Kathryn Hagen  
President 
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