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Introduction 

The Council supports the new Therapeutic products scheme in general and congratulates the 

team on the work completed so far. The Council agrees with principle-based legislation but is 

concerned that key detail not yet available will be included in secondary instruments. It is 

therefore difficult to submit on the impact of some of the proposed changes. 

The Council appreciates the extensive consultation on the proposed legislation and information 

sharing sessions undertaken by the Ministry of Health team. 

The Council is confining its feedback to areas which may impact on nursing practice and scopes 

of practice related to the administration, supply, prescription or dispensing of therapeutic 

products. 

Part 2: Interpretation 

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

40 (1) Standing orders - this omits administration of category 2 and 3 medicines. I see this is 

covered elsewhere in the Act as non-restricted activities.  This is a change from the current 

settings and needs to be communicated well.  

42 Supply was not previously defined in the Medicines Act and this has created problems in 

relation to Standing orders.  It is suggested that the definition of supply should allow some 

elements of dispensing - i.e. patient labelling   

 

Part 3: Dealing with therapeutic products 

B7 Please provide any comments on the authorisations for health practitioners  
(ss 61–64) 

61 This section allows practice that is currently not legal i.e. prescribing at the request of another 

health practitioner. We prefer the current setting of prescribing for a patient in your care and a 

patient you have assessed. 

 

B33 Please provide any comments on the amendments to the Health Practitioners 
Competence Assurance Act 2003 (ss 276–285) 

The Nursing Council supports the authority to prescribe for health practitioners to be managed 

by the Responsible Authority (RA) and that the Health Practitioners Competence Assurance Act 
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be amended to require this.  The Council supports the principle of moving issues related to 

clinical judgement and competence to the RAs.  The Council notes that RAs have the function of 

ensuring practitioners are competent to practice and prescribe thereby protecting public safety.   

The Council agrees that a prescribing authority can be managed by scopes of practice.  However, 

the Council is of the view that the proposed changes are unnecessarily prescriptive in their 

requirements for detail and demonstrate some distrust of the RAs’ ability to undertake this task.  

The Council believes there are existing mechanisms under the HPCA Act for any concerns with a 

prescribing scope to be addressed as specified scopes of practice are disallowable instruments 

for the purposes of the Legislation Act 2012 and subject to review by the Regulations Review 

Committee. 

At present the Council uses conditions, guidelines and medicines lists to provide details to 

nurses, other health practitioners and the public, about the prescribing functions.  These 

documents are lengthy and detailed. For example, the medicines list is 26 pages and integrates 

both prescription and non-prescription medicines and advice on prescribing.  

It is suggested that these types of mechanisms are more appropriate for RAs to use for key 

prescribing information rather than Gazette notices which may be rarely looked at by 

practitioners and are not the best place to set out key details. 

Information that guides prescribers is often included in professional or health sector guidelines 

rather than in standards set by RAs.  This is appropriate as they are informed by clinical experts 

and can be changed in a timely fashion without requirements for consultation.   

The Council also considers that it is unwieldly for the medicinal products and classes of 

medicines to be included in the scope of practice for professions with broad scopes of practice.  

(Section 11A (7)). This replicates some of the barriers already in place under the Medicines Act.  

The Gazetted list of specified prescription medicines does not contain the detail and advice on 

specific doses and circumstances a medicine can be prescribed.  It is difficult to make changes to 

lists of prescription medicines.  The Council would like to be delegated the authority to authorise 

nurses to prescribe medicines from the proposed schedule 1 medicines (prescription medicines).  

The Council believes this would be more enabling as medicines and nursing practice change over 

time. 

The Council agrees that changes in prescribing authority should be consulted on and information 

made available on the RA’s website. However, listing of medicines under Gazette notices is 

expensive and perhaps unnecessary and we would prefer the RA to be required to provide a 

public list of medicines that can be prescribed by that scope of practice. Currently the Council has 

two different prescriber levels under one scope of practice by using different preparation 

requirements, medicine lists and guidelines.  
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The Council may have to consult on further scopes of practice for each type of prescriber 

depending on the requirement for information to be included in the scope of practice.   

Currently two designated prescriber authorities are included in the Registered Nurse scope of 

practice and nurses are authorised using a condition in their scope of practice.  Separate scopes 

of practice have not been supported by the profession.  Separate prescribing scopes may make 

information clearer for the public and others in the health sector.  It could be that that registered 

nurse prescribers have two scope of practice in the future as their other nursing activities which 

are the greatest part of their role will continue to be outlined in the registered nurse scope of 

practice.  Currently nurse practitioners are registered in a two scopes separate scopes as they 

must also be registered in the registered nurse scope of practice.  

The proposed requirement for the Minister of Health’s approval and a regulation requiring the 

prescribing form and content for prescribing scopes of practice does not appear to be future 

focused in the way that other parts of the scheme are.  It seems to embed the current 

specification and control rather than enabling health professionals to meet future health needs.  

The Ministry of Health has promoted practitioners working to the top of their scope and patients 

being treated by the most appropriately skilled health professional.  It is hoped that the current 

tight control of prescribing may ease over time as greater confidence is gained by the public and 

other professions.  

The Council would prefer to see greater trust placed in RAs to determine the competence of their 

practitioners to prescribe and to manage the specified medicines without Ministerial approval.  

The Ministry of Health does not necessarily have the expertise or time to determine what is 

appropriate for nurses to prescribe.   The Ministry always consults with the Council when there is 

a question about medicines regarding nurses prescribing.  The Ministry of Health has not 

provided the Nursing Council with advice on the appropriate medicines for nurses to prescribe in 

recent years and seems to agree that we are the appropriate authority to determine what nurses 

can prescribe.   

The Council does not believe that it is necessary for the Minister of Health to approve prescribing 

provisions or for regulations regarding the form and content of prescribing aspects of scopes 

and so does not support proposed 11A (2).  The Council also disagrees with Section 14A and 

14B as being unnecessary. 
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B12: Schedule 1: Transitional, savings and related provisions 

Regarding schedule 1AA of the Act Section 5 the Council does not believe the mechanism around 

scope of practice in its current proposed form will be an easy transition for the registered nurse 

scope of practice or support the flexible models of prescribing it now has in place.  Until this 

regulation is developed it is unknown how big this change will need to be. Three months may not 

be sufficient. It has been suggested that the Council use classes of medicines, but these would 

differ from the existing medicines lists and may require further consultation before the 

legislation is enacted 

 

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). 

We are not clear if this section covers regulations that allow health practitioners to supply 

category 1 and 2 medicines in certain circumstances i.e. replace medicines reclassification for 

nurses to supply the ECP.  We would encourage this inclusion to provide mechanisms to allow 

more limited prescribing for nurses.  

 

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, Council supports the regulation of products and devices that could harm health consumers 

in appearance medicine. e.g. dermal fillers. 

 

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)? 

See B33 
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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? 

See B33 No we do not think this is necessary and it may create inflexibility and cause scopes to 

become dominated by a prescribing function.  We suggest that the Ministry of Health may want 

to provide some guidance or rules that the RA can then flexibly adapt. 

 

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.) 

The Council would prefer to see other mechanisms such as prescribing or supplying and 

administering based on competency attainment and according to clinical guidelines, rather than 

standing orders. 

 

C46 What do you think about the approach for the off-label use of medicines that have 
been approved in New Zealand? 

No comment 

 

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? 

The Council considers that nurse practitioners should also be able to prescribe unapproved 

medicines particularly when there are problems with the supply of approved medicines e.g. 

ophthalmology.  Nurse practitioners are currently authorised prescribers and have the skills and 

accountability to access safety of medicines and prescribing decisions. 
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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? 

The Council supports this initiative and can see that it would reduce the need for standing orders 

for these medicines and improve access for patients and reduce work arounds to enable supply 

to patients on the spot and improve compliance. 

The Council would also like to see registered nurses able to supply and administer category 2 

medicines which are very effective for the patient groups they may treat in the community.  This 

includes antifungal creams, pain relief, the Emergency contraceptive pill, anti-emetics, treatments 

for warts and migraines, etc. 



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

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

• 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. 

• 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 
Jennie Swann 
 



Submission on draft Therapeutic Products Bill 
 
Clause 97 Criteria for sponsor of an approved product 
 
The draft does not seem to allow third parties to act as sponsors to a responsible 
manufacturer.  A third party sponsor may not be the manufacturer nor the 
importer/distributor but will have an Agreement with the responsible manufacturer 
when the sponsor does not have its own entity in New Zealand as required by 97(a) 
 
The situation occurs when the Manufacturer: 

(i) Prefers to have the sponsor separate from the distributor/importer 
(ii) May wish to have more than one distributor in New Zealand 
(iii) Depending on the nature of the product may wish to market and distribute 

the product from overseas or may wish to market the product from overseas 
and have distribution undertaken by a specialist healthcare logistics 
company. 

 
The third party Sponsor would have an agreement (that meets the Rules) with the 
responsible manufacturer and would meet the other requirements of a Sponsor such 
as being a New Zealand entity, a fit and proper person, appropriate experience, 
locally contactable etc and be registered as the Sponsor with Medsafe.  Typically, 
this would be a professional Regulatory entity.  I understand this situation exists 
overseas in Australia and European Representative in Europe 
 
Transition Time 
Would seem too short as many larger companies may have large numbers of 
products that would need applicationson 
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Submission for the Therapeutic Products Bill consultation April 2019 
 
 

As time is now short for this consultation period I will aim to use bullet points where possible.  
 

 I applaud the work done to date to replace the existing legal framework which is no longer fit for 

purpose. 

 I wish to specifically acknowledge the unusual step of consulting at an earlier stage that is usual 

when creating legislation, and believe this will produce a more robust and workable foundation 
for future practice. 

 I note the collaborative approach demonstrated by those drafting the new legislation and 

perceive a genuine engagement and intention to 'get it right' and am encouraged by this. 
 I appreciate the intention to be permissive and enabling, and agree with this principle. 

 Though challenging, the intention to future proof where possible (e.g. category 4) recognises the 

evolution in practice which might otherwise lead to early obsolescence.  

 Inclusion of therapeutic products is wise, though it will take time to establish regulatory practices 

in this new area and hope that the collaboration observed in these drafting stages continues to 

ensure patient care is not interrupted by unintended consequences on existing products and 
practices. 

 
 

There are two key areas where I believe the Bill is incorrectly positioned: either 
relying on existing systems to ensure control (in relation to licensing and regulation), 
or being used to address regulation that is better handled elsewhere (in relation to 
singling out pharmacy technicians): 
 
Disparate and inequitable systems of licensing and control: 

- 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 

confirm to the same standards and be auditable according to the same criteria. As a member 
of the public I expect the same standards from any health professional providing similar 

aspects of care. 

- The dispensing process is prone to error and should be systematic to limit harm, e.g.: with SOPS 
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. 

- To highlight potential problems and inequities: 
 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 within the existing legislation, but we 

have the opportunity to address this rather than perpetuate the problem. 
 A pharmacist prescriber running a clinic in a GP surgery may dispense against their own 

prescriptions, and the prescriptions of their medical and nursing colleagues, without the 

need for a pharmacy license or any of the associated auditable pharmacy requirements. 
The same pharmacist working in a pharmacy would be bound by the license and 

associated regulations when undertaking the same activity.  

- While current legislation allows for prescribers to dispense, this is rarely done due to a lack of 
contracts that provide funding for the medication such that the cost to the patient is $5 per item. It is 

feasible, and in some areas likely, that more diverse contracts will be considered and awarded. It is 
not appropriate for a Bill to rely on DHB funders to maintain the 'low-volume' provision of medication 

from sources outside of pharmacies that is questionably perceived to limit risk.  
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 For the safe and equity provision of medicines management the Bill must treat all 
providers equally, subject to the same standards and scrutiny.  

 

 

Concerns with singling out pharmacies and 'pharmacy workers' as a separate category with additional 
requirements: 

- I have heard this presented as necessary in terms of addressing the risk of making technician 
activity within a pharmacy illegal, due to their current unregistered status.  

- It appears disproportionate and inappropriate to use an Act to manage something which should be 

addressed via registration processes. It is a surprising plan given the broader intention to maintain a 
high-level document that is flexible and future-proof. This legislation is intended to be in place for a 

long time (possible c.f. the current 40 years), and locking in this difference at the level of an Act 
which cannot be changed will create long term problems.  

- I strongly support the registration of pharmacy technicians as health professionals (c.f. Great 
Britain). This process could realistically be completed by the time the Regulations are in place. If not, 

the intent for the Bill to be flexible and future-proof will be undermined. 

 

 For future flexibility and the provision of good healthcare it is inappropriate to 
use legislation for long-term use to resolve a short-term issue.  

 
[A comment with wider context: I am aware of some discussions around registration of PACT 

technicians only, and question the workability of this. Technicians accredited as PACT perform other 
duties, and usually check prescription dispensing for only part of the day. A PACT technician would 

need to meet their scope and Code of Ethics, but their colleagues who are not PACT trained would 

not be bound to the same requirements even when doing the same work. This is a disincentive to 
undertake advanced training and would become a barrier to the development of healthcare models 

that better serve the public. I therefore support all technicians being registered, not just a portion of 
the workforce.] 

 
 

 

Pharmacy ownership and wider licensing: 
 

 As a pharmacist practicing in secondary case I do not have a personal or vested interest in and 

community pharmacy businesses.  

 I am pleased the licensing options being discussed show flexibility, with the options of annotating 
licenses for specific purposes and audit tools being adapted to ensure each place is assessed for 

the quality of the specific work undertaken on site rather than a one size fits all model.  

 I also support legislation that permits innovation in service provision (e.g.: mobile pharmacies - 

provided any vehicle containing medication or therapeutic products is housed in appropriate 
locked/temperature controlled storage when not in use) 

 I am interested to see how models of care may evolve such that a pharmacist may not need to 

be present in a pharmacy department if they have already completed clinical checks on 
prescriptions. An example of this would be pharmacists within an multi-disciplinary team (MDT) 

screening all medication charts for the team while on the ward and PACT technicians completing 

accuracy checks if dispensing is required. 
 

Corporate ownership 
 Working in the UK I observed 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. 
 I acknowledge being influenced by the following case:  https://www.pharmaceutical-

journal.com/news-and-analysis/former-locum-handed-suspended-jail-term-for-dispensing-

https://www.pharmaceutical-journal.com/news-and-analysis/former-locum-handed-suspended-jail-term-for-dispensing-error/10882780.article?firstPass=false
https://www.pharmaceutical-journal.com/news-and-analysis/former-locum-handed-suspended-jail-term-for-dispensing-error/10882780.article?firstPass=false
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error/10882780.article?firstPass=false The judicial interpretation of an error as a crime requiring 

a jail sentence is concerning and I urge those drafting the Bill (and later the regulations) to 
consider how to address errors without punitive measures - evidence strongly supports that a 

culture of openness with errors improves safety standards and conversely punishment inhibits 
reporting.  

 The proposals for a pharmacist to retain the authority to mandate clinically appropriate standards 

is noted as an attempt to mitigate the corporate risk. However, experience shows the power 

imbalance inherent in this scenario create compromise to care. New Zealand is a particularly 
small market, and this would be magnified if 1 or 2 major corporate entities were in play 

alongside a smaller number of independent operators. The risk to future employment / future 
hires would play heavily in any decision made by a pharmacist in a superintendent post. 

 Of the options outlined I support updating the intent of the current provision with pharmacists as 

the majority shareholder and a maximum of 5 pharmacies. This will require a transition period so 
as not to unfairly penalise those who do not meet the spirit of the current rules but have been 

operating legally within the current Act. 

 I support creation of an offense for an owner to coerce a health professional, recognising that no 

profession is without unethical members and retaining pharmacists as majority shareholders does 
not by itself guarantee clinically appropriate care at all times. 

 address issues of equity and address concerns with access to services I recommend that DHBs 

are enabled to provide pharmacy services to their communities where such services are otherwise 
lacking (e.g.: maintaining a depot where the only community pharmacy within commutable 

distance for patients were to close). 

 
Consideration of ‘pharmacy’ within secondary care settings: 

Within a hospital setting the boundaries of what constituted the pharmacy would need to be carefully 
defined e.g. How would the boundaries/edges of a pharmacy department be defined? 

 Would a ROWA (or other dispensing robot) operating remotely in a different building be seen as 

‘dispensing’ and thereby be seen as a ‘pharmacy’. (see also comments on definitions below) 
 How are the treatment rooms in clinics and on wards defined? Is there potential for the 

preparation some medications (e.g.: MABs) to be interpreted as compounding and therefore 

either make part of each ward a ‘pharmacy’ or require all compounding to be within a single 

licensed location? 
 Would the legal logistics of relocating the pharmacy department (or parts of the pharmacy 

service) during a rebuild become a barrier to new developments? 

 
Prescriber ownership of pharmacies: 

 Previous models of funding to dispense provided more significant incentives for inappropriate 

prescribing (e.g. % mark-up rather than flat fee). This has changed. There is no longer a strong 

argument that potential income from self-written prescriptions would lead to inappropriate 
prescribing.   

 Current rules allow for a pharmacist to own GP practices. This also has the potential for 

pharmacists to inappropriately influence prescribing due to profits, but is (appropriately) not seen 
as a concern. 

 Some communities have poor access to services and enforcing the restriction of prescriber 

ownership limits access.  
 It is good practice that any prescription is dispensed by a different person to the one who write it. 

NB if other, non-pharmacist, prescribers are deemed able to dispense their own prescriptions 

without a second check then higher standards should not be applied to pharmacists who are 

experts in medication - see discussion on equity of service provision above. 
 

Unintended consequences of excluding pharmacist prescribers from pharmacy ownership:  
Decisions on the focus and direction of services and businesses are ultimately made by budget 

holders. The restriction on ownership relegates highly trained clinicians to employee status. If the 

vision of integrated pharmacist prescribers outlined in the Pharmacy Action Plan is to be realised then 
pharmacist prescribers need to be at the table where decisions are made, without the implicit power 

imbalance created by who has ownership. 

https://www.pharmaceutical-journal.com/news-and-analysis/former-locum-handed-suspended-jail-term-for-dispensing-error/10882780.article?firstPass=false
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The restriction also forces professionals to make a career decision: business ownership or prescriber, 

never both. This is a negative incentive that has been identified as a current barrier. 
 

Other issues: 
 

Changes to prescribing scope of practice: 

 I support more flexible regulations around scopes of practice for non-medical prescribers, and see 

this as improving the potential for pharmacist prescribers to meet healthcare needs of patients. 
 Rather than individual professions each having variable competencies for prescribing practice I 

support a single national standard for all professions as, from the perspective of a patient, the 

level of care provided should be consistent. 
 

Wholesaler licenses: 

 There are times when pharmacies (hospital and to a lesser extent community) need to be able to 

share medication supplies. Sometimes at short notice to ensure timely care in those with rarer 
conditions needing urgent treatment. Sharing of stock between hospital departments needs to be 

enabled, and wholesalers licenses may be a way of enabling this. 
 It may also be appropriate for DHBs (or whatever agencies exist in future) to be enabled to act as 

importers, including S29 medication. 

 I wonder if the potential for wholesalers to pack down medication is being explored? The current 

use of pharmacy staff to undertake this work is diverting FTE from clinical work. 
 

Manufacturer licenses: 

 Many of the medications required for treatment in hospital must be manufactured, and available 

in short time frames for best care (e.g.: midazolam nasal spray).  
 Without the ability to prepare these in advance many patients will have treatment delayed, 

perhaps overnight or longer.  

 Provided good processes are in place to maintain quality I support and advocate for small batch 

manufacture in advance of prescribing. 
 

Licensing of medication: 

 The proposed changes to provision of S29 medication will act as barriers to timely care within a 

hospital environment, and it should be remembered that many standard treatments are S29 and 
funded via the HML.  

 It is unrealistic to expect manufacturers to submit all possible treatments and indications to 

MedSafe for approval, especially given the potential financial return from a very small market and 
the costs of applications. Licensing processes also struggle to keep abreast of current evidence. 

 The intent behind additional steps with unlicensed uses of licensed medication to systematise 

critical thinking during prescribing is well intended. I do not believe that it is workable, and am 
very concerned with how this will play out in practice.  

 In a secondary care environment the likely outcome is that some areas will tick 'unlicensed' for all 

medications (e.g.: paediatrics as few medications are licensed for those under 18 years with an 

estimated 80%+ of prescriptions off-label), or that other members of the MDT will complete the 
paper work at a later date - I anticipate the latter will fall mainly to the pharmacists within the 

service. This would be a difficult process - not only for the vast number of potential 
forms/applications that would need to be completed but also recognising that in many instances 

the clinical indication is not resolved until a later date. 

 I question how a community pharmacist is expected to know when a prescription is actually off-

license, and what they can feasibly be expected to do to resolve any outstanding paperwork - 
especially when a prescription may not be presented for days, or even months after it is written. 

 Transition of patients/ service users between prescribers is common (e.g.: at hospital discharge, 

between specialties, during locum cover in primary care) - how does the Bill envisage transfer of 
responsibility to be conducted? 

 Given the widening categories of products covered by the Bill how will 'S29' devices be handled? 

 
NB There are some aspects around the concerns raised re:S29 (and other areas) that could be solved 

or ameliorated by the establishment of a functional national patient record. I look forward to the 
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introduction of such systems, but reflect that efforts over the last 2 decades have so far not brought 

us significantly closer to this goal. So I caution against anticipating a national record as part of 
planning the early stages of implementation. 

 
Parallel imports: 

 I recognise that the current system of parallel importation is haphazard, circumvents established 

safety standards and ties up customs, but I hope that it is not completely blocked. 

 Some areas (including larger DHBs) currently use parallel importation of recognised brands to 

reduce costs. Tighter restrictions may have a direct effect on budgets. 
 There are a number of areas where parallel importation allows some patients to access 

medication that might otherwise be beyond their reach: e.g.: 

o melatonin sought by parents of children with autism for whom $10/day is prohibitive on 
single income or benefit status;  

o patients with rare cancers or neurological conditions who access medication from 
Australia at a significantly lower price. 

Access to necessary treatments may become impossible for vulnerable groups, and further 

information should be sought to quantify and minimise this. 
 

 
Links with Misuse of Drugs 

 I wholeheartedly support a live electronic system to provide alerts on those who have restrictions 

of supply in place, ideally one which interfaces with dispensing programs and has ongoing 

updates. The current system is unfit for purpose. Pharmacy staff need to know of concerns at the 
point of dispensing that there may be an issue. 

 The restriction on pharmacist prescribers that limits supply of controlled drugs to a maximum 

total of 3 days' worth does not serve those patients/service users who require access to 
healthcare. It is hoped that when other legislation is amended to prevent inconsistencies that the 

Pharmacy Council as regulator will be able to extend the duration of supply by pharmacists to a 
full 28 days commensurate with other practitioners. I note that projects exploring e.g.: 

methadone prescribing are currently stalled while awaiting this. 

 
Ethics approval 

 I support the registration of all research conducted in patients, be it using medication or medical 

devices.  
 While this is understood to already be conducted in most cases, it may be necessary to scope the 

potential impact on existing ethics committees as a transition time may be required to prevent 

stalling needed research due to capacity. 

 
DTCA: 

I do not support direct to consumer advertising.  
 

Caution regarding definitions: 
There are several phrases or words that are, understandably under the more flexible approach, yet to 

be defined in regulations. These may have unintended consequences once established 

 e.g.: if compounding includes changing the formulation significantly outside of the license then 

crushing tablets is compounding. Tablets are crushed in a wide range of situations: 
o on wards and in nursing homes where patients have known swallowing difficulties 

o on wards where compliance is suspected or known to be compromised (e.g.: dementia 
where the person lacks capacity to consent, or under the Mental Health Act) 

o in correctional facilities to avoid diversion for the purpose of trade 

 dispensing: as addressed above remote robotics may deliver labelled medication to wards. If this 

is dispensing, and staff are required to check the product in person, this could hamper 
development of future services. 

 complying prescription: electronic prescribing is used in many DHBs and remains current until the 

patient is discharged, which may be several years after admission (e.g.: forensic mental health 
units). This is not illegal for administration orders, but would be for prescriptions after 6 months. 
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I recommend that any proposed definition is tested against existing practice in a number of 

hospital settings such that potential unintended consequences are identified and avoided. 
 natural product: it is anticipated that there will be some overlap, as some natural products have 

established medicinal uses (e.g.: vitamin D) and the list of potential overlap may increase with 

therapeutic devices also being included (e.g.: wound dressing that include kelp extracts, iodine or 
honey). 

 vending machines - could dispensing robotics fall into this category? If so this will also hamper 

innovation. 

 
Standing orders: 

 I am aware that views held by hospital-based pharmacists vary widely in relation to SOs, with 

some noting that they serve a necessary purpose in providing access to medication despite a 
shortage of prescribers on site, and others noting that they have not been workable within the 

current guidelines. 
 I have observed increasing demands on healthcare that are disproportionate to the relative 

increase in staffing levels, and access to prescribers at the point of need will become even more 

difficult if current trends continue.  

 Arrangements similar to the intent of SOs will be needed. And they need to consider that in many 

areas it is not nursing staff who are in attendance, but other professions within the MDT.  
o An example is within community mental health teams where assigned key-workers may 

be social workers, occupational therapists or psychologists visiting remote areas as lone 
workers. The service users they care for are unable to legally access the crisis medication 

that is packed for nursing staff (who work in the same key-worker roles) to administer 

under an SO or verbal order. And there is currently no legal option for any key-working 
staff to 'dispense' medication for service users to take overnight. In light of the issues 

raised by the Mental Health Inquiry this is not a sustainable situation. 
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Introduction 

This submission is made by Foodstuffs (NZ) Ltd on behalf of its shareholders: Foodstuffs North Island Ltd and 

Foodstuffs South Island Ltd.  The two regional businesses are retailer-owned grocery co-operatives.  

Foodstuffs (NZ) Ltd is the Federation headquarters of the Foodstuffs group of companies and co-

ordinates national policy and input on matters of public policy. 

Foodstuffs owns the brands: PAK’nSAVE, New World, and Four Square.  It is the largest retail and 

wholesale organisation in New Zealand with turnover of more than $9 billion annually. 

Foodstuffs operates in the grocery trade, and members operate around 200 supermarkets, and more 

than 400 grocery stores nationally.  These stores have sold general sale medicines for decades.  

In terms of the current consultation, Foodstuffs interests relate to: the medicine classification system; rules 

for the advertising of medicines; and regulation in relation to the ownership of pharmacies. 

Foodstuffs has elected to comment on specific provisions/questions only. 

Chapter A: Key features of the new regulatory scheme 

Question 1A 

Foodstuffs supports the general design of the new regulatory scheme for therapeutic products. 

Chapter B: Content of the Draft Bill 

Question B1 

Foodstuffs supports the purpose of the Bill to protect personal and community health by: 

a) Ensuring acceptable safety, quality, and efficacy of performance of therapeutic products across 

their life-cycle; and 

 

b) Regulating the manufacture, import, promotion, supply, and administration or use of therapeutic 

products. 

Foodstuffs also supports the principles guiding the exercise of powers under the proposed Act including: 

a) The likely benefits of therapeutic products should outweigh the likely risks associated with them; 

 

b) Regulation of therapeutic products should –  

(i) Be proportionate to the risks posed by the products; and 

(ii) Support the timely availability of therapeutic products; 

 

c) The administration of the Act should be carried on in an open and transparent manner; 

 

d) There should be co-operation with overseas regulators, compliance with international 

obligations, and, if appropriate, alignment with international standards and practice. 

Question B3 

Foodstuffs supports the intention that the definition of a pharmacy business is more flexible, allowing 

different types of distribution and supply arrangements, and allowing a pharmacy business to provide a 

subset of wider pharmacy functions than currently permitted.  This will facilitate more innovation.   
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The intent should be to future-proof the regime by designing it with enough flexibility to accommodate 

new approaches to providing pharmacy services. On this basis we support the proposal that an 

applicant for a pharmacy licence would specify the types of services they will provide under that 

licence, the place(s) where the service would be delivered, and how the services will be provided, with 

the regulator then assessing whether the services the applicant wants to provide, and how they intend to 

do so, meets required standards.  If approved, the licence should include conditions specific to the type 

of services being provided and the method of provision, to ensure relevant standards are meet. 

Question B4 

We agree that the function of “carrying on a pharmacy business” should be a controlled activity with an 

appropriate level of regulation and agency oversight. 

Question B23 

Sections 153 to 159 set out the extensive statutory obligations of licences and responsible persons to 

mitigate the risk of commercial incentives overriding safety considerations.   Foodstuffs agrees all these 

proposed safeguards are both necessary and appropriate. 

Chapter C: Impacts for different sectors and health practitioners 

Question C2 

Foodstuffs supports the continuation of a medicines classification system where individual medicines are 

assessed and classified by risk and regulated accordingly.  Notwithstanding, there are opportunities to 

improve the current regime: 

• Classification should take a broad risk-management approach, including an assessment of the 

benefits of extended access. 

 

• A broader range of skills sets should be involved in the medicine classification process, including 

consumer interests. 

 

• Greater transparency of process.   

 

• Better management of stakeholder engagement and communications, particularly with the 

general sales sector. Individual retailers are not going to monitor the gazette to keep track of 

changes in medicine classification. 

The Act should require consultation with relevant stakeholders as part of the classification and 

reclassification processes.  Relevant stakeholders for the general sales sector would include the peak 

business associations including Retail NZ.  Additionally, stakeholders should be able to register for regular 

updates on selected topics – this is now largely standard practice across government agencies. 

Noting the potentially significant practical consequences of a classification change, including retailers 

being left with stock that they cannot sell or return, lead-times on the implementation of classification 

changes must be proportionate.  A 3-month notice period would be reasonable in most circumstances. 

Question C22 

Foodstuffs supports Option 2:  Open pharmacy ownership with licence requirements targeted at 

pharmacist control of quality systems and practices within the pharmacy. 
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Question C23 

The option to continue restriction on pharmacy ownership is an apparent response to pharmacists’ 

concerns that “ownership requirements are necessary to protect consumers from the risk that 

commercial interests might over-ride professional judgement in community pharmacies”.  However, there 

is nothing in the consultation document to clearly define the specific nature of the risk that needs to be 

managed, the size of the risk, or its prevalence?    There is an implicit assumption that pharmacist-

controlled pharmacies will be immune from the risk, despite operating as commercial businesses. 

Foodstuffs agrees that there is a clear case that core pharmacy services need to occur under the 

professional control of a pharmacist.  However, this can occur without pharmacist ownership control.  The 

airline industry might provide a suitable analogy – flying airplanes is a highly risky activity requiring a high 

level of safety management to preserve public safety.  It is appropriate that only highly trained and 

certified pilots fly commercial aircraft.  However, society does not expect, nor government require, pilots 

to have ownership control of airline companies.  Regulatory systems can be designed to deliver fit-for-

purpose safety management that consumers and government have strong confidence in. 

Pharmacists are regulated by the Pharmacy Council, under the Health Practitioners Competence and 

Assurance Act 2003.  The Pharmacy Council is responsible for ensuring that all pharmacists, whichever 

sector they work in, are competent and fit to practice.  It sets competency standards and issues 

guidance to pharmacists, including a Code of Ethics, most recently updated in 2018.  The discussion 

document acknowledges that both the regulator (Ministry of Health), and the Pharmacy Council have 

core roles in ensuring that pharmacist services being provided under licence are of a suitable quality. 

The following additional safeguards are included in the Therapeutic Products Act exposure draft and will 

provide a fit-for-purpose regulatory regime: 

• Carrying on a pharmacy business will be a controlled activity requiring a licence (s53). 

 

• Only fit and proper persons will be able to hold a licence or be a responsible person under a 

licence (s47).  Criteria will be set by the regulator.  For companies, the fit and proper person 

test will apply to senior managers.  Aside from meeting the fit and proper person test, all 

licensees and responsible persons would need to demonstrate knowledge of the 

obligations and responsibilities to comply with the Act.  There will be provisions for licences 

to be suspended or cancelled if suitability issues arise after a licence has been granted. 

 

• Section 55 sets requirements for a person in the supply chain to comply with requirements set 

by the regulator, covering all activities that occur throughout the supply chain. 

 

• Sections 57-60 set the levels of supervision required for pharmacy activities.  Supply of 

category 3 medicines (pharmacy-only) requires the general supervision of a pharmacist, 

while all other activities requires the direct supervision of a pharmacist (unless more specific 

rules apply to the specific circumstance).  A licence to carry out a pharmacy business 

would not authorise anyone to carry out a pharmacy activity e.g. dispense a medicine, 

unless they are a pharmacist or qualified worker and comply with the requirements in 

sections 57-60 or are otherwise authorised to do so. 

 

• Section 153 makes it an offence for a licensee to withhold from a responsible person the 

authority and resources necessary to perform their role. 

 

• Section 155 makes it an offence to encourage a health practitioner to act unprofessionally. 

 

• Section 156 requires a responsible person to report non-compliance to the regulator if they 

have raised it with the licensee and the licensee has not addressed that issue. 
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• It will be an offence for a licensee to take retaliatory action against a responsible person for 

fulfilling their obligations under the legislation, particularly the requirement to report ongoing 

non-compliance to the regulator. (section 157). The consultation paper notes that this is 

intended to mitigate the tension that might occur between these parties.  More specific 

obligations could be set by regulations (section 158). 

 

• The requirement for a pharmacist to be present for a pharmacy to perform pharmacy 

activities is carried forward in the draft legislation (section 159). 

 

• The regulator will have significant powers to intervene to ensure the safety of pharmacy 

practice including recall orders (section 162), premises restriction orders (sections 164 and 

165), direction orders (sections 168 and 169), and investigative powers (sections 183-196). 

 

• Requiring the appointment of a superintendent pharmacist in multiple store scenarios (a 

system which works very effectively in the UK which operates a system of open ownership). 

Question C24 

Pharmacy ownership control is not necessary because the draft Act provides a fully-fit regulatory regime 

to ensure the safety of pharmacy services.  Carrying forward pharmacist ownership controls will not have 

a meaningful impact on public safety but will restrict investment and innovation in the sector.   

Retaining pharmacist ownership control of pharmacies would be inconsistent with the principles 

articulated in the exposure draft, namely requirements that regulation of therapeutic products should: 

• Be proportionate to the risks posed by the products; and [c4(b)(i)] 

• Support the timely availability of therapeutic products [c4(b)(ii)] 

Question C33 

Foodstuffs does believe controls on pharmacy ownership are necessary to ensure pharmacists retain 

management control of pharmacies as explained in earlier answers.  Pharmacist control can be 

achieved by other regulatory settings such as licencing requirements and conditions, professional 

standards (professional registration, Code of Ethics, disciplinary procedures etc), offence provisions etc. 

Opening-up the ownership of pharmacies will increase public access to pharmacy services and 

therefore directly support the Government’s primary health objectives: 

• Open ownership would likely lead to an increase in the total number of pharmacy outlets. 

More outlets would equate to greater access to pharmacy services for the public. 

 

• Greater competition is likely to result in lower prices for pharmacy-only medicines – lower 

prices means greater affordability, especially for those on low incomes. 

 

• The co-location of pharmacies with other retail business (such as supermarkets) would 

reduce time and transport barriers that currently impact on the uptake of medicines. A 

visit to a pharmacy usually involves a special trip. Virtually every household visits a 

supermarket at least once a week and many multiple times.  

 

• Supermarkets generally open longer hours than pharmacies. Supermarket pharmacies 

could provide access to pharmacy services outside traditional pharmacy hours. 

 

• Supermarkets and other retailers are commonly represented in rural towns where 

pharmacies are not, potentially providing greater access for rural communities. 



Page 6 of 6 

 

The efficiency of competition is well understood and accepted by government and consumers. 

Competition generally provides better outcomes because it promoted efficiency, keeps prices 

lower than in a monopoly situation, and encourages market participants to provide customers 

with high quality services. 

When the pharmacy ownership provisions were last reviewed in 2003, the Ministry of Health, 

Pharmac, Ministry of Women’s Affairs, Police, Te Puni Kokiri, and Ministry of Justice all supported 

licensed open-ownership. 

Professional standards of other health services have not been adversely affected by having non-

professional owners. Non-professionals are permitted to own hospitals, doctor surgeries, dental 

surgeries, and other healthcare businesses. 

Open ownership is common overseas. Open ownership systems can and do operate safely and 

effectively in many other countries. 

Question C39 

Foodstuffs supports the continuation of provision for retail-only licences for the supply of category 3 

medicines in appropriate circumstances.   

We understand that the licences are seldom used and a broader review of the objectives and settings 

for retail-only licences may be warranted. 

Question C42 

Foodstuffs supports the continuation of the current approach including the provisions that allows exempts 

a retailer of general-sale classified medicines having to hold a licence. 

It is appropriate to have regulation-making powers allowing the regulator to set requirements for the 

appropriate storage, display, and supply of general-sale medicines.  There should be a requirement for 

consultation with affected stakeholders including the business associations representing retailers. 

Question C52 

Foodstuffs agrees it should be an offence to advertise an unapproved product or include any false or 

misleading information in an advertisement, although we note this later provision is covered under 

general prohibitions in the Fair Trading Act 1987. 

Question C53 

Foodstuffs supports the continuation of direct to consumer advertising for medicines.  Such advertising 

contributes to consumer awareness of medical conditions that can be managed, and the potential 

treatments that are available.  We believe it is likely to encourage members of the public with 

undiagnosed conditions to seek treatment via a health professional, or, for minor ailments, self-treat. 

Early intervention in managing conditions is highly desirable and is likely to reduce the likelihood of 

conditions deteriorating to the extent that higher level management and treatment is required.  Early 

intervention will also reduce patient suffering and discomfort.  Where early treatment brings forward a 

return to normal activity, including work, there will be wider economic benefits from productivity gains. 

The advertising of medical treatments should not, of itself, lead to unnecessary treatment with 

prescription medicines because only prescribers can authorise the dispensing of prescription medicines 

and only after assessing the patient. 



Submission to the Ministry of Health 
on the Therapeutic Products Bill: Martin Bird 

 

Introduction 
1. Hospitals in New Zealand including Private are using equipment made in-house or purchased 

from hardware stores to use on patients. The integrity of these items is compromised as 
they are not designed to handle the rigors of the sterilisation process, much less repeated 
exposure multiple times per day or week. Hospitals are putting patients at risk as these 
items are not fit for purpose. The grade of the metal used needs to be medical grade which 
has been rigorously tested to make sure it can stand up to the sterilisation process and not 
degrade in any way. Only instruments and products registered with Medsafe via the Web 
Assisted Notification of Device (WAND) register can lawfully be used in a medical procedure 
in New Zealand. 

Discussion 
2. Instruments are made by highly qualified technicians who have done extensive training, up 

to 7 years, in the intricacies of correct and precise engineering of the manufacturing of 
medical devices. Any welding is done smoothly without ridges or crevices ensuring the 
strength and integrity of the instrument being fit for purpose.  This is a process which is 
governed by rigorous testing and collaboration with experts.  This is contrary to in-house 
modifications being done by unskilled staff, which potentially puts patients at risk as 
modifications can harbour microbes as well as bacteria and biofilm, creating the potential 
for infections and life-threatening illness. Chards of lead can be seen as well as rusty water 
can be seen to be coming off and out of modified equipment done in-house. See photos 
provided. 

 
3. Some surgeons are using devices which are only certificated for a single use on repeat 

procedures, in different patients. Single use means single use as they don’t come with 
cleaning and sterilisation instruction and they are made from inferior materials that cannot 
handle the rigors of sterilisation 
 

4. These hospitals are prepared to put patients at great risk from infection just supposedly to 
save money. This practise contravenes their duty to register these instruments on WAND. 
This is a criminal offence, as per Section 13 of the Medicines Act. 
 

5. There appears to be no accountability and no way of monitoring this registering on WAND as 
the practise is so widespread. It is of real reason that breaches are taking place. There needs 
to be enforcement and a more robust system in place to monitor the registering of 
instruments on WAND. There should be a duty on the sterilisation industry to report 
breaches. This could then become part of the Auditing process and reported on in annual 
reports. 
 

 



 
 
Conclusions / Recommendations 
 

6. There needs to be assurance that re-usable medical and surgical equipment is fit for purpose 
and processed in order to ensure devices are sterile.   

 

7. DHB’s and other health practitioners must only use equipment that has been manufactured 
for the purpose for which it is intended to be used.  So no more hardware store tools or 
thumb tacks from stationary stores.   
 

8. It must be unlawful to re-use single patient use items.   
 

9. Using uncertified equipment and re-using single use devices ought to have adequate 
commensurate penalties that provide motivation for DHB’s and health practitioners to not 
breach the standards. 

 

 

 



As a consumer, I strongly support changing the law to ban direct-to-consumer advertising 
(DTCA) of prescription medicines in New Zealand. 
 
My understanding is that New Zealand is one of only two countries that allow this type of 
advertising and that the reason for this is that studies show this practice to be harmful to the 
health of consumers.  
 
Advertising travels an extremely fine line and most definitely does not tell “the truth, the whole 
truth and nothing but the truth” and as such is not a suitable place to provide advice regarding 
pharmaceutical drugs. 
 
Thank you. 
 
Shirley Angela 
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Response to consultation questions 
on the Therapeutic Products Bill 

Chapter A 
A1 (p.8) Do you support the general design of the new regulatory scheme for 

therapeutic products?  
 

5.  Don’t support 
  The Royal Australian and New Zealand College of Psychiatrists 

(RANZCP) does not support the Therapeutic Products Bill.  
 

• We agree that the Medicines Act 1981 is not fit for purpose and should be 
replaced.  

 

• We agree with a principle based legislative framework that can be 
updated to reflect evolutions in practice (as suggested by the Productivity 
Commission).  

 

• We identify wide ranging implications for the New Zealand population 
which have not been addressed in the Bill.  

 

• We consider the Ministry of Health, who was tasked with developing the 
Therapeutic Products Bill, did not engage appropriately with the health 
sector to obtain input.  

 

• We urge the Ministry to facilitate further engagement with the sector to 
resolve the tensions apparent in the current proposed Bill.   

Chapter B 

Part 1: Preliminary provisions 

B1 (p.11) Please provide any comments on the purpose or principles of the 
Bill (ss 3 and 4).  

 
RANZCP notes that the purpose of the Therapeutic Products Act 2018 is to 
protect personal and community health as set out in Part 1, preliminary 
provisions (ss 3 and 4 of the Therapeutic Products Bill). To make the scheme 
inclusive and flexible we believe that some aspects of efficacy and safety will be 
compromised, and will result in unintended consequences and confusion around 
the areas we identify as posing a risk to patients and our health system. 
Therefore we do not support the Therapeutic Products Bill in its current form.  
 
RANZCP reinforces the need for New Zealand to be vigilant to all external 
interests that undermine safety and compromise quality. We strongly urge that 
greater consideration is given to balancing freedom and protection so that it 



 

 

 

The Royal Australian and New Zealand College of Psychiatrists – Response to Therapeutic Products Bill  

2 

protects public safety and upholds evidence and standards considered important 
in New Zealand.  
 
In respect to public safety, we do not support Direct-to-Consumer-Advertising 
(DTCA), and consider that the exclusion of natural products is 
problematic. These are arguably the group of ‘therapeutic products’ for which 
regulation is most required. Some evidence is misleading and based on 
erroneous scientific methods. Advertising of these products and their production 
is increasing and resulted in substantial risk of harm. The Arthrem case is a New 
Zealand example of a health product that posed serious risks to health and life, 
but because it is not an approved medicine it was not able to be recalled by 
Medsafe. 1 2 3 4 5  
 
Not only do the competing and powerful business interests raised in Direct-to-
Consumer Marketing have implications for consumer opinion, influence ‘off label’ 
prescribing, it translates to suggested changes in approval systems or standing 
orders (RANZCP, 2016d; Toop, 2007, Mannix, 2019). We do not support this 
approach. 
 
RANZCP is concerned about the intent to minimise evidence and best practice 
increases the risk of harm. We question the rationale for bypassing medical 
practitioners, and note that attempts to liberalise prescribing by authorized nurse 
practitioners and physician assistants in the USA, failed to address the shortage 
of clinicians to prescribe medications to treat opioid use, and did not increase the 
workforce as intended (Spetz, 2019).   
 
We note that the impact of focusing on products rather than safety, quality and 
enabling the principles (ss 3 and 4) will ultimately undermine the high standards 
of medical care in the New Zealand health system.  We reinforce the need to 
maintain best evidence and practice, and ensure the relationship between 
clinical judgement and quality of prescribing is upheld.   

Part 2: Interpretation 

B2 (p. 16) Please provide any comments on the definitions or meanings set 
out in the draft Bill (ss 14–50). 
 
Medical devices – Greater clarification about what is available. Rules, and 
regulations are needed due to the ease of availability and increasing emerging 
technologies. We agree that an online global dictionary is needed but clearer 
information is required about who is licenced to use medical devices.  

                                                   
1 Stuff (2018). Maker of Arthritis remedy Arthrem faces cashflow crunch after health ministry alert – 17 November 2018. 
Available at: https://www.stuff.co.nz/business/small-business/108673040/maker-of-arthritis-remedy-arthrem-faces-cashflow-
crunch-after-health-ministry-alert 
2 Medsafe (2018) Arthrem – potential risk of harm to the liver – statement under section 98 of the Medicines Act 1981 Early 
Warning System – Alert Communication. Available at: https://www.medsafe.govt.nz/safety/EWS/2018/Arthrem.asp   
3 Medsafe (2018) Artimesia annua (Sweet wormwood, Sweet annie, Qing hao) extract marketed as Arhrem: risk of harm to 

the liver – statement under section 98 of the Medicines Act 1981. 
https://www.medsafe.govt.nz/safety/EWS/2018/ArthremNov2018.asp 
4 Ministry of Health (2018) Warning of potential harm to liver associated with the natural medicine Arthrem – Privileged 
Statement 19 February 2018. Available at: https://www.health.govt.nz/news-media/media-releases/warning-potential-harm-
liver-associated-natural-medicine-arthrem 
5 Ministry of Health (2018) Renewed Warning of Liver Harm – Privileged Statement 27 November 2018. Available at: 
https://www.health.govt.nz/news-media/media-releases/renewed-warning-liver-harm 

https://www.stuff.co.nz/business/small-business/108673040/maker-of-arthritis-remedy-arthrem-faces-cashflow-crunch-after-health-ministry-alert
https://www.stuff.co.nz/business/small-business/108673040/maker-of-arthritis-remedy-arthrem-faces-cashflow-crunch-after-health-ministry-alert
https://www.medsafe.govt.nz/safety/EWS/2018/Arthrem.asp
https://www.medsafe.govt.nz/safety/EWS/2018/ArthremNov2018.asp
https://www.health.govt.nz/news-media/media-releases/warning-potential-harm-liver-associated-natural-medicine-arthrem
https://www.health.govt.nz/news-media/media-releases/warning-potential-harm-liver-associated-natural-medicine-arthrem
https://www.health.govt.nz/news-media/media-releases/renewed-warning-liver-harm


 

 

 

The Royal Australian and New Zealand College of Psychiatrists – Response to Therapeutic Products Bill  

3 

 
Health practitioner prescriber – The prescribing authority and restrictions are not 
clear. A discussion on scopes of practice and the lists of who can prescribe, 
which will be retained by the Ministry, needs greater consideration before 
finalising.  
 
Categories of Medicine – The categories and specifications need further 
discussion to clarify boundaries and authorisation required in relation to scopes 
of practice.   
 
Approved product, approval exempt product, unapproved product – This 
definition needs further clarification. It has implications for prescribing authority 
under scopes of practice and off label products. We note that all ‘health 
practitioners’ can prescribe ‘off-label’ medications. We consider this should be 
amended to ‘medical practitioners’ as there may be safety and efficacy 
implications for patients (RANZCP, 2018g).  
 
Special Clinical Needs Support Authority – The definition and the proposed role 
of a new regulator in issuing permits is unclear. We note that the proposed 
approach would circumvent the SCNSA process.  

Part 3: Dealing with therapeutic products 

B3 (p. 17) Please provide any comments on the product approval controls (ss 
51 and 52). 
 
Product approval controls is a grey area and for reasons of risk and safety to 
patients, we do not support greater flexibility, rather we consider there needs to 
be a more informed discussion and better evidence based guidance. In 
particular we are concerned about the use of permits by the regulator as it 
circumvents clinical and safety considerations. 

B4 (p. 20) Please provide any comments on the controlled activities and 
supply chain activity controls (ss 53–55). 

Currently RANZCP does not support prescribing from those other than an 
authorised prescriber. We urge the Ministry to undertake additional work to 
develop this area. We have concerns about the misuse of standing orders and 
liability of the regulatory authority around the use of licences, permits and 
regulations to authorise supply without a prescription.  

B5 (p. 21) Please provide any comments on the authorisations for 
pharmacists (ss 57–59). 

The RANZCP recognises the contribution that pharmacists make to the provision 
of mental health care in the community, such as supporting medication 
adherence. Community pharmacists have a strong primary health-care role, and 
are more accessible than other medical practitioners, particularly in rural areas. 
Expanded scopes of practice for pharmacists may provide benefits to the 
community, primarily in the form of timely access to medication. However, the 
RANZCP cautions that it may come at the cost of the provision of specialised 
care, and notes that it is not an adequate substitute for other workforce initiatives 
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to increase the number of specialist medical health practitioners (RANZCP, 
2018h). 

 

B6 (p. 21) Please provide any comments on the authorisations for pharmacy 
workers (s 60). 

For safety and efficacy reasons, RANZCP does not support expanding the 
scope of practice for pharmacy assistants to prescribe new or repeat 
prescriptions (RANZCP, 2018h). 

B7 (p. 23) Please provide any comments on the authorisations for health 
practitioners (ss 61–64). 

RANZCP notes that the section on authorisations is not clearly articulated and 
we raise concerns regarding the safety and efficacy of implementing this 
approach. We consider that it would be more beneficial to develop better 
working practices and use the tools already available, such as standing orders. 

B8 (p. 23) Please provide any comments on the authorisations for health 
practitioners’ staff (s 65). 

RANZCP does not support the use of ‘off-label’ products as a proxy for 
prescribing (RANZCP, 2018g).  

B9 -   No comment. 

B10 (p. 24) Please provide any comments on the approach for the personal 
importation of medicines or medical devices (ss 76 and 77). 

RANZCP notes that the personal importation of medicines or medical devices is 
potentially problematic with no control, creates an anomaly for the proposed 
therapeutic products system. Although people are free to make their own 
choices in accessing medicines or medical devices, we support the view that 
consumers of online medicines and devices are at risk in a Direct-to-Consumer 
Advertising (DTCA) environment (Toop, 2014). We note that Medsafe (2019) 
provides specific information on its website to the public about quality, safety and 
risk. We suggest that advice is extended to reach communities more effectively. 

Although the intent of ss76, 77 is to develop more stringent criteria and 
regulations around obtaining medical device approval, the ability to bring 
medicines or devices for personal use into the country bypasses the proposed 
system to increase safety and efficacy. 

B11 (p. 26) Please provide any comments on the authorisations created in 
sections 71–75 and sections 78–80. 

We note that the Ministry intends to work with relevant stakeholders when 
developing regulations for standing orders. We wish to register our interest in 
engaging with you to inform the process, and address our concerns.  

B12  (p.28) Please provide any comment on the offences created in sections 81 
– 94. 
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The RANZCP does not support Direct-to-consumer advertising (DTCA) 
(RANZCP, 2016d). New Zealand is an outlier on this issue and independent 
research conducted by Massey University concludes that DTCA information 
communicates benefits more effectively than information about potential adverse 
effects and harm to life (Hoek, 2001). 

Part 4: Product approval – B13 – B17 no comment 

Part 5: Licences and permits – B18 – B23 no comment 

Part 6: Regulator 
B24 (p. 39) 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). 

RANZCP supports the introduction of a national system of monitoring and 
reporting, such as the Real-Time Prescription Monitoring System (CVS Health, 
2018) introduced by the Victorian Government in Australia, due to the significant 
harm incurred from misuse of high-risk prescription medicines (RANZCP, 2018i). 
The system is reported to save lives and keep patients with prescription 
medication addictions safe from harm. It has alerted doctors and pharmacists in 
Western Victoria to almost 3,300 patients at risk of harm or overdose from 
visiting multiple clinics, pharmacies or doctor shopping. It also provides health 
professionals with access to information about their patients’ prescription history 
of monitored medicines or off-label products (RANZCP, 2018i). Its 
implementation also provided an opportunity to gather and analyse data on 
harmful medication use, provide guidance and monitor prescribers (Hon Jenny 
Mikakos MLC, 2018). 

RANZCP supports the aims of a similar scheme to audit safe supply, prescribing 
and dispensing of prescriptions to inform best practice (RANZCP, 2018i; 
RANZCP, 2018k).  
 

B25 - B28 – no comment  

Part 7: Enforcement – B29 – B31 – no comment 

Part 8: Administrative matters 

B32 (p. 48) 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). 
 
RANZCP does not support the need to introduce legislation to establish another 
regulator to review the performance of responsible authorities as there are 
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sufficient regulations already in place under sections 123, 124 and 134 of the 
Health Practitioners Competence Assurance Act (RANZCP, 2018j).  
 
We are concerned that the creation of a new regulator to issue permits to 
authorise, will circumvent the Special Clinical Needs Supply Authority (SCNSA) 
which is currently a controlled activity.  
 
Requiring five yearly performance reviews will have cost implications for the 
health sector and this will need to be appropriately balanced. If reviews increase 
responsible authorities’ expenditure, then costs may be passed on to the sector 
via practising certificates, and vicariously to consumers through Vote Health. We 
consider the purpose of such reviews be made explicit, including reasons why 
other less costly methods which already exist, would not achieve the same 
purpose. There needs to be a degree of confidence to augment governance 
requirements which lead to increased value for money and tangible benefits for 
the New Zealand healthcare system and consumers, including protecting public 
health and safety.  
 
We note that the Ministry of Health will set the terms of reference and appoint 
reviewers to assess responsible authorities. While we would be expected to 
meet the cost of a review it would also be a duplication of effort, and the financial 
burden of the review significant. In this context we suggest it is more appropriate 
that the Ministry also meet the cost of reviews. 

B33 (p. 50) Please provide any comments on the amendments to the Health 
Practitioners Competence Assurance Act 2003 (ss 276–285). 
 
RANZCP recognises the aim of the Health Practitioners Competence Assurance 
Act 2003 (HPCA) is to provide the mechanisms to ensure that health 
professionals are competent and fit to practice, and that Responsible Authorities 
(the RAs) have an obligation to set standards of clinical, ethical and cultural 
competence (RANZCP, 2018j).  
 
In order to ensure that the principles are adhered to and reduce the potential for 
inconsistency regarding the prescribing rights of non-medical health 
practitioners, we contend that the proposed expanded scopes of practice would 
require mechanisms to increase consistency across jurisdictions, such as 
development of a national framework, and monitoring of standing orders 
(RANZCP, 2012a).  
 
In meeting our responsibilities under the proposed amendments to HPCA, the 
RANZCP identifies the following areas of concern: 

 
1. Issuing of standing orders for prescribing under current scopes. 

 
We note that the proposed amendment is a shift and that implementing a 
flexible enabling approach in this area may have a negative impact on 
prescribers and the safety of patients. We agree that a centralised list 
outlining who can prescribe, and what they can prescribe would be useful. 
However, when supervision, or active direction, is provided outside-scope-of 
practice this may add a level of complexity. This situation places the 
supervisor/ delegator and RA at risk of vicarious liability. Delegating 
prescribing across another scope of practice implies that a practitioner has 
two scopes of practice rather than one. This is incorrect and there may be 
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implications for the RA and their obligations to meet their own requirements 
under the proposed scheme. 

 
We note there are tensions around the change to a legal base rather than 
professional standards (clinical). Competence of prescribers will be the 
responsibility of the relevant regulatory authority and this changes the intent 
for scopes of practice. The RANZCP believes the proposed shift to a 
prescribing authority is confusing and more work is needed to understand 
the legal implications and impact of proposed changes.  
 

2. Health professionals practising outside New Zealand: 
 
We raise the ongoing issue of health professionals providing medical advice 
and treatment to New Zealanders when these health professionals are 
outside the legislative jurisdiction of New Zealand. For example, radiologists, 
pathologists and psychiatrists practising outside New Zealand are able to 
diagnose and treat patients living in New Zealand via telehealth. Due to a 
legislative loophole, the Medical Council of New Zealand is unable to require 
these medical practitioners to be registered in New Zealand therefore these 
individuals may not meet ethical, clinical and cultural standards set for New 
Zealand-based practitioners. This situation has implications for public safety 
and potentially may raise issues for patients seeking cover under the 
Accident Compensation Corporation’s Treatment Injury provisions 
(RANZCP, 2018j). 

 
We suggest that the amendments in their current form need more active 
involvement of professional organisations likely to be affected by the changes, 
and that the Ministry of Health works in collaboration with them to revise the 
amendment. 

B34 - No comment. 

 
B12: Schedule 1: Transitional, savings and related 

provisions 
B13: Schedule 2: Reviewable decisions – B35 – no comment 

B14: Schedule 3: Regulations, rules and regulator’s 
notices – B36 – no comment 

B15: Schedule 4: Amendments to other enactments 

B37 (p. 52) 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? 

 
RANZCP does not support Direct-to-Consumer Advertising (RANZCP, 2016d).  
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Chapter C – C1 – C10 – no comment 
C11 (p. 79 & 137) 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? 

RANZCP considers any engagement with the pharmaceutical industry must be 
transparent and not imply endorsement of any pharmaceutical industry activities 
or products. It has developed eight principles (RANZCP, 2016c) that outline its 
engagement with the pharmaceutical industry. Specifically, RANZCP considers 
that the intention of the principles is that they be extended to medical device 
companies as the issues around these companies are similar. We note that 
adoption of these principles provide a protection from commercial marketing 
interests. We note the importance of regulation to reduce the likelihood of 
devices being sold by people or organisations that do not subscribe to the 
relevant code of conduct or regulation, those devices used by non-registered 
health professionals practising outside scope, or individuals who are not eligible 
to provide services using a device. 

C12 (p. 81) Are there any aspects of the global model for medical devices that 
you consider to be inappropriate for New Zealand? 
 
RANZCP notes that medical devices are a broad category of products including 
any instrument, apparatus, implement, machine, appliance, implant, software or 
material used in the delivery of health care, and are used directly by consumers 
as part of self-management of illnesses and disabilities. Therefore, the funding 
arrangements for medical devices in New Zealand vary significantly depending 
on the type of device and its use by consumers.  
 
We note that a number of devices are subsided by Pharmac and some are 
provided free of charge through targeted programmes. Generally, the funding 
arrangements can be complicated and often have administrative requirements 
that can be difficult for people with serious mental illness to fulfil.  
 
For example:  

Some medications used to treat mental illness have metabolic effects that 
significantly increase the risk of developing type 2 diabetes. Medical devices 
required for managing diabetes (particularly insulin-dependent diabetes), 
typically require a range of equipment, including blood glucose monitors, test 
strips and injecting equipment, for which costs are incurred. ‘On paper’, 
consumers may have access to the equipment they require to manage their 
diabetes but in reality they face a number of barriers to obtaining the benefits 
to which they are entitled, and may face additional costs (RANZCP, 2015b). 

C13 – C15 – No comment  

C16 (p. 91) Please provide any comments on the change in approach to 
regulating clinical trials. 
The RANZCP upholds the principle that research must not be influenced or 
controlled by industry (RANZCP, 2016c). 
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We are not supportive of authorisation of clinical trials given existing Health and 
Disability requirements for Ethics Committee approval. The brief of the Ethics 
Committees includes safety and scientific evaluation. We consider there is no 
need to repeat this. If ethics approval has to be obtained first it doesn’t seem 
practical for both processes to run in parallel. 
 
Under the proposed arrangements, trials that have been approved by the DG 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. 
 
To require DG of Health approval seems unnecessary and the proposed 12 
month licence is impractical. Most clinical trials take 3-5 years and re-applying 
every year is excessive. 
 
 

C17 (p. 91) Please provide any comments on the transitional arrangements for 
clinical trials. 
 
The RANZCP is supportive of high-quality research regarding the use of 
therapeutic products for the treatment of psychiatric conditions under standard 
clinical trial conditions. We do not support additional requirements that would 
impede or delay clinical trials from proceeding.  
 
We note that the Therapeutic Goods Administration in Australia and the New 
Zealand Medicines and Medical Devices Safety Authority (Medsafe, 2019) have 
run well-established regulatory regimes to ensure that consumers have timely 
access to therapeutic advances with acceptable standards of effectiveness and 
safety.  

C18 – No comment.  

C19 (p. 99 & 133) What type of pharmacy distribution and supply arrangements 
would you like to see enabled in the future? 
 
To ensure acceptable standards of effectiveness and safety are met before 
medications are publicly accessible, we contend that all medicines should be 
subject to the same approval process as other new pharmaceuticals to ensure 
these standards are met before they are accessible (RANZCP, 2016c).  
. 

C20 (p. 99) Do the current pharmacy licensing requirements create any other 
barriers to the development and delivery of innovative pharmacist services 
involving medicines? 

RANZCP recognises the valuable contribution that pharmacists make to the 
provision of mental health care in the community, such as supporting medication 
adherence. Community pharmacists have a strong primary health-care role, and 
are more accessible than other medical practitioners, particularly in rural areas. 
Expanded scopes of practice for pharmacists may provide benefits to the 
community, primarily in the form of timely access to medication. We believe that 
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removing barriers to pharmacists working as partners in mental health care 
would be beneficial. We identify mental health stigma, privacy and confidentiality 
in the community pharmacy setting, and lack of integration of pharmacists in the 
mental health system as barriers (RANZCP, 2018h). 

C21 (p. 100 & 133) Please provide any other comments about enabling different 
distribution and supply arrangements for pharmacy activities.  

The RANZCP has considered the concept of pharmacists providing repeat 
prescriptions, and is concerned about potential risks. Sufficient safeguards 
would need to be implemented to address these risks. For example, a 
prescribing doctor would need to authorise any repeat prescribing by a 
pharmacist, and the suitability of the patient to receive repeat prescriptions 
would need to be carefully assessed by the treating doctor. There should be 
limitations on the number of repeats that can be prescribed, or the time lapsed, 
before a medical review is required, to ensure that the treatment remains 
effective and necessary (RANZCP, 2018i).  

We suggest that parameters for any prescribing rights extended to pharmacists 
will need to be clearly agreed and defined. Guidelines should be developed to 
assist each practitioner involved in the patient’s care to have clear delineation of 
responsibilities, and ensure good communication and coordination. Such 
collaboration would require shared access to consumers’ medical records, via an 
electronic health record. Practitioners must obtain the informed consent of the 
patient before undertaking shared prescribing (RANZCP, 2018i). 

C22 (p. 107 & 134) Which option do you support? 

As psychiatry is our area of expertise, our response to this section focuses on 
the treatment of psychiatric conditions. Our comments pertain to the 
pharmacists’ and pharmacy assistants’ roles and scope of practice.  

• 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. 

 

RANZCP considers options 1 and 2 need more engagement with the sector 
before a decision is made. We do not believe there has been enough 
engagement on this matter.  

There are tensions around pharmacy ownership, prescribing and pecuniary 
interests and we support the NZMA concern that key national stakeholders were 
not engaged before the consultation phase. We are concerned that potential for 
innovation at local level is being inappropriately used to justify bypassing 
national stakeholders. There is a risk this will require pharmacists to be on site 
for dispensing (NZMA, 2018).  

C23 – C35 - No comment. 

C36 (p. 110) Do you think the requirement for a pharmacist to be present 
should be broadened to allow a pharmacist to provide clinical advice and 
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oversight remotely (s159)? If so, which pharmacy activities or 
circumstances do you think this would be appropriate for? 

If an expanded scope of practice is introduced for pharmacists, appropriate 
safeguards and supports should be put in place to ensure patient safety is 
maintained. Pharmacists should be required to undergo appropriate training and 
supervision in order to obtain repeat prescribing rights. For example, if 
pharmacists become involved in prescribing repeat psychotropic medication, 
formal training in mental health care should be a prerequisite (RANZCP, 2018h).  

C37 (p. 111) 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? 

RANZCP considers prescribing and dispensing must continue to be separated to 
the extent of prohibiting prescribers holding commercial interests in pharmacies. 
Removing the prescriber ownership restriction is proven to create a perverse 
incentive the public does not need. Recent evidence shows a financial conflict of 
interest influenced treatment decisions which potentially could generate 
unintended consequences (Goldacre, 2019). We support all actions that improve 
clinically effective prescribing, patient safety and reduce the costs for 
unnecessary expensive medications.  

C38 – C39 - No comment.  

C40 (p. 114) 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? 

RANZCP does not support expanding the scope of practice of pharmacy 
workers with regards to prescribing new or repeat prescriptions. Pharmacy 
workers can be authorised to provide but not decide, prescribe, or provide 
advice, and they need clinical oversight (RANZCP, 2018h). 

C41 – C42 - No comment. 

C43 (p. 118) 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)? 

Greater access to medicines needs to be balanced against the risk of potential 
harm. Expanding scopes of practice to include more prescribers in a patient’s 
care risks fragmenting care and could increase the chance of prescribing errors. 
It also complicates potential liability, which would need to be clarified at the 
outset. RANZCP is concerned that increased access may come at the cost of 
the provision of specialised care, and notes that it is not an adequate substitute 
for other workforce initiatives to increase the number of prescribers.  
 
We support the move for pharmacists and doctors working more collaboratively. 
However, if there are expanded opportunities for community pharmacists to work 
as part of an integrated team of health professionals, particularly in rural/isolated 
areas, then the RANZCP view is that the diagnosis of psychiatric conditions 



 

 

 

The Royal Australian and New Zealand College of Psychiatrists – Response to Therapeutic Products Bill  

12 

should only be undertaken by a health practitioner who has received specialist 
medical training. We maintain that the initial prescription of psychotropic 
medication for the treatment of a person with a psychiatric condition should be 
performed by the diagnosing psychiatrist or other medical practitioner. 
Once treatment is established, continuing psychotropic medications may be 
prescribed by health practitioners who have appropriate training (RANZCP, 
2018f). 

C44 (p. 118) Do you think regulations should be developed to require a 
consistent approach to the form and content of prescribing provisions 
within scopes of practice? 

The categories of prescribers needs to be clear in order to understand the 
qualifications and scope of the prescriber. RANZCP considers approval of 
scopes of practice should be a pre-requisite to prescribing and that approval and 
regulation be monitored (RANZCP, 2018j). In some Australian States, approved 
formularies are protected in legislation for specified practice areas, and there is a 
requirement to have a notation on their endorsement to enable prescribing within 
the specified practice areas, others permit prescribing within scope of practice, 
but within defined parameters (Department of Health, 2017).  

As psychiatry is our area of expertise, our concern is that treatment of 
psychiatric conditions is appropriate and patient safety not compromised. If 
expanded scopes of practice are introduced, appropriate safeguards and 
supports should be put in place to ensure patient safety is maintained. We 
suggest that differentiation be made between initialising a prescription (requiring 
diagnosis), and managing repeat prescriptions (that require monitoring an 
ongoing condition and its response to treatment) (RANZCP, 2018j).  

Pharmacists should be required to undergo appropriate training and supervision 
in order to obtain repeat prescribing rights. However, if pharmacists become 
involved in prescribing repeat psychotropic medication, formal training in mental 
health care should be a prerequisite. Patients with mental illnesses can present 
with complexities, including comorbid mental health conditions and acute or 
chronic physical illness that require concurrent treatment. For this patient group, 
polypharmacy is common and meticulous attention is needed to avoid adverse 
outcomes (Alderman and Lucca, 2017). We consider specialist training should 
address these possible complexities when treating and monitoring this group of 
patients. Training should also recognise that medication is only one aspect of 
mental health care treatment, and many consumers require holistic treatment 
(RANZCP, 2018h).  

We suggest greater access to electronic-prescribing (e-prescribing) would 
address issues of timely access to medications, particularly in rural areas. This 
would increase collaboration and retain the prescribing power with the treating 
doctor, to avoid some of the risks entailed with expanding prescribing rights to 
non-medical practitioners (RANZCP, 2018h).     

C45 (p. 119) 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.) 
 
RANZCP suggests that parameters for any prescribing rights extended to 
pharmacists and other practitioners would need to be clearly agreed and 
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defined. Each practitioner involved in a patient’s care should have guidelines 
with clear delineation of responsibilities, shared access to medical records to 
support communication and coordination. Informed consent must be obtained 
before undertaking shared prescribing. 
 
RANZCP does not support any move to expand the scope of practice for 
pharmacy workers with regards to prescribing new or repeat prescriptions 
(RANZCP, 2018h). 
 
To ensure that the principles contained within the HPCA are adhered to, we 
consider expanded scopes of practice require greater consistency across 
jurisdictions, and support development of a national framework outlining 
parameters (RACP, 2012a). 
 

C46 (p. 121 &130) What do you think about the approach for the off-label use of 
medicines that have been approved in New Zealand? 
 
RANZCP notes that the Ministry wishes to ‘Authorise all health practitioner 
prescribers to issue a SCNSA’ (Special Clinical needs supply authority). We 
consider that this should read, ‘Authorise all medical practitioners’. 
 
Prescription medicine should not be supplied without a prescription, and 
prescribing should always reflect sound evidence-based treatment. RANZCP 
notes, in some cases approved indications identified by regulatory authorities for 
funded use can be more restrictive than the range of conditions or doses for 
which evidence is available to guide best practice (RANZCP, 2018g).  
 
In the first instance we consider that in every case, clinicians should be aware of 
the full range of bio-medical treatment options available for the condition they 
are treating, and understand implications of their use outside usual clinical 
practice. In addition, patients should be fully informed about these circumstances 
and clear direction given about accepted clinical practice, their responsibility to 
patients and the ethical implications of off-label prescribing (RANZCP, 2018g). 
 
Guidance and set parameters for off-label prescribing should be developed to 
ensure off-label medication can only be prescribed within an appropriate legal 
framework. We note that some jurisdictions may also require an independent 
second opinion. Regardless of whether the relevant legal framework, psychiatry 
requires a second opinion from an independent second psychiatrist. Further 
consultation with an experienced colleague is also recommended, including 
potentially a formal written request for a second opinion on treatment options 
prior to commencing treatment, if practical in the circumstances. In addition, all 
decisions should be discussed with patients and documented in a treatment plan 
and monitored (RANZCP, 2018g).  

  
C47 (p. 121 & 131) 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 (SCNSA) for this type of unapproved product 
We note that unapproved products are available in New Zealand and can be 
imported via the web. In the first instance we caution that products that have not 
been approved for use in New Zealand may deviate to such an extent from 
clinical practice and/or lack an evidence base that they are more aptly regarded 
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as experimental. RANZCP supports referral to an appropriate Ethics Committee 
for advice and review before being instituted (RANZCP, 2017e) 

We support the introduction of a new assessment pathway provided by the 
issuing of a special clinical needs supply authority (SCNSA). However, we urge 
that the pharmaceutical industry is properly regulated to protect consumers 
against misleading information and ineffective or dangerous products. Further 
we believe the process would be strengthened by regulations that include, 
mandatory testing of all medicines (RANZCP, 2017e). 

• 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? 

The RANZCP is concerned that this approach may compromise specialised 
care, and notes that it is not an adequate substitute for medical health 
practitioners. Expanding scopes of practice to include more prescribers in a 
patient’s care, risks fragmenting care and could increase the chance of 
prescribing errors. It also complicates the question of liability, which would need 
to be clarified at the outset.  

Greater access to medicines needs to be balanced against the risk of potential 
harm. We consider greater use of electronic-prescribing (e-prescribing) could 
address issues of timely access to medications. This approach would retain the 
prescribing power with the treating doctor, thus avoiding some of the risks 
entailed with expanding prescribing rights to non-medical practitioners 
(RANZCP, 2018g). 

C48 (p. 122) In what situations do you consider it is appropriate for a health 
practitioner prescriber to supply medicines to another health practitioner 
prescriber? 

RANZCP discourages self-prescribing. It is appropriate for a medical health 
practitioner to prescribe or supply to another health practitioner if they have a 
doctor/patient relationship. We encourage all doctors and health practitioners to 
have their own GP.  

C49 (p. 123) 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? 

As above (C48), e.g. Giving Peak Flow meters for asthma or glucose monitors 
for diabetes. In psychiatry, providing light sources for seasonal affective 
disorders or access to Transcranial Magnetic Stimulation, ECT or other 
neurostimulation: this would require a doctor/patient relationship. 

C50 (p. 124 & 135) 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? 

RANZCP advises caution in these situations. Many of the category 3 medicines 
are prescribed by psychiatrists. Benzodiazepines, z-drugs and quetiapine are 
regularly prescribed in clinical practice and psychiatrists are often prescribing 
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these medicines in higher quantities than GPs and/or in mixed doses, as they 
generally treat patients with more severe mental illness and may use more 
nuanced treatment approaches. We suggest instituting monitoring due to the 
significant harm incurred from the abuse of high-risk prescription medicines. We 
support the promotion of safe supply, prescription, and dispensing practices to 
reduce harm from monitored poisons and other high-risk medication. We also 
support evaluation and research of these medicines in community settings 
(RANZCP, 2018k). 

C51 (p. 124 & 135) 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? 

Expanding scopes of practice to include more prescribers in a patient’s care 
risks fragmenting care and could increase the chance of prescribing errors. It 
also complicates the question of liability, which would need to be clarified at the 
outset. Greater access to medicines needs to be balanced against the risk of 
potential harm (RANZCP, 2018h). 

C52 (p. 125 & 128 & 136) Please provide any comments on the advertising 
requirements and enforcement tools. 

RANZCP does not agree with the continuation of DTCA for prescription 
medicines, and supports the government reviewing its stance on DTCA. We 
urge the reforms to prohibit DTCA in New Zealand due to our concerns about 
the ethics and efficacy of DTCA and its potential for harm (RANZCP, 2016d).  

In New Zealand, expenditure on DTCA has been estimated to be in the tens of 
millions of dollars annually, and it is widely accepted that advertised treatments 
are more commonly requested and received by consumers.  We are concerned 
that only 13% of advertisements provide any evidence to support claims. The 
minority of DTCA that does provide evidence, tends to present data in ways that 
exaggerates the magnitude of benefits such as citing relative rather than 
absolute risk reduction (Every-Palmer, 2014; Mannix, 2019).  

C53 (p. 125 & 128 & 136) Do you have a view on whether direct-to-consumer 
advertising (DTCA) of prescription medicines should continue to be 
permitted? What are the reasons for your view?  
 

RANZCP does not support DTCA. Only a few countries currently permit it, 
including the United States and New Zealand. DTCA in Australia is prohibited 
under the Therapeutic Goods Act 1989 and the Competition and Consumer Act 
2010 (RANZCP, 2016d). 
 
RANZCP supports any initiatives that increase the provision of accurate, 
accessible and independent sources of health information so consumers and 
clinicians can make informed choices about treatment. We do not believe DTCA 
represents an appropriate vehicle for these objectives, and in the interests of 
quality, cost-effective healthcare, we believe that the New Zealand Government 
should review its stance on this matter (Every-Palmer, 2014; RANZCP, 2016d). 
 
Based on available evidence regarding the impacts of healthcare provision in 
New Zealand, RANZCP concludes that the harms of DTCA outweigh the 
benefits. It distorts the doctor-patient relationship, wastes clinicians’ time, impairs 
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prescribing quality, and in particular may cause iatrogenic harm from 
unnecessary or inappropriate prescriptions and increased costs (Every-Palmer, 
2014). 
 
While critical of DTCA, consumers emphasise the importance of unbiased 
information, a sound doctor-patient relationship, and shared decision-making in 
accordance with the principles of evidence based practice. Further, consumers 
say they are ill equipped to appraise health information that pharmaceutical 
manufacturers choose to present in advertisements of prescription medicines. A 
Ministry of Health consultation (Ministry of Health, 2006) reported 90% 
opposition to DTCA from independent consumer and patient organisations, and 
nearly two thirds of all submissions opposing advertising (Toop, 2007). 

 
RANZCP has considered both negative and positive impacts of DTCA including:  
 

• Providing information to consumers - Evidence supporting efficacy tends to 
exaggerate the magnitude of the benefits (Every-Palmer, 2014).  
 

• Iatrogenic harm increases the risk to patient safety - Consumers exposed to 
DTCA are more likely to believe that they need medication (Gilbody, 2005). 

 

• Significant harm arising from under-reporting of safety risks (Bond, 2013) - 
DTCA encourages health professionals to engage in prescribing off-label 
pharmaceutical products with potential for harm (Humphreys, 2009). 

 

• Impact on the doctor-patient relationship - DTCA prompts consumers to 
request advertised drugs, and doctors being asked to prescribe medications 
that they do not consider are clinically indicated (Robinson, 2004; 
Humphreys, 2009).  

 

• Potential cost implications for the consumer and tax payer - The 
pharmaceutical industry invests significantly in marketing and promoting 
branded products, which often have no efficacy advantage over generic 
alternatives, and costs are passed on to consumers. 

 
The RANZCP recommends the following actions: 

• That DTCA is prohibited. 

• That system measures are taken to improve health literacy and support 
people and their whānau to make informed decisions about pharmaceutical 
products. 

• That dialogue between patients/whānau and health practitioners is 
integrated into best practice to ensure that treatment options are considered 
in an environment as free as possible from any commercial influence 
(RANZCP, 2016d). 

C54 - No comment. 

C55 (p. 132) Do you consider there are situations when it would be appropriate 
to authorise someone to personally import medicines (via a permit)? 
 
RANZCP is primarily concerned about safety. We note that consumers are 
central stakeholders and can make their own choices. We support a system to 
continuously monitor the safety of products to reduce the likelihood of 
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consumers being sold unsafe products that have little or no evidence of efficacy. 
It is essential that the industry is properly regulated to protect consumers against 
misleading information and ineffective and/or dangerous products. As such, we 
support the introduction of regulatory powers and functions to monitor safety, 
including the introduction of an expanded set of enforcement tools and 
measures to: 

• Improve information available to consumers 

• Increase transparency 

• Mitigate health risks 

• Encourage improvements in the evidence base upon which claims of 
efficacy are made (RANZCP, 2017e). 

 
Although this covers pharmacy products we would welcome the reintroduction of 
complimentary medicines into the Therapeutic Product Bill as we are concerned 
about the risk of harm and consumer safety.   

C56 (p. 16 & 138) 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. 
 
In situations where the cost to the patient is a barrier or there is a need for 
immediate and urgent treatment, then there needs to be a system of dispensing, 
which traditionally has involved a triad of pharmacists providing a list of 
medications for emergency use, medical prescription and nurse dispensing. 
Under MHA medications, though free, may involve a cost related to getting to a 
pharmacy, parking time, time off work etc. Minimising these barriers in specialist 
practice is reasonable.  
 
Although the subsidy scheme for high-level users ensures prescription 
medication is free once an annual threshold is reached, consumers say it does 
not work for everyone. Even low cost medication is a barrier for some, in 
particular those with addiction issues. Service providers in CAT (Crisis 
Assessment Teams) report that to prevent a further crisis they often pay for 
medication because a patient could not afford to fill their script (RANZCP, 
2015b). 
 
Consumers say that upfront costs of seeking care may prevent people with 
early-stage and emerging mental health problems from seeking treatment, which 
can make their treatment and rehabilitation problems more challenging. It can 
create further disincentives for people with mental illness to seek help for 
symptoms that are related to monitoring the side effects of their medication and 
other aspects of physical health, and may contribute to the high levels of co-
morbidity (both physical and mental illness) and premature death for those in this 
population. This barrier was noted by consumers and psychiatrists, with both 
groups reporting that in their experience this could result in the progression of a 
preventable illness or condition to the point that it would require hospitalisation 
(RANZCP, 2015b). 

 
RANZCP supports prescribing practices of non-medical professionals being 
subject to increased monitoring to inform quality and safety. A 2012 survey 
(DoH, 2017) of consumer views regarding ‘non-medical prescribing’, showed 
that consumers have high expectations of standards and training expected of 
non-medical prescribers. Results showed people were supportive of nonmedical 
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prescribing as long as there were clear guidelines and safety mechanisms in 
place (RANZCP, 2018h). 
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QUESTION C46: What do you think about the approach for the off-label use of medicines that have 
been approved in New Zealand? 

In general there are no objections to the proposed changes to off-label use of medicines which have 
been approved in New Zealand. However we wold like to see that ongoing prescribing is well 
monitored. 

Our concern is that personal importation products currently regarded as Health Supplements etc. i.e. 
non- prescription medicines would not ever be curtailed. 

 

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? 

For products that have not been approved in New Zealand. Grey Power have no problems with the 
proposal that medical practitioners issue a special clinical needs supply authority for this 
unapproved product but it should remain solely under their control for further prescribing. 

 

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 issues of the special clinical needs 
supply authority, a pharmacy, or a wholesaler? 

Grey Power agrees with this proposal. 

 

QUESTION C55 – Do you consider there are situations when it would be appropriate to authorise 
someone to personally import medicines (via a permit)? 

Grey Power accepts that it should be allowed when the medicine is not readily available in New 
Zealand. It is however necessary, that they have full information about this medicine as the study of 
some of these medications are tested on healthy adult volunteers rather tan on patients for which 
the medication is intended. 

 

QUESTION C19 – What type of pharmacy distribution and supply arrangements would you like to 
see enabled in the future? 

Grey Power is concerned that these changes will impact on the current system where consumers can 
go to their local pharmacist and discuss concerns with them. This is particularly valuable in rural or 
semi-rural areas. These consumers know and have a great deal of trust in the local pharmacist. 

 

 

 



QUESTION C21 – Please provide any other comments about enabling different distribution and 
supply arrangements for pharmacy activities? 

Currently Grey Power has concerns at the number not only of the amount of prescribed medications 
but the huge number of patients who do not have their prescriptions filled due to the cost. 

We believe that it is imperative that the information, advice and prescription filling and explanations 
should remain as they are at present. 

 

QUESTION C22 – Which option do you support? 

• Option 1: Strengthened accountability through pharmacist ownership and effective control 
(including the five pharmacy limit). 

 

QUESTION C23 – Why do you support that option? 

Pharmacist owner means that they are in control and accountable for the decisions they make about 
a patient’s care. They are also more likely to provide solutions to minor health issues in the 
pharmacy and helping patients to find the right health services to meet their needs. 

 

QUESTION C24 – What do you consider are the benefits and/or risks that could result from Option 
1? 

Grey Power considers there would be minimal risk that could result from Option 1. 

The benefits are quite considerable.  Most of the pharmacy ownership is in suburban or rural areas 
where this is a community focus that must be beneficial for patient care. 

Pharmacy owners are more likely to be trusted by consumers to provide assistance when cost or 
appointment opportunities create barriers to accessing other health services, such as general 
practice. 

A corporate owner would probably reduce such services as they are not paid to provide them. 

 

QUESTION C33 – What do you consider are the benefits and/or risks that could result from Option 
2? 

A non- pharmacist owner would be more likely to be focused on the business return which could 
result in them only meeting minimum standards and minimising costs. Thhis could have a negative 
impact on a range of services the investor owner is prepared to provide as well as a lack of 
confidence of confiding in a stranger. 

 

 

 

 



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? 

Grey Power has concerns as to the definition of health practitioners. We are however very happy for 
fully trained qualified health practitioners such as practice nrses to supply pharmacy (category 3) 
medicines. 

 

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? 

Grey Power is opposed to this suggestion. 

There is no definition of health practitioners’ staff.  A receptionist is a staff member of a health 
practitioner. 

 

QUESTION C52 – Please provide any comments on the advertising requirements and enforcement 
tools. 

Grey Power is disappointed that health products are not covered in this bill. Currently it is not 
possible to know if they are approved or not. We would like to see that prescription medicine which 
is permitted under DCTA is clearly indicated in the advertisement. 

 

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? 

Grey Power believes direct to consumer advertising should cease. 

Our concerns are that elderly people are likely to believe the truth of medicines in highly emotive 
messages contained in advertisements (especially on TV) which are not in full context at all. 

Side effects for example when taken with other prescribed medication could render the 
advertisement unacceptable. 

 

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 Grey Power agrees they should be regulated. With the current media accessibility as to what is 
available anywhere in the world there is a requirement to ensure consumers have as much 
knowledge as possible and regulating them would go a long way to allaying any concerns as to 
whether they are making the right decision. 

 

 

 



 

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. 

Grey Power requests that regular monitoring that requirements of the Bill are being adhered to in 
every aspect. 

The main reason for this is the areas which will come under regulation which currently ae not and it 
is very easy to slip back into “the way it has always been done”. 
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Introduction 

The Veterinary Council of New Zealand is the statutory regulator for veterinarians. It protects the 
public interest by registering veterinarians, setting standards, ensuring compliance with those 
standards and acting where there are concerns. 

The New Zealand Veterinary Association is a membership organisation that represents New 
Zealand’s veterinarians. It safeguards the high skills, continuing development and ethical standards 
of the profession – ensuring the profession's contribution to society is the very best it can be.  

In New Zealand, the range of veterinary medicines available for veterinarians in companion animal 
practice is relatively limited. This means that veterinarians must rely on human medicines regularly to 
treat animals. There is often a clinical need to use medicines that are not consented (unapproved 
medicines in the terms used by the Bill) with no viable alternatives available. Currently, the Medicines 
Act prevents the ready supply of non-consented products to veterinarians which is resulting in 
negative consequences for animal welfare. 

The purpose of this submission is to ensure that veterinarians have access to the human medicines 
they need in day to day practice and that their way of accessing those medicines is both safe and 
practical. 

Question A1 

We support the general design of the proposed scheme. 

Question B1 

We support the purpose and principles of the Bill. 

Question B2 

Regulatory Entity should be amended to include the Veterinary Council to allow for information 
sharing under clause 209 of the Bill. The same principles that apply to information sharing about 
health practitioners with their regulators apply to the Veterinary Council and veterinarians. 

Therapeutic purpose refers multiple times to humans, excluding animals from the definition. This 
appears to be deliberate and mostly appropriate. However, it is mentioned in the definition of “use” in 
relation to a medical device (cl 46), which is plainly intended to cover use of medical devices in 
animals as well, creating an inconsistency. This may become a moot point if the provisions covering 
veterinarians are amended anyway but, if not, it might be appropriate to include treatment of animals 
within the “therapeutic purpose” definition. 

Question B9 

We understand that, after our discussions, the Ministry is considering re-drafting the provisions of the 
Bill dealing with veterinarians and veterinary staff to remove veterinary use and prescribing from the 
coverage of this regime.  

Veterinarians regularly use medicines covered by this Bill in practice and need to have ready access 
to them, often with short notice. With that in mind, we make the following comments: 



  

 

www.vetcouncil.org.nz 

• Under the current regime, veterinarians cannot access medicines that are not registered 
(those medicines that would be classed as unapproved in this Bill) and this is having a 
serious and ongoing effect on animal welfare. It is essential that veterinarians are able to 
prescribe and use unapproved medicines and hold a supply of these medicines for future 
use.  

• It is also important that suppliers are able to provide unapproved medicines to veterinarians 
and import and hold a supply of commonly used unauthorised medicines in preparation for 
this, which we understand would be allowed for in regulations in the event that this area 
remains covered by the Bill. 

• We understand that it is envisaged that issuing a special clinical needs supply authority 
(SCNSA) would be a relatively straightforward process that is not overly burdensome on 
those having to issue one regularly. 

• As currently drafted, the Bill would require a SCNSA for any veterinary use of a medicine 
because use on animals would not be its approved use. We understand that this was an error 
that will be rectified. 

Question B24 

The Veterinary Council should be included in the list of notifiable people in subclause 175(5) because 
of its role in regulating veterinarians. This is the same rationale for the inclusion of the responsible 
authorities for health professionals at paragraph (j) of that list. 

Question B37 

The Veterinarians Act 2005 refers to the Medicines Act at para 50(1)(a)(i)(C) and para 89A(a)(vii) and 
should be amended. 

Question C54 

We understand that the Ministry is undertaking more work on determining the extent to which the 
therapeutic products scheme should cover veterinary use of medicines. We would be very happy to 
assist with this work and request the opportunity to comment further in due course. 

 

Sincerely 

 

 

Iain McLachlan 
CEO & Registrar 
Veterinary Council of New Zealand 
 

Dr. B. Helen Beattie, BVSc. 
Chief Veterinary officer  
New Zealand Veterinary Association 

 



 
As a consumer, I strongly support changing the law to ban direct-to-consumer advertising 
(DTCA) of prescription medicines in New Zealand. 
 
I want my doctor consultations to be discussions about my health, not about the suitability of a 
drug I saw on TV. Doctors have trained for a minimum of 7 years, and their goal is my improved 
health. I am not medically trained, and the goal of the advertising is to make money. If such 
advertising did not increase the prescription of that particular drug, then such advertising would 
not exist. Doctors should not be under pressure from consumers to prescribe a certain medication 
for the financial gain of drug companies.  
 

• 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. 

 
Sincerely,  
Jessica Thompson 
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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 with: 
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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/or 

Australia New Zealand joint standards to demonstrate the safety and performance of 

medical devices.  

    

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? 
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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? 

 

 



 
Introduction  
Assistive Technology Suppliers New Zealand (ATSNZ) was established in 2018. One of our objectives 
is to develop alliances with all industry stakeholders to; 

• Drive continued improvement in outcomes for AT consumers 
• Minimise the total lifetime costs of AT equipment on society and AT consumers 
• Ensure an open, fair and competitive market 
• Promote the services, activities and events of the society for commercial, government, 

public recognition and benefits 
 

We wish to submit comments on the draft Therapeutic Products Bill which is intended to replace the 
Medicines Act 1981 and establish a new regulatory scheme for therapeutic products, as a 
representative of the Assistive Technology Suppliers in New Zealand.   

It appears that the regulation of medical devices has been force fitted into a scheme that has been 
designed for medicines. There are significant differences between medicines and medical devices 
and, if the MoH has a desire to regulate these different therapeutic products effectively, there needs 
to be recognition of these differences within the Bill.  

ATSNZ would like to suggest that 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 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 Bill should 
be more cognisant of utilising global terminology to support harmonisation.  

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.  

Quality of medical devices needs to be maintained at a reasonable cost. Both the end consumer 
and the supplier need to be protected. Fee structures need to support sustainable business 
structures and will need to be transparent and effectively negotiated in consultation with the 
sector. This is salient as in the Assistive Technology sector low volume products are often 
required, due to disabled communities very individual needs. 

There needs to be clarity around ramifications for non-compliance. The Therapeutic Products Bill 
needs real teeth and penalties for non-compliance. 

 



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 states “…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, there 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.  

ATSNZ supports the Regulator recognising 3rd party conformity assessment and not undertaking 
this activity in New Zealand by the Regulator.  

ATSNZ 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.  

The office of the regulator needs to be well resourced and its performance measured in 
sustainable KPIs. The intention to register all existing products within a 6-month period may 
not be feasible without adequate resourcing. Delays in bringing approved product to market 
due to under-resourcing the regulator poses real business risks and may result in lost 
opportunities for the end consumer. 

 

  



Chapter B 
Part 1: Preliminary provisions  

B1 Please provide any comments on the purpose or principles of the Bill (ss 3 and 4).  

ATSNZ 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. setting the public safety requirements and intervention mechanisms and 
ii. selecting 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. 

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).  

 

 



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. Currently this is not always happening, leading to unfair warranty situations. 
Who is responsible for ongoing service and maintenance if required? We need stronger 
regulation around compliance with AS/NZS 3551, especially where 3rd parties are involved 
with modifications. We recommend that remanufactured medical devices will require a new 
product approval from the agency. 

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.  

ATSNZ 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 it is a 
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  

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.  

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.  

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.  

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 Assistive Technology 
Suppliers supports direct adoption of international standards and/or Australia New Zealand joint 
standards to demonstrate the safety and performance of medical devices.  

ATSNZ 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.  

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?  

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 Assistive Technology Suppliers 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 we suggest that there is a public and non-public section of the register. 

B1 Please provide any comments on the sections covering approval-exempt products and their 
sponsors (ss 114–115).  

Approval for 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.  

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.  

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).  

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 Assistive Technology Suppliers 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).  

ATSNZ supports the focus of the Regulator on 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.  

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?  

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 2
 05– 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.  

210 Power of Regulator to act on requests of overseas regulators, etc  

This section should be limited to only formal agreements the Regulator has with 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.  

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  

(3) 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 need to be 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. There needs to be clarity 
around ramifications for non-compliance. The Therapeutic Products Bill needs real teeth and 
penalties for non-compliance. 

(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. 

268 Minister must review Act  

ATSNZ supports the need to review the Act every 5 years,  

 

  



Chapter C  
C1 Please provide any comments on the approach to regulating changes to approved products 

(ss 100 and 101).  

ATSNZ 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.  

ATSNZ 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?  

ATSNZ 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.  

ATSNZ 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.  

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. ATSNZ 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.  



ATSNZ need 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.  

ATSNZ 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. ATSNZ 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.  

C15 Please provide any comments on the transition arrangements for regulating activities 
involving medical devices.  

As above.  

 



 

 

Question A1 

Do you support the general design of the new regulatory scheme for therapeutic products? 
1 Support 
Yes, although there is also an urgent need for regulation of natural products. I understand 
that excluding them from this Bill is likely to allow it to pass more quickly. Therefore a 
separate regulatory regime for natural products is required as soon as possible.  
 
2 Partially support 
3 Neutral 
4 Partially don’t support 
5 Don’t support 

 

 

Question B4 

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

 

I support the ability to place requirements on the supply of general sale medicines. In 
addition to the example provided in the document, retail outlets could be required to limit 
the amount of paracetamol supplied in one sale, to reduce the risk of self-harm.  

 

 

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). 

 

I agree entirely that decisions to sell pharmacist only medicine should only be made by 
pharmacists, but would add that this should be enforced. My research 20 years ago 
showed that this rule was routinely broken, and I am not sure that the situation has 
improved. 



 

Question B10 

Please provide any comments on the approach for the personal importation of medicines 
or medical devices (ss 76 and 77). 

 

I agree strongly with preventing people being able to buy prescription medicines on the 
internet and get a post-hoc prescription from their doctor. This is a significant problem and 
most people seem unaware of the risks of buying medicines from unknown sources and 
countries with poor regulations. I am not sure that GPs understand the risks either.  

 

In my view, the Bill should also allow for restrictions to be put on the personal importation, 
by mail, of Category 2, 3 and 4 medicines. For example, if a particular herbal product has 
been commonly adulterated, this should be allowed to be intercepted at the border. 

 

 

 

Question B12 

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

 

Re advertising: I think DTCA should be illegal, and I also have wider concerns about 
medicines advertising.  

The regulation of medicines advertising must be streamlined and strengthened. There 
should be effective regulation of advertising for all medicines regardless of their 
classification. Regulation will not work unless there is a clear process for identifying and 
rectifying breaches. I support the introduction of advertising remediation orders issued by 
the regulator, but consumers must also be able to complain, and these complaints should 
be addressed. 

In 2012 and 2013 I supervised groups of pharmacy students who watched medicines 
advertisements on television, identified breaches of the regulations, and in 2013 attempted 
to complain about the breaches. 

In 2012 the students found a variety of breaches of the relevant regulations. These 
included: 

unregistered medicines that appeared to make therapeutic claims rather than health         
claims 

advertisements that were not balanced and over-promised the efficacy of the product 



failures to comply with legal requirements including stating that the medicines was 
prescription only, people should see their doctor if symptoms persist, or presenting this in 
an unreadable manner (in print the same colour as the background); failure to state that 
incorrect use could be harmful. 

In 2013, the students found complaining about breaches to be difficult, frustrating and 
ultimately ineffective. The classification of the product was not always clear in the 
advertisement, they then had to identify the rules applying to that category of product, and 
then work out who to complain to. It is unrealistic to expect that lay people would do this. 
The students’ complaints were discarded by the ASA because they were pharmacy 
students, in spite of them having valid concerns about the advertisements, and having a 
professional interest in appropriate use of medicines. The ASA also provided conflicting 
advice on the timeframe for submitting complaints. This system must be improved.  

 

 

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). 

 

I fully support the introduction of advertising remediation orders and the ability to prevent 
products being advertised as therapeutic products when they are not.  

 

 

Question C52 

Please provide any comments on the advertising requirements and enforcement tools. 

 

As above, I strongly commend the focus on improved enforcement and a wider range of 
options when breaches occur. A system for consumers to make complaints should also be 
maintained. It is not feasible for the regulator to notice all breaches.  

 

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? 

 

I think DTCA should be banned. In my view, the strongest argument against DTCA is that it 
allows companies to promote new products for which the safety profile is not yet 



established. This exposes many more people to products that may be found to have 
significant safety concerns (such as the COX2 inhibitors). Without DTCA, the market for 
these products would grow much more slowly over time, exposing fewer people before 
safety concerns emerged.  

 

Another concern is that DTCA drives medicalisation and allows companies (based on profit 
motives) to drive the public health agenda to an unreasonable degree. People’s 
perceptions of the importance of diseases and conditions, and the appropriate way to 
respond to them, should not be shaped by advertising driven by profit motives.  

 



Please find my feedback on the Therapeutic Products Bill consultation: 
 
Section 58: Pharmacists: unapproved products & 
Section 64: Health practitioners: special clinical needs supply authority. (SCNSA) 
I do not support the introduction of the SCNSA as it introduces more paperwork and 
bureaucracy. Pharmacists already spend a lot of time chasing up prescribers for Special 
Authorities and SCNSAs will only add to this workload. SCNSA sounds like a derivation of the 
Special Authority system. How such a system would be implemented within the hospital setting 
(high users of unapproved/section 29 products) is not clear. If the SCNSA system is similar to 
the Special Authority process, major barriers include the slow turn around of paper-based 
applications, and the need for computer-specific logging in for electronic applications, which is 
difficult in hospital environments where prescribers are 'hot desking' and don't get their own 
computer.  
 
I want to highlight two examples where unapproved medicines (section 29) caused massive 
amounts of work for the healthcare system due to current legislative requirements.  
1) Duro-K tablets: due to an out-of-stock situation with Span-K (potassium chloride slow 
release), an alternative brand needed to brought in nationally. Duro-K is licensed in Australia and 
was considered a clinically appropriate replacement to Span-K by Medsafe. Despite being a 
legitimate therapeutic product (e.g. licensed in markets that probably have higher standards than 
NZ), a lot of work was put in by pharmacists and nurses (in hospital settings) to ensure slow 
release potassium supplements continued to be available for patients.  
 
2) Magnesium sulfate injection: due to an issue with lapsed licensing, the DBL brand of 
magnesium sulfate injection suddenly became section 29. This medicine, which was licensed and 
used widely without restrictions for years, suddenly had 'yellow tape' strapped around it solely 
because of temporary licensing issues. There was nothing 'unsafe', 'untested', or 'unapproved' 
about this product, but we suddenly had to treat it so (including all the associated paperwork).  
 
I feel that section 25 & section 29 weren't designed to limit and regulate the above types of 
products. The real threats to patients are products that are procured from overseas markets that 
have less regulation and are unlikely to uphold standards of other major regulatory authorities 
such as the FDA (US), MHRA (UK), TGA (Aus), or EMA (Eur). The above two examples 
clearly do not fall within this zone and have only caused unnecessary work, effort, time, and 
money from many roles within healthcare (including pharmacists, nurses, and prescribers). The 
Bill needs to ensure that it distinguishes truly-potentially 'unsafe' unapproved products from 
those that are known to be safe or are simply 'unapproved' due to bureaucratic reasons.  
 
 
Section 96: Product standards 
(d) the product's packaging and labelling. 
The standards for proprietary packing and labelling are often less than ideal (e.g. poor design 
principles), leading to medication errors (e.g. look-alike; sound-alike errors). According to 
Medsafe (personal communication), it's difficult for our regulatory authority to mandate better 
design practices due to limitations within the legislation. This section of the Bill needs to ensure 
that Medsafe are given the power to enforce higher packaging and labelling standards, such as 



those outlined in the PHARMAC 'Labelling preferences for prescription pharmaceuticals' 
(available: https://www.pharmac.govt.nz/tools-resources/labelling-preferences/). 
 
 
-end of feedback- 
 
Regards, 
 
Wil Shen 
 

https://scanmail.trustwave.com/?c=5305&d=i9S23OBRx8hvAeLUF30HnO8fQX8SQQXJukUUS7xvRQ&u=https%3a%2f%2fwww%2epharmac%2egovt%2enz%2ftools-resources%2flabelling-preferences%2f


From: Lisa Hansen <l.hansen@barristerscomm.com> 
To: "therapeuticproducts@moh.govt.nz" <therapeuticproducts@moh.govt.nz>,  
Date: 18/04/2019 03:04 p.m. 
Subject: Submission 
 
 
 

This brief submission is made on behalf of the New Zealand Health Trust. 
  
The definition of “therapeutic purpose” in clause 15 is extremely broad.  It includes “influencing, 
inhibiting, or modifying a human physiological process” and “supporting or sustaining human life”. 
  
This definition would include food and water. 
  
The draft Bill, however, does not regulate food and drink.  It is also not intended to regulate natural 
health products which are another type of product which have a therapeutic purpose as defined above. 
  
NZHT’s principal submission is: 
  

1. There are three types of therapeutic products:  food (“let food by thy medicine and medicine be 
thy food” (Hippocrates)), pharmaceuticals, and nutraceuticals/natural health products. 
  

2. To the extent the title of the draft Bill implies that it regulates all therapeutic products, it is 
misleading.   The title of any Bill should be amended to more accurately identify the type of 
therapeutic products it is designed to regulate, eg pharmaceutical products, medical devices, 
and other products. 
  

3. The draft Bill should recognise two categories of medicines.  First, pharmaceutical medicines, 
and second, nutraceuticals/natural health products.  This will clearly differentiate between the 
types of medicines to be captured by the Bill – ie pharmaceuticals - and those that will be 
outside the Bill and separately regulated as a nutraceutical/natural health product.  Food will 
also need to be expressly excluded. 

  
  
  
Lisa Hansen 
 



Therapeutics Product Consultation     Bay of Plenty Community
         Pharmacy Group  
Ministry of Health       Po Box 11026  
PO Box 5013        Papamoa 3151  
Wellington 
 
 
Wednesday 17th April 2019 
 
 
Re: Therapeutic Products Regulatory Scheme Consultation Document 
 
 
To Whom It May Concern: 
 
 
The Bay of Plenty Community Pharmacy Group wish to submit the following information in 
regard to the proposed Therapeutic Products Bill.  
 
The Bay of Plenty Community Pharmacy Group (BOPCPG) is an incorporated society 
comprised of 53 Community Pharmacy members spread across the Bay of Plenty Region 
from Waihi Beach in the Western Bay of Plenty, through to Opotiki in the Eastern Bay of 
Plenty. Our membership accounts for approximately 95% of the Community Pharmacies 
operating in the Bay of Plenty District Health Board region. 
 
The BOPCPG operates as an intermediary between the Bay of Plenty District Health Board 
and community pharmacy providers, much like a Primary Health Organisation operates 
between General Practice and the District Health Board. BOPCPG also represents members 
on various DHB committees and liaises with various other NGOs and health providers. 
BOPCPG is committed to developing new and needed services from Community Pharmacies. 
We aim to work in conjunction with other Primary Health providers to assist in high demand 
or critical areas of Health, and to provide excellent value for the District Health Board in a 
tight fiscal environment. 
 
 
Most of our members are also represented by other key Sector agents, being either the 
Pharmacy Guild of New Zealand, Green Cross Health or the Pharmaceutical Society of New 
Zealand. Our members ask that the submissions of those representative bodies to this 
consultation are taken into heavy consideration by the Ministry of Health as these bodies 
account for the views of the great majority of community pharmacy contract holders, and also 
Pharmacists as a profession. 
 
However the membership of the BOPCPG also asked that we write a submission to this 
consultation as it has great consequences for the future of excellent community pharmacy 
services to be delivered in New Zealand. We would welcome the opportunity to attend the 
select committee process, to provide direct feedback and information to the committee on 
numerous items contained in the proposed Therapeutic Products Bill. 
 
We will now comment on a number of items using the question references from the 
Consultation Document: 



Question B2 
 
The definition of dispensing in the draft bill is incredibly misleading and narrow. Dispensing 
a medication is not merely the supply of a medication, but also contains a clinical check by a 
qualified pharmacist and then provision of expert advice to the patient to ensure safe, 
effective and quality use of medication. 
 
Our members are also concerned at the definition of a pharmacy business not being required 
to carry out all pharmacy activities. We do not see this as leading to excellence in pharmacy 
service delivery, quality pharmacy services are all encompassing and not a pick and choose 
operation.  
 
Question B5 
 
Our members are supportive of allowing pharmacy license holders to be able to supply 
medicines to other pharmacy license holders. This would be of great benefit to patients when 
stock shortages occur and could also reduce wastage problems leading to savings for 
providers and funders. 
 
Question B10 
 
Our members are concerned about the importation of counterfeit and poorly manufactured 
medications. We believe robust and regulated distribution networks are needed to ensure 
New Zealanders receive safe and effective medications which are validated by authorities.   
 
Question B11 
 
Our members are generally not supportive of vending machines for the supply of 
medications. The lack of availability of professional advice and possible intervention by a 
trained medical professional poses great risk to members of the public with little or no 
knowledge of the dangers associated with medications.  
 
Question B20 
 
Our members are supportive of short term permits to be granted to current pharmacy license 
holders to be able to deliver pharmacy services in urgent situations such as natural disasters. 
This will enable services to be delivered quickly in times of great need. 
  
Question B21 
 
Our members are very supportive of an increase in the period of time a community pharmacy 
license is valid for. The current one year term is an unnecessary cost of compliance for each 
year and only means significant time and resource is needlessly wasted each year on 
renewing licenses, for both the license holder and the ministry of health. Our members would 
support an increase to 3 years per license term. 
 
Question C18 
 
Our members do not support the importation of unapproved medicines by patients. We see 
this practice as having huge safety problems and potentially causing costly hospital 



admissions and unnecessary stress to our health system. Public safety is paramount and there 
are far too many risk factors involved in reckless importations.  
 
Question C20 
 
Current pharmacy license requirements do not cause any barriers to innovation or 
development of new services. Under the current licensing system we have seen pharmacists 
deliver more services such as immunisations, warfarin monitoring, throat swabbing and 
more. Pharmacists are innovative in nature but at the same time maintain their professional 
integrity by developing new services with the patient at the centre of the service and working 
collaboratively with other health professionals to improve the outcomes for these patients. 
 
Question C22 
 
Our members are in favour of option 1 – Strengthened accountability through pharmacist 
ownership and effective control (including the five pharmacy limit) 
 
Question C23 
 
Our members are acutely aware of their professional obligations as a pharmacist, we do not 
put patient safety at risk and our members are continually striving to deliver quality care to 
our communities first and foremost.  
 
Many of our members have worked overseas in other models of pharmacy ownership, they 
do not believe these models deliver the best outcomes.  Non pharmacist investors are not 
bound by the same professional obligations as pharmacists and invariably lead to pharmacy 
operations only meeting minimum professional standards, often putting pressure on 
pharmacists to make unprofessional decisions using financial duress or other pressures to do 
so. 
 
By ensuring pharmacies are governed by pharmacist’s leads to a focus on excellence in 
delivery, maximising health outcomes for communities and providing value for funders. 
Limited health funding will not be best utilised by investors looking to maximise return on 
investment over professional service delivery and availability. 
 
Question C24 
 
Ensuring pharmacies are owned and governed by pharmacists meets the community 
expectation that they can expect only the highest professional accountability from their 
community pharmacy. Employee pharmacists of course are also expected to deliver nothing 
but the best for their patients as well but being professional colleagues as well as employer-
employee relationship creates a unique circumstance which leads to the best possible focus 
on delivering quality professional services. 
 
 
 
Question C27 
 
Our members believe that effective control means being responsible for governance and 
operating decisions. Pharmacists are bound by their professional code of ethics and conduct. 



Pharmacists must put patient interests first and foremost ahead of any other driving force in 
the business operation. Effective control by a pharmacist would ensure profits don’t come 
before people. Effective control means owners must have an active role in the operations of 
those businesses.  
  
Question C33 
 
Our members are concerned that option 2 will negatively impact the drive towards excellent 
service provision. Corporate ownership models overseas rarely lead to excellence but more 
often or not lead to strict productivity requirements and conflicts of interest for employee 
pharmacists, pressure from non-pharmacist employers leads to poorer outcomes for patients 
as ‘time is money’ in corporate operations. Our members currently provide levels of service 
which would not exist in a corporate model. 
 
Question C36 
 
Our members do not see hub and spoke models providing any benefit. Excellence in 
Pharmacist interactions are correlated to full service provision and maintenance of consistent 
relationships in community settings is the greatest strength to pharmacy services providing 
value to all stakeholders.  
 
Question C37 
 
Our members do not support prescribers holding an interest in a pharmacy. The separation of 
dispensing and prescribing is an integral component of preventing conflicts of interest. The 
prevention of financial benefit from prescribing behavior is essential to ensure scare health 
funding is best utilised.  
 
The ability of pharmacists to provide funded treatments for some conditions should not be 
confused with prescribers holding financial interests in pharmacies. These types of services, 
which BOPCPG already has a number of in place, are designed to improve access to high 
needs populations and ease pressure on other health providers. These services have limited 
volumes which are actively managed by BOPCPG and the BOPDHB. 
 
 
There are a huge number of issues in the proposed Bill and the BOPCPG would like to be 
involved in the future discussions around these legislative changes. We have only mentioned 
a few of these issues in this submission, we would like to have further input in future 
discussions contained in this proposal. 
 
We look forward to taking part in the development of the piece of legislation. 
 
 
Yours sincerely 
 
 
 
Ben Van den Borst 
Chairperson 
Bay of Plenty Community Pharmacy Group  



Why are the United States and New Zealand the only two countries in the world where 
pharmaceutical advertising to consumers/patients is legal? NZ ads do not reveal the side-
effects of medications. 
Why Not A Law to Ban Direct to Consumer Advertising by Pharmaceutical Companies 
Direct to Consumer Marketing Corrupts the Media 
People will not hear the truth about issues like vaccine safety research fraud on television, or 
in their newspapers, side-effects of medications, television and online programming on local 
news media. It's time to return objectivity re: health care options to the media, and to 
empower our elected officials to speak freely about issues that directly impact the health and 
well-being of the people. Has NZ called for a Ban on Direct to Consumer Advertising? Why 
not request a law banning DTC Marketing of pharmaceutical products immediately. 

 



 

Introduction  

Assistive Technology Suppliers New Zealand (ATSNZ) was established in 2018. One of our objectives 
is to develop alliances with all industry stakeholders to; 

• Drive continued improvement in outcomes for AT consumers 

• Minimise the total lifetime costs of AT equipment on society and AT consumers 

• Ensure an open, fair and competitive market 

• Promote the services, activities and events of the society for commercial, government, 
public recognition and benefits 

 

We wish to submit comments on the draft Therapeutic Products Bill which is intended to replace the 

Medicines Act 1981 and establish a new regulatory scheme for therapeutic products, as a 

representative of the Assistive Technology Suppliers in New Zealand.   

It appears that the regulation of medical devices has been force fitted into a scheme that has been 

designed for medicines. There are significant differences between medicines and medical devices 

and, if the MoH has a desire to regulate these different therapeutic products effectively, there needs 

to be recognition of these differences within the Bill.  

ATSNZ would like to suggest that 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 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 Bill should 

be more cognisant of utilising global terminology to support harmonisation.  

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.  

Quality of medical devices needs to be maintained at a reasonable cost. Both the end consumer and 

the supplier need to be protected. Fee structures need to support sustainable business structures 

and will need to be transparent and effectively negotiated in consultation with the sector. This is 

salient as in the Assistive Technology sector low volume products are often required, due to disabled 

communities very individual needs. 

There needs to be clarity around ramifications for non-compliance. The Therapeutic Products Bill 

needs real teeth and penalties for non-compliance. 

 



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 states “…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, there 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.  

ATSNZ supports the Regulator recognising 3rd party conformity assessment and not undertaking 

this activity in New Zealand by the Regulator.  

ATSNZ 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.  

The office of the regulator needs to be well resourced and its performance measured in 

sustainable KPIs. The intention to register all existing products within a 6-month period may not 

be feasible without adequate resourcing. Delays in bringing approved product to market due to 

under-resourcing the regulator poses real business risks and may result in lost opportunities for 

the end consumer. 

 

  



Chapter B 

Part 1: Preliminary provisions  

B1 Please provide any comments on the purpose or principles of the Bill (ss 3 and 4).  

ATSNZ 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. setting the public safety requirements and intervention mechanisms and 

ii. selecting 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. 

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).  

 

 



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. Currently this is not always happening, leading to unfair warranty situations. Who 

is responsible for ongoing service and maintenance if required? We need stronger regulation 

around compliance with AS/NZS 3551, especially where 3rd parties are involved with 

modifications. We recommend that remanufactured medical devices will require a new product 

approval from the agency. 

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.  

ATSNZ 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 it is a 

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  

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.  

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.  

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.  

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 Assistive Technology 

Suppliers supports direct adoption of international standards and/or Australia New Zealand joint 

standards to demonstrate the safety and performance of medical devices.  

ATSNZ 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.  

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?  

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 Assistive Technology Suppliers 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 we suggest that there is a public and non-public section of the register. 

B1 Please provide any comments on the sections covering approval-exempt products and their 

sponsors (ss 114–115).  

Approval for 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.  

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.  

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).  

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 Assistive Technology Suppliers 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).  

ATSNZ supports the focus of the Regulator on 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.  

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?  

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 2

 05– 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.  

210 Power of Regulator to act on requests of overseas regulators, etc  

This section should be limited to only formal agreements the Regulator has with 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.  

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  

(3) 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 need to be 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. There needs to be clarity 

around ramifications for non-compliance. The Therapeutic Products Bill needs real teeth and 

penalties for non-compliance. 

(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. 

268 Minister must review Act  

ATSNZ supports the need to review the Act every 5 years,  

 

  



Chapter C  

C1 Please provide any comments on the approach to regulating changes to approved products 

(ss 100 and 101).  

ATSNZ 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.  

ATSNZ 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?  

ATSNZ 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.  

ATSNZ 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.  

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. ATSNZ 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.  



ATSNZ need 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.  

ATSNZ 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. ATSNZ 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.  

C15 Please provide any comments on the transition arrangements for regulating activities 

involving medical devices.  

As above.  

 



 

Introduction  

Assistive Technology Suppliers New Zealand (ATSNZ) was established in 2018. One of our objectives 
is to develop alliances with all industry stakeholders to; 

• Drive continued improvement in outcomes for AT consumers 

• Minimise the total lifetime costs of AT equipment on society and AT consumers 

• Ensure an open, fair and competitive market 

• Promote the services, activities and events of the society for commercial, government, 
public recognition and benefits 

 

We wish to submit comments on the draft Therapeutic Products Bill which is intended to replace the 

Medicines Act 1981 and establish a new regulatory scheme for therapeutic products, as a 

representative of the Assistive Technology Suppliers in New Zealand.   

It appears that the regulation of medical devices has been force fitted into a scheme that has been 

designed for medicines. There are significant differences between medicines and medical devices 

and, if the MoH has a desire to regulate these different therapeutic products effectively, there needs 

to be recognition of these differences within the Bill.  

ATSNZ would like to suggest that 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 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 Bill should 

be more cognisant of utilising global terminology to support harmonisation.  

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.  

Quality of medical devices needs to be maintained at a reasonable cost. Both the end consumer and 

the supplier need to be protected. Fee structures need to support sustainable business structures 

and will need to be transparent and effectively negotiated in consultation with the sector. This is 

salient as in the Assistive Technology sector low volume products are often required, due to disabled 

communities very individual needs. 

There needs to be clarity around ramifications for non-compliance. The Therapeutic Products Bill 

needs real teeth and penalties for non-compliance. 

 



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 states “…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, there 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.  

ATSNZ supports the Regulator recognising 3rd party conformity assessment and not undertaking 

this activity in New Zealand by the Regulator.  

ATSNZ 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.  

The office of the regulator needs to be well resourced and its performance measured in 

sustainable KPIs. The intention to register all existing products within a 6-month period may not 

be feasible without adequate resourcing. Delays in bringing approved product to market due to 

under-resourcing the regulator poses real business risks and may result in lost opportunities for 

the end consumer. 

 

  



Chapter B 

Part 1: Preliminary provisions  

B1 Please provide any comments on the purpose or principles of the Bill (ss 3 and 4).  

ATSNZ 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. setting the public safety requirements and intervention mechanisms and 

ii. selecting 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. 

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).  

 

 



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. Currently this is not always happening, leading to unfair warranty situations. Who 

is responsible for ongoing service and maintenance if required? We need stronger regulation 

around compliance with AS/NZS 3551, especially where 3rd parties are involved with 

modifications. We recommend that remanufactured medical devices will require a new product 

approval from the agency. 

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.  

ATSNZ 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 it is a 

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  

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.  

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.  

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.  

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 Assistive Technology 

Suppliers supports direct adoption of international standards and/or Australia New Zealand joint 

standards to demonstrate the safety and performance of medical devices.  

ATSNZ 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.  

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?  

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 Assistive Technology Suppliers 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 we suggest that there is a public and non-public section of the register. 

B1 Please provide any comments on the sections covering approval-exempt products and their 

sponsors (ss 114–115).  

Approval for 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.  

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.  

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).  

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 Assistive Technology Suppliers 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).  

ATSNZ supports the focus of the Regulator on 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.  

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?  

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 2

 05– 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.  

210 Power of Regulator to act on requests of overseas regulators, etc  

This section should be limited to only formal agreements the Regulator has with 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.  

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  

(3) 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 need to be 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. There needs to be clarity 

around ramifications for non-compliance. The Therapeutic Products Bill needs real teeth and 

penalties for non-compliance. 

(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. 

268 Minister must review Act  

ATSNZ supports the need to review the Act every 5 years,  

 

  



Chapter C  

C1 Please provide any comments on the approach to regulating changes to approved products 

(ss 100 and 101).  

ATSNZ 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.  

ATSNZ 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?  

ATSNZ 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.  

ATSNZ 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.  

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. ATSNZ 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.  



ATSNZ need 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.  

ATSNZ 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. ATSNZ 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.  

C15 Please provide any comments on the transition arrangements for regulating activities 

involving medical devices.  

As above.  

 



My feedback regarding the proposed new therapeutic Products Bill (TPB) 
 
To ensure accessibility to unapproved medicines only when it is needed for the patient. And only limited 
to the GP or health practitioner to access to order (ie. from overseas).  
 
Authorisation and permit of licensing for physicians (or licensed health practitioners of other countries) to 
perform certain traditional medical treatments on a patient who needs it for their medical needs under 
special circumstances.  
 
Licensed pharmacists need to be enabled to visit community groups to provide clinical activities  which 
includes giving clinical advises and being able to bring with them medical supply for the particular clinical 
activities.  
 
Licensed pharmacists need to be given more control of their pharmacy business and to be enabled to provide 
clinical advise and be licensed to prescribe medication working in collaboration with a patient’s GP.  
* For MOE to consider how to improve compliance and quality and safety control, and at the same time 
without causing unnecessary barrier to those patients who genuinely need to have access to certain 
traditional medications that’s only available to them in their country of origin. 
 
MOE or an authorised party has the right to inspect the therapeutic products bring imported into New 
Zealand. 
 
Active ingredients of medicine - It needs to have the ability to tailor to needs. 
 
A person travelling with prescribed medication from their country of origin need to be allowed at the custom 
and for their own personal use in treating a health condition where the traditional medication may not be 
readily available in New Zealand. 
 
The supply of approved or unapproved medicines need to go through the regular medical supply chain.  
 
blessing, 
Debbie 
 



 

17 April 2019 Our Ref: BC19-605 

Pamela Randell 
Ministry of Health 
PO Box 5013 
WELLINGTON 6140 
 

By email: therapeuticproducts@moh.govt.nz 

Dear Pamela Randell 

Draft Therapeutic Products Bill 

Thank you for giving The Royal New Zealand College of General Practitioners the opportunity to comment 
on the draft Therapeutic Products Bill. The College largely supports the new scheme; however, we do have 
some concerns over controlled activities and Direct to Consumer Advertising (DTCA) which are set out in our 
submission. 
 
Submission 

The College’s submission is formatted under key relevant questions from the consultation document and 
follows the questions in numeric order. 
 
The following general principles have guided the College’s work on this submission: 

− any medication or device claiming a therapeutic benefit should be safe and subject to regulation; 

− any natural product claiming a therapeutic benefit should be safe and subject to regulation;  

− patients should receive health information on therapeutic products from an independent source and 

− regulations on pharmacy ownership should enable models of integrated care  

 
 
A1 Do you support the general design of the new regulatory scheme for therapeutic products? 
The College agrees with the high-level principles of the new regulatory scheme for therapeutic products, 
specifically: 

(a) the likely benefits of therapeutic products should outweigh the likely risks associated with them; 

(b) regulation of therapeutic products should— (i) be proportionate to the risks posed by the products; and 
(ii) support the timely availability of therapeutic products; 

(c) the administration of this Act should be carried on in an open and transparent manner; and 

(d) there should be co-operation with overseas regulators, compliance with international obligations, and, if 
appropriate, alignment with international standards and practice. 

 
However, we do have several concerns about the draft bill. These relate to: 

• the exclusion of natural health products; 

• inclusion of Direct to Consumer Advertising; 

• medicine classification; 

• off-label prescribing; and  

• extended role of health practitioners.  
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The College notes that the regulations and rules will make up a significant part of this regulatory regime, and 
as such we would like to be consulted in the design of these parts of the regime.  
 
Natural Health Products 
The College has already expressed its concerns over the lack of regulation of natural health products in its 
submission to the Health Select Committee on the Natural Health Products Bill.1  
 
In addition, the definition of therapeutic purpose in this draft Bill overlaps with that of natural health products 
in some cases. In practise, this is likely to make it difficult for regulators and practitioners to decide which 
products fit into each regime. This lack of clarity is further complicated by a potential separate regime for 
cannabis products.  
 
The College submits there should be one regulatory regime covering natural health products, therapeutic 
products and medicinal cannabis products to create a system that is easy for practitioners to understand and 
prevent unintended overlaps and gaps, rather than make things overly complex. 
 
 
B1  Please provide any comments on the purpose or principles of the Bill (ss 3 and 4) 
The College agrees with the purpose of the Act to protect personal and community health. This purpose is 
useful when considering what is included in the Bill, especially the continued inclusion of Direct to Consumer 
Advertising (DTCA). There is extensive research showing that DTCA is harmful to personal and community 
health; as such the College is advocating for DTCA to be prohibited in New Zealand and replaced with an 
independent health resource.2 
 
 
B2  Please provide any comments on the definitions or meanings set out in the draft Bill (ss 14–50) 
The College would like clarification on how the definition of therapeutic purpose relates to natural health 
products, as some products may fit under the definition of therapeutic purpose.  
 
 
C2  Please provide any comments on the approach for medicines categorisation (classification) 
Role of the regulator  
The College needs more information to comment on the classifications of medicine. The proposed framework 
in the Bill is heavily reliant on the regulator and the expert community. The regulator and expert community 
would need to carefully balance access to medications, alongside the risk profiles. 
 
Process of reclassifying medicines 
Currently, stakeholders can comment on reclassifications and the College would like this to continue, 
however, this process needs to be more robust, in particular notifying relevant stakeholders of changes to 
medications. The College has noted in several past submissions to the Medicines Classification Committee 
(MCC) that notice of consultation has not given stakeholders enough time or respond, or in some cases has 
not notified stakeholders at all. 
Medicine classification follows the same order as the Australian Government’s classification system 

  

                                                   
1 https://oldgp16.rnzcgp.org.nz/assets/New-website/Advocacy/18Submission-to-MOH-re-The-Regulation-of-natural-

Health-Products.pdf 

2 https://oldgp16.rnzcgp.org.nz/assets/New-website/Advocacy/Position-Statements/2017.03-

DTCAPositionStatement.pdf 

https://oldgp16.rnzcgp.org.nz/assets/New-website/Advocacy/18Submission-to-MOH-re-The-Regulation-of-natural-Health-Products.pdf
https://oldgp16.rnzcgp.org.nz/assets/New-website/Advocacy/18Submission-to-MOH-re-The-Regulation-of-natural-Health-Products.pdf
https://oldgp16.rnzcgp.org.nz/assets/New-website/Advocacy/Position-Statements/2017.03-DTCAPositionStatement.pdf
https://oldgp16.rnzcgp.org.nz/assets/New-website/Advocacy/Position-Statements/2017.03-DTCAPositionStatement.pdf
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The College recommends that the medicine classification follows the same as the Australian Government’s 
classification. As such we recommend the classification changes from: 
 

• prescription medicines (category 1);  

• pharmacist medicines (category 2);  

• pharmacy medicines (category 3);  

• general-sale medicines (category 4) 
 
To: 

• general sale (category 1) 

• pharmacist medicines (category 2) 

• pharmacy medicine (category 3) 

• prescription medicines (category 4) 
 
Although Australia and New Zealand have separate legislation, New Zealand tends to follow similar 
categorisation as Australia and aligning the categories will help mitigate any confusion caused when 
classifying drugs. 
 
 
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? 

The College supports regulation of medical devices that present a risk to consumers, even if those devices 
do not have a therapeutic purpose. This would be consistent with the Bill’s stated purpose to protect personal 
and community health.  
 
The College would also like clarity on whether vaping devices will be covered under this Bill. These devices 
are of interest as they tend to promote a therapeutic purpose but may also cause harm to the consumer.  
 
 
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? 

The College agrees with the Ministry’s proposal that the personal importation of medicine should be curtailed. 
We agree with the exception that people can bring in prescribed personal use medicines (prescription and 
non-prescription) with them when they come into New Zealand.  
 
 
C20  Do the current pharmacy licensing requirements create any other barriers to the development 

and delivery of innovative pharmacist services involving medicines? 
The College would like more information on how pharmacy license requirements would affect the 
development of integrated models of care. We have some concerns that licensing requirements may restrict 
patients’ access to dispensed medications. 

“I am a solo rural practitioner…dispensing GP. My patients would benefit substantially if I could 
dispense directly to them, our closest pharmacy is over 50km away & after 11.30 am there is no 
practical way for the patients to get their prescription filled till the next day. I have to carry MPSO 
[Medical Practitioner Supply Order] to cover important items. Even on the day the rural patients 
have to return to the pharmacy depot after 3pm to get their items.” 
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Co-ownership of pharmacies and general practices  
The College also has concerns over controls of joint ownership of pharmacies and general practice. There 
seems to be a focus on preventing owner-prescribers having financial benefit from the prescription but little 
concern over owner-pharmacists influencing general practice employees. These conflicts of interests need 
to be managed both ways, while also ensuring equitable services. Patients should not face barriers when 
accessing medicines but nor should they be exploited for financial gain.  
 
 
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)? 

The College agrees with the health practitioner scope to explicitly state prescribing and the ability to do 
standing orders. However, any changes that would allow other scopes to issue standing orders in a scope 
they do not currently prescribe in would need to be consulted on, as with any other changes to the Health 
Practitioners Competency Assurance Act (2003). 
 
The College agrees there needs to be more consistency as the way this prescribing authority is set up for 
different prescriber groups. However, the College does have concerns over the proposed approach of 
referencing another piece of information in the Act, as this makes it difficult for health professionals and 
patients to access. We would suggest the Ministry continues working with stakeholders on this piece of work. 
 
 
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? 
The College agrees with a consistent approach to prescribing and would like GP involvement in the 
development of these regulations.  
 
 
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.) 

The College would like to register our interest in being involved in developing regulations for standing orders. 
 
 
C46  What do you think about the approach for the off-label use of medicines that have been 

approved in New Zealand?  
Currently, the draft Bill suggests adding a tick-box for any off-label drug use by a prescriber. The College has 
concerns about this approach as it may create unnecessary work for general practitioners. Off-label 
prescribing is common in general practice.  
 
The College would also like to know the rationale for collecting this data as an off-label prescription does not 
necessarily represent a risk to patient safety or unnecessary prescribing. 
 
 
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?  
There are two benefits to allowing health practitioners to supply pharmacy medicines to their medicines: 

• it may reduce barriers to accessing medication, particularly where patients have to travel some distance 
to fill their prescriptions; and 

• it may help some patients increase compliance with their treatment plan.  
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However, our members also pointed out key risks, including:  

• a surge in antibiotic use,  

• polypharmacy,  

• conflicts of interest if the prescriber also benefited from the transaction, and  

• that some diagnoses may be missed.  
 
If the Ministry were to allow health practitioners to prescribe medicine, the following controls would need to 
be in place: 

• appropriate level of experience, well documented notes and is appropriate to the scope of practise; 

• audit for prescribers; and  

• clear statement that prescribers were not able to benefit from the transaction. 
 
Furthermore, the expansion would also depend on what the health practitioner was prescribing; for example, 
podiatry might be a relatively simple example compared with category 3 medicines being supplied for mental 
health conditions.  
 
 
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 College is against Direct to Consumer Advertising (DTCA) and strongly encourages the government to 
prohibit this practise. There is significant research showing that DTCA is harmful to patients and the doctor-
patient relationship. The College has a position statement on DTCA and the key points from this statement 
are set out below3:  

• Product and health information provided in DTCA is not of sufficient quality to be considered educational. 

• DTCA undermines the value of scientific evidence through its misuse and alters the public’s perceptions 
of the safety of prescription medications. 

• DTCA increases the likelihood of the consumer requesting the advertised product and/or believing they 
have a condition, resulting in increased prescribing.  

• Unfounded patient demand for a product or diagnosis, caused by DTCA, mars this otherwise beneficial 
model of health care and creates conflict in the doctor–patient relationship. 

• Inappropriate prescribing, triggered by DTCA, can cause harm to consumers’ health.  

• In addition to the health harms, there are considerable financial costs to the patient and health system 
because of inappropriate prescribing.  

• Individuals with less healthy lifestyles are more likely to be influenced by DTCA and this can lead to this 
cohort thinking DTCA is a ‘magic bullet’ to resolve problems of daily life. 

 
Our members also commented on the harms they had witnessed in their own practice: 

“[The] harm is in the relationship between the GP and the patient when the GP has to explain 
why the medication advertised on the TV is not appropriate. The relationship between GP 
and patient is one of trust and if companies are advertising drugs it creates expectations that 
the doctor then has to manage. We have enough issues trying to dissuade people from 
antibiotic use, we don’t need more drugs to try and explain why they are not the best choice 
for them.” 

                                                   
3 https://rnzcgp.org.nz/RNZCGP/Advocacy/Position_statements/Direct_Consumer_Advertising.aspx. Please refer to this 

statement for a list of references.  

https://rnzcgp.org.nz/RNZCGP/Advocacy/Position_statements/Direct_Consumer_Advertising.aspx
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“Perfectly well controlled asthmatics requesting an “advertised” product (“Because it is much 
better”) and then not using the spacer and ending up as an ambulance call and A&E 
attendance. Harm to patient, cost to the emergency services and cost to DHB.” 

“As a GP it is very difficult managing the consequences of such advertising with patients who 
think they may benefit from a medicine that may be inappropriate for their situation and will 
definitely be more expensive for them / not funded. There is an inherent assumption by the 
public that newer (and more expensive) medicines are 'better' than existing ones, and that 
doctors who do not use newer medicines are 'out of date.” 

 
Alongside banning DTCA the College would like to see an independent health knowledge hub that patients 
can access to receive balanced advice about the risks and benefits of different medications. 
 
We hope you find our submission helpful. Should you require any further information or clarification please 
contact the College’s policy team at policy@rnzcgp.org.nz. 

Yours sincerely 

Bernadette Cornor 
Head of Governance and Policy  
 
 
 
  

mailto:policy@rnzcgp.org.nz
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About general practice and the Royal New Zealand College of General Practitioners  
 
General practice is the medical specialty that treats patients: with the widest variety of conditions; with the 
greatest range of severity (from minor to terminal); from the earliest presentation to the end; and with the 
most inseparable intertwining of the biomedical and the psychosocial. General practitioners (GPs) treat 
patients of all ages, from neonates to elderly, across the course of their lives.   
 
GPs comprise almost 40 percent of New Zealand’s specialist workforce and their professional body, The 
Royal New Zealand College of General Practitioners (the College), is the largest medical college in the 
country. The College provides training and ongoing professional development for GPs and rural hospital 
generalists and sets standards for general practice. The College has a commitment to embed the three 
principles (participation, partnership and protection) of Te Tiriti o Waitangi (Treaty of Waitangi) across its 
work, and to achieving health equity in New Zealand.  
 
Health equity is the absence of avoidable or remediable differences in health outcomes and access to health 
services among groups of people, whether those groups are defined socially, economically, demographically, 
or geographically (WHO).  To achieve health equity, we advocate for: 

• funding and support to sustain the development of a GP workforce of sufficient capacity to meet 
population need for access to quality primary medical care, particularly in rural and high need areas.  

• a review of the funding model for primary care to ensure that resourcing is allocated equitably across 
diverse populations with differing needs. 

• improved integration of primary, community, and secondary care health and social services which 
ensures the provision of high-quality services. 

• universally accessible free primary health care for children and low-income families, because health 
inequities begin early and compound over the life course.  

• sustained focus on measures to reduce smoking and to increase healthy food options for low-income 
families. 

• a greater focus on the social determinants of health (including labour, welfare, education, housing, and 
the environment). 
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1  Section 
47, Page 

37 

In relation to the section 47 “Criteria for 
sponsor of approved product”, we submit 
that:  
 
a) the scope of the “fit and proper person” 

definition in section 47 should be 
limited to only include matters that are 
directly relevant to the manufacture 
and supply of medical devices; and  

 
b) the application of the “fit and proper 

person” test should be limited to only 
include people that are directly 
involved in the management of the 
“sponsor” where it is a body corporate 
and exclude references to former 
personnel. 

“Fit and Proper Person” Test  
The current definition of “fit and proper person” in relation to the section 97 
assessment of the “sponsor” is unreasonably broad and impractical in its application.  
 
“Fit and proper person” is defined in section 47 of the Bill and requires the “sponsor” to 

satisfy the Regulator of a wide range of matters, including the “sponsor’s” general 

criminal conviction history, regulatory compliance history in relation to numerous 

specified New Zealand and corresponding Australian legislation, whether the 

“sponsor” is “otherwise of good character”, and “any other matter that the Regulator 

considers relevant”.  

 

Where the “sponsor” is a body corporate, the “fit and proper person” assessment 

applies to every “senior manager” of the “sponsor” (section 47(2)(b)).  “Senior 

manager” is each person:  

a) who is a current or former director; 

b) who currently or formerly “exercises significant influence over the management or 

administration” of the “sponsor”; and  
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c) who currently or formerly exercises “significant influence over the management or 

administration of the sponsor” either directly or through 1 or more interposed 

entities. (section 48). 

The test is applied at the approval stage under section 94(2)(c) and ongoing 
compliance is required as failure to meet any of the requirements under the test is a 
ground for cancellation of the approval under section 108(e). 
 
Problems with “Fit and Proper Person” Test 
The scope of the definition and the breadth of its application are problematic for the 
following reasons: 
 
a) There is ambiguity as to the meaning of “fit and proper person”, given that the 

definition is non-exhaustive and open-ended. “Good character” is not defined and 

the Regulator can also consider “any other matter that it considers relevant”.  This 

creates uncertainty as to how much information an applicant needs to gather in 

order to meet the “fit and proper person” criteria in the initial application and how 

ongoing compliance can be achieved to maintain approval.   

 

b) Several specific requirements that are included are not directly relevant to the 

manufacture or supply of safe medical devices or directly linked to the “sponsor’s” 

ability to comply with its regulatory obligations under the Bill.  

Under section 47(1)(b)(i), the Regulator is required to consider whether the 

“sponsor” has had an “authority” issued under one of the statutes listed in section 

47(3) suspended or revoked.  Other than the Bill and the Medicines Act 1981, 

each statute listed serves a different and specific regulatory purpose and the 

circumstances upon which each of those authorities is issued, suspended or 

revoked are specific to the enactment itself.  Therefore, consideration of a 

“sponsor’s” compliance history under one statute as an indication of the likelihood 
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of the “sponsor” compliance with its obligations under the Bill is too broad 

(especially for large corporations) and may result in unjust outcomes.  

 

c) The definition is broader than the “fit and proper person” test in other New Zealand 

legislation. The “fit and proper person” criteria under the Medicines Act 1981 and 

the Customs and Excise Act 2018 are assessed against a more specific list of 

matters and therefore more limited in scope. The Bill’s definition is also broader 

than the “good character” test under the Overseas Investment Act 2005 which only 

applies to “overseas persons”.  

 

d) The breadth of the test’s application makes compliance practically difficult: 

i. For a “sponsor” in a large global company group, the “fit and proper person” 

assessment applies to an extensive list of “senior managers” in the group 

despite many of them having no direct role in the management or 

administration of the “sponsor”.  For example, directors of the “sponsor’s” 

holding companies, including the ultimate parent company, would be a “senior 

manager” as the corporate structure of the group would technically place those 

directors in a “position” that allows them to “exercise significant influence” over 

the management or administration of the “sponsor”, despite them having no 

direct role in the business operations of the “sponsor” in practice.  

ii. It is particularly unreasonable that there is no limitation on how far back the 

“sponsor” would be required to go to in relation to former “senior managers”. 

iii. It would be practically very difficult for the “sponsor” to obtain the relevant 

information required under the “fit and proper person” test from former “senior 

managers” who are no longer employed by, or hold any role within, the 

sponsor or a relevant member of the sponsor’s company group.   
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 We question the benefit to be gained by extending the “fit and proper person” test to 

such a large group of people, compared to the high costs of compiling the information, 

keeping it up to date and for the Regulator to review it all.  

 
Changes to “Fit and Proper Person” Test  
As currently drafted in the Bill, the “fit and proper person” definition imposes a 
significant barrier to entry into the New Zealand market.   
 
The cost and time required by both the “sponsor” and the Regulator to evaluate 
whether the test has been met at the point of initial approval and the ongoing 
compliance post-approval will be substantial.  This would result in regulatory 
inefficiencies and unnecessary delays to market entry.   
 
There is no similar requirement in Australia, EU or USA.  In addition, we do not see the 
benefits of such extensive requirements which are well above international standards. 
 

2  Section 
47, Page 

37 

In relation to the section 128 “Criteria for 
granting licence”, we submit that:  
 
a) the scope of the “fit and proper person” 

definition in section 47 be limited to 
only include matters that are directly 
relevant to the manufacture and supply 
of medical devices; and  

 
b) the application of the “fit and proper 

person” test be limited to only include 
persons that are directly involved in the 
management of the “licensee” where it 

We repeat our submissions above.  
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is a body corporate and exclude 
references to former personnel. 

 

3  Section 
53, Page 

41 

Further clarification is needed for 
wholesale supply of medical devices. 

Sponsors of medical devices should not be required to obtain a license to import 
products. Regulatory approval for the product should be sufficient to allow importation 
and supply. Surgeons and other HCPs are considered our end user, and normal 
sponsor activities should not be considered wholesale supply requiring licensing. 
 

4  Section 
87, Page 

62 

Clarification needed for advice of 
tampering when ‘therapeutic product does 
not yet exist’. 
 

Clarification, examples are needed as this is not clear. 

5  Section 
98, Page 

68 

At 98 (e), reword ‘address of each critical 
or significant manufacturing step’. 

It is impractical and unnecessary to list every manufacturing site for global 
manufacturers. This would be difficult to maintain and would serve no purpose when 
the legislation will already require conformity assessment certification to be 
maintained. 
 

6  Section 
100, 

Page 68 

Disagree with requirement to obtain 
separate product approval for ‘major’ 
changes. 
 

This requires further clarification or examples. The approach to requirement for new 
approvals should align with other regulatory bodies, e.g. FDA, TGA, CE approvals. 

7  Section 
113, 
Page 

72 

Disagree with proposal to list products 
under review and products refused 
approval. 

Not helpful for the public, as product for which approval was not granted may be re-
submitted and approved on a later date, when the issue of concern has been 
addressed. Significant global damage could be done by publicizing non-approvals as 
this may affect confidence in the products and potentially the manufacturer/ sponsor.   
Publicizing products currently under review will also have negative impact on 
commercial operations within NZ. 

8  Section 
151 (4) 

Page 87 
 

Change within 5 working days to within 20 
working days 

Meeting a 5 working day deadline would be impractical. 
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9  Section 
185, 

page 102 
 

Suggest adding ‘within 20 working days’ Advisable to have a timeframe included in the legislation. 

10  Section 
203, 
Page 
108 

 

Suggest adding ‘within 90 working days’ Advisable to have a timeframe included in the legislation. 

11  Section 
207, 
Page 
108 

Create an “abridged pathway” to medical 
device approval where the device has 
been approved by a “recognized authority” 
of a comparable jurisdiction including 
those outside the EU.  

We support the Bill’s proposal to allow the regulator to “rely on” work done by 
overseas “recognized authorities” for the purpose of deciding whether to approve a 
medical device. However, in light of recent reforms to the regulation of medical 
devices in Australia, the Ministry of Health should create an “abridged approval 
pathway” for medical devices that have been approved by a “recognized authority” of a 
comparable jurisdiction, including those outside of the EU.  
 
For reference, we set out below the background on the recent Australian 
amendments.  
 
Recent Australian Medical Device Regulatory Reform  
In 2018, Australia passed the Therapeutic Goods Amendment Act (2017 Measures 
No. 1) Act 2018 (“Amendment Act”) and the Therapeutic Goods (Medical Devices – 
Information that Must Accompany Application for Inclusion) Determination 2018 
(“Regulations”) to support the implementation of various recommendations of the 
“Expert Panel Review of Medicines and Medical Device Regulation” (“Review”). The 
Review recommended better utilization of marketing approvals of medical devices 
where the device has been:  
 
a) conformity assessed by a body that has been designated to undertake conformity 

assessments by a comparable overseas designated authority; or  
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b) approved by a comparable overseas national regulatory authority.  
 
The following changes to Australia’s medical device regulatory framework have been 
made as a result of the recommendations:  
 
a) Medical device sponsors can now submit documentation issued by a wider range 

of overseas regulators and assessment bodies to meet the “preliminary 
assessment” criteria, when they seek to have their medical device approved and 
registered on the “Australian Register of Therapeutic Goods” (“ARTG”) (see 
section 41FDB Therapeutic Goods Act 1989).  
 

b) The number of overseas regulators and assessment bodies have been extended 
to include the USA, Canada, Japan and the Medical Device Single Audit Program 
(see Schedules 1 – 3, Regulations).   
 

Previously, sponsors could only seek inclusion of a device in the ARTG using a 
conformity assessment certificate issued by an “EU Notified Body”.  Without that 
certificate the device needed to undergo the full conformity assessment in Australia 
(despite the device having been approved in other jurisdictions and undergone similar 
assessments) as part of the “preliminary assessment”.   
 
Following the reforms, sponsors can now submit evidence of conformity assessment 
or similar from specified regulators and assessment bodies in USA, Canada and 
Japan.  The evidence will be used facilitate the overall conformity assessment 
process undertaken by the Australian regulator and, provided that the evidence meets 
the Regulations, the evidence would be sufficient to meet the “preliminary 
assessment” for inclusion on the ARTG.  This creates an “abridged” pathway to pre-
market clearance for medical devices in Australia.   
 
Inclusion of an “Abridged” Pathway to Approval in the Bill  
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A modern, forward-looking medical device regulatory framework should include a 
similar approach to the utilization of overseas marketing approvals.  As international 
harmonization efforts by New Zealand, Australia, US, EU, Canada and Japan 
continue, there will be greater convergence of international regulatory practice in 
relation to medical devices in the future.  
 
The Bill should therefore eliminate any unnecessary duplication of regulatory 
processes in the approval of medical devices and provide for the authority to 
recognize marketing authorizations by recognized authorities (well-established 
regulators).  This would result in more timely access into the New Zealand market, 
create administrative efficiencies, and reduce compliance time and cost for both 
industry and the Regulator.  
 

12  Schedule 
1, Page 

154 
 

Temporary license should be extended to 
3 years 

A 6 month transition will not be sufficient time for sponsors to submit all applications; 
nor for receipt and processing of applications by MoH personnel.  
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Consultation to: 
Ministry of Health | P O Box 5013 | Wellington 
Email: therapeuticproducts@moh.govt.nz 
 
 
 

 

 

 

1. History of Nature’s Sunshine Products  

Nature’s Sunshine Products New Zealand is a company primarily engaged in the 
importation, manufacturing and marketing of herbal products, vitamin and mineral 
supplements, personal care and homeopathic products. 

The company imports almost 95% of its products from Nature’s Sunshine Products Inc., 
Utah, USA. We also import product from our Australian counterpart Nature’s Sunshine 
Products of Australia.  We also import product from Italy.  

The company has been operating in the New Zealand market since 1979. Our products 
consistently offer the highest quality, and efficacy obtainable.  

Nature’s Sunshine remains committed to the principles upon which the company was 
founded over 40 years ago to improve quality of life embracing a business model that 
provides “Quality, Service, and Integrity. With this in mind our aim is to improve quality of 
life for all New Zealanders.   

 

2. Contact Details 

Nature’s Sunshine Products New Zealand  
Patrick Fahy 
344a Rosedale Road | Albany | Auckland | 0751 
Email: paddy@naturessunshine.co.nz  
Tel: 021 904 397 

 
 
 
 

mailto:paddy@naturessunshine.co.nz
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3. Submission Summary Statements 

New Zealand is a very small market, therefore the cost ratio of regulatory compliance is of 
concern to us when the costs will be proportionately high compared to larger overseas 
markets. 

As a company we have presented several submissions to the Ministry of Health on this type 
of regulation. We have constantly emphasized that New Zealand requires to have in place a 
low cost regulatory regime. Policy makers need to listen to business and make sensible 
decisions that balances the ability to do business.  

The New Zealand Government has a ninety-five-percent reliance on SME’s (Small to 
Medium Enterprises), to keep the economy of this country moving along.  

It is an unwise Government that does not take notice of how important these small 
businesses are to the New Zealand economy. These same businesses are constantly being 
hammered by compliance cost burdens, from all the other regulations. 

As both an importer and exporter of nutritional products, operating within a global market, 
we ensure that all regulatory requirements are met of each country that we deal with. 

New Zealand consumer, and businesses do not need to have prices go up, and they certainly 
do not need to have unnecessary and restrictive regulation for health sustaining products. 

Thank you for the opportunity to provide comments on the proposed regulations. 

Patrick F Fahy 

Managing Director 
Natures’ Sunshine Products New Zealand  
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4.  Nature’s Sunshine Products Specific Comments 

We submit the following:  

Although the Ministry of Health state in 16 (3) Therapeutic Products Bill Consultation Draft 
Document — 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 is somewhat 
ambiguous, when 16 (2) states— A naturally occurring “thing” that might not otherwise be 
considered to be a product may become a product if it is changed from its naturally 
occurring state (and, having become a product, if subsection (1)(a), (b) or (c) applies to it, it 
would be a therapeutic product)..  

We submit that: the explanatory note to the Bill, page 24, 16 (3) Therapeutic Products Bill 
Consultation Draft Document, is ambiguous: 

[Note for consultation draft: The government is considering options for the regulation of 
natural health products and intends to exclude them from the Bill. 

However, the definition of natural health product and the exact mechanism by which they 
will be excluded from the Bill are yet to be determined. Exclusion from the definition of 
therapeutic product, as provided by subsection (3), is one of the options being considered.] 

We also have concern in relation to item 17 (b) AMIs, (c) medical devices, and (d) type-4 
products 

We submit that: the “umbrella term” used by the Ministry of Health to define a 
“Therapeutic Product” will allow a product to be declared as a “Therapeutic Product” when 
they are clearly not a therapeutic product.  

We further submit that: should the Therapeutic Products Bill be enacted in its current form 
and the governments intended options for the regulation of natural health products fail to 
materialise, natural health products and “a naturally occurring thing” will be captured by 
this Bill and its ensuring regulations. 

We would also argue that some food type products might be considered to have a 
therapeutic purpose. While the intention is to have natural health products excluded there 
remains a question of whether such a definition, and that of a Therapeutic Product might be 
misinterpreted to capture them. 

Therefore we submit that: 

As a company we have concerns with the “umbrella term” used by the Ministry of Health to 
define a “Therapeutic Product” 

Therapeutic product is an umbrella term for products that are intended to be used in or on 
human beings for a therapeutic purpose. Examples of therapeutic purposes include bringing 
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about a physiological response to prevent, diagnose, monitor, alleviate, treat, or cure a 
disease, ailment, defect, or injury. 

Therapeutic products can present serious risks of harm, especially if used inappropriately. 
Assuring that the benefits of therapeutic products outweigh possible risks of harm to 
consumers is fundamental to the delivery of high quality health and disability support 
services. 

We are concerned that the Meaning of therapeutic purpose page 23, Subpart 2 — 
Therapeutic products 15 (1) Meaning of therapeutic purpose is extremely wide and may 
have the potential to capture a range of products including cosmetic products that are for 
the cleaning and/or maintenance of hygiene or good bodily functions. 

We note that sunscreens are also cited as being able to be declared as “Therapeutic 
Products” when they are clearly not a therapeutic product.  

Sunscreens, or sunblock’s provide protection from the sun but in themselves do not have a 
therapeutic benefit, treat or cure. In essence sunscreen is little different to wearing 
protective UV clothing and sunhats, and surely there is not suggestion that these would be 
declared therapeutic products. 

Such a declaration adds significant cost to a product if there is a need to register the 
products and meet any PIC’s manufacturing audit system. 

To be clear we believe that sunscreens are a cosmetic product and that any regulation must 
be appropriately aligned to that level of compliance. 

Claims to sooth or assist skin conditions must not be considered therapeutic and under the 
guidance provided for the Medicines Act the difference between a cosmetic and cosmetic 
type claim from a therapeutic product or claim has been clearly defined. 

We saw that differentiation diluted under the former Natural Health Products Bill and we do 
not believe it should be under any regulations within this replacement scheme to the 1981 
Medicines Act. 
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Submission to consultation, Therapeutic Products Regulatory Scheme, April 2019 
 
Barbara Mintzes, PhD 
Associate Professor 
School of Pharmacy and Charles Perkins Centre 
University of Sydney 
 
Question C52:  
Please provide any comments on the advertising requirements and enforcement tools.  
 
Enforcement tools:  
The inclusion of a range of enforcement tools for advertising is an important positive feature, including a 

possibility for fines to be issued in response to advertising breaches, similar to a speeding ticket, without 

an extensive bureaucratic process or the requirement for legal action.  

 

The possibility for remediation actions is also an important feature , as clinicians and consumers who 

have been misinformed need to know that the information they received was inaccurate and/or deceptive. 

However, the scope of potential remediation actions remains unclear. Ideally, such actions would be 

tested to ensure that corrections are effective; that those who have seen inaccurate promotional 

messages are aware that this information was inaccurate and of the corrected information. Additionally it 

is unclear whether these provisions for remediation are restricted to advertising or also include 

information that is provided in a variety of promotional activities by pharmaceutical companies, including 

payments for clinician key opinion leader speakers for speaking engagements at which off-label 

promotion occurs. Inaccurate and deceptive information provided via ‘peer-to-peer’ sales has been a key 

feature of promotional activity in the US that has surfaced in internal company documents made public in 

legal cases. [1] 

 

Additionally, there is no mention above of active monitoring of advertising and promotional activities to 

prevent misinformation. I led a research project in Canada, the U.S. and France in which we recruited 255 

family doctors to fill in a brief questionnaire on the information provided on each promoted drug in 

consecutive upcoming visits by pharmaceutical sales representatives (n=1692 promotions reported on). 

Despite regulatory standards for a balance of information on benefits and harmful effects of medicines, 

we found overall that no information on harms (minor side effects, serious adverse events, or 

contraindications) was provided over half the time, that unapproved indications were promoted in 10 to 

16% of promotions per site, and minimally adequate information for safe prescribing was provided in less 

than 2% of promotions. [2] No similar studies have been carried out in New Zealand, but most of the 

promotions in this study were by multinational companies that also operate in New Zealand.  
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Similarly, pharmaceutical industry sponsored ‘educational events’ for health professionals are a frequently 

used promotional technique that is not adequately covered in advertising regulations. Such events are 

ubiquitous in Australia: over 116,000 over a 4-year period, or on average 608 per week. [3] Additionally 

an analysis of industry-sponsored events focusing on three conditions highlighted in the medical literature 

as being subject to overdiagnosis and overtreatment tended to target GPs more often, included more 

dinners, and were often sponsored by companies marketing products for the condition in question that 

had were not funded by Australia’s Pharmaceutical Benefits Scheme as they had not been judged to be 

cost-effective. [4]  

 

The information provided in promotional presentations to prescribers, both in one-to-one sales visits and 

in sponsored “educational” events, needs to be subject to regulation, similarly to print, televised and on-

line advertising. If the presenter has been paid by the company to provide the presentation, the content 

should be subject to advertising regulations, even when the presenter is not a company employee. There 

has been a shift towards use of many promotional techniques that include “peer-to-peer selling”. [1; 5]  

 

Purdue Pharmaceuticals funded more than 20,000 pain related educational programs in the US from 

1996 to mid 2002. [6] These are credited with playing an important role in fuelled the widespread increase 

in prescribing of opioids in primary care, and the US epidemic of opioid-related addiction and mortality. A 

more recent analysis of the content of sponsored education on opioids indicates serious deficiencies in 

the messages contained in these educational materials from the perspective of public health, patient care 

and accuracy. [7] There is also research evidence that payments to doctors from opioid manufacturers 

was linked to increased opioid prescribing and that US opioid mortality is highest in counties in which 

doctors received the most payments from opioid manufacturers. [8] 

 

Additionally, research based on payments under the US Sunshine Act indicates a strong link between 

promotional payments to health professionals, including even small gifts of food and drink, and shifts in 

prescribing favouring the promoted product, increased prescribing volumes and costs and increased 

prescribing of brand name products. [9]  

 

This body of research indicates that there is a need to define advertising broadly enough to include the 

full range of promotional activities by pharmaceutical companies that target health professionals and the 

public and aim to stimulate product sales, rather than restricting regulation to advertisements, which 

represent a relatively small subset of promotional spending. [10]  
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Recommendations 
A modernisation of pharmaceutical advertising regulations should cover a range of promotional activities 

in addition to print, on-line, billboard and broadcast advertising, given the research evidence of their 

importance in marketing of pharmaceuticals. This includes:  

• One-to-one visits by pharmaceutical sales representatives;  

• Sponsored continuing professional education sessions for health professionals (both accredited 

and non-accredited; 

• Payments to health professionals for a range of activities, including but not limited to speaking 

engagements and advisory boards.  

 

Both the published research and the documentary evidence from US legal cases on fraudulent marketing 

strongly support the need for strengthened regulatory oversight of pharmaceutical marketing, including 

monitoring of a range of promotional activities targeting health professionals.  

 

 

 

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? 
 
Direct-to-consumer advertising of prescription-only medicines (DTCA) should be prohibited. There is no 

rationale for retaining DTCA from a public health, patient and consumer rights or equity perspective. 

DTCA promotes sales of prescription-only medicines through persuasive messages and imagery, linking 

the promoted brand to happiness and social approval and often downplaying the role of lifestyle changes. 

[11; 12] DTCA has been shown to shift prescribing decisions in favour of the advertised medicine, 

including when that medication is not needed [13] and when doctors would have chosen a different 

treatment in the absence of patient requests stimulated by advertising. [14]  

 

Prescription-only status is a regulatory tool that reflects the need for extra caution in the use of specific 

pharmaceuticals, and the need for a medically-trained professional’s involvement in these treatment 

decisions. This is generally because these products treat serious conditions for which it is important to 

obtain appropriate care. It is also because of greater toxicity or the requirement for greater care with use 

as compared with products that are sold over-the-counter.  

 

There is strong evidence that DTCA shifts prescribing decisions, including randomised controlled trial 

evidence indicating that patient requests for advertised medicines can lead to additional prescriptions, 

including for an off-label indication for which the product has not been shown to be effective (e.g. 
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antidepressant use for ‘adjustment disorder). [13] Another trial found that patient medication requests led 

to prescriptions for the opioid oxycodone for patients for whom this was a poor treatment choice. [15] 

DTCA is effective as a marketing technique precisely because patient requests for advertised medicines 

are able to shift prescribing decisions, resulting in additional sales of the advertisers’ products.   

 

Consumers need information about health conditions and the range of treatment options available, both 

drug and non-drug. DTCA is not needed to provide this information. It is available from a large number of 

non-commercial sources. Prohibition of DTCA is not a restriction on consumers’ rights to information 

about medicines or other health treatments. It is a restriction on a specific form of persuasive 

communication that aims to sell a product.  

 

New Zealand is one of only two countries that permits full direct-to-consumer advertising of prescription-

only medicines (DTCA), including statement of the brand name and health claims. Despite very strong 

pressure from industry for introduction of DTCA in a number of other industrialised countries, including 

the European Union in the late 1990's and early 2000's, no other country has introduced legislative or 

regulatory changes to introduce DTCA.  

 

The main rationale for a prohibition of DTCA remains the serious potential for harm to public health. This 

concern has become especially acute following the rofecoxib (Vioxx) withdrawal in late 2004, as this drug 

was heavily advertised to the public both in the US and New Zealand. In the US, DTCA was shown to 

stimulate prescribing of the Cox-2 inhibitors rofecoxib and celecoxib, including to patients who failed to 

meet treatment guidelines [16] and despite the higher cost for these products as compared with equally 

effective alternatives. An estimated 88,000 to 140,000 extra heart attacks occurred in the US over 

rofecoxib's five years on the US market. [17] Combining this with survey data from Spence et al. [16] in 

which 20% of use of Cox 2 inhibitors was initiated due to DTCA, I estimate that between 17,600 and 

28,000 heart attacks would have likely occurred in the US due to rofecoxib use stimulated by DTCA. I do 

not have the data available on numbers of rofecoxib prescriptions stimulated by DTCA in New Zealand, 

but rofecoxib was also advertised in New Zealand until its 2004 safety withdrawal and New Zealanders, 

similarly, were likely to have suffered harm from rofecoxib prescriptions stimulated by DTCA.   

 

No reliable evidence of benefits to public or patient health 
I carried out a comprehensive review of the research evidence on outcomes of DTCA, published in 2012, 

and found no reliable evidence of beneficial health outcomes occurring as a result of DTCA. [18] I have 

enclosed the report of this review as part of my response to this consultation.   

 

The results of an earlier systematic review had indicated that DTCA increases prescribing volume and 

patient demand and shifts prescribing decisions. [19]  Gilbody et al. included studies in their systematic 
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review only in the research design enabled separation of effects of DTCA from other influences on 

prescribing decisions. From 2005 to 2010, nine additional studies met similar inclusion criteria. [18] These 

largely confirm Gilbody et al.’s results concerning effects on prescribing decisions and increases in 

volume of use of advertised products. Additional effects include stimulation of less appropriate 

prescribing, differential effects by patient price sensitivity and drug type, switches to less cost-effective 

treatment, and sustained sales of a medicine attributable to DTCA despite a price increase. Additionally, 

claimed effects on adherence did not stand up to scrutiny and were based mainly on negative trials. [18] 

There was no reliable research evidence of improved treatment quality or earlier provision of needed 

care, the key benefits that have been claimed for DTCA.  

 

One of the key findings of this review is that if policy is to be informed by evidence, careful analysis is 

needed of the research used to support claims. The strength of study designs and methods used and 

risks of bias need to be taken into consideration in assessment of claimed outcomes.  

 

Subsequent research has indicated additional harm from DTCA through stimulation of inappropriate use. 

For example, DTCA has been shown to stimulate overuse of testosterone therapies for “Low-T” or “age-

related hypogonadism.” [20] This included stimulation of testosterone prescriptions in the absence of prior 

testing of men’s serum testosterone levels. The US FDA carried out a review of cardiovascular risks 

associated with testosterone use and has required all manufacturers to revise their product information to 

clarify that testosterone use for “low-T” or age-related hypogonadism is an off-label use. This indication 

has been heavily promoted both in branded and unbranded DTCA campaigns.  

 

An additionally example of stimulation of inappropriate use is the effect of DTCA of statins. DTCA has 

been shown to stimulate cholesterol testing and statin use among members of the public who are mainly  

unlikely to benefit because of generally low heart disease risk, adults between the age of 18 and 45.[21]  

 

Most spending on DTCA for contraceptives in the US between 2005 and 2014 focused on two oral 

contraceptive brands associated with a higher risk of venous thromboembolism than alternatives and no 

advantages in terms of effectiveness in preventing pregnancy, the drospirenone-containing 

contraceptives Yaz and Yasmin.[22] These examples highlight the fact that the decision to advertise a 

specific product to the public is a marketing decision, not a public health decision, and cannot be 

expected to ensure that the public is informed about the best available treatments for a specific health 

concern.  

 

Another oft-repeated claim is that DTCA reduces stigma. US surveys focusing on stigma towards 

members of the public with mental health conditions pre- and post- a decade of intensive exposure to 

DTCA for antidepressants found that the level of stigma towards mental health patients had increased, 
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not decreased, in this time period. Additionally, the authors found that respondents who expressed a 

belief in a specific biological cause of mental illness promoted in DTCA - that a chemical imbalance in the 

brain leads to depression - expressed higher rates of stigma towards the mentally ill. [23] 

 

A serious concern about equity and cost effects 
The examples above are mainly from the US. Although there has been less research on DTCA carried 

out in New Zealand, recent studies raise serious concerns about public health implications of DTCA in 

New Zealand. A survey of a nationally representative sample of over 2000 people published this year 

found that people from more disadvantaged population groups were more likely to report having 

responded to DTCA and asking doctors for a prescription or additional related information. [24] This 

included Maori, Chinese and Indian ethnicity New Zealanders. The likelihood of having responded to 

DTCA was also stronger among those with lower education, lower annual incomes and those reporting 

poorer lifestyle behaviours. The latter is especially of concern given the content analyses of DTCA that 

have shown that when lifestyle change is mentioned, the message is often negative. [12]  

 

Another major concern about DTCA is its ability to drive up healthcare costs because only costlier new 

on-patent medicines are advertised to the public. A recent New Zealand analysis of timing of advertising 

campaigns found that advertising was strongly concentrated around the timing of introduction of subsidies 

for generic equivalents of the advertised brand. [25] This strongly suggests an advertising aim to preserve 

market share for more expensive brand-name products and raises concerns about the effects of 

advertising on consumers’ out-of-pocket costs.  

 

In conclusion, there is evidence that DTCA shifts prescribing decisions, including in ways that are likely to 

be detrimental to patient health. Consumers need unbiased high-quality treatment information that covers 

all available drug and non-drug options, including the option not to treat. DTCA cannot provide this type of 

information. An additional concern is that the information in DTCA on health conditions is often of poor 

quality and tends to support broadened disease definitions and act as a driver of overdiagnosis.  
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Waikato DHB Pharmacy Service response to the consultation on 
the draft 

Therapeutic Products Bill. 

 

Specific clauses and comments: 
 

26 Meanings of administer and prepare for administration 
 
 
This section could cause some issue and or concern. The concerning piece may be around 
interpretation of timeframes and how long before administration the “preparation” still counts 
as “prepare for administration”?   
 
What does 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?   
 
Perhaps a sentence could be included that says “immediately before administration”? 
 
What about preparations prepared in bulk or prepared in the morning before clinic by the 
doctor, nurse or anaesthetic technician?  If labelled by the doctor – is this considered 
administration?  (Presumably would be if made with the intent of giving to a patient at some 
point in the near future?)   
 
What about preparations made in advance specifically for patients (say on a theatre list) but 
no one in particular?  In a hospital setting, medicines may be compounded or prepared 
anywhere from minutes to hours to days to weeks in advance of predicted use. 
 

28 Meaning of compound 
 

Permitted quantity - rules will need to specify what this is.  Circumstances often changes 

and without much time involved so there would need to be flexibility around this term. 

“Supply to a particular identified patient” - this could cause issue in a hospital setting as 
often preparations are prepared in advance for a range of patients to use – either within 
the hospital or at some future date. 
 
“Compounding a medicine is part of manufacturing the medicine” - this is quite different 
to current, where these tasks are considered separate.  External compounding agencies 
only usually consider the task “manufacturing” when it is made to sell not supply for a 
specific patient order or formulation. 
 

29 Meaning of dispense 
 
“Preparing a medicine for immediate administration is not dispensing” - it is good that 
this statement is finally documented in legislation as this often caused confusion with 
nursing and medical staff. 



 

“Dispensing a medicine is part of manufacturing the medicine” - this is new and may 
create confusion as most hospital staff do not consider dispensing as part of the 
manufacturing process. 
 

31 Meanings of manufacture, manufacturer, and responsible 
manufacturer 

In determining who is the responsible manufacturer of a medicine or an AMI, the 

following are relevant considerations: 

(a) who transforms the starting materials into the final product: 

(b) who is responsible for overall quality assurance and quality control in 

relation to the manufacture of the product: 

(c) if the product is, or is intended to be, released into the supply chain, 

whose name or trade mark the product is, or is to be, supplied under. 

 

This seems to now imply that any compounding of products performed by an external 
compounding company on behalf of a hospital would be consider manufacturing.  We 
note that this could also potentially include any products that a hospital pharmacy 
prepares in bulk to hold labelled ready for supply to a patient or to hold as stock on a 
ward.  Or perhaps clause 32(3) covers this off – as this would now mean that all 
compounding is “preparation for administration” if prepared in some way for a patient?  
 

32 Meaning of manufacture, for medicine 
 

“Compounding or dispensing a medicine is part of manufacturing” - this is a confusing 
sentence in that it is mixing up all of the processes into one.  We wonder in what way 
dispensing is part of manufacturing and does that mean that all manufacturers need to 
be pharmacists or doctors or other authorised dispensers? 

 

37 Meanings of pharmacy worker and qualified 
 

A pharmacy worker is qualified to carry on a pharmacy activity in relation to a medicine if 
the worker meets the qualification, training, and competency requirements specified in the 
rules for that pharmacy activity in relation to that medicine. 
 

(1) The rules may specify either or both of the following: 
(a) qualification, training, and competency requirements for pharmacy workers: 
(b) levels of supervision under which a qualified pharmacy worker may  carry on 

pharmacy activities (for the purposes of section 60). 
 



We are concerned that this section may exclude pharmacy assistants working within a 
hospital pharmacy setting from supplying medicines.  Pharmacy assistants working in a 
hospital often have no formal pharmacy qualification. 

38 Meanings of special clinical needs supply authority and complying 
special clinical needs supply authority 

 
This section, replacing the need for “Section 29” medicines, doesn’t clearly outline the 
who, what, where and how when considering the application to a hospital setting.  This 
clause would imply that the use of every unapproved medicine and possibly unapproved 
use of a medicine (outside indication) would require a SCSA – which in a hospital setting 
would be entirely impractical.   
 
In a hospital setting, many medicines used are unapproved medicines and many 
medicines are used for unapproved indications. 
 

40 Meanings of standing order and complying standing order 
 
In a hospital situation a standing order document is usually used to authorise positions 
of persons (staff members) to administer a medicine.  A hospital medical practitioner or 
medical director of a particular area may, for example, authorise a range of nursing staff 
to administer a medicine within a specific ward or department area or by a whole 
service. 
 
We note that this does not include the authorisation of unapproved medicines which 
could also be an issue in a hospital setting. 
 
 

Product approval required to import or supply medicine, medical device, or type-4 
product 
 

58 Pharmacists: unapproved products 
4 For the purposes of section 51, a pharmacist may supply an unapproved medical 

device by non-wholesale supply if— 
(a) the pharmacist complies with the licence requirements in  section  57(3); 

and 
(b) there is a complying special clinical needs supply authority for the patient for 

that device. 
 

In a hospital situation, unapproved medicines and or devices are often supplied, outside 
the pharmacy, by the “supply chain” service, directly to theatre (for example, gentamicin 
impregnated fleece, beads or cement).   
 

60 Qualified pharmacy workers 
(1) For the purposes of sections 51 and 53, a pharmacy worker may carry on an 



activity that section 57, 58, or 59 authorises a pharmacist to carry on if the 
worker— 
(a) is qualified to carry on the activity; and 
(b) carries on the activity in a way that section 57, 58, or 59 authorises a 

pharmacist to carry on the activity; and 
(c) carries on the activity under the following level of supervision, or any lower 

level of supervision permitted by the rules,— 
 

(i) for the non-wholesale supply of a category 3 medicine, the  general 
supervision of a pharmacist (pharmacist A); or 

(ii) for any other activity, the direct supervision of a pharmacist 
(pharmacist B). 

(2) However, if pharmacist A or B’s authority to carry on the activity is subject to any 
limitations, the pharmacy worker is subject to the same limitations. 

 
Again, we would like to know if “qualified” refers to an actual qualification or interpreted 
as a verb (skill).  Otherwise a pharmacy assistant would not be able to work within a 
hospital pharmacy. 
 
Clause 60 (1) c ii – this clause is a bit tighter than what is in place now and could create 
workplace issues in a hospital setting particularly when considering the use of pharmacy 
staff within the rural hospital setting.   
 
To avoid doubt, section 57(2)(b)(ii) as applied by subsection (1)(b) of this section requires a 
determination of the appropriateness of the medicine for the patient to be made by a pharmacist, 
not by the pharmacy worker. 
 
This statement outlines quite specifically that the role of determining medicine 
appropriateness sits with the pharmacist and not a technician, assistant or retail staff, 
which we agree with. 
 
 

61 Health practitioners: approved and approval-exempt medicines 
Non-wholesale supply of category 1 or 2 medicine 

(1) For the purposes of section 53(1) and (2)(c)(i) and (ii), a health practitioner may 
supply an approved or approval-exempt category 1 or 2 medicine by non- wholesale 
supply if— 
(a) they are a health practitioner prescriber for that medicine; and 
(b) the medicine is supplied— 

(i) to a patient of the practitioner; or 
(ii) for a patient of, and at the request of, another health practitioner 

prescriber for the medicine; and 
(c) the patient is in New Zealand or is ordinarily resident in New Zealand. 

 



It is important that even though health practitioners can supply directly to their patients and 
patients of fellow health practitioners without the need for a prescription, that there is a clear 
requirement for the medicine to be appropriately labelled and dispensed.  This does not 
usually happen in practice and we wouldn’t want this practice to be made worse than 
current. 

 

63 Health practitioners: wholesale supply (approved, approval-exempt, 
and unapproved products) 

For the purposes of sections 51 and 53(1) and (2)(b), a health practitioner 

may supply a medicine or medical device by wholesale supply if— 

(a) the regulations permit the medicine or device to be supplied under this 
section; and 

(b) for a medicine, the health practitioner supplying it and the person to whom it 
is supplied are both health practitioner prescribers for the medicine; and 

(c) for a medical device, it is supplied to a health practitioner; and 
(d) the health practitioner complies with any requirements specified in the 

regulations in relation to that supply. 
 

We hope that this clause does not encourage bypass of the need to obtain medicines direct 
from a wholesaler and or pharmacy or be used as a way bypassing wholesalers and 
pharmacies. 

 

64 Health practitioners: special clinical needs supply authority 
 

In a hospital setting we see the used of SCNSAs as onerous and potentially unworkable. 

 
Regulations for the purposes of subsection (1)(c) may (without limitation) specify: 

(a) classes of health practitioners who may, or may not, issue a special clin- ical 
needs supply authority: 

(b) the circumstances in which health practitioners may, or may not, issue a 
special clinical needs supply authority: 

(c) the medicines or medical devices for which health practitioners may, or may 
not, issue a special clinical needs supply authority. 

 

It would important that these regulations are updated regularly and quickly. 
 

83 Advertising 
 
We do not support direct to consumer advertising.  We this as creating undue stress and 
demand on prescribers and unrealistic expectations of patients to receive a prescription for a 



medicine or a specific medicine. 
 

124 Content of licence 
 

We see the change outlined in clause 124 (4) to provide more flexibility to where controlled 
activities pertaining to pharmacy can take place and will be useful to enable alternative 
pharmacy sites, especially to promote have better access for rural patients/ hard to reach 
communities.   

 

128 Criteria for granting licence 
 

(g) for a licence that authorises a person to conduct a clinical trial, that— 
(i) an ethics approval is in force for the trial; or 
(ii) a relevant ethics approval entity certifies that ethics approval is  not 

required for the trial: 
 

This clause requires clarification.  We assume this to mean the PI of the lead site or the PIs 
collectively.  A system where every pharmacist had to be licensed separately for every trial 
would be unworkable. 

 
Schedule 1 (36)  Six-month temporary licence for existing unapproved clinical trials 

 
We note that we do not have any of these trials at Waikato DHB at the moment, they tend to 
be quite rare. (Investigator led studies rather than drug company sponsored, typically).  
Interestingly, the investigator led studies often look at new uses for approved medicines. We 
hope that the new legislation will not create further hurdles to those, as they’re typically done 
on a shoestring budget.  
 



MCPG SUBMISSION TO THE THERAPEUTIC PRODUCTS BILL APRIL 2019. 

MidCentral Community Pharmacy Group is a membership organisation that is funded by the 
MidCentral DHB to provide support to local community pharmacies and administer contracts outside 
the ICPSA. It has 100% membership and has a good relationship with all members, the PHO and DHB 
to help develop more integrated primary healthcare to our population. 

We agree that the ownership of pharmacy rules need tightening up so it is obvious who is the owner 
and taking responsibility for the professional services being provided by that pharmacy. A corporate 
structure doesn’t allow such a high level of involvement, scrutiny and patient safety. 

Great care must be taken when looking at splitting the supply function from the advice. Patient 
safety must always come first. But there must be room for innovative, safe supply and advice 
services to develop in the future. 

Medicines are categorised according to their potential harm and we agree with the categories being 
proposed. However the prescribing and dispensing should, whenever possible, be kept separate, for 
safety and checking reasons. Sales of” pharmacy only” medicines by unqualified staff is of a concern 
especially as there is no proposed no auditing of such facilities. 

If others are allowed to dispense medicines, other than in an emergency or to enable timely supply 
for urgent care, then they should also be audited by the regulator against all the standards expected 
of a pharmacy. 

Retail supply and depot facilities need to be closely supervised by a pharmacist (this could be done 
by video link to supervise sales of medicines). They should not be allowed to order medicines 
directly from the wholesaler. E.g. sea sickness tablets (with the potential to cause drowsiness) at 
unsupervised facilities. Training of staff by the supplier is fine, but who is auditing what is being 
taught and the fact that advice is being consistently given. There is much room for harm in this area, 
which needs to be counter balanced against patient access. 

We support the idea of a pharmacy licence being valid for 3 years as it decreases paperwork and 
cost. This will work if the ownership and profit structures are clear. 

 



 

18 April 2018 
Ministry of Health 
PO Box 5013 
Wellington 6140 
 
Please find attached the Sanofi response to the consultation on the Therapeutic Products 
Regulatory Scheme. 
 
Sanofi supplies a diverse range of prescription and OTC medicines, vaccines and devices as 
well as an extensive portfolio of vitamin and mineral supplements in New Zealand. These 
products deliver much needed treatment options that extend and improve people's lives and 
keep people healthy. Sanofi's products include treatments for pain, arthritis, diabetes, 
multiple sclerosis, cardiovascular and renal disease, cancer, rare diseases, influenza as well as 
a range of childhood and travel vaccines. 
 
Sanofi welcomes the opportunity to respond to the consultation and fully endorses the 
submission made on behalf of the industry by Medicines New Zealand (MNZ).   
 
Sanofi thanks you for the opportunity to provide feedback on this exposure draft. We are 
available to meet and discuss with officials to clarify any of the comments made in our 
submission. We welcome the opportunity to comment on any further revisions made to the 
bill and would also welcome the opportunity to present to the Health Select Committee on 
this matter. 
 
  

   
 
Alan Carter    Dr. Helen Critchley 
Country Manager              Country Regulatory Head Australia and New Zealand 
Sanofi New Zealand      
  
 
 

sanofi-aventis new zealand limited trading as SANOFI 
Level 8, 56 Cawley Street, Ellerslie, Auckland 1051, New Zealand;  P.O Box 12851, Penrose, Auckland 1642 

Tel: +64 (0) 9 580 1810 – Fax: +64 (0) 9 580 1811. www.sanofi.co.nz   
 

http://www.sanofi.co.nz/
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INTRODUCTION 

Sanofi provides a diverse range of prescription and OTC medicines, vaccines and devices as well 
as an extensive portfolio of vitamin and mineral supplements. These products deliver much 
needed treatment options that extend and improve people's lives and keep people healthy. Sanofi's 
products include treatments for pain, arthritis, diabetes, multiple sclerosis, cardiovascular and 
renal disease, cancer, rare diseases, influenza as well as a range of childhood and travel vaccines. 

Sanofi welcomes the opportunity to respond to the consultation on the Therapeutic Products 
Regulatory Scheme and fully endorses the submission made on behalf of the industry by 
Medicines New Zealand (MNZ).  On this basis Sanofi has not duplicated the detailed responses in 
the industry body submission, but has highlighted key elements in the relevant chapters that are of 
particular importance to the operation of our business in New Zealand. 

CHAPTER A – KEY FEATURES OF THE NEW REGULATORY SCHEME 

A1 Sanofi supports the general design of the regulatory scheme for therapeutic products. 

CHAPTER B CONTENT OF THE DRAFT BILL 

B1-B2 Sanofi agrees with the purpose and principles of the Bill and endorses MNZ comments on 
definitions and meanings set out in the draft Bill. 

Medicines play an important role in supporting the health care needs of New Zealanders, 
recognizing that an investment in a healthier population provides benefits in terms of an active 
workforce that contributes to the overall economic health of the nation. 

Any regulatory scheme should be ‘risk based’ taking into consideration the nature of the 
products/activities being regulated to ensure timely access to therapeutic products.  The range of 
product approval pathways should provide appropriate flexibility to reflect the different 
characteristics and risk profiles for different kinds of products. Transparency and fairness are key 
principles by which regulation should be administered and there should be checks and balances to 
ensure these principles are realized. The regulatory scheme will need to establish transparent 
target review timeframes and report the regulator’s performance to ensure they are kept 
accountable to making decisions in a timely manner.  

Cooperation with overseas regulators, compliance with international obligations, and alignment 
with international standards and practice is critical to avoid any unique New Zealand requirements 
that increase regulatory burden and act as barriers to access to new medicines. This is especially 
important recognizing the common supply chain between Australia and New Zealand, with many 
products sharing common packs.  The larger volumes required for the Australia market, reflecting 
the larger population size, facilitates local supply by reducing the overall cost of goods for the 
New Zealand market.   

In recognizing the small size of New Zealand on the global stage and the challenging environment 
with respect to availability of medicines, many innovative Sponsors do not consider New Zealand 
as a priority country in which to register medicines.  To facilitate timely access it is therefore 
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critical that the scheme allows reliance on overseas assessments that can accelerate the review and 
avoid duplication of effort.  The current abbreviated scheme in New Zealand is not fit for purpose 
and has not consistently delivered shorter evaluation times.  The Comparable Overseas regulator 
pathways implemented in Australia, based on acceptance of existing evaluation reports, provide a 
good benchmark for a regulatory model that delivers significantly shortened review timelines.  

B3-B12 Sanofi supports the overall approach to the proposed controls relating to the import and 
supply of medicines and devices and the inclusion of a category of Type-4 products to allow for 
future innovations to be incorporated into the scheme.  Relevant comments are included in the 
MNZ submission.  Defining the meaning of promotion versus education to enable differentiation 
is important in considering advertising controls. 

B13-17 Sanofi strongly agrees with the comments in the MNZ submission in relation to the 
practical issues raised with the proposed approach to major changes resulting in a new approval.  
A better lifecycle management approach is required and options in other jurisdictions such as 
Australia that are described in the industry association response should serve as a benchmark. 

The new scheme should ensure the post-approval framework is fully aligned with that in other 
jurisdictions, noting that the view of Medicines Australia is that the TGA should fully align with 
the EU approach for minor quality changes. The majority of Sponsors supplying medicines to 
New Zealand utilize common packs with Australia.  Acceptance of a common dataset is therefore 
critical to reduce unnecessary administrative burden that is not an effective use of industry and 
agency resources and impacts costs. 

Sanofi agrees with the approach to impose conditions of registration as well as the transparency 
principles based on the recommendations outlined in the MNZ submission.  Conditions of 
registration should extend to supporting early access to innovative medicines which offer 
significant benefit and where the clinical development program is still ongoing. 

In relation to data protection, we do not support the proposed 5 year period which we believe is 
inadequate and results in a lack of incentive for innovation in New Zealand compared to overseas 
jurisdictions.  NZ should align with international best practice for example in the EU where they 
have 8 years of data exclusivity + 2 years market exclusivity + 1 additional year of marketing 
exclusivity if a new indication is submitted within the 8 year protected period. 

This longer period of data protection contributes significantly to the investment in the 
development of new medicines in the EU. This benefit has been recognized by the New Zealand 
Government in extending the data protection for innovative trade name products from 5 to 10 
years in the Agricultural Compounds and Veterinary Medicines Act   

Data protection does not extend the duration of patent protection, it runs in parallel and improves 
the robustness of the intellectual property protection. This is particularly important for biologicals 
which comprise the majority of innovative medicines. 

In addition we believe that the proposed 5 year period of data protection, when compared to the 
majority of OECD countries, risks delays in submitting registration in order to align global expiry 
of data protection, with the potential to delay New Zealanders access to innovative medicines. 
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B18-B23 Sanofi fully endorses all the MNZ comments in relation to licences and permits.  In 
particular there should be no unintended consequences such as delays to initiating clinical trials 
based on any changes to arrangements for clinical trial licences issued under the new scheme. 

B24-B31 Sanofi recognizes the need for a regulator to perform monitoring, however this should 
be at a level proportionate to risk and ensure that regulatory burden is minimised when overseas 
information can be used to provide the necessary reassurance, such as inspections of GMP and 
GVP. Avoiding duplication of effort should be a primary operating principle and support 
operational efficiencies in terms of time and cost to perform activities.  Sanofi supports all of the 
MNZ comments in relation to penalties for enforcement of undertakings and the need to further 
understand the rationale for the proposed penalty amounts. 

B32-B37 Sanofi supports the described administrative arrangements in relation to cost recovery 
subject to delivery of an acceptable regulatory performance framework that provides a predictable 
service level for the fees charged.  In addition whilst it is agreed that a principle based Bill is a 
suitable regulatory framework that allows flexibility to adapt to change for the future, the lack of 
detailed information is a barrier to the provision of feedback that will capture all concerns when 
further details are revealed.  Sanofi would strongly recommend the adoption of a co-design 
principle for ongoing development of the scheme, so that there is an opportunity to fully explore 
and develop options that support a fit for purpose scheme that will benefit the New Zealand 
community over the long term horizon. 

CHAPTER C WHAT THE NEW SCHEME WOULD MEAN FOR DIFFERENT SECTORS AND 
HEALTH PRACTITIONER GROUPS 

C1-C5 Sanofi endorses the MNZ response in relation to the classification and categorization of 
medicines and transition arrangements for existing products and applications.  In particular the 
transition phase should not add additional regulatory burden for Sponsors or the agency that will 
result in delays in application processing.  Alignment with Australia/EU in relation to any aspects 
of risk management is key,  to ensure there are no additional hurdles for access to medicines in 
NZ compared to other jurisdications. 

C6 Sanofi supports the new hawker licence scheme as an improvement in simplifying the 
administrative processes of the scheme. 

C16-18 Sanofi supports all of the MNZ comments in relation to clinical trials and personal 
importation of medicines and re-iterates that the new scheme should provide an efficient process 
that accelerates clinical study start up.  This will support NZ attract investment in clinical research 
that is of benefit to the whole community.   

C52-53 Sanofi strongly supports the retention of DTCA for prescription medicines and refers to 
the detailed submission by MNZ on this aspect. 

New Zealand regulation of prescription medicine advertising is rigorous with independent 
assessment for compliance with laws, regulations and industry codes by TAPS (Therapeutic 
Advertising Pre-vetting Service). There is no evidence that changes to current DTCA 
requirements are necessary. 
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• The system has proven to work well for decades, continues to work and the vast majority of 
New Zealanders are NOT calling for change. The limited number of complaints validate that 
the current scheme is operating appropriately 

• Under the proposed principles of the new scheme regulation should be proportionate to risks.  
Potential risks of DTCA have been raised in relation to patients pressuring doctors to prescribe 
which may lead to inappropriate use of medicines. There is scant proof that DTCA leads to 
patients pressuring doctors. There is significant evidence that the unregulated environment on 
the internet is a much more utilised resource of information which influences patient 
behaviour. Information on the internet can be misleading and inaccurate and may be 
inappropriate for patients in New Zealand where the conditions of registration may differ from 
other jurisdictions.  

• Accurate pre-vetted information on medicines aids health literacy by helping patients open 
conversations with their health professionals over symptoms and disease states that allows the 
optimal medical intervention for an individual patient to be recommended  

SUMMARY 

Sanofi is supportive of the purpose and principles outlined in the consultation, recognizing that 
the major impact of the scheme will be dependent on the details in the regulations that will define 
the operational aspects.  In addition, the absence of a decision on how the agency will operate in 
terms of retaining it as part of the Ministry of Health or establishing a separate Crown entity has 
the potential to impact the day to day operations. 

Sanofi thanks you for the opportunity to provide feedback on this exposure draft. We are available 
to meet and discuss with officials to clarify any of the comments made in our submission. We 
welcome the opportunity to comment on any further revisions made to the bill and would also 
welcome the opportunity to present to the Health Select Committee on this matter.  
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Submissions for Therapeutics Product Bill: 
 
S.140 question B21 
Licences for non-compounding pharmacies. I have concerns about the support of young pharmacists 
should this change occur. We already have enough problems with pharmacies unable to 
compound  certain medications due to their lack of supplies (and in some cases refusing due to 
inexperience) and customers do not like being sent away with only half their prescription when they 
were not informed upfront they could not get it all. While it is obvious this is an ethical breach and if 
repeated offences could be dealt with under HPCA, would this potentially allow more pharmacies to 
“opt out’ of compounding and as a flow on reduce the availability of galenicals to compound due to 
reduce sales by suppliers. 
 
While I can see the logic of the proposal given many pharmacies are not compounding much large 
quantities but, I would like to consider the scope of practice for pharmacists working in a non-
compounding pharmacy especially as many of these pharmacies have a sole charge pharmacist and 
most likely a young pharmacist at that. How do we cope if an intern is placed within a non-
compounding pharmacy as is therefore not able to complete their assessments? 
When they decide to move pharmacies and if that move is to a fully compounding pharmacy what 
are the implications with regard to starting to compound again if they have minimal experience in 
doing so. I'm sure every situation will be different given the pharmacists previous experience. 
My big concern is that the monitoring of this will potentially lead to yet another increase in APC 
costs if this responsibility falls to Council to monitor the ability to compound.  
 
Would there also be responsibility/contractual or licensing obligations for non-compounding 
pharmacies to not "prescription shop' and explain BEFORE dispensing any items on the script that 
they were unable to compound and ensure customers weren't sent away without knowledge of 
which pharmacies could compound - maintain an up to date list of what pharmacies offer what 
services that is publicly AND easily accessible?  
 
Compounding is something very unique and special to the pharmacy profession and a skill our 
communities expect us to be able to do. It’s a skill that allows us to medicate children and babies 
with severe and distressing illnesses and ensure patients have tailor made creams for skin conditions 
when no commercial preparations are available. It would be a shame if this skill, we spend a lot of 
time training for, is lost to a large proportion of our profession and I think the implementation of this 
needs to be managed thoughtfully with some quite clear regulations and rules. One of our ethical 
requirements is to support and mentor our future pharmacists and I feel they may be the ones who 
lose this knowledge if there were more and more pharmacies who choose not to compound.   
 
 
 
 
 
 
 
 
 
 
 
 
 
Ownership: Chapter 6 Question C22 



 
Option 1 –strengthen accountability through pharmacist ownership and effective control BUT 
In the case of potential ownership by an iwi or Māori trust with licence requirements targeted at 
pharmacist control of quality systems and practices within the pharmacy as an exception to the rule.  
 
At the pharmacy forum you asked us to think about how pharmacy will work in 30 years-time.  
 
In the last few years we have seen incredible developments within Māori health, especially with 
development of Māori health centres and this is the time to honour treaty obligations and set a 
system in place where this is achievable.  
He Korowai Oranga clearly states the overall aim is healthy futures for Māori. The following 
pathways to achieve Whānau, hapū, iwi and community development, Māori participation, effective 
service delivery and working across sectors are also the cornerstones of the way community 
pharmacy operates, especially in rural areas where access to services is so limited.  
I can see licensing opportunities for say a large central Māori led health provider being able to obtain 
a licence, with a clear governance and accountability structure regarding the running of the 
pharmacy service, where they could employ a pharmacist to either manage a pharmacy as a 
separate business, or a remote service / pharmacy and health clinic for rural areas.  There are health 
centres who have mobile Māori Nurses attached to their practice and it’s clear from the drafting of 
The Bill that having mobile pharmacists would be consistent with The Bills intentions. 
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18 April 2019 

 

Ministry of Health 

By email: therapeuticproducts@moh.govt.nz 

 

 
Dear Sir / Madam 
 
Therapeutic Products Bill Exposure Draft and Proposed Regulatory Scheme 
 
The Royal Australasian College of Surgeons (RACS) wishes to provide feedback on the above consultation. RACS is 
the leading advocate for surgical standards, professionalism and surgical education in New Zealand and Australia; and 
represents more than 7000 surgeons and 1300 surgical trainees across both countries. 
 
Therapeutic products are at the core of surgeons’ care of our patients, whether it is inserting grommets into a child’s 
ears so she or he can hear properly, prescribing medication to help someone recover after having their appendix 
removed, or performing an instrumented spinal fusion for idiopathic adolescent scoliosis. Ensuring that all the products 
we use meet acceptable safety, quality and efficacy or performance requirements across their lifecycle – the stated aim 
of the proposed Bill – is one we fully support. 
 
We also support the move to a principles-based legislative framework and the creation of a new and comprehensive 
regulatory system that brings New Zealand into line with international best practice.  
 
Our comments and concerns about specific features of the proposed Bill are outlined below.  
 
Proposed regulatory scheme 
RACS believes the new regulatory scheme, established in the proposed Bill, will bring New Zealand into step with most 
other developed countries especially in relation to the regulation of cell and tissue products, medical devices and 
radioactive medicines that are currently largely unregulated here. These significant gaps in product coverage reflect the 
age of the current Medicines Act; in the more than 40 years since it was developed the range and diversity of therapeutic 
products has grown enormously. We particularly welcome the details of the proposed Bill taking the form of regulatory 
requirements which can be updated considerably more quickly than legislation. We agree with the Ministry of Health 
that therapeutic products and the settings in which they are used evolve quickly and it is imperative for regulations to be 
amended to keep pace with these changes.  
 
RACS supports the proposed categorisation of therapeutic products into medicines, active ingredients of medicines, 
medical devices and “type-4” products. We support the objectives of the proposed Bill to provide regulation that is 
efficient and cost-effective, flexible, durable, up to date and easy to use, that ensures high-quality robust and accountable 
decision making. However, we would like further information on what is envisaged by the stated objective for the 
proposed regulatory scheme, to ‘support New Zealand’s trade and economic objectives’. We would be extremely 
concerned if, for example, trade and economic considerations took priority over, or undermined in some way, the 
proposed regulatory scheme’s objectives of ensuring safety, quality and efficacy or performance of medicines and 
devices.  
 
Exclusion of natural health products 
RACS supports separate legislation for the regulation of natural health products. We are mindful of the fact that efforts 
to achieve new natural health products legislation have been going on for more than 20 years. The international market 

mailto:therapeuticproducts@moh.govt.nz


 

 
2 

 

 

for natural health products has grown phenomenally, along with the number of manufacturers. A lack of effective 
regulation has resulted in a dearth of information on any problems that may be associated with the use of natural health 
products in New Zealand; and there has been no provision for testing of natural health products or reporting of adverse 
events. We would urge Parliament to rectify this situation and make regulation of natural health products an important 
priority. 
 
Pre-market controls on therapeutic products 
RACS strongly supports more stringent regulation of therapeutic products, especially medical devices, cell and tissue 
products and radioactive medicines to ensure that the quality, safety and efficacy of products have been satisfactorily 
established, and whether the likely benefits of products outweigh the likely risks associated with it. 
 
We note that the intention of the proposed regulatory scheme is to apply the full range of pre-and post-market controls 
for medical devices in accordance with the risk-based model developed initially by the Global Harmonisation Taskforce 
and continued and maintained by the International Medical Device Regulators Forum. RACS supports this initiative and 
considers it will bring New Zealand into step with international best practice.  
 
We hope that a risk-based approach would alleviate concerns that some of our surgeons have expressed about, for 
example, controls for products that have been approved and gone to market elsewhere. We believe it would be a 
substantial waste of time and money to apply the same controls to these products as would be applied to products that 
have either been developed and manufactured in New Zealand or have not received majority approval elsewhere. 
 
RACS notes and supports the flexibility that the proposed new scheme would give the regulator to establish a range of 
pathways to approve products. These pathways 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. We support the ability of the proposed scheme to modify factors such as data 
requirements, time for regulatory approval and fee structure to suit different circumstances. 
 
Enhanced post-market surveillance and monitoring of therapeutic products 
RACS strongly supports the provision in the new regulatory scheme for 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. Again, this brings New Zealand into line with current international best practice. 
 
We note and support the legal obligations that product sponsors would have in the new scheme 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 legislation.  
 
RACS supports the provision in the proposed Bill for continued and potentially enhanced pharmacovigilance activities 
to be carried out by the regulator. The current regulator, Medsafe, runs and oversees important initiatives such as a 
spontaneous reporting scheme for adverse events, an early warning scheme and a publicly accessible database of 
suspected adverse reactions. We note and support the provision in the proposed regulatory scheme of the establishment 
of a committee to give expert advice on pharmacovigilance matters. 
 
As well as the regulator having the responsibility for pharmacovigilance activities RACS would like the regulator to also 
have oversight of, and provide expert advice on, medical device registries. 
 
Licensing of clinical trials 
RACS notes that under the new regulatory scheme in the proposed Bill, conducting a clinical trial of a therapeutic product 
would be a controlled activity requiring an authorisation. 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. 
 
This would mean that for the first time in New Zealand, medical device and cell and tissue researchers would 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. We support this approach which aligns with 
Organisation for Economic Co-operation and Development advice on the governance of clinical trials for medicinal 
products. 
 
We also strongly support the risk-based approach to licensing, provided for in the proposed Bill, which would require greater 
scrutiny being given to applications to trial novel products being used for the first time in humans and high-risk products 
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than, for example, 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. The risk-based approach must 
ensure that the process for trialling low-risk products, or those that have been approved elsewhere, is as straight forward 
as possible to avoid unnecessary and potentially burdensome paperwork and monetary costs. 
 
We believe there needs to be a distinction between new products entering trials from industry and those introduced from 
academic programmes within universities and institutions that have involved early feasibility work. In the case of the 
latter, we would be opposed to the trials having to duplicate work that has already been done as part of a university or 
institutional programme. There also needs to be sufficient flexibility to allow approval of multinational trials that have 
already gained approval elsewhere in other jurisdictions. 
 
We note that 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 Organisation’s International Clinical Trials Registry Platform. 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. We support these requirements 
and would urge those charged with developing such systems to ensure they are efficient, easy to maintain and are up 
to date. 
 
We note and accept that the regulator could 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. 
 
Advertising 
RACS strongly opposes the continuation of direct-to consumer advertising (DTCA) in the proposed Bill and urge 
Parliament to prohibit this activity in New Zealand. 
 
We consider that the commercially driven intent of DTCA results in advertisements that are likely to be biased in favour 
of benefits rather than potential risks, results in unnecessary prescriptions, adverse effects and increased taxpayer costs 
through increased demand for expensive branded medicines over cheaper effective alternatives.  
 
Several studies have found evidence that consumer and prescriber behaviours alter in response to advertising of 
therapeutic products.1 Prompted by such advertising, people are more likely to go to practitioners to discuss and request 
advertised medicines, with prescriptions for those medicines increasing.  
 
Findings of research undertaken in late 2013 by University of Otago marketing and pharmacy post graduate students, 
suggest that DTCA affects the most ‘at-risk’ individuals (ie. those with poorer self-reported health status, older, less 
educated, lower income and ethnic minorities), who base their decisions on their attitudes, who are motivated to 
consume and who rely on the internet for medical information.2 The findings raise significant concerns regarding the 
ethics of 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. The development of this proposed Bill provides an opportunity to end this practice 
and bring New Zealand into step with the rest of the world. 
 
Supply of pharmacy only medicines by registered health practitioners and their staff 

                                                      

1 Becker S, Midoun, M, (2016) Effects of Direct-To-Consumer Advertising on Patient Prescription Requests and Physician 

Prescribing: A Systematic Review of Psychiatry-Relevant Studies. Journal of Clinical Psychiatry No:77(10) e1293–e1300   Gellad, 

Z, Lyles, K (2007) Direct-to-Consumer Advertising of Pharmaceuticals. American Journal of Medicine No:120(6): 475-480  

 

2 Khalil Zadeh N, Robertson K, Green JA, ‘At-risk’ individuals’ responses to direct to consumer advertising of prescription drugs: a 

nationally representative cross-sectional study. BMJ Open 2017; 7:e17865.doi:10.1136/bmjopen-2017-017865 
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We note the proposed Bill would essentially broaden access to pharmacy medicines by allowing their supply by staff of 
a registered health practitioner if they are under the supervision of that practitioner. Currently health practitioners can 
administer these types of medicines, but not supply them to patients for follow-up care. We accept that the rationale 
given by the Government for proposing they be allowed to supply is 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. 
 
We support the condition that 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’s staff would 
only be able to supply devices and pharmacy medicines for the treatment of conditions affecting the feet and lower limbs.  
We support the ability, provided in the proposed Bill, for registered health practitioners and staff who are directly under 
their supervision, to supply pharmacy medicines to patients they are currently treating. However, there would need to 
be regulatory requirements around certain classes of medicines such as narcotics, and around the storage of such 
medicines in a health practitioner’s possession. It would also be important for the patient to be advised if this option 
incurred additional costs and there needs to be provision for any conflicts of interest on the health practitioner’s part to 
be managed appropriately. 
 
We believe there must not be any elements of compulsion in this provision; if registered health practitioners want to be 
able to supply pharmacy only medicines to their patients and are comfortable with what this involves, we support this. 
However, those health practitioners who do not want to take on the added responsibility or risk of supplying pharmacy 
only medicines should not be made to feel they have to.  
 
Importation of medical devices for personal use 
We note the proposed Bill would allow a person or carer to bring in medical devices from overseas for their own use by 
bringing the devices with them or ordering online. 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. We believe there needs to 
be greater clarity around this and would like more information about what kinds of devices are considered likely to cause 
concern and how the regulations prohibiting the personal import of such devices would be put in place. 
 
RACS supports the regulation of importation for personal use, by persons or carers, of medical devices that can be 
implanted in the body. Importation of such devices would need to be authorised by a registered health practitioner and 
subject to appropriate licensing and only for non-prohibited items.  
 
Authority for veterinarians to use human therapeutic products 
RACS notes and supports the authority given in the proposed Bill to veterinarians and veterinary staff to use human 
therapeutic products as part of their practice. We accept the stated rationale that while the proposed 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.  
 
A therapeutic product could be considered as no longer a therapeutic product once it enters the animal supply chain. 
However, RACS accepts that the therapeutic products regulator still needs some level of oversight to manage the risk 
of diversion back into the human supply chain. Therefore, rather than declare these products to be not therapeutic 
products at the stage where they enter the animal supply chain, the intention of the proposed Bill, as is the case under 
the current scheme, is to continue to cover them under the therapeutic products scheme. 
 
RACS supports the proposed Bill’s continued provision to veterinarians of the same authorisations as they hold under 
the Medicines Act 1981 (s 66). That is, they would continue to be able to supply all categories of medicines, prescribe 
and administer prescription medicines, and dispense medicines as dictated by their scope of practice. 
 
The form the regulator should take 
We note that under the current Medicines Act, regulatory and associated administrative powers are held by the Minister 
of Health and the Director-General of Health. We support the intention, as outlined in the proposed Bill, for the regulator 
to hold such accountability and powers, independent of the Minister of Health.  
 
We note that a decision on the form of the regulator has not yet been made. RACS supports a new entity being developed 
to administer the new regulatory scheme, so long as the costs associated with this are not excessive. 
 
Charging of fees by the regulator 



 

 
5 

 

 

We note that the proposed Bill would enable the regulator to charge fees to cover any costs not covered by government 
funding. It is expected that a large proportion of the costs is likely to be recovered through industry fees or charges. 
RACS opposes the concept of charging fees to individual health practitioners. We support the charging of fees to industry 
for licensing and the like. We look forward to further discussion and consultation during the development of the 
regulations that would set out cost recovery details. 
 
Range of tools available to the regulator 
RACS supports the provision, in the proposed Bill, of a wider range of tools to the regulator to encourage compliance 
and deal with serious offending, which would enable more appropriate and timely responses when non-compliance 
occurs.  
 
We believe that the current regulator, Medsafe, the business unit of the Ministry of Health that administers the Medicines 
Act 1981, has an inadequate range of responses available when breaches or issues occur and many of these have 
protracted timelines. 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. RACS feels that this level of penalty is too low 
to act as a deterrent to further breaches. 
 
 
We hope you find our comments helpful and we would like to be kept informed of progress with this legislation. 
 
 
Yours sincerely 
 
 

    
Nicola Hill FRACS 
Chair, New Zealand National Board 
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Therapeutic products bill – response 

 

The focus of this submission is on in-vitro diagnostic medical devices. 

I am a specialist Chemical and Genetic Pathologist employed at Canterbury Health Laboratories, 
Canterbury District Health Board. Canterbury Health Laboratories is a tertiary level laboratory 
servicing Christchurch Hospital and the Canterbury district providing general and specialist testing. 
Our portfolio of tests is extensive and for many of the specialist tests we provide a service for New 
Zealand – receiving samples from every other laboratory, public and private, in the country. Much of 
this specialist testing is performed by “in-house” developed tests. The number of “in-house” 
developed tests number several hundred across the disciplines of Chemical Pathology and Genetic 
Pathology for which I am responsible. This testing is critical to the provision of safe and high quality 
healthcare. Such “in-house” designed testing would come under the definition of and in-vitro 
diagnostic medical device in the new legislation. Canterbury Health Laboratories is accredited by 
IANZ to the International Standard ISO 15189:2012, which provides a quality framework under which 
testing is performed. We are audited against this standard annually. Under this framework all tests 
require validation prior to commissioning and on-going performance monitoring though internal 
quality control and external quality assurance, and there is a culture of continual quality 
improvement. This is the context in which I make this submission, however the views expressed are 
my own – a separate submissions have been made by the DHB. 

I acceptance of the need to protect personal and community health by ensuring that therapeutic 
products are safe, of adequate quality, and efficacy through their lifecycle. And that this may be 
achieved through controls on the manufacture, import, promotion, supply and administration or use 
of such therapeutic products.  

For in-vitro diagnostic devices and considering the setting of an accredited specialised diagnostic 
laboratory, it is not clear at this stage how and to what extent this bill will affect our activity. In this 
setting there is heavy reliance on “in-house” developed diagnostic tests, and within Canterbury 
Health Laboratories this would run to several hundred tests. Such tests may be developed for a 
variety of reasons including no commercially available method, the available commercial methods 
do not have the required performance – an “in-house” developed test may have enhanced analytical 
specificity or analytical sensitivity, or for matters of cost and workflow considerations. 

The lack of commercial test availability may arise because the test is for a rare condition – some 
tests are developed for individual patient conditions, this may include genetic testing for prenatal or 
preimplantation genetic diagnostics, assessment of rare BCR-ABL transcripts in leukaemia; or 
because of rapid developments in the field, such as emerging infections like SARs, MERs, Ebola and 
pandemic influenza. Alternatively a test may be optimised locally and thus qualify as an “in-house” 
test this is common practice for immune-histochemical stains in anatomic pathology. As indicated 
above an “in-house“ method may be chosen to provide enhanced analytical sensitivity or specificity, 
the extensive use of mass-spectrometry in the diagnostic medical laboratory is an example. This 
testing modality provides improved performance characteristics over many commercial 
immunoassays particularly in the realm of small molecules – e.g. therapeutic drug testing, and 
peptides. 

Tests developed in such circumstances must be developed in a clinically relevant timescale and 
therefore the validation may not be equivalent to that of a commercial test. None the less, these 
tests are needed and provide benefit. Imposing over-rigorous and onerous constraints on the 
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development and deployment of such tests would pose a significant restriction on specialised 
diagnostic laboratories and be detrimental to the quality and scope of the diagnostic services 
available in New Zealand. A balance between ensuring safety and allowing innovation needs to be 
established. 

It is important to point out these “in-house” tests are performed in the setting of an accredited 
specialised diagnostic laboratories. These laboratories are staffed by experienced registered medical 
laboratory scientists and Pathologists, and testing is developed and performed under the umbrella 
of an established quality management system. Diagnostic medical laboratories are accredited by 
IANZ to the international standard for medical laboratory testing (ISO 15189:2012). This provides a 
framework for the validation, and ongoing monitoring of all activities undertaken in this setting. It is 
also part of the professional training of pathologists to consider the analytical validity, clinical 
validity, clinical utility and social, ethical and legal aspects of any testing undertaken. Reporting of 
results from such tests is provided under the direction of the Pathologist, who has a good 
understanding of the limitations of the testing provided and correct interpretation of the result 
provided as it pertains to the clinical situation. To this end testing, undertaken in an accredited 
medical diagnostic laboratory is already under monitoring and presents a relatively low risk. This 
level of monitoring applies to both commercially supplied test which would still undergo local 
verification and monitoring of performance as well as “in-house” developed tests. 

 

Requested feedback at this stage is directed towards the broad definitions and overarching process 
encompassed by the bill – however, it is difficult to be clear how the bill will affect laboratory activity 
without knowledge of how it will be applied and it is appreciated this comes in the regulations, rules 
and notices which have not been articulated. The only guidance, thus far available, is a document 
circulated from the National Pathology Round Table (attached) which indicates that “health 
institution laboratories” (yet to be defined) would be authorised to manufacture “in-house” IVDs if 
the laboratory was accredited by IANZ (or another recognised accreditation body). Such a stance 
would be welcomed – however details on how this would operate still need to be clarified. Other 
details which will need to be clarified include the introduction of new “in-house” tests between IANZ 
accreditation visits, what constitutes acceptable on-going monitoring and performance, and the 
responsibilities of IANZ to the regulator. 

 

An important consideration in bringing this legislation is any unintended consequence – this may 
include reduction in choice and additional cost. By virtue of the size of the population, New Zealand 
is a small market and thus any regulation must consider the cost, time and effort required by a 
manufacturer or supplier to gain access to the New Zealand market, if this is perceived to be 
excessive compared to the possible gain, then manufacturers may simply choose not to supply 
products to this market. Also as this legislation is being introduced on a cost recovery model it is 
inevitable additional costs will be passed on to the customer or end user, the health sector is already 
a resource constrained area. For testing performed with an accredited facility I reiterate that all 
these tests are validated prior to being commissioned, are monitored and subject to continuous 
quality improvement. As such any failure of quality by the manufacturer is already being identified 
and thus the gain or reduction of risk will be minimal. 
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Near patient or point-of-care tests may be performed by non-laboratory trained personnel unused 
to performing these tests and thinking critically about the veracity of the produced result. This may 
be in an outpatient or ward environment in a hospital, a community pharmacy or General Practice, a 
rural hospital setting or by the patient themselves. These tests may not by under the supervision or 
control of a laboratory service in some or all of these settings and typically results are acted on 
immediately upon receipt.  Staff outside of pathology laboratories are less likely to question the 
veracity of the produced result. This type of testing whilst providing benefit in terms of time to 
result, may have lower analytical performance and thus pose an increased risk of error for pre-
analytical, analytical and post analytical factors. It is certainly encouraging that this type of device 
comes under greater regulation with regard to its manufacture, and supply to help minimise any risk 
associated with its use.   

 

Direct-to-consumer testing is unregulated at present, this is an area of concern and it is not clear if 
this legislation will address this issue. Much of this testing has no or limited clinical utility, and often 
is directed at vulnerable individuals. Advertising for such services often make claims which are 
unsubstantiated. Reiterating the NZMA position statement on direct to consumer testing this testing 
is wasteful, can result in serious harm to patients and will add to the workload of health 
practitioners, blurs the boundaries of clinical responsibility and exacerbates fragmentation of care. 
This is an opportunity to at least restrict promotion of these activities and preferably to prevent such 
testing and protect the public from the significant risk this activity poses.  

 



From: Georgina Langdale <georgina@archeus.co.nz> 
To: therapeuticproducts@moh.govt.nz,  
Date: 18/04/2019 04:08 p.m. 
Subject: Re: Therapeutic Products Bill consultation update 
 
 
 

SUBMISSION: 
However, a product that would otherwise be a therapeutic product under sub-section (1)(a) is not a 
therapeutic product if it is a natural health product.[Note for consultation draft: The government is 
considering options for the regulation of natural health products and intends to exclude them from the 
Bill. However, the definition of natural health product and the exact mechanism by which they will be 
excluded from the Bill are yet to be determined. Exclusion from the definition of therapeutic product, 
as provided by subsection (3), is one of the options being considered.]’    
  
Thie text above feels like you are including Natural Products by stealth. This smacks of classic 
Brexit tactics of present people with a question but without any clarification of the scope and 
impact of the plan. I do not think it is ethical for you to proceed with this bill without first 
determining the definitions and mechanisms of exclusion. At this stage it looks as if natural 
health products are, by default, included. 
I do not support this as it is leaving those most impacted by the bill almost completely in the 
dark. 
 
Georgina Langdale 
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Introduction 
Baxter Healthcare Limited (Baxter) is grateful for the engagement from the MoH and the 
opportunity to feedback on the Therapeutic Products Bill (Bill) intended to replace the Medicines Act 
1981. 

Baxter Healthcare sees the proposed Bill as an important document for the medical industry, 
government, the healthcare sector and the people of New Zealand.   

While we suggest that parts of the Bill require clarification and that it is difficult to assess some 
provisions without having draft regulations to review, we hope that our feedback will support the 
need for consultation in order to achieve further clarity. 
As a member of the Medical Technology Association of New Zealand (MTANZ), Baxter would like to 
acknowledge and support the MTANZ’s submission in relation to the regulation of medical devices. 

 

Response to the Therapeutic Products Bill 

April 2019 
 

Chapter A: Key features of the new regulatory scheme 

A1 Do you support the general design of the new regulatory scheme for therapeutic products?  

2 Partially support 

Baxter has comments and queries in relation to Part 2: Interpretations, specifically around 
definitions and Part 5: Licences and Permits in relation to licensing of Aseptic Compounding as 
detailed in subsequent sections below, recognising that additional detail is yet to come in the 
subordinate Regulations and Rules. 

Level A1 offences require “willfulness” and level A2 offences require “recklessness” but there is not 
yet a definition of either term and so the offence provisions are difficult to assess at this stage.  This 
is significant given that the sanctions are large (including imprisonment for A1 offences) 
 
 

Chapter B: Content of the draft bill 

Part 2: Interpretation  
B2 Please provide any comments on the definitions or meanings set out in the draft Bill (ss 14–50).  

We believe the definition of Compounding is not entirely clear nor adequate.  It is defined as being 
part of Manufacturing which is considered a Controlled Activity requiring Authorisation (licence) but 
it is unclear how these definitions correlate with requirements for licences i.e. what will be allowed 
under Pharmacy Licence vs where will Manufacturing licence be required. 

Further, there seems to be some conflict between different definitions: 



28. (3) “Compounding a medicine is part of manufacturing”  

32. C “Compounding or dispensing a medicine is part of manufacturing the medicine”  

Baxter propose a distinction be made between aseptic and non-aseptic compounding, based on the 
difference in criticality (and therefore controls required) over these different types of this activity. 

Furthermore, Baxter is concerned about the following clause: 

28. (1) Meaning of compounding; “…. To product a permitted quantity of the medicine ready to 
supply to a particular identified patient in response to a request for that supply” 

Baxter compounds a range of medicines which are not always for an identified patient at the time of 
compounding.  They may instead be standard solutions formulated in line with standard dosing 
protocols which are then supplied to more than one customer upon receipt of an order/prescription 
for that formulation.  

28, (2) The concept of a “Permitted Quantity” is of great interest, especially for aseptically 
compounded products.  It is noted per Schedule 3, 2 (1) Maximum Compoundable quantities is to be 
defined in Rules. 

We are also not clear on whether/how the definitions of wholesale supply vs non-wholesale supply 
apply to supply of aseptically compounded product where product may be supplied to healthcare 
institutions (both public and private) and directly to patients, under the care of a prescribing 
healthcare intuition/practitioner.   

Baxter would like to highlight the definition of Compounding published by the Australian 
Therapeutic Goods Administration in the guidance document “Compounded medicines and good 
manufacturing practice (GMP), Guide to the interpretation of the PIC/S guide to GMP for 
compounded medicinal products” version 1.0, May 2017 which we find a useful definition: 

The preparation, mixing, assembling, altering, packaging, and labelling of a medicines, medicine-
delivery device or device in accordance with a doctor’s prescription, or initiative based on the 
doctor/patient/pharmacist/compounder relationship in the course of professional practice. 
Compounding includes the following: 

• Preparation of medicines or devices in anticipation of prescription medicine orders 
based on routine, regularly observed prescribing patterns 

 

Part 3: Dealing with therapeutic products  
 
B5 Please provide any comments on the authorisations for pharmacists (ss 57–59).  
 
Per comments under B2, it is unclear whether/when a pharmacy licence is required for (aseptic) 
compounding 

59 (2) …a pharmacist may take a step in the manufacture of a medicine…. 

 
B7 Please provide any comments on the authorisations for health practitioners (ss 61–64).  
 
Per comments under B2, it is unclear whether/when a health practitioner may carry on a controlled 
activity such as compounding (62) 



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

As per comments above under part 2 
 
  
Part 4: Product approval  
B13 Please provide any comments on the sections covering product approval requirements (ss 94–
104).  

There is a significant amount of information still required. 

Will different products incur different price points? What accountability will there be to ensure 
deadlines are met in registration approval? 

 

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).  
 
Further to comments under B2, it is unclear from the draft Bill what licensing applies to 
Compounding activities – whether Licence to Manufacture or Pharmacy licence. 
 
123 - Does this allow for specific licencing category for aseptic compounding in Rule/Regulation? 
 
126/section 14 Definition of Pharmacy Licence – unclear what scope allowed for (aseptic) 
compounding 
 
Part 6: Regulator  
B25 Please provide any comments on the regulator’s investigative powers (ss 183–196).  

Subpart 2 “Investigative Powers” gives the regulators broad powers but it seems that there are no 
threshold requirements which ensure that the powers are only exercised where it is reasonable and 
necessary to do so. 
 
185 Regulator may require information 

Section 185 gives the Regulator the power to ask a sponsor for any documents and information 
about a product but there is no requirement on the Regulator to first establish that there is good 
reason to make this request (e.g. that an offence is likely to have occurred).  This could potentially be 
used to request thousands of documents. There does not seen to have been consideration of the 
significant impact that an investigation can have on the operation of a business. 

Section 185 also does not contain any check to ensure that the time frame for supply of information 
is reasonable. 
 
 
 
 
 



186 Testing of samples for investigative purposes 

Section 186 gives the Regulator the power to require that samples of a product are tested but there 
is no requirement on the Regulator to first establish that there is good reason to make this request 
(e.g. that an offence is likely to have occurred). 

189 Entry and inspection without warrant 

In section 189, which allows the Regulator to enter and inspect premises without a warrant, there 
does not seem to be any requirement on the Regulator to first establish that there is good reason to 
exercise this power (e.g. that an offence is likely to have occurred).   

192 Power to require things to be held unaltered 

 There are similar concerns in relation to section 192. 
 
B28 Please provide any comments on the administrative matters relating to the regulator (ss 205–
222).  
 
How will the regulatory body be set up? We need more clarification of the operational function the 
Regulator will have, regarding funding and associated and ongoing costs to industry. 

207 Regulator may rely on recognised authorities 

Section 207 provides that, in making a decision under the Act, the Regulator may rely on information 
received from a “recognized authority” but there is no guidance on who the “recognized authorities” 
might be.  As a result, it is difficult to comment on this provision, and related provisions, at this 
stage. 
 

Chapter C: What the new scheme would mean for different sectors and health 
practitioner groups 
C14 Please provide any comments on the transition arrangements for product approval controls for 
medical devices.  
 

Please provide a clearer outline of what will be involved to establish resource requirement for 
transitioning existing products in the market to the new scheme as a 6 months’ transition period is 
extremely short. 

What will the transition process look like for existing products in the market and timeframe? Will 
data on WAND be transferred across? Is there a cost associated to registering existing products in 
the market?  
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Introduction 
 
 
The Royal Australasian College of Physicians (RACP) welcomes the opportunity to submit feedback 
on the Therapeutic Products Bill 2019 (the Bill), as part of an initial sector consultation prior to be Bill 
being introduced in the House of Representatives.   
  
The RACP works across more than 40 medical specialties to educate, innovate and advocate for 
excellence in health and medical care. Working with our senior members, the RACP trains the next 
generation of specialists, while playing a lead role in developing world best practice models of care. 
We also draw on the skills of our members, to develop policies that promote a healthier society. By 
working together, our members advance the interest of our profession, our patients and the broader 
community. 
 
This Bill is of great significance to the health sector. It will have an ongoing impact on professional 
and clinical practice; patient interactions with the health sector in institution and community settings; 
and frame our approach as to how innovative products and devices are regulated in the future. The 
need for this legislation is increasingly underscored as health and other sectors grapple with new 
research and development, and rapid technological change including artificial intelligence, machine 
learning and precision medicine.  
 
 
Chapter A: Key features of the new regulatory scheme 
 

The Bill is a complex and lengthy piece of legislation, necessitated by the range of Therapeutic 
Products (TPs) it covers, and the complex landscape of medicines regulation. The Bill includes all 
categories of medicine, active medical ingredients (AMIs), medical devices and type-4 products – a 
category designed to future-proof legislation in the eventuation of novel TPs that are not adequately 
covered by the other existing categories.  
 
Q A1. Do you support the general design of the new regulatory scheme for therapeutic 
products? 
 
We are in general support of the Therapeutic Products Bill, which when implemented will replace the 
Medicines Act 1981. The RACP recognises the health care landscape and TP research and 
development sector has undergone enormous change in the time since the Medicines Act was 
passed. We believe the regulatory scheme as set out in the Bill does require additional review and 
amendment, particularly around direct-to-consumer advertising and off-label prescribing. 
 
Other aspects of the Bill we are in agreement with are 

• The inclusion of medical devices 

• The Type-4 products category and recognition of future-proofing legislation 

• The ability to recognise other jurisdictions’ product approvals  
 
Our concerns are around the following aspects of the Bill 

• The emphasis in the Bill on products and how these will enter the market, rather than 
positioning these aspects in an equal partnership with clinical evidence and best practice 

• The form of the Regulator 

• The level of detail in the Bill compared to what will be contained in Regulations and other 
legislative instruments 

• Introduction of Special Needs Clinical Supply Authorities (SNCSA) and tightening off-label 
prescribing  

• The tightening of requirements for personal importation of prescription medicines 

• The continued permitting of direct-to-consumer advertising  
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We do not support the decision for the Bill not to cover natural health products, and for these to be 
regulated separately. For consumers and the public, any product (whether natural or synthetic) that 
has a therapeutic purpose is a therapeutic product. Natural health products and category 2, 3 and 4 
medicines can all be obtained at pharmacies, as can category 1 medicines with a valid prescription. 
Where products are available in the same settings but are governed by two overarching yet separate 
regulatory frameworks, confusion in health practitioners, pharmacy workers and the public may be an 
unintended consequence, particularly for natural health products which are purchased for a 
therapeutic purpose. 
 
 

Chapter B: Content of the Draft Bill 
 
 
Part 2 of the Bill: Interpretation 
 
 
Q B2: Please provide comments on the definitions or meanings set out in the draft Bill (ss 
14-50)  
 

a. Health Practitioner Prescriber 
 
The RACP sees changes to prescribing authority indicated in the draft Bill as a significant change 
from the existing Medicines Act 1981. The continued involvement of Responsible Authorities in any 
change to prescribing authority under Scopes of Practice (SOP) is essential, and a comprehensive 
consultation process must be mandated under any application to include, extend or alter prescribing 
authority in any manner.  
 
While there may be rationale to simplify the process in changes to prescribing authority under existing 
SOPs from a bureaucratic perspective (particularly in removing the need to undertake a regulation-
making process) the RACP finds the draft Bill is unclear as to where the information on changes to 
SOPs would be published. We encourage the Ministry to include this information in a Schedule to the 
Bill, or at a minimum include notifying these changes through the Gazette.  
 

m.  Administer a medicine and prepare a medicine for administration 
 
The RACP supports this new definition in the draft Bill. Both aspects (administering a medicine and 
preparing a medicine for administration) should be controlled activities under the Bill, and we find the 
Bill is light on detail, particularly regarding preparing medicine for administration. There may be 
situations in the future (for example, if voluntary assisted death were to be legislated in New Zealand) 
where these activities should entail a level of oversight and control to reduce risk of harm or 
unintended consequences.  
 

s. Pharmacy business or pharmacy activity 
 
The definitions regarding pharmacy business and pharmacy activity are intended to broaden the 
concept of pharmacies beyond, for example, a physical building or area within a supermarket. This 
could enable growth in pharmacy services for remote areas, and smaller rural settlements that do not 
have a pharmacy that is easily accessible – either through mobile or online services.  
 

u.  Special Clinical Needs Supply Authority (SCNSA) 
 
The RACP finds it difficult to interpret exactly how the SCNSA would operate in practice from the text 
of the Bill and the consultation document, as the Bill states that the circumstances, form, content and 
how it will be issued will all be determined by the Regulator. This makes it challenging to comment on 
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this aspect of the Bill at this stage, and we recommend the Ministry of Health provides more detail 
regarding SCNSAs in advance of the Select Committee stage of the Bill. See our response to Q B7 
regarding SCNSAs in the context of off-label prescribing.  
 
 
 
 

Part 3 of the Bill: Dealing with Therapeutic Products 
 
 
Q B3: Please provide any comments on product approval controls (ss 51 and 52) 
 
As stated above, the RACP has concerns about the emphasis in the Bill on reducing perceived 
bureaucracy in the current legislation and opportunities for industrial influence in how TPs enter the 
market. We do not support changes to product approval processes which do not explicitly incorporate 
evidence based, clinical guidance. 
 
 
Q B4. Please provide comments on the controlled activities and supply chain activity 
controls 
 
The RACP supports prescribing being a controlled activity undertaken by an authorised prescriber 
under the Health Practitioners Competence Assurance Act 2003, meaning that the prescriber is 
practicing under a SOP and current practicing certificate issued by a Responsible Authority. We would 
support additional detail incorporated into future consultation on this Bill, as some controlled activities 
including the issuing of Standing Orders under the proposed Bill may be open to misuse.  
 
TPs (including medicines and medical devices) should be accessible to people and communities who 
require them. Increasing the accessibility of some medicines can reduce barriers to access for some 
people, such as making the oral contraceptive and emergency contraceptive pill available through 
consultation with a trained pharmacist. The available evidence on the potential for pharmacist 
prescribing to reduce barriers to access for some communities and other public health impacts, 
including antimicrobial resistance, should be central in any future discussions on increasing 
pharmacist prescribing.  
 
 
Q B7. Please provide any comments on the authorisations for health practitioners (ss 61-64) 
 
SCNSAs for unapproved medicines and off-label prescribing 
 
Although the consultation document notes that the rationale for introducing a SNCSA for unapproved 
medicines is intended to evidence a clinical decision-making process (whereby the issuing of the 
SCNSA shows that the prescriber is of the view that an approved medicine is not appropriate for the 
patient or there is a specific clinical need), there is little information provided as to why the Regulator 
would want to collect this data; what the status quo is in this area of prescribing, and what issue or 
problem this policy intervention would solve.  
 
Anecdotally, off-label prescribing is common in New Zealand, with the available evidence showing it 
is frequently used in psychiatry – for example, the off-label use of quetiapine at low doses for insomnia, 
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anxiety and post-traumatic stress disorder1 2. RACP Members participating in the development of our 
submission note that off-label prescribing is common practice in a number of specialties, including 
Rehabilitation Medicine, Palliative Medicine and Neurology. Members have stated that any changes 
to off-label prescribing from the Regulator would need to be a straightforward and minimally-invasive 
recording option. For example, the ‘tick box’ which is mentioned numerous times through the 
consultation document is perceived by RACP members as the most acceptable option described. 
Similarly to unapproved medicines, there is no information in the consultation document as to why the 
Regulator or the Ministry is intending to collect this information, or what it will be used for.  
 
 
Q B8. Please provide any comments on the authorisations for health practitioner’s staff 
 
“Staff of a registered health practitioner” is undefined and could cover people performing a range of 
duties and functions within a practice. This could include practitioners covered by a Responsible 
Authority, including nurses, dietitians and other allied health professionals, as well as roles not 
covered such as office managers and receptionists.  
 
Where prescribing or dispensing activities are conducted by health practitioners (such as in the 
examples of pharmacist prescribers) or the staff of health practitioners, the RACP recommends that 
these actions are subject to ongoing monitoring, evaluation and quality activities, including audit, and 
practitioners having a supervisory relationship with a health practitioner prescriber. 
 
 
Q B10. Please provide any comments on the approach for the personal importation of 
medicines or medical devices 
 
The RACP acknowledges the current knowledge gaps for the Ministry, the Regulator and others in 
regard to personal imports of category one (prescription-only) medicines. We also strongly support 
the need to ensure medicines used in New Zealand meet standards of quality, safety and efficacy. 
We are concerned that this aspect of the Bill will reduce access for people with long term conditions, 
terminal conditions, and rare diseases to TPs that may treat their condition and improve their quality 
of life.  
 
Prescription medicines imported for personal use may either be unapproved in New Zealand, or 
unsubsidised by PHARMAC. Unsubsidised medications are often prohibitively expensive for many 
New Zealanders, with courses of therapy costing tens or hundreds of thousands of dollars. Many 
instances are heavily publicised, particularly where there are conflicting perspectives between 
PHARMAC’s processes to evaluate efficacy and patient advocacy groups3 4 5. 
 
There are instances where patients have formed collectives to obtain TPs from overseas – one recent 
example is the Hepatitis C (HCV) Buyers Club that obtained direct-acting antiviral (DAA) treatments 
for Genotype-3 HCV from Tasmania, as New Zealand had funded only DAAs for Genotype-1 HCV 

                                                        
1 Huthwaite M, Tucker M, McBain L, Romans S. Off-label or on trend: a review of the use of quetiapine in New Zealand. N 
Z Med J. [Internet]. 2018; 131(1474):45-50. Available from https://www.nzma.org.nz/journal/read-the-journal/all-

issues/2010-2019/2018/vol-131-no-1474-4-may-2018/7556. Accessed 16 April 2019.  
2 Monasterio E, McKean A. Off-label use of atypical antipsychotic medications in Canterbury New Zealand. N Z Med J 
[Internet]. 2011; 124(1336):24-9. Available from https://www.nzma.org.nz/journal/read-the-journal/all-issues/2010-
2019/2011/vol-124-no-1336/article-monasterio. Accessed 16 April 2019 
3 Braae A. The politics of PHARMAC: The Bulletin. [Internet]. The Spinoff. Available from https://thespinoff.co.nz/the-
bulletin/12-04-2019/the-bulletin-the-politics-of-pharmac/. Accessed 15 April 2019.  
4 McAndrew R. PHARMAC to review its practices following funding. [Internet] Stuff.co.nz. 13 February 2019. Available 
from https://www.stuff.co.nz/national/health/110568230/pharmac-to-review-its-practices-following-criticism-of-breast-
cancer-drug-funding. Accessed 16 April 2019. 
5 Jones N. Cancer patients fight for life-extending drugs: ‘everyone deserves a decent chance’ [Internet] New Zealand 
Herald. 15 October 2018. Available from : https://www.nzherald.co.nz/nz/news/article.cfm?c_id=1&objectid=12141330. 
Accessed 16 April 2019 

https://www.nzma.org.nz/journal/read-the-journal/all-issues/2010-2019/2018/vol-131-no-1474-4-may-2018/7556
https://www.nzma.org.nz/journal/read-the-journal/all-issues/2010-2019/2018/vol-131-no-1474-4-may-2018/7556
https://www.nzma.org.nz/journal/read-the-journal/all-issues/2010-2019/2011/vol-124-no-1336/article-monasterio
https://www.nzma.org.nz/journal/read-the-journal/all-issues/2010-2019/2011/vol-124-no-1336/article-monasterio
https://thespinoff.co.nz/the-bulletin/12-04-2019/the-bulletin-the-politics-of-pharmac/
https://thespinoff.co.nz/the-bulletin/12-04-2019/the-bulletin-the-politics-of-pharmac/
https://www.stuff.co.nz/national/health/110568230/pharmac-to-review-its-practices-following-criticism-of-breast-cancer-drug-funding
https://www.stuff.co.nz/national/health/110568230/pharmac-to-review-its-practices-following-criticism-of-breast-cancer-drug-funding
https://www.nzherald.co.nz/nz/news/article.cfm?c_id=1&objectid=12141330
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from 20166. Treatment for all genotypes of HCV has since been funded by PHARMAC from February 
20197.  
 
The process outlined in paragraph 82 to import a prescription medicine for personal use requires 
greater detail in order to inform a response. While we understand this process would most likely be 
included in the regulatory phase of this legislation, we have concerns as to who (SCNSA issuer, 
pharmacist, or pharmaceuticals wholesaler) would be subject to this process; what actions the patient 
or person/group acting on behalf of the patient could take in the process; and what forms would be 
required by the Regulator. The RACP does not support complex, demanding processes or additional 
costs for procuring prescription medicines being put on to patients, advocacy groups or non-
government organisations.  
 
 
Q B11. Please provide comments on the authorisations created in sections 71-75 and sections 
78-80 
 
The RACP looks forward to further engagement from the Ministry in relation to this section, particularly 
on standing orders. 
 
In terms of controlled activities in relation to a named medicine, the RACP is in support of the draft 
Bill incorporating a mechanism by which changes could be made, rather than making amendments to 
the Regulations, which is the status quo. If a future state allows for other category 1 medicines – such 
as other antibiotics, for example – we encourage any regulations to include a stakeholder consultation 
as part of this process.  
 
Vending machines and other forms for access to and delivery of medicines should be included in the 
draft Bill as a future-proofing mechanism. Again, the RACP encourages the Regulator to develop a 
robust set of criteria for authorisation and use of a vending machine to supply medicines, and consult 
widely with the health and consumer sectors prior to implementation.  
 
 
Q B12. Please provide any comments on the offenses created in sections 81-84 
 
The RACP does not support the continued permission of Direct-to-Consumer Advertising (DTCA) of 
prescription medicines under the draft Bill. Please see our further comments in our response to 
Question C53. 
 
 
 

Part 4 of the Bill: Product approval 
 
 
Q B14. Please provide comments on the sections covering conditions on approvals and 
cancellation of approvals (ss 105-113) 
 
The Regulator will need to be well-resourced to administer the approvals process, particularly if 
significant changes proposed by the Bill are to be made to the existing methodology. The regulation 
of medical devices – until this point not adequately covered by regulation – is welcomed.  
 

                                                        
6 Sheerin I. Potential for public health success in tackling the Hepatitis C virus epidemic. [Internet] N Z Med J; 2017; 
130(1467): 73-77. Available from https://www.nzma.org.nz/journal/read-the-journal/all-issues/2010-2019/2017/vol-130-no-
1467-15-december-2017/7447. Accessed 15 April 2019.  
7 PHARMAC. Hepatitis C treatments. [Internet] PHARMAC 1 February 2019. Available from  
https://www.pharmac.govt.nz/medicines/my-medicine-has-changed/hepatitis-c-treatments. Accessed 15 April 2019.  

https://www.nzma.org.nz/journal/read-the-journal/all-issues/2010-2019/2017/vol-130-no-1467-15-december-2017/7447
https://www.nzma.org.nz/journal/read-the-journal/all-issues/2010-2019/2017/vol-130-no-1467-15-december-2017/7447
https://www.pharmac.govt.nz/medicines/my-medicine-has-changed/hepatitis-c-treatments
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The emphasis on a single person (the ‘Sponsor’) in the approvals process may encounter issues in 
implementation. The RACP contends that it may be more appropriate for a single entity to hold 
‘Sponsor’ designation: over time, people will change roles, leave organisations or industries. Further 
detail around how the Regulator intends to administer an efficient Sponsor arrangement as part of 
product approvals requirements would be beneficial in the next stages of the Bill. There may be 
difficulties in acquiring sponsors for product approvals if the process is perceived as too onerous or 
places an individual at undue risk or liability.  
 
In instances where a product approval has been declined, the RACP recommends an appeals process 
is developed for situations where a product may not have been approved but medical practitioners 
believe there is a demonstrable clinical need for the product.  
 
Special Clinical Needs Supply Authorities and approvals 
 
SCNSAs would be required for all unapproved medicines used in New Zealand, which would include 
the off-label use of a medicine for a therapeutic purpose. As stated elsewhere in this submission, the 
RACP has concerns regarding SNCSA and how this might be implemented for unapproved 
medicines, namely how an ‘unapproved’ therapeutic use of a medicine would be recorded, and what 
this information would be used for by the Regulator.  
 
 

Part 6 of the Bill: Regulator 
 
 
The RACP notes that the specific form of the Regulator under the draft Bill is still to be determined. 
Options for consideration include an independent Crown enterprise, or a business unit of the Ministry 
of Health as is with the existing regulator Medsafe. The RACP favours maintaining the current 
arrangement, given the excessive cost, time and resources required to establish a new entity.  
 
The Regulator will require expert technical advice from individuals or groups to inform its decision-
making. The current Regulator has three standing expert advisory committees, the Medicines 
Classification Committee, the Medicines Assessment Advisory Committee, and the Medicines 
Adverse Reactions Committee. Although the existing committee structure may not be retained under 
the new Regulator, the RACP encourages the Ministry to include provision for standing committees 
in the new Regulator structure, as well as the ability to seek technical advice from a variety of sectors 
on an ad-hoc basis. 
 
 
Q B24. Please provide any comments on the Regulator’s powers and functions in relation to 
safety monitoring, public safety announcements and regulatory orders (ss160-182) 
 
The responsibilities and functions of the Regulator under the proposed Bill may require a significant 
scaling-up of resources to enable 

• A system to continuously monitor the safety of approved, approval-exempt, and lawfully-
supplied unapproved products (s 160) 

• Administrative systems and processes to issue regulatory orders (as defined in ss 162 – 182).  
 
Product prohibition orders (s 170) and medicine access limitation orders (s 173) may provide 
additional policy settings to reduce levels of prescription pharmaceutical addiction in New Zealand, 
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particularly in relation to opioids which may be obtained through repeated and frequent visits to 
dispensing pharmacies8 9.  
The definitions in s 172 of the draft Bill require a level of clinical judgement and understanding which 
may be difficult to obtain easily. Designing a system which can keep pace and effectively monitor 
drug-seeking behaviours of people who are known to misuse opioids may be challenging, and will 
rely heavily on prescribers, pharmacists and other health workers to be on alert. The RACP would 
support the Regulator exercising powers under s 172(3) only once having sought advice from medical 
practitioners who have a clinical relationship with the individual thought to be an oversupplied person.  

 
 
Part 8 of the Bill: Administrative matters 
 
 
Q 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) 
 
Section 267 of the draft Bill outlines proposed requirements for consultation with persons and 
organisations that the Minister considers appropriate in relation to regulations, rules or notices. 
Subsection 3 states that “however, a failure to comply with this section does not affect the validity of 
the regulations, rules, notice, or exemption.”  
 
The RACP strongly supports all persons or organisations affected by proposed regulations, rules and 
notices under the Bill having an opportunity to comment on proposed changes that may affect how 
patients receive health care or affect health practitioners. Consultation is an important part of 
democratic process, and rationale as to why consultation is not undertaken in any instance under the 
Bill should be communicated to the sector. We support the amendment of this section to reflect this.  
 
 

 
Chapter C: What the new scheme would mean for different sectors and 
health practitioner groups 
 
 
C3: Medical device sector 
 
 
The RACP has concerns regarding the regulation of tests and diagnostic procedures as medical 
devices. We see this being a significant area of interest for medical laboratories and find it is not 
adequately outlined in the Bill or the consultation document. For example, does the Ministry intend for 
regulation to cover existing products manufactured in laboratories and in-vitro diagnostic procedures, 
and how would the compliance be determined? The RACP believes that the cost of compliance with 
new regulations should be modelled across the health sector, given the variety of contexts and 
settings it covers, from tertiary hospitals to community-based general practices, and from pharmacies 
to laboratories.  
 

                                                        
8 Best Practice Advocacy Centre. Unintentional misuse of prescription medicines. [Internet] Best Practice Advocacy 
Centre; 2018. Available from https://bpac.org.nz/2018/misuse.aspx. Accessed 16 April 2019.   
9 Health Quality and Safety Commission. Atlas of health care variation: Opioids. [Internet] Health Quality and Safety 
Commission; 2017. Available from https://www.hqsc.govt.nz/our-programmes/health-quality-evaluation/projects/atlas-of-

healthcare-variation/opioids/. Accessed 16 April 2019. 

https://bpac.org.nz/2018/misuse.aspx
https://www.hqsc.govt.nz/our-programmes/health-quality-evaluation/projects/atlas-of-healthcare-variation/opioids/
https://www.hqsc.govt.nz/our-programmes/health-quality-evaluation/projects/atlas-of-healthcare-variation/opioids/
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Medical devices cover a vast and diverse range of products. We find a clear difference, for example, 
between medical devices implanted or inserted into a person, devices that may be a component of 
first aid (bandages, splints etc.) devices that may be specifically manufactured for an individual (such 
as artificial limbs), and diagnostic testing in-vitro. As medical devices include in-vitro tests and 
software under the Bill, there is a need to determine how devices might be grouped together (as 
medicines are) to ensure that persons with the appropriate levels of skill, knowledge and expertise 
would be operating or using these devices for a therapeutic purpose. If tests are to be included as 
medical devices, there is a need to understand how regulation of this category would reduce patient 
harm. 
 
If approvals are perceived to be complex and compliance costs significant, there may be unintended 
consequences arising from reductions in the availability of diagnostic testing or treatment options.  
 
The regulation of software as medical devices is another area where more information around what 
the Ministry would be seeking to regulate would be desirable – for example, would the intention be to 
regulate any software (including applications) used in clinical practice, such as software which acts 
as an interface between an MRI machine and a smartphone device allowing a clinician to view and 
interpret results.  
 
The exponential growth in health technology and applications for personal health is evidenced by the 
numbers of applications to measure and monitor personal health and wellbeing, and the definitions 
for software medical devices should align with internationally-accepted standards, such as those used 
by the United States’ Food and Drug Administration (FDA)10 11. Under regulation, software developed 
locally to meet the needs of antibiotic prescribing, as described in the Australasian Society of 
Infectious Diseases (ASID) submission on the Therapeutic Products Bill, could be less accessible to 
non-specialists or academics outside the hospital system12. 

 
 
Q 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?  
 
The RACP supports regulation for products that have similar features and risks to medical devices or 
are understood by the public to have an association with health, medicine or medical practitioners. 
This would include products used in the cosmetic or appearance medicine industries. While we 
recognise that the intention for these products is in appearance rather than a therapeutic purpose, 
many of these products are used in the patients that have requested them in an operation performed 
by a medical or health practitioner who is has a current practising certificate.  
 
If there is concern from the Regulator or the Ministry regarding the emphasis on the ‘non-therapeutic’ 
nature of these products, then one option for regulation could be under the Hazardous Substances 
and New Organisms Act 1996. Another could be augmenting and strengthening the Health 
(Protection) Amendment Act 2016, which sought to restrict the use of artificial UV tanning services to 
people aged 18 years and over13. 
 

                                                        
10Dorsey ER, Chan Y, Yu-Feng MD, McConnell MV, Shaw SY, Trister AD, Friend SH. The use of smartphones for health 
research. [Internet] Acad Med. 2017; 92(2):157-60. Available from  
https://journals.lww.com/academicmedicine/FullText/2017/02000/The_Use_of_Smartphones_for_Health_Research.15.asp
x. Accessed 16 April 2019.  
11 Food and Drug Administration. Global approach to software as a medical device. [internet] Food and Drug 
Administration; 2017. Available from  
https://www.fda.gov/MedicalDevices/DigitalHealth/SoftwareasaMedicalDevice/ucm587925.htm. Accessed 16 April 2019.  
12 Australasian Society for Infectious Diseases. Submission to the Ministry of Health on the Therapeutic Products Bill 2019.  
13 Health (Protection) Amendment Act 2016. p 5.  

https://journals.lww.com/academicmedicine/FullText/2017/02000/The_Use_of_Smartphones_for_Health_Research.15.aspx
https://journals.lww.com/academicmedicine/FullText/2017/02000/The_Use_of_Smartphones_for_Health_Research.15.aspx
https://www.fda.gov/MedicalDevices/DigitalHealth/SoftwareasaMedicalDevice/ucm587925.htm
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The RACP supports the regulation of any device that requires insertion, injection or implantation 
subcutaneously, and the regulation of machines that emit high-intensity electromagnetic radiation for 
cosmetic and appearance purposes.  

 
 
C8: Health practitioners (including pharmacists) 
  
 
Q C43 Do you have any comments on the arrangements for establishing the authority to 
prescribe via the relevant health practitioner’s scope of practice (subject to approval from 
the Minister of Health)? 
 
The RACP considers the Responsible Authorities under the Health Practitioners Competence 
Assurance Act 2003 to be the bodies through which any alterations or amendments to scopes of 
practice are raised.  
 
In terms of prescribing authority the balance between patient safety mitigating risks of polypharmacy 
and public health threats such as antimicrobial resistance, while increasing access and availability to 
health care and services is a key consideration. Where changes to a prescribing authority are 
proposed, the RACP supports a process of consultation with other responsible authorities and 
professional organisations within the sector.  
 
 
Q 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? 
 
The RACP supports the standardisation of regulation for a consistent approach for form and content 
of prescribing provisions. Where prescribing authority is approved in the instance of a broader range 
of scopes of practice, such as Nurse Practitioner or Pharmacist scopes of practice, the RACP supports 
the following training, supervision and professional development requirements applying in these 
instances: 
 

• Training in the area of prescribing – for example, pharmacists prescribing the antibiotic 
trimethoprim for uncomplicated urinary tract infections should have training in antimicrobial 
stewardship and antimicrobial resistance (including patterns of resistance in New Zealand) 

• A supervisory relationship with a health practitioner prescriber 

• Undertake a mandatory annual clinical audit as part of professional development activities 
 
 
Q C46 What do you think about the approach for the off-label use of medicines that have been 
approved in New Zealand? 
 
Please see our responses in Q B7 and B14 for the RACP’s views on the approach for the off-label 
use of medicines.  
 
 
Q 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 from 
overseas would need to be sourced by the issuer of a special clinical needs supply authority, 
a pharmacy, or a wholesaler? 
 
Please see our responses in Q B10 for the RACP’s views on the personal importation of prescription 
medicines. 
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Q 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 views? 
 
The RACP does not support direct-to-consumer advertising (DTCA) of prescription medicines, nor 
direct-to-consumer advertising of medical devices, such as blood tests. The RACP has endorsed the 
New Zealand Medical Association’s position statement calling for the prohibition of direct-to-consumer 
advertising of laboratory testing in New Zealand14.  
 
New Zealand, along with the United States of America, remain the only two jurisdictions in the 
developed world where prescription medicines can be actively marketed to consumers. Both countries 
have different health systems, with New Zealand having a public health system and self-regulated 
advertising for prescription medicines, while the US has a majority private-funded health system and 
advertising regulated by the FDA.  
 
Advertising can be in a range of formats and contexts, including television commercials, print media, 
radio commercials and internet advertising. Advertisers will deliberately use well-known personalities 
to front these commercials, giving the impression of authority while maintaining a friendly, personal 
connection. The fact that the New Zealand government as well as pharmaceutical companies have 
used such advertorials as the “Family Health Diary” shows the significant brand recognition associated 
with this marketing channel15. 
 
A wide range of medicines may be advertised to consumers, with not all being prescription only, as 
some will be available as pharmacist-only or pharmacy-only medicines. Since 2000, advertisements 
in New Zealand have included the now-withdrawn Sibutramine (Reductil); medicines for managing 
diabetes (Lantus insulin); medicines for smoking cessation (Champix); and serotonin norepinephrine 
reuptake inhibitor Venlafaxine16.  
 
The RACP finds that DTCA has the potential to compromise patient safety and increase harm. Given 
New Zealand’s self-regulatory approach, to DTCA, there is greater risk for incorrect information to be 
promulgated to consumers. A 2016 analysis of DTCA for prescription medicines found that fewer than 
one in four advertisements stated the biologic nature or mechanism of the disease, around 16 per 
cent identified risk factors or causes, and around 15 per cent stated the prevalence of the condition17.  
 
In New Zealand, a recent cross-sectional study reported a positive association with DTCA for people 
who were less physically active, consumed unhealthy diets, and had higher alcohol intakes18. Along 
with previous findings, which found that women, people with lower income, lower levels of education 
and ethnic minority groups were more susceptible to the messages in DTCA, the authors raise 
concerns regarding the ethicality of DTCA in New Zealand, particularly its self-regulated status19. 

                                                        
14 New Zealand Medical Association. Direct-to-consumer laboratory testing position statement. Available from 
http://www.nzma.org.nz/__data/assets/pdf_file/0007/84418/Direct-to-Consumer-Laboratory-Testing-Position-
Statement_FINAL_August-2018.pdf. Accessed 16 April 2019. 
15 Brandworld. Family Health Diary. [Internet]. Available from  http://www.brandworld.co.nz/family-health-diary.html. 
Accessed 16 April 2019.  
16 Every-Palmer S, Duggal R, Menkes DB. Direct-to-consumer advertising of prescription medicine in New Zealand. 
[Internet] N Z Med J. 2014; 127(1401):102-10. Available from https://www.nzma.org.nz/journal/read-the-journal/all-
issues/2010-2019/2014/vol-127-no-1401/6278. Accessed 16 April 2019. 
17 Applequist J, Gerard Ball J. An updated analysis of direct-to-consumer television advertisements for prescription drugs. 
[Internet] Ann Fam Med. 2018; 16(3):211-16. Available from https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5951249/. 
Accessed 16 April 2019. 
18 Zadeh NK, Robertson K, Green JA. Lifestyle determinants of behavioural outcomes triggered by direct-to-consumer 
advertising of prescription medicines: a cross-sectional study. Aust N Z J Public Health. 2019; 43(2):190-96. Available 
from https://onlinelibrary.wiley.com/doi/full/10.1111/1753-6405.12883. Accessed 15 April 2019.  
19 Zadeh NK, Robertson K, Green JA. ‘At risk’ individuals responses to direct-to-consumer advertising of prescription 
drugs: a nationally representative cross-sectional study. [Internet]. BMJ Open. 2017; 7(12):e017865.  Available from 
https://bmjopen.bmj.com/content/7/12/e017865. Accessed 15 April 2019.  

http://www.nzma.org.nz/__data/assets/pdf_file/0007/84418/Direct-to-Consumer-Laboratory-Testing-Position-Statement_FINAL_August-2018.pdf
http://www.nzma.org.nz/__data/assets/pdf_file/0007/84418/Direct-to-Consumer-Laboratory-Testing-Position-Statement_FINAL_August-2018.pdf
http://www.brandworld.co.nz/family-health-diary.html
https://www.nzma.org.nz/journal/read-the-journal/all-issues/2010-2019/2014/vol-127-no-1401/6278
https://www.nzma.org.nz/journal/read-the-journal/all-issues/2010-2019/2014/vol-127-no-1401/6278
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5951249/
https://onlinelibrary.wiley.com/doi/full/10.1111/1753-6405.12883
https://bmjopen.bmj.com/content/7/12/e017865
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The RACP strongly recommends the prohibition of DTCA for prescription medicines and medical 
devices in New Zealand.   
 
 
 

Conclusion 

 
 

The RACP supports the intentions of the Therapeutic Products Bill in general but notes there are 
many important decisions to be made about the operation of the Regulator, and how the various 
instruments that sit under the Act (once passed) will be determined. The format of this consultation 
(releasing a draft of the Bill to consult directly with the health sector initially) signals to the College and 
other groups commenting on the Bill that there is an interest from the Ministry in getting the balance 
right before the Bill goes to the House.   
 
The RACP thanks the Ministry of Health for the opportunity to provide feedback on this consultation 
and looks forward to commenting through the Bill’s next stages. This is an important change to the 
health sector in New Zealand, and ongoing consultation with all health practitioners is essential. To 
discuss this submission further, please contact the NZ Policy and Advocacy Unit at 
policy@racp.org.nz. 
 
 
 
Nāku noa, nā 
 
 
 
 
 
 
Dr Jeff Brown 
New Zealand President 
The Royal Australasian College of Physicians 
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April 18, 2019 
 
 
RE: New Zealand Therapeutic Products Regulatory Scheme Consultation 

 
 
To whom it may concern, 
 
InterMed Medical Limited is a privately-owned New Zealand Medical Device Distributor with a history of nearly 40 years 
supplying DHBs, private hospitals, and community health networks. The combination of the wealth of knowledge and 
experience gained in serving these markets over the last four decades provides Intermed with a deep understanding of how 
the market operates and the challenges faced by a New Zealand owned business.   
 
Given the privately held nature of our business, we are highly invested in seeing a market where businesses like ours have 
the ability to thrive well into the future. As such, we are not totally against a number of the changes outlined in the 
consultation document, but on whole believe that any changes to the current scheme need to be done in a pragmatic and 
sensible way that takes all stakeholders in the medical device industry into consideration. Some of the proposed changes 
will, at least potentially, impact on the sustainability of many privately held businesses that form part of the ecosystem that 
is the New Zealand health care market – this is not a good outcome for anyone, least of all patients.   
 
Intermed also plays an active role in the New Zealand medical device industry as a long-standing member of the Medical 
Technology Association of New Zealand (MTANZ). As a member of MTANZ, who have submitted a comprehensive 
response to this consultation, we have contributed to and wholly support the answers they put forward. We have chosen not 
to repeat those answers in our submission but simply ask that you give the MTANZ submission serious consideration. 
 
In addition to the submission made by MTANZ InterMed would add the following.  
 
InterMed also began operating in Australia 6 years ago and thus has direct experience operating under both Medsafe and 
the TGA.  Although it is plainly obvious that operating under the TGA is more costly, onerous, and time consuming, it is not 
obvious that it produces a better result or motivated us to act in a materially different manner.  That is to say, the standard 
we had already set for ourselves as a compliant NZ Distributor was materially applicable to the one required of us in 
Australia. 
 
We provide the above preamble as an introduction to our primary positions on the proposed Regulatory Scheme for medical 
devices, however, take this opportunity to outline some more specific areas of concern below 
 

1. The NZ current system already provides a clear framework for ‘good actors’ to comply in a safe and effective 
manner.  Any new system that imposes additional compliance and cost requirements should consider the benefit 
that those costs provide, or rather, they should selectively introduce constraints on known high risk product 
categories/classes and thus limit the impact on low risk categories and/or proven compliant suppliers.  This does 
not appear to be the stated intent of the proposed scheme. 
 

2. Medical Devices, their manufacturers, and users and uses of them, are materially different than those of medicines.  
The proposed scheme appears to borrow or build on language from the medicines approach and thus raises 
serious concerns about the impact that this act, and subsequent regulations, would have on medical devices.  
 

3. Any “local” standards, language, or unique requirements will have detrimental effects on the future availability of 
medical devices in NZ.  To avoid such a result, we strongly recommend a review of the proposal with global 
harmonisation in mind.  Even seemingly minor differences in language could have real unintended consequences.    
 

 
Finally, when it comes to medical devices, we would like to state that it is our firm belief that it is the sponsors and 
manufacturers, not the products, that should be the focus of regulatory oversight and the primary burden of compliance for 
the vast majority of low to medium risk products.  TGA apply a level of bureaucracy to each and every device, multiplying 
the costs with no additional benefit, yet they apply little to no scrutiny to the sponsor that will ultimately be the steward of 
every such device.  We would rather be scrutinised for our processes and standards, rather than simply a box-ticking 
exercise for every single product (which, depending on the lens you look through, could be hundreds of thousands of 
individual products).  We take pride in our approach to quality and compliance, so much so that we apply standards to 
ourselves that are often above those dictated by external bodies, and so we welcome a framework that holds the market to 
an appropriate standard.  However, this scheme exhibits aspects that concern us, and indicate a future path that provides 
“paper” assurance without delivering material benefit to New Zealanders. 
 



 

  

We are thankful for the opportunity to respond to this consultation and welcome further opportunity to discuss directly as 
this process continues. 
 
Best Regards, 
 

 
 
Andrew Hickey 
CEO 
InterMed Medical Limited 



 
 

New Zealand volunteer medical team performing life saving surgery on children born with heart disease. 

NZ Charitable Trust Number: CC52875  Postal Address: 15 Eastbourne Road, Remuera 1050 
Email: info@hearts4kids.org.nz  Website: www.hearts4kids.org.nz 

 

 
 
To Whom it may concern, 
 

As you draft the new bill to update the Medicines Act, and in your effort to be 
forward thinking and safe, we ask that you don’t forget about volunteer organisations 
performing important work overseas.  We are concerned that we will be affected by this Act 
with perhaps unintended negative consequences. A major rewrite of the law has the 
potential to impose significant regulatory requirements that may well impact our ability to 
do our work in a timely and cost-effective way. 
  We at Hearts4Kids are a small charity set up to provide heart surgery for children in 
the pacific who otherwise have little opportunity of treatment. We are a group of volunteer 
medical specialists, mostly working at Starship Children’s Hospital in Auckland, who want to 
use our skills to help children of the pacific, with a single operation, to lengthen and 
improve their lives. 

We work closely with other volunteer organisations and the local paediatricians to 
provide care which enhances many more lives than just the children we treat. We have very 
few resources apart from our skills and our annual leave and therefore we must fundraise 
for all the supplies and equipment we need.  We have been fortunate to receive donations 
of essential equipment and medical supplies from many NZ medical companies.   

It was brought to our attention by a fellow charity that a new Medicines bill is currently 
being drafted and we were concerned this may affect our ability to do this life saving work. 
We wanted to let you know what we do so you can consider this (and the many other 
organisations like ourselves doing similar work in other specialties) when making changes to 
the legislation. We do not have lawyers on our team, so we are unable to contribute a more 
formal response but thought we should let you know of our work.   We and the families we 
help would be most grateful if you can ensure the law makes room for us to work within it. 
Below we outline how we make these missions work. 
 

1. Full volunteer workforce of Paediatric Cardiac Surgeon, Cardiologist, Intensivists, 
Nurses, Anaesthetic Technicians and Perfusionists 

2. We use donated medical supplies and sutures where possible 
3. We purchase almost all other supplies in NZ 
4. All supplies are shipped to Fiji 3 months prior to the surgical mission and the team fly 

with date/temperature sensitive supplies like drugs and cardiac implants. 
5. Customs and shipping is arranged through another charity we partner with; Friends 

of Fiji Heart Foundation 
6. Many essential supplies are given to us through Medical Aid Abroad who we have 

built a close relationship with over the years 
7. Our supplies are stored in warehouse space in Auckland donated by a medical 

company in NZ 
 

mailto:info@hearts4kids.org.nz


 
 

New Zealand volunteer medical team performing life saving surgery on children born with heart disease. 

NZ Charitable Trust Number: CC52875  Postal Address: 15 Eastbourne Road, Remuera 1050 
Email: info@hearts4kids.org.nz  Website: www.hearts4kids.org.nz 

 

Please feel free to contact us if you would like more detail. Thank you for your time and 
consideration as you draft the new bill. 
 
Your sincerely, 
 
Ana M Kennedy      Helen Sargent 
Trustee Hearts4Kids      Chair Hearts4kids 
 
 

Proud to support 

   
www.Hearts4Kids.org.nz 
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18 April 2019 
 

APEX is the union representing Allied, Scientific and Technical employees in New 
Zealand.  We respond on behalf of our members with regards to the proposed 
changes to therapeutic products regulation.  We have also encouraged our members 
to respond individually with their feedbacks.     
 
Sponsor 
The draft Bill implies that there can only be one sponsor for a particular therapeutic 
product.  Based on the discussions that took place in the sector forums – a 
therapeutic product can have multiple sponsors.  The wording of the Bill needs to be 
altered to highlight the fact that multiple sponsors may exist for a single therapeutic 
product.   
 
Access to Unapproved Therapeutic Products 
Under the new scheme a ‘Special Clinical Needs Supply Authority (SCNSA)’ is 
required for the supply of an unapproved therapeutic product or for an ‘off-label’ 
use of an approved therapeutic product.   
 
In order for this system to function efficiently an end date needs to be issued for the 
SCNSA to confirm that consideration is given to the duration of treatment and to 
assess the need for continued supply.  To ensure continuity of care and ongoing 
monitoring, other health practitioners/medical practitioners need to have access to 
a system that allows them to confirm whether a SCNSA exists for a patient under 
their care for a given unapproved therapeutic product.   
 
Post Market Surveillance 
The proposed regulatory scheme places explicit obligations on the sponsors for the 
ongoing monitoring of safety and efficacy of their therapeutic products.  However, 
the Bill does not acknowledge the significant input required from health 
practitioners who use or monitor patients on therapeutic products to fulfil the 
purpose of this requirement.  The process of post-market monitoring and reporting 
needs to be further outlined and specific guidelines needs to be given to health 
practitioners to contribute to this surveillance.    
  
Furthermore, to avoid the possibility of commercial interests overriding safety 
reporting – health practitioners should have a reporting system that links them to 
the regulator and runs independently to the manufacturer/importer.  
 
DHB In-House IVD Manufacture 
In-house IVD manufacture for use within DHB laboratories is proposed to have an 
exemption in the new regulatory scheme.  This established, high quality, cost 



effective practice is governed by the Health Practitioners Competence Assurance Act 
2003.  This exemption needs to be specified in the Bill to ensure the ongoing 
provision of this crucial service.   
 
Regulator Form  
The form of the regulator should remain independent of the agency responsible for 
the funding decisions on therapeutic products (i.e. PHARMAC).  The lines of 
communication need to be better established and PHARMAC needs to be notified 
promptly of the safety and efficacy concerns relating to therapeutic products. 
 
Cost Recovery   
The cost of the new regulatory requirements and how this may be recovered is yet 
to be addressed.  It is noteworthy that the increase in costs will significantly impact 
smaller pharmaceutical companies and not for profit organisations and could push 
them to cease operating.  Such a scenario will drive prices up for therapeutic 
products and increase costs for all involved.   
 
APEX requests to be provided with any further information on outcomes, decisions 
and/or reviews that could impact our members. 
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17th April 2019  
 
Cover letter to the NZSCM SUBMISSION TO THE DRAFT THERAPEUTIC PRODUCTS BILL 
 
NZSCM has worked to develop this submission and gained support from the Cosmetic Appearance 
Nurses Network (CANN) as well as the Royal Australasian College of Surgeons (RACS). RACS have 
submitted their own statement focussing on Plastic Surgery related aspects of the draft bill. 
 
We would appreciate if our submission could be treated as a joint submission by all nonsurgical 
appearance medicine practitioners in New Zealand, doctors as well as nurses. 
 
NZSCM - New Zealand Society of Cosmetic Medicine.  
NZSCM is the organisation recognised by the Medical Council of New Zealand to regulate and train 
doctors in Cosmetic Medicine. Our NZSCM Diploma in Cosmetic Medicine is the only specialist 
Cosmetic Medicine qualification leading to independent practice in New Zealand 
 
NZSCM's mission is to train doctors to the highest levels of expertise in Cosmetic Medicine, and to 
protect patients and the public. To ensure the highest standards, NZSCM doctors complete a 
comprehensive two-year Diploma in Cosmetic Medicine and are re-certified every three years. We 
lobby for better regulation to protect the public, and educate patients about Cosmetic Medicine.  
 
NZSCM currently has 71 members. 
 
CANN - Cosmetic Appearance Nurses of New Zealand 
CANN was founded in 2016 by leading Cosmetic Appearance nurses and trainers to represent NZ’s 
cosmetic appearance nursing professionals and has grown to its current membership of 113 nurses. 
 
CANN nurses are all professionally qualified and trained and follow CANN’s “best practice standards” 
developed by nurses and nurse educators with many years of experience in the cosmetic appearance 
industry.  
 
CANN is working towards becoming the leading professional body for Cosmetic Nurses of New 
Zealand. CANN supports nurses to deliver high quality services to the public safely and ethically, 
providing education and training pathways, advocacy, and support for members. 
 
We are united advocates in seeking a review of the current legislation to provide greater protection 
and safeguards around patient safety to bring us in-line with international standards. 

 

      
Dr Hans Raetz   
NZSCM President 

 

 
 
Stacey Power 
CANN Steering Committee Member 

 

mailto:nzscm@nzscm.co.nz
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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): New Zealand Society of Cosmetic Medicine   

 

Email address: nzscm@nzscm.co.nz   

 

Profile (tick all that apply) 

Perspective 

☐ Consumer   ☐ Disabled person ☐ Māori ☐ Pacific peoples 

☒ Other NZSCM and CANN  

 

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)

mailto:nzscm@nzscm.co.nz
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 ☐ 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 

Other 

☐ Government agency 

☐ Crown entity 

☐ NGOs 

☐ Veterinarian 

☐ Other (please comment) Click here to enter text.  

 

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 TO THE DRAFT THERAPEUTIC PRODUCTS BILL BY THE 
NEW ZEALAND SOCIETY OF COSMETIC MEDICINE (NZSCM) 

 
Date: 16th April 2019 
 

 
To: The New Zealand Ministry of Health – Therapeutic Products Regulatory Scheme 
Consultation 

 
From: New Zealand Society of Cosmetic Medicine 
nzscm@nzscm.co.nz  

 
Dear Madam/Sir, 

 
NZSCM would like to thank the Ministry of Health for the opportunity to comment on the review of 
the Therapeutic Products Bill.  

 
We are disappointed that this draft does not take advantage of the opportunity to align NZ health 

regulation with the rest of the developed world, despite a supportive statement in the opening 
paragraphs.  
 

Paragraph 642 of the Therapeutic Products Regulatory Scheme December 2018 Consultation 
Document states that soft tissue fillers (called “facial or other dermal fillers”) and Energy Based 

Devices (called “equipment used for cosmetic purposes that emits high-intensity electromagnetic 
radiation”) would not be “captured under this scheme as they are not intended for a therapeutic 
purpose.” 

 
We are particularly concerned about the lack of regulation around dermal fillers. It is vital that 
regulations are put in place because fillers have potential to cause serious adverse effects such as 

permanent disfigurement, blindness and stroke. New Zealand patients have historically been well 
protected from such dangers because of the previous classification of fillers as a prescription 

medicine. Since re-classification as a medical device however, we have witnessed an increase in 
adverse effects with the first case of blindness in NZ occurring in 2017.   
 

Nowhere in the developed world are we aware of moves to deregulate these products, which are 
more highly regulated in Australia, the EU, the USA and Canada. For example, the Dutch 

government recently classified temporary dermal fillers into the highest class of medical devices, 
removed permanent fillers from availability completely and will introduce a compulsory three-year 
qualification to use dermal fillers. 

 
  

mailto:nzscm@nzscm.co.nz
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STATEMENT ONE: The New Zealand Society for Cosmetic Medicine (NZSCM) disagrees 

that soft tissue fillers, lasers and other Energy-Based Devices should be excluded from 
the legislation because they are “not intended for a therapeutic purpose.” 

 
NZSCM submits that soft tissue fillers and Energy-Based Devices such as lasers and Intense Pulsed 
Light (IPL) devices should be included in the bill as they are indeed used for therapeutic purposes.  

 
The definition of “Therapeutic Purpose” given in the draft Bill is (Part 2, Subpart 2:15(1) Page 23): 

 

1. The following are therapeutic purposes:  

1. (a)  preventing, diagnosing, monitoring, alleviating, treating, curing, or 

compensating for a disease, ailment, defect, or injury:  

2. (b)  influencing, inhibiting, or modifying a human physiological process:  

3. (c)  testing the susceptibility of humans to a disease or an ailment:  

4. (d)  influencing, controlling, or preventing human conception:  

5. (e)  testing for human pregnancy:  

6. (f)  investigating, replacing, modifying, or supporting part of a human’s anatomy:  

7. (g)  supporting or sustaining human life:  

8. (h)  disinfecting medical devices:  

9. (i)  a purpose connected with a purpose referred to in paragraphs (a) to (h).  

 

Most Energy Based Devices (EBDs) such as lasers and intense pulsed light (IPL) devices were 
originally developed for treatment of disease. They are used to treat diseases such as varicose 
veins, generalized essential telangiectasia and rosacea, and injuries such as movement-restricting 

scars. The primary purpose of EBDs is to deliver electromagnetic energy in order to heat tissue. 
Tissue heating is either nonselective and ablative (used for example for the treatment of 

movement-restricting scars) or selective (used for example, to target haemoglobin in the 
treatment of rosacea). This fits the definition of influencing or modifying physiological processes 
for the alleviation and treatment of disease, ailment, injury or defect. 

 
Soft tissue fillers are used to treat ailments such as HIV lipo-atrophy, linear morphea, post-surgical 
defects, Bell’s palsy and traumatic disfiguration with volume loss. They therefore replace, modify 

or support part of a human’s anatomy, in the same way as a breast implant, for the purpose of 
alleviating or compensating for a defect, disease or ailment. The method of insertion differs from a 

breast implant (injected via a syringe rather than implanted surgically) but the outcome and risks 
of infection and tissue necrosis are similar. Safe and effective use of either requires a high level of 
training and skill as well as access to prescription-only drugs such as hyaluronidase. 

Breast implants are used for a variety of corrective purposes ranging from post-cancer correction 
of defects to cosmetic breast-enhancement surgery. Whether the use is corrective or cosmetic, the 

device and the skill of the surgeon is identical, as is the risk profile of the procedure. For all intents 
and purposes there is no difference, as acknowledged by the inclusion of breast implants under 
the main body of the Therapeutic Products Bill. 

 
We are therefore confused as to why dermal fillers and EBDs are excluded from the current 

legislation, but breast implants and botulinum toxin are included. All are used for both cosmetic 
and therapeutic purposes. Botulinum toxin was originally used for treatment of strabismus and 
blepharospasm, was found by chance to improve wrinkles during therapeutic use, and is now the 

most common cosmetic treatment worldwide.  
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Consequently NZSCM submits that dermal fillers and Energy Based Devices should be included in 
the main body of the legislation.  

 
 
STATEMENT TWO:  

 
Should it prove to be impossible to achieve the inclusion of dermal fillers and EBDs in 

the body of the Bill we are, as a clearly less preferred option, in full support of using 
the European Union Medical Device Regulations as the blueprint to include products 
used for both cosmetic and therapeutic purposes as an add-on to the Therapeutic 

Products Bill. 
 

The NZ Society of Cosmetic Medicine is concerned that the arms-length approach of this second 
option will ultimately be detrimental as reviews and updates of the legislation will permanently 
exclude our specialty and will require separate legislative processes to be kept up to date. 

 
We have been advocating for the inclusion of products and devices used in our field for many 
years and have supplied ample evidence of increasingly severe problems that surely warrant the 

protection through the legislative process.  
 

Whilst the vast majority of this document deals with European Union specific regulations and 
procedures, the principles of the legislation laid out in the first chapter should apply in NZ as well. 
 

Dealing with the considered European regulations further: 
 

Paragraphs 21 and 22 dealing with standardization and alignment of worldwide regulations by 
requesting demonstration of conformity and safety by manufacturers would align dermal fillers 
with worldwide accepted principles of assessment of medical products. 

 
Furthermore, paragraph 35 requires a representative of record in the country of sale sharing equal 
responsibility and liability with the manufacturer and importer. We see a need for such a legislation 

as long as the government regulator is funded to identify and exclude non-confirming operators 
from the NZ market. Given our geographic location that should be easier than in the European 

context. 
 
Our hope is that introducing this kind of legislation will reduce the number of sub-standard 

products and devices in NZ, will require operators to prove the safety and efficacy of their devices 
and therefore remove rogue operators from the NZ market. 

 
It is not in New Zealanders’ interest to allow overseas operators to sell unproven and/or dangerous 
products, implants and devices into the NZ market and require ACC and the NZ health system to 

shoulder the expense when things go wrong. 
 

The Bill as it stands proposes that New Zealanders seeking the use of these products for a 
cosmetic purpose somehow do not warrant the protection of legislation. It is of great concern to 
NZSCM that the Ministry of Health would consider such a stance to be compliant with the duty of 

care owed to all New Zealanders. We urge the Ministry of Health to take this opportunity to 
regulate these products to give New Zealanders the same level of protection enjoyed by patients 
in other countries.  

 
We would like to talk about our submission at a Select Committee  



Therapeutic Products Bill 
 
Comments by Amanda Jane Farris 
Medication Safety Specialist Pharmacist 
Secretary Drug and Therapeutics Advisory Group 
Counties Manukau District Health Board 
 
B1 - Principles (ss 4) 
The regulator and others exercising powers under this Act must be guided by the 
Purpose and the following Principles: 

• Benefits of TPs should outweigh the likely risks 
• Regulation of TPs should be proportionate to the risks posed and support the 

timely availability of TDs. 
 
Timely availability – developers of this legislation need to consider that NZ is an 
extremely small market for pharmaceutical firms.  In addition the long term 
maintenance of ongoing marketing authorisations for products that are at the end of 
their lifecycle, and extension of product licences for old products to cover new 
indications or patient populations is a low priority activity for pharmaceutical 
regulators.   
 
As a consequence New Zealand will always miss out on: 

- Early access to new pharmaceuticals (NCEs)   
- Access to old pharmaceuticals – NZ market registrations for a new indication 

/ extensions to other patient populations for an existing drug  
 
The above needs consideration in particular for hospital access to existing (old) 
medications that have new indications for use or – that are being administered 
outside of their existing datasheet parameters e.g. in paediatric patients, or being 
administered via an enteral tube 
 
Are these situations going to require use of special clinical needs supply authority? 
If so – please note that provision of SCNSA by a health practitioner (even as a tick 
box) will hugely increase administration by prescribers.  In addition the prescribers 
in hospital are not the ones who are aware of the off label use (usually done by 
administrators and identified by pharmacists).  
 
B2 - Administration (ss26) 
Includes consideration of “prepare to administer” – this is good. 
 
Please include some definition to explicitly separate ‘administration’ from ‘supply’.  
This is an area of particular confusion since a nurse could ‘prepare a medicine for 
administration’ – particularly with the loose language of “mix the medicine with 
another medicine to be administered at the same time”, which could simply mean 
take 2 tablets out of their primary packaging and give them to a patient to take later.   
 



In order to separate the act of administration from that of supply in the hospital 
context we use the terminology “for immediate use” for administration: later use 
implies supply.  You include “preparing a medicine for immediate administration is 
not dispensing” in ss29(2) – please include in ss26. 
 
Please note that in the context of a hospital or care home setting, the 
administrator takes responsibility for the act of administration (and hence 
subsequent record keeping of that act of administration) even if the person to 
whom the medicine is being administered introduces that medicine to themselves.  
To them the act of administration therefore includes preparation of the medicine 
and then handing it to the patient for them to immediately self-administer.  Again – 
a reason for including “for immediate use” in ss26 (as per ss29(2) ). 
In addition healthcare practitioners such as community health assistants are 
‘supporting’ self-administration by patients. 
 
There are 2 sections in the TPB which also extend the provisions for “prepare to 
administer” – under ss 32 (3) – meaning of manufacture and ss 29 (3) meaning of 
dispense. 
Meaning of manufacture ss 32(3) states: 
Preparing a medicine for administration is not part of manufacturing the medicine if 
the preparation is done— 

a) in accordance with the responsible manufacturer’s product information; 
or 
b) by, or in accordance with the directions of, an authorised prescriber for the 

medicine. 
Dose this statement imply that use of an approved medication can be via an 
unapproved route of administration (e.g. nasogastric tube etc.) if the authorised 
prescriber so indicates?  If yes – then please ensure that this type of use is clarified 
as permissible by use of an example. 
 
B2 - Prescription (ss38) 
Thank you for finally providing a definition for a prescription, and for confirmation 
that prescription is concerning instruction to administer (and not to supply).  This 
improvement will resolve the current situation where certain hospitals / healthcare 
professionals believe that the current Medicines Act / Regulations do not apply to 
them since they write “medication orders”.  
 
However, there is no clear statement in the Bill that confirms that a prescription (for 
administration) is actually applicable to any type of medicine (regardless of its 
mechanism of supply).  A patient undergoing treatment needs direction from the 
authorised prescriber as to the details of that medicine and its administration.   
 
Suggest addition of “of any category” to ss 38 (1) i.e. A prescription is a direction 
that sets out details of a particular medicine of any category that is to be 
administered by or to a particular identified person or animal. 
 
  



B4 – Authorisation required for controlled activity 
The list of controlled activities under ss 53(2) only includes “administering a category 
1 medicine”.  This implies that any person could administer to another person / 
animal medicines as supplied according to categories 2, 3 and 4 as a non-controlled 
activity.   
 
If this is not the intent of the legislation then the definition of administration needs 
clarification or administration of all medicines should be a controlled activity.   
 
Likewise there are circumstances where a family member / carer will need to 
administer a category 1 medicine, and may be restricted from doing so because such 
administration is a controlled activity.  Timely access for such patients e.g. end of life 
would be an issue if licenses or other controls are required prior to such 
administration.  
 
Please amend to read “administering a category 1 therapeutic product” 
 
B5 – Unapproved medicine – authorisations for pharmacists and for health 
practitioner 
Hospitals currently use a significant number of Section 29 medications in the normal 
course of work.  This is due to the following reasons: 

- The sponsor of an approved medication cannot maintain supply 
- Product has undergone global registration but pharmaceutical firm has 

decided not to go through a NZ marketing authorisation – the product is the 
best clinical option (wider need than current PHARMAC NPPA e.g. 
metaraminol until recently was Section 29) 

- The product is approved but the indication for which it is being used is not 
approved e.g. sodium valproate – migraine / multiple paediatric uses. 

 
Pharmacists cannot manage many of these Section 29 medicines on a special 
clinical needs supply authority based on a specific patient.  The requirements as 
noted in ss 58 (2), (3) and in particular (5) are not possible for “a particular 
patient”.  This is of high clinical risk for example for supply of necessary antibiotics 
that are Section 29. 
 
This equally applies to health practitioners – if a pharmacy needs the SCNSA 
designated for a particular patient before they can get supply, then medicines that 
are needed urgently cannot be accessed in a timely manner. 
 
B6 – Pharmacy workers 
This particular part of the Bill does not take into account the wider remit of work 
completed by Pharmacy workers. Example: provision of stock to clinical areas, 
medication history taking etc.  Both examples would be covered by “any other 
activity” ss 60 (1)(ii).  Both are unlikely to be under “direct supervision” as implied by 
the legislation.   
 
Please provide a) a definition of ‘general’ and ‘direct’ supervision in the definitions. 



 
B7 – Health practitioners 
The wider provisions of this legislation that now will allow health practitioners to 
supply (ss 61 (1) and (2)).  Given the experience in hospitals where supply is already 
possible by authorised practitioners and done without recognition of the ‘supply 
chain’ requirements in particular packaging, labelling, storage and handling please 
add the necessary reference.   
 
Please add an extra clause (d) and in compliance with regulations relating to 
section 55 – this is a patient safety issue as per the principles of the TPB. 
 
B11 – Downstream supply or administration of medicine to a patient 
Ss 72 applies to category 1, 2 and 3 medicine, however subsection (2) part (b) implies 
that administration is only possible for a category 1 medicine.  A prescription is a 
direction to administer ‘medicine’ (of any category), and for safety it is important 
that administration instructions for all categories of medicine are adhered to.   
 
Please amend ss 72 (2) (b) to read “may administer the medicine (category 1, 2 or 
3) in accordance with the directions of the authorised prescriber who supplied or 
prescribed it. 
 
 



Draft Therapeutic products bill 

 

 

The Australasian Society of Infectious Diseases (ASID) is the professional body for 

infectious diseases physicians and clinical microbiologists in Australasia. This 

submission is on behalf of the New Zealand subcommittee of ASID.  

 

We are pleased to have the opportunity to comment on the Bill. The update to the 

legal framework provided by the Bill, increased flexibility and “future-proofing” is 

welcomed. It is hard to comment on certain aspects, as they may or may not be 

included in the subsequent regulations and rules. When these points are potentially 

major, we have discussed them. When minor, we have not included them, anticipating 

that we will have the opportunity in future to provide feedback on regulations and 

rules which are relevant to our practice. 

 

Access to medications 

The replacement of section 29 drugs is essential. Anecdotally the expected process is 

often not followed, and within hospitals falls to the most junior member of the team as 

a tick box task. Minimising difficulty in accessing these drugs is important for patient 

safety. Multiple antimicrobial agents fall under this class, and although some are used 

infrequently there are often no other options. Ethambutol and pyrazinamide are used 

daily in New Zealand as part of standard international best practice treatment of 

tuberculosis, yet continue to require discussions with individual patients. Their section 

29 status also prevents us issuing clear recommendations for their use in Ministry of 

Health publications, risking treatment failure and drug resistance for the patient and 

the public health consequences of this communicable disease. The Bill should allow 

for prescription of unlicensed medicines when recommended in a national guideline. 

Other medications such as flucytosine, clofazamine, Artesunate, Riamet, chloroquine, 

primaquine and diloxanide are less commonly used, but usually have no other options. 

There is no licenced form of nebulised amikacin or oral vancomycin. Some Pharmac 

special authorities specifically require indications which are non-approved for that 

medication. Given their specialist nature and the specific indication required, it would 

seem the SNCSA process will add to the burden of prescribing, not reduce it.  

 

Equity in access to therapeutic products is essential. Pregnancy and paediatric practice 

are areas where the majority of prescribing is outwith current licencing. By creating 

barriers to treatment for these groups the SNCAS process will clearly be counter to 

equitable approaches.  

 

The envisioned flexibility to encourage sponsors to seek approval is welcomed. 

However it seems implausible that manufacturers will be attracted to undertake the 

process to licence the medication when their profit margins are low, due to the low 

cost of the drug. The examples above have mostly been available for decades, and 

without specific requirements (ie push as well as pull factors) this will not happen. 

Specific requirements would have the unintended consequence of preventing access to 

essential drugs. Notably several of these medicines are on the WHO essential 

medications list, and beside the patient harm there would be significant reputational 

harm were New Zealand not able to access these medications. 

 



Antimicrobial resistance is increasing, and novel antimicrobials are increasingly 

required to treat our patients. It will be essential to allow ready access to agents if 

required. Ability to import required drugs at short notice (ie 12-24 hours) will be 

required. The description of emergency supply drugs, with a permit required to 

authorise importation and supply, does not make it clear how this process is 

envisaged. It should be noted that this is required 7 days a week.  

 

Access to antimicrobials will need to be maintained. The implication in schedule 1, 

section 10(3)(B), is that this will not be the case.  Many are now used differently to 

the way that they were originally licenced decades ago. Standard approaches to using 

medication, validated by international guidelines and best practice, should not be 

stymied or impaired through additional administration requirements. Restrictions on 

antimicrobials may lead inadvertently to broader spectrum antimicrobials being 

prescribed, as narrow spectrum options may be “not indicated” for that infection. 

 

Restricting antimicrobial usage is a major goal to improve health worldwide. The 

tension between access to antimicrobials when required and prevention of overuse is 

challenging, but an attempt within the Bill would be useful. Antimicrobial 

stewardship (AMS) would be improved if supported at this level. AMS is most 

succinctly defined as defined as “the optimal selection, dosage, and duration of 

antimicrobial treatment that results in the best clinical outcome for the treatment or 

prevention of infection, with minimal toxicity to the patient and minimal impact on 

subsequent resistance.” (Gerding DN. The search for good antimicrobial 

stewardship. Jt Comm J Qual Improv. 2001)  Of note in the Bill, veterinarians should 

have specific restrictions on antimicrobials which are used in humans. 

 

Natural products and classification 

There are missed opportunities in the decision to exclude “natural products” from the 

Bill. It should be acknowledged that many of the products which will be defined as 

therapeutic products under the new Bill are naturally occurring, and the major 

differences between these and those sold as “natural products” is the evidence of 

efficacy and safety provided by clinical trials. The distinction is not one that is clear; 

rather it was created for convenience. It is unclear that this convenience is still 

worthwhile. In particular, now that medicines, cells and tissues and medical devices 

are all considered under the same categorisation it is hard to conceive why natural 

products require a separate framework. The “approval-exempt” category would seem 

to be a reasonable place to regulate “natural products”. 

 

Faecal microbiota transplants (FMT) are now routinely used as treatment for recurrent 

Clostridium difficile infection. It is unclear from the Bill how they will be treated – as 

a natural product (and therefore excluded), as a human tissue undergoing minimal 

processing, or under another category. Clarity of this is important, as other 

jurisdictions have attempted to place severe limits on this treatment. Clearly access to 

the material required is easy and will drive patients away from healthcare if barriers 

are placed. How probiotics and prebiotics will be regulated under this Bill is unclear. 

Future research in FMT is attempting to isolate the specific strains of microbes that 

are efficacious – will these be considered a “natural product” despite extensive 

processing, or a therapeutic product although originating naturally.  

 

 



Importation of drugs 

The suggested approach of licences or permits is reasonable for “buyer’s clubs”, 

although additional administration and costs should not be placed onto NGOs and 

patients in the same way that they could be applied to private sector organisations. We 

would support buyer’s clubs being able to import medication that they are unable to 

access within New Zealand, assuming that there is a clinical indication. It is hard to 

provide acceptable restrictions on importation without undue administration and 

compliance costs, beyond the requirement for a prescription.  

 

The additional costs to the patient of importing drugs via a pharmacy or wholesaler 

should be considered, with the potential restriction on access to medications. Clearly 

these costs will be commensurate with the risks the pharmacy/wholesaler perceive in 

the importation of the drug. 

 

Restrictions on importing drugs for personal use does not make it clear who decides if 

this is a therapeutic product, or a natural product which is not to be considered under 

this Bill. Again this reinforces the need to have a coherent approach including 

medicines and natural products. 

 

Clinical trials 

The evidence base in medicine is heavily weighted towards expensive novel 

medicines, and away from processes, devices or approaches. Care will be needed that 

there are no unintended consequences of increasing the costs of research (both 

financial and administrative). Of note, this may include the introduction of new tests 

(as medical devices). They may be required rapidly, either entirely new tests (such as 

for Zika virus) or due to new approaches (eg point of care influenza testing).  

 

It is unclear whether “N-of-1” trials would be expected to be included under this 

approach. Novel treatments, combinations or repurposing of medications for single 

patients are all an essential part of medical care, and it should be clear that regulations 

are not intended to extend to these situations.  

 

Clinical trials as currently regulated in New Zealand are very safe and a robust 

method of ensuring safety and efficacy of medications. It is vital that this is not 

impaired. 

 

It is unclear what harms the proposed increased regulatory barrier are going to 

mitigate. The increased requirements seem likely to reduce research, and therefore 

increase poorly evidenced off label prescribing. This is the opposite to the intended 

consequences of the Bill. 

 

Medical devices 

The regulation of tests as medicines seems to create more issues than are solved. It is 

unclear how providing this regulation will mitigate harms. Devices which are placed 

into persons, or process material prior to insertion/implantation are clearly separate 

from those which receive samples from patients and analyse them ex vivo.  

 

The inclusion of software as a “medical device” is vague and unclear where 

boundaries lie. Currently there are multiple local antibiotic decision support 

applications used in New Zealand, having been created locally and with significant 



research undertaken. The regulation of these decision support tools will place a barrier 

to non specialists having access to specialist advice, and providing appropriate care to 

patients.  

 

Specific questions 

Direct to consumer advertising is not helpful. The presumption that adequate 

information about a product can be provided within an advert, yet this product is 

sufficiently consequential to require a doctor to prescribe does not hold up. It is 

discrepant that this Bill should require 166 pages in draft form if messages can be 

conveyed that simply. Of note, this is the only place in the Bill where New Zealand is 

aligned with the US approach; elsewhere the Bill is explicitly aligned with European 

or Australian approaches. Finally it should be noted that US regulation around 

informing potential customers of harms is more robust that the current New Zealand 

approach. 

 

The proposal to weaken the link between the pharmacist and pharmacies is 

predictably going to increase medication use. This is counter to AMS. Option 1 would 

be preferred. 

 

Section 59 allowing pharmacies to supply nearby pharmacies if they are out of stock 

is supported as helping patient centred care. 

 

Additional points 

For product approvals, it should be a routine requirement on novel agents that they are 

updated with safety information as it becomes available. This should include CARM 

(Centre for Adverse Drug Reactions) and overseas data. The approval should expire if 

this is not provided. This will help reduce the risk of exposure to unexpected or 

unpredicted harms. 

 

Packaging and labelling is poor at present, with information sheets rarely being read 

and routinely being misinterpreted by patients. An approach demanding health 

literacy and framing statistical information appropriately in every package insert 

would help, rather than the meaningless lists without context. Patients occasionally do 

not take essential medication due to excess concern driven by package inserts. 

Although this harm is uncommon, it is entirely preventable. 

 

The comment that cells or tissues may be “soaked in antibiotic or antimicrobial 

solution” is counter to AMS principles. We strongly suggest that antimicrobial 

solutions are not used without clear evidence and the approval of the local AMS 

committee. 

 

In schedule 2, the reviewable decisions do not appear to be able to be requested by 

those who would have access to the medication, or those expert in the field. This 

should be permitted in order to ascertain local needs. It is also unclear whether the 

panel of 3 would seek expert opinion on reviewing the decision. Finally, the time 

course of decisions is unclear. In emergency situations delays must be avoided. 

 

 

 



We thank the Ministry of Health for the opportunity to provide feedback on this Bill. 

We would be happy to be contacted about any points which are unclear, and provide 

feedback if consultation is sought around subsequent drafts. 

 

 

On behalf of the NZ branch of ASID, 

 

 

 

   
 

Dr Nigel Raymond    Dr James Taylor 

Chair, NZ Subcommittee, ASID  ASID representative, RACP AMD 



Feedback on the Draft Therapeutic Products Bill 
 

1. Firstly ensuring that clinical trial drugs don’t have to be registered by an additional 
committee prior to the trial being undertaken ( the SCOTT process works well for clinical 
trials but anything more bureaucratic could kill clinical trials in this country 

 
2. Secondly the suggestion that drugs could not be imported into this country would 

potentially have implications for some haematology patients who import lenalidomide 
with a prescription from a haematologist.  

 
3. Thirdly, that drugs can only be used for the specific indications that they have been 

specifically registered for – many drugs including aspirin would not be able to be used for 
some of its most important uses!  

 
4. Fourthly, the bill fails to deal with the regulation of natural products and unsubstantiated 

claims re their benefits  
 

5. Fifthly the Bill should in my opinion stop direct consumer advertising by Drug Companies. 
The USA 

 
6. Any natural health product with a therapeutic claim should not be excluded from this Bill. 

Otherwise there will be lots of misleading claims of natural health products not being 
regulated. E.g. the new xx natural supplement now cures cancer. (Indeed, apparently this 
is an issue with natural health product that is perhaps getting out of hand in Australia). I 
think using the same approach as the Food Act can be helpful. E.g. salt, used as a food 
seasoning is not regulated, the salt used in saline infusion is regulated, and if one tries to 
claim “natural” sea salt can cure cancer (as a therapeutic claim), then this should be 
regulated under the Act.  
 

7. It would be helpful to clarify the level of assessment needed to ensure “quality, safety 
and efficacy or performance” of a product. And as per the BMJ article, we have to 
cautious with surrogate intermediate markers/ or proxies from outcomes that are 
meaningful for patients, and occasionally they were found to have poor correlation 
between proxies, and subsequent outcomes and leading to FDA approval that do not 
result in improvement in outcomes or quality or quantity of life. See BMJ paper. (hence 
my interim suggestions).    
 

8. For medical devices, a number of small increment minor changes can lead to major 
differences from the product that was originally approved, and having a define process of 
subsequent approval can be helpful (rather than just being reported).  
 

Medicine and the 
Media - Ken.pdf

A Current Affair's 
_ADHD breakthrough_       

Cancer drugs 
survival and ethics.pd

Feedback to the 
therapeutics products  

 
As part of the new regulatory scheme for therapeutic products bill, sunscreen regulation should 
be specifically addressed. 



• In the context of cancer, skin cancer is the most common cancer in NZ, accounting for 
substantial treatment cost and patient morbidity.  The regular use of sunscreen along 
with other sun protection strategies reduces the incidence of skin cancer. 

•         In New Zealand, sunscreens are currently classified as cosmetics under the Medicines 
Act of 1981, despite the claim of therapeutic benefit in providing sun protection.  Any 
substance claiming sun protection (eg listing “SPF”) should require MOH evaluation for 
compliance with relevant regional sunscreen labelling standards, and require MOH 
consent for distribution. 

•         A relevant regional guideline is the Australian/New Zealand Sunscreen Standard (AS/NZ 
2604:2012), which is mandatory in Australia but voluntary in New Zealand.  The AS/NZ 
standard describes regionally standardised SPF testing and labelling 
standards.  Compliance with the AS/NZ sunscreen standard should be made mandatory 
in NZ. 

o   The Commerce Commission of New Zealand, acting on a complaint raised from 
Consumer NZ, found that a Neutrogena-range of sunscreens (including “Sensitive 
Skin SPF60+) was significantly less than label 
claimed.  Reference: https://comcom.govt.nz/news-and-media/media-
releases/2018/sunscreen-producer-will-meet-nz-standard-for-spf-testing 

o   A 2016 study (attached) showed that 27% of audited sunscreens in major NZ 
stores were not compliant with this standard, and noncompliance may mislead 
consumers into thinking sunscreens offer more protection than they do. 

  
Attachment:  Sunscreen Compliance with Regional Practice Guidelines and Standards in NZ - J 
Prim Health Care 2016  

Sunscreen 
Compliance with Regio              
 
and NZ are the only 2 countries in the world who do this.  
 
 

https://comcom.govt.nz/news-and-media/media-releases/2018/sunscreen-producer-will-meet-nz-standard-for-spf-testing
https://comcom.govt.nz/news-and-media/media-releases/2018/sunscreen-producer-will-meet-nz-standard-for-spf-testing


 
Introduction  
C1 South Ltd was established in 2004 and has supplied disability equipment for long term wheelchair 
users from this time funded through the Enable and Accessable funding processes for both MoH and 
ACC. 
 

We wish to submit comments on the draft Therapeutic Products Bill which is intended to replace the 
Medicines Act 1981 and establish a new regulatory scheme for therapeutic products, as a 
representative of the Assistive Technology Suppliers in New Zealand.   

It appears that the regulation of medical devices has been force fitted into a scheme that has been 
designed for medicines. There are significant differences between medicines and medical devices 
and, if the MoH has a desire to regulate these different therapeutic products effectively, there needs 
to be recognition of these differences within the Bill.  

C1 South Ltd would like to suggest that 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 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 Bill should 
be more cognisant of utilising global terminology to support harmonisation.  

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.  

Quality of medical devices needs to be maintained at a reasonable cost. Both the end consumer and 
the supplier need to be protected. Fee structures need to support sustainable business structures 
and will need to be transparent and effectively negotiated in consultation with the sector. This is 
salient as in the Assistive Technology sector low volume products are often required, due to disabled 
communities very individual needs. 

There needs to be clarity around ramifications for non-compliance. The Therapeutic Products Bill 
needs real teeth and penalties for non-compliance. 

 



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 states “…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, there 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.  

C1 South Ltd supports the Regulator recognising 3rd party conformity assessment and not 
undertaking this activity in New Zealand by the Regulator.  

C1 South Ltd 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.  

The office of the regulator needs to be well resourced and its performance measured in 
sustainable KPIs. The intention to register all existing products within a 6-month period may not 
be feasible without adequate resourcing. Delays in bringing approved product to market due to 
under-resourcing the regulator poses real business risks and may result in lost opportunities for 
the end consumer. 

 

  



Chapter B 
Part 1: Preliminary provisions  

B1 Please provide any comments on the purpose or principles of the Bill (ss 3 and 4).  

C1 South Ltd 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. setting the public safety requirements and intervention mechanisms and 
ii. selecting 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. 

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).  

 

 



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. Currently this is not always happening, leading to unfair warranty situations. Who 
is responsible for ongoing service and maintenance if required? We need stronger regulation 
around compliance with AS/NZS 3551, especially where 3rd parties are involved with 
modifications. We recommend that remanufactured medical devices will require a new product 
approval from the agency. 

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.  

C1 South Ltd 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 it is a 
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  

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.  

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.  

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.  

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 C1 South Ltd supports direct adoption 
of international standards and/or Australia New Zealand joint standards to demonstrate the 
safety and performance of medical devices.  

C1 South Ltd 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.  

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?  

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. C1 South Ltd 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 we suggest that there is a public and non-public section of the register. 

B1 Please provide any comments on the sections covering approval-exempt products and their 
sponsors (ss 114–115).  

Approval for 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.  

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.  

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).  

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  

C1 South Ltd 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).  

C1 South Ltd supports the focus of the Regulator on 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.  

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?  

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 2
 05– 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.  

210 Power of Regulator to act on requests of overseas regulators, etc  

This section should be limited to only formal agreements the Regulator has with 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.  

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  

(3) 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 need to be 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. There needs to be clarity 
around ramifications for non-compliance. The Therapeutic Products Bill needs real teeth and 
penalties for non-compliance. 

(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. 

268 Minister must review Act  

C1 South Ltd supports the need to review the Act every 5 years,  

 

  



Chapter C  
C1 Please provide any comments on the approach to regulating changes to approved products 

(ss 100 and 101).  

C1 South Ltd 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.  

C1 South Ltd 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?  

C1 South Ltd 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.  

C1 South Ltd 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.  

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. C1 South Ltd 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.  



C1 South Ltd need 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.  

C1 South Ltd 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. C1 South Ltd 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.  

C15 Please provide any comments on the transition arrangements for regulating activities 
involving medical devices.  

As above.  
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Ministry of Health 
PO Box 5013 
Wellington New Zealand 6140 
Email: therapeuticproducts@moh.govt.nz 
 
Re: Therapeutic Products Regulatory Scheme consultation – draft Therapeutic Products Bill 

Medicines Australia represents the discovery-driven pharmaceutical industry in Australia, many of whom 
also support arrangements for supply of medicines to New Zealand, based on a common supply chain. 
Our member companies invent, manufacture and supply innovative medicines and vaccines to the 
Australian and New Zealand communities. Those medicines keep Australians and New Zealanders out of 
hospitals, prevent disease and play a pivotal role in ensuring a productive and healthy community. 

Medicines Australia welcomes the opportunity to respond to the New Zealand Ministry of Health 
consultation on the ‘Therapeutic Products Regulatory Scheme consultation on the draft Therapeutic 
Products Bill’. We also fully support the submission made on behalf of the industry by Medicines New 
Zealand. Medicines Australia has therefore highlighted key elements and overarching themes relating to 
the Medicines New Zealand submission that are of importance to our member companies and the 
operation of their business in New Zealand. 

Our submission has been prepared with the expert input of Medicines Australia member companies as 
well as the Medicines Australia’s Regulatory Affairs Working Group (RAWG). RAWG members are selected 
for their regulatory experience and industry knowledge and bring a whole-of-industry perspective to the 
consideration of regulatory issues that stand to impact our sector. 

Our detailed feedback on the guidance is contained in Attachment 1 including answers to the specific 
questions included in the consultation paper. Our response includes suggestions for changes to provide 
better clarity on requirements which will support practical implementation as well as identifying key areas 
of concern. 

We would be happy to discuss or provide further comment on any aspect of our response and we 
appreciate being kept up to date on further developments. Please feel free to contact Betsy Anderson-
Smith if you would like further clarification on any aspect of our submission (banderson-
smith@medaus.com.au). 

 

Yours sincerely, 

 

Elizabeth de Somer 
CEO 
Medicines Australia 
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Attachment 1 

CHAPTER A – KEY FEATURES OF THE NEW REGULATORY SCHEME 

A1 Do you support the general design of the new regulatory scheme for therapeutic products? 

Medicines Australia supports the general design of the regulatory scheme. 

 

CHAPTER B CONTENT OF THE DRAFT BILL 

B1 – B19 Medicines Australia endorses the response to the consultation provided by Medicines New 
Zealand. 

B1 Please provide any comments on the purpose of principles of the Bill (ss3 and 4) 

Medicines Australia agrees with the purpose and principles as outlined in ss3 and ss4 and we support 
Medicines New Zealand’s comments on definitions and meanings set out in the draft Bill. Medicines play 
an important role in supporting the health care needs of the population, recognizing that an investment 
in a healthier population provides benefits in terms of an active workforce that contributes to the overall 
economic health of the nation. 

Medicines Australia is supportive of principles that support the timely availability of therapeutic products 
with regulation that is proportionate to the risks posed by those products. We also support the principle 
that the administration of the Act should be carried out in an open and transparent manner, and that 
there should be cooperation with overseas regulators, compliance with international obligations, and 
alignment with international standards and practice. Further detail on the principles is provided below: 

• Risk-proportionate regulation – Medicines Australia supports the intent that regulatory 
requirements for different kinds of products and activities are to be tailored to accommodate 
their different characteristics and risk profiles. We also support the intent to have a wide and 
flexible range of product approval pathways, dependent on risk. 
 

• Timely availability of therapeutic products – Medicines Australia believes that a successful 
regulatory scheme should not create undue delay and uncertainty to the availability of 
therapeutic products. This is an essential principle as regulatory schemes should ensure that 
people that need access to medicines are able to get access in the timeliest manner possible 
whilst ensuring that the medicine is safe, efficacious and of good quality. The regulatory scheme 
will need to establish transparent timeframe target setting and reporting of the regulator’s 
performance to ensure that the regulator will be kept accountable to making decisions in a timely 
manner. 
 

• Open and transparent regulator – Medicines Australia supports the principle that the regulatory 
scheme is administered openly and transparently. Transparency and fairness are key principles 
by which public sector regulation should be administered and there should be checks and 
balances to ensure these principles are realized. 
 

• Regulators reliance on overseas regulators work – Medicines Australia supports the principle to 
have a regulator that cooperates internationally and recognises the work of trusted overseas 
regulators. This is increasingly important as New Zealand is small on the global stage, and with 
the challenging environment with respect to availability of medicines, many innovative sponsors 
do not consider New Zealand as a priority country in which to register medicines. It is therefore 
critical that the regulatory scheme relies on overseas assessments which can accelerate the 
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review and avoid duplication of effort. In Australia, the Comparable Overseas regulator pathways 
provide a good benchmark for a regulatory model that delivers significantly shortened review 
timelines. 
 

CHAPTER C WHAT THE NEW SCHEME WOULD MEAN FOR DIFFERENT SECTORS AND 
HEALTH PRACTITIONER GROUPS 

C1 – C53 Medicines Australia endorses the response to the consultation provided by Medicines New 
Zealand. 

C3 Please provide any comments on the transition arrangements for existing medicine product 
approvals. 

Medicines Australia believes that transition arrangements need to be more effectively addressed in order 
to meet the needs of patients currently being treated with s29 medicines – including the issue of 
stockpiling by wholesalers for those medicines that are needed promptly. Transition should include an 
automatic grandfathering clause where special clinical needs supply authorities (SCNSAs) are approved 
for a fixed period to allow product registration where this is appropriate.  For example, a 2-year SCNSA 
may be automatically granted for medicines supplied under s29 at the commencement of the new 
legislation. 

 

C16 Please provide any comments on the change in approach to regulating clinical trials 

The proposed change formalises current practice into legislation. 

 

C17 Please provide any comments on the transitional arrangements for clinical trials 

Regarding 424, the 12-month transition period is understood, however consideration should be given to 
not transition clinical trials with up to 12 months remaining prior to closure. 

Regarding 425, it is not understood why the Principal Investigator would need to apply as opposed to the 
person who lodged the section 30 application. Consistency for temporary license scenarios is 
recommended. 

 

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? 

Medicines Australia agrees with the approach to curtailing personal importation of prescription 
medicines. Patients should use the appropriate channels and they would need to follow the regulated 
supply channel for unapproved medicines (i.e. 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. This ensures that the medicine is quality controlled and it 
also ensures the quality use of medicines, including counselling and support for the patient by the 
pharmacist. 
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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 (s 159)? If so, which pharmacy activities or 
circumstances do you think this would be appropriate for? 

Yes, a pharmacist should be able to provide clinical advice and oversight remotely. This is essential to 
reach rural patients and provide ‘on-demand’ consultation for those whom are unable to attend a 
pharmacy in person. 

Appropriate activities would be; (i) after a product is prescribed and dispensed, any follow up questions 
on dosing, how to take the medicine(s) and any questions around potential or experienced side-effects. 

For the future task-shifting is an important evolvement of medical treatment, so considering legislation 
that allows for prescribing pharmacists (i.e. (i) for a product that just needs a repeat script or (ii) to 
administer medicines or vaccines such as flu and travel vaccines), allows pharmacists to further contribute 
to patient health under an established model of shared care. 

 

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? 

No, this not required. Ethical behaviour from prescribers and pharmacists should always be paramount 
and regular audits from the government/professional bodies would identify any conflict of interests. 

 

C41 Are there any other situations when you consider it appropriate for a pharmacist to provide 
medicines by wholesale? 

No, all wholesale should go through the appropriate wholesalers as pharmaceutical companies have 
agreements with wholesalers to provide which include volume requirements.  Any changes to this part of 
the supply chain may put contracts between wholesalers and pharmaceutical companies at risk, and 
therefore driving up additional costs for both parties. 

 

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? 

Medicines Australia supports Medicines New Zealand’s response and the fact that the status quo 
regarding direct to consumer advertising (DTCA) is proposed to be maintained at this stage (with an 
enhanced range of enforcement options and higher penalties for breaches). DTCA of prescription 
medicines is a valuable tool for patients in order to promote health literacy and factual knowledge of what 
products are available to them. It also provides an opportunity for patients to take a proactive role in their 
own health management by visiting their heathcare professional and discussing what medicine is best for 
them. 

However, our support for DTCA in New Zealand should not be interpreted as Medicines Australia seeking 
to similarly change our national approach which does not permit DTCA. Australia and New Zealand have 
taken different approaches with regard to DTCA for prescription medicines over many years and we are 
not aware of any reason to change either country’s position. 



 

Introduction  

Permobil New Zealand was established in 2017 from the purchase and merging together of two 
existing New Zealand business (DME – Durable Medical Equipment and TiLite New Zealand). With 
over 30 years combined experience selling medical equipment into the New Zealand market, we are 
able to offer a pragmatic insight into our concerns around the newly proposed legislation.  We have 
worked together with ATSNZ (Assistive Technology Suppliers of New Zealand) as part of our 
submission. 
 

We wish to submit comments on the draft Therapeutic Products Bill which is intended to replace the 

Medicines Act 1981 and establish a new regulatory scheme for therapeutic products, as a 

representative of the Assistive Technology Suppliers in New Zealand.   

It appears that the regulation of medical devices has been force fitted into a scheme that has been 

designed for medicines. There are significant differences between medicines and medical devices 

and, if the MoH has a desire to regulate these different therapeutic products effectively, there needs 

to be recognition of these differences within the Bill.  

PERMOBIL would like to suggest that 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 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 Bill should 

be more cognisant of utilising global terminology to support harmonisation.  

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.  

Quality of medical devices needs to be maintained at a reasonable cost. Both the end consumer and 

the supplier need to be protected. Fee structures need to support sustainable business structures 

and will need to be transparent and effectively negotiated in consultation with the sector. This is 

salient as in the Assistive Technology sector low volume products are often required, due to disabled 

communities very individual needs. 

There needs to be clarity around ramifications for non-compliance. The Therapeutic Products Bill 

needs real teeth and penalties for non-compliance. 

 



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 states “…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, there 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.  

PERMOBIL supports the Regulator recognising 3rd party conformity assessment and not 

undertaking this activity in New Zealand by the Regulator.  

PERMOBIL 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.  

The office of the regulator needs to be well resourced and its performance measured in 

sustainable KPIs. The intention to register all existing products within a 6-month period may not 

be feasible without adequate resourcing. Delays in bringing approved product to market due to 

under-resourcing the regulator poses real business risks and may result in lost opportunities for 

the end consumer. 

 

  



Chapter B 

Part 1: Preliminary provisions  

B1 Please provide any comments on the purpose or principles of the Bill (ss 3 and 4).  

PERMOBIL 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. setting the public safety requirements and intervention mechanisms and 

ii. selecting 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. 

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).  

 

 



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. Currently this is not always happening, leading to unfair warranty situations. Who 

is responsible for ongoing service and maintenance if required? We need stronger regulation 

around compliance with AS/NZS 3551, especially where 3rd parties are involved with 

modifications. We recommend that remanufactured medical devices will require a new product 

approval from the agency. 

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.  

PERMOBIL 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 it is a 

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  

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.  

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.  

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.  

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 Assistive Technology 

Suppliers supports direct adoption of international standards and/or Australia New Zealand joint 

standards to demonstrate the safety and performance of medical devices.  

PERMOBIL 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.  

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?  

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 Assistive Technology Suppliers 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 we suggest that there is a public and non-public section of the register. 

B1 Please provide any comments on the sections covering approval-exempt products and their 

sponsors (ss 114–115).  

Approval for 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.  

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.  

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).  

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 Assistive Technology Suppliers 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).  

PERMOBIL supports the focus of the Regulator on 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.  

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?  

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 2

 05– 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.  

210 Power of Regulator to act on requests of overseas regulators, etc  

This section should be limited to only formal agreements the Regulator has with 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.  

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  

(3) 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 need to be 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. There needs to be clarity 

around ramifications for non-compliance. The Therapeutic Products Bill needs real teeth and 

penalties for non-compliance. 

(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. 

268 Minister must review Act  

PERMOBIL supports the need to review the Act every 5 years,  

 

  



Chapter C  

C1 Please provide any comments on the approach to regulating changes to approved products 

(ss 100 and 101).  

PERMOBIL 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.  

PERMOBIL 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?  

PERMOBIL 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.  

PERMOBIL 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.  

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. PERMOBIL 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.  



PERMOBIL need 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.  

PERMOBIL 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. PERMOBIL 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.  

C15 Please provide any comments on the transition arrangements for regulating activities 

involving medical devices.  

As above.  

 



 

 
 

 

 

 
  

18 April 2019 
 
 
Sheila Swan 
Chief Advisor 
Ministry of Health 
(via e-mail) 
therapeuticproducts@moh.govt.nz 
 
 
Therapeutic Products Bill Consultation Submission 

 
 
Dear Sheila 
 
Thank you for the opportunity to provide comment on the proposed Therapeutic Products Bill. 
 
In developing our response ESR has reviewed the proposed Bill and associated consultation 
document, and has endeavoured to align our responses with the appropriate question 
numbering in the consultation document. 
 
Also attached to this e-mail is our completed submitter profile form. 
 
 
1. General comments 
 
 
ESR supports the general design of the proposed regulatory scheme for Therapeutic products 
outlined in the Therapeutics Product Bill. The Medicines Act 1981 has become outdated piece 
and is no longer fit for purpose for the regulation of therapeutics in New Zealand. ESR agrees 
with the concept that new regulatory requirements should be consistent with international 
approaches, and that these should be risk-based and future-proofed to account for unknown 
changes in the therapeutic product area. 
 
ESR supports the proposal to establish the requirement for a pre-market evaluation of medical 
devices but draws attention later in this document to the potential for unintended consequences 
for clinical laboratories such as ESR. 
 

ESR recommends that the proposed regulator for therapeutic products should remain as part of 
the Ministry of Health (either as a business unit or a departmental agency), but not as a crown 
entity. We feel that is important that therapeutic products continue to be considered within an 
overall health context, and that keeping the established links with the wider Ministry would 
enable this better than interacting from an external agency. ESR also supports the need for the 
regulator to be cost recovery based. 
   
 
2. Consultation document questions 
 
Special Clinical Needs Supply Authority (SCNSA): 
Related question numbers: B10, C18, C47 
 
ESR supports the move to restrict personal imports of prescription medicines, and to introduce 
a formalised process to ensure the clinical need is reviewed by a medical practitioner. It is not 



 

 

 

 

immediately clear from the draft Bill who would take responsibility for the safety, quality, efficacy 
or performance of an unapproved product.  
 
This is of particular importance as it is proposed that while a SCNSA ‘mini-approval’ is in force it 
could be used by other practitioners for care of the patient. Should an issue arise with regards 
to, for example, the quality of an unapproved product, it should be clear who has the 
responsibility to investigate and/or recall the product. 
 
While it may be that the responsibilities are further elaborated in the Regulations, ESR suggests 
that the principle be set out clearly in the Act. 
 
 
Natural Health Products: 
Related question number: B2 
 
ESR supports the need for establishment of a regulatory framework for natural health products 
to ensure a greater focus on the quality and safety of these products for consumers than 
currently exists. Our preference would be for these products to be included within the scope of 
the Therapeutic Products Bill. If these products are specifically excluded there needs to be 
greater certainty communicated about what the proposed regulatory framework will look like, 
and a timeframe for implementation that mirrors that for therapeutic products. 
 
 
Therapeutic purpose and recreational purpose: 
Related question numbers: B1, B2 
 
There are situations where a product (or product class) could be both intended for use for a 
therapeutic purpose and also for recreational use. An example is e-cigarettes/e-liquids – these 
could be sold purely for recreational use, but the same product or product class could also be 
used therapeutically. Another example could be cannabis-based products, and there may well 
be other products that arise in the future with a dual purpose. 
 
Referencing section 15(2), using e-cigarettes as an example: 

a. How would ‘ordinarily’ be defined when considering whether a class of products is 
intended for use for a therapeutic purpose? A certain proportion of the population may 
use e-cigarettes for a therapeutic purpose, and another proportion for recreational use. 

b. One manufacturer may intend for their e-cigarette product to be used for a therapeutic 
purpose, and another manufacturer may intend for their product to be for recreational 
use, although both products may effectively be the same. Would this be interpreted that 
this product class as a whole is intended for use for a therapeutic purpose? 

d. What proportion of use of a product would constitute ‘likely’? 
 
It is understood that there will be further ability in the subordinate legislative instruments to 
make clarification with regards to particular products or product classes. However, there may be 
a risk that this is challenged if the definition in the Act is not clear or leaves a gap. 
 
From a product safety point of view, the same issues could be relevant regardless of the 
intended usage. For example, a recreational e-cigarette user would not necessarily be at lower 
exposure risk than someone using e-cigarettes to assist with smoking cessation. It would seem 
sensible to apply an equivalent level of control based on the exposure risk rather than the 
reason for the exposure. 
 
ESR suggests that the definition of ‘intended for use for a therapeutic purpose’ is reviewed to 
ensure that efficient and effective decisions can be made with regards to the 
therapeutic/recreational boundary. 
 
 



 

 

 

 

Consistency of terms with international nomenclature: 
Related question number: B2 
 
The use of the term Active Medicinal Ingredient (AMI) rather than Active Pharmaceutical 
Ingredient (API) appears to be contrary to the stated principles of the Bill in being consistent 
with international approaches. The term Active Pharmaceutical Ingredient (API) is an 
internationally accepted terminology and deviation from this will be confusing and does not 
appear logical. 
 
 
Access to expertise: 
Related question numbers: B3, B13, B14, B15, B16, B18, B19, B21, B22, B27, B35, C2, C4, 
C16. 
 
ESR welcomes the flexibility that the Bill proposes for the Regulator to have more flexible 
access to outside expertise, and intends to engage with the Regulator in this respect as 
required. 
 
 
Recognised laboratories and analysts: 
Related question numbers: B25, B30 
 
As the scope of testing is likely to broaden for ‘recognised laboratories’ under this scheme and 
in relation to future product trends, the responsibilities of ‘recognised laboratories’ and ‘analysts’ 
should be reviewed. New Zealand is a small country, with limited resource available to maintain 
a broad range of analytical capability within each laboratory.  
 
This is offset by way of collaboration on both a national and an international level. In some 
circumstances it may be that some or all of a particular set of testing may need to be 
subcontracted/facilitated, but still remain under the responsibility of an established ‘recognised 
laboratory’ and ‘analyst’. 
 
It may be impractical for the Regulator to go through a formal recognition process for a 
laboratory and analyst for a one-off investigation or requirement, particularly where there is a 
potential public safety risk/time-sensitive aspect. The lack of a current ‘recognised laboratory’ 
for an unanticipated analysis should not be an impediment to taking appropriate enforcement 
action.  
 
The current New Zealand ‘recognised laboratories’ have robust procedures in place for 
subcontracting/facilitation of work, including work required under other legislation for evidential 
purposes. It would seem reasonable for a ‘recognised laboratory’ to facilitate work carried out 
by another laboratory or individual, subject to appropriate controls and oversight. 
 
Likewise, a reporting analyst may require technical assistance from a number of other internal 
laboratory staff in order to carry out work required by an ‘analyst’ and report on this work. 
 
ESR suggests that the responsibilities for ‘recognised laboratories’ and ‘analysts’ are further 
elaborated. A possible inclusion to the Bill could be: 
 
187(3): In the course of testing for the purposes of this Act, a recognised laboratory and analyst 
may, at times, require technical assistance from other internal staff or external laboratories, 
subject to appropriate control and authorisation. The responsibility for any such testing and 
preparation of a certificate of testing remains with the recognised laboratory and analyst. 
(or words to the effect of) 
 



 

 

 

 

Further clarification could be included in the regulations as to what the appropriate control and 
authorisation would be, and any additional reporting requirements that may arise due to 
facilitation. 
 
 
3. Closing remarks 

 
ESR would like to thank you again for the opportunity to have input into the development of the 
Therapeutic Products Regulatory Scheme, we trust our commentary is helpful.  
 
We will continue to provide input throughout this development, and look forward to reviewing 
the regulations once consultation opens for these. We consider that we will have further 
detailed comment through consultation on the proposed regulations, and other regulatory 
instruments as they are developed.  
 
 
 
 

Yours sincerely 

 

 

 

 
Dr Mary Jane McCarthy 

Manager Forensic Toxicology and Pharmaceuticals 
ESR 



CHAPTER D: LIST OF CONSULTATION QUESTIONS 

Chapter A: 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. 

 We partially support. 
 Section A1 4. We agree that 1981 Act needs to be replaced as it’s inflexible and out 
 of date. 
 We agree that it needs to be consistent with international approach for regulation 
 of products. 
 Section A1 7b. We hope that an efficient and cost-effective regulation for the 
 regulator will not result in high costs for the industry.  Although, we support 
 efficient regulation that could result in more resource for the regulator. 
 Section A1 8b.  We agree that a regulator needs to be accountable and need KPIs 
 for evaluation timeframes.   
 We agree that much of the detail from current 1981 Act be included in the regulations 
 and rules that are under the act. Changes to regulations, rules and notices would not 
 need to go through the full parliamentary process ie. will be easier to change the law. 
 However, we need more clarification on how these updates will be communicated to 
 industry and we would like changes to be consulted with industry first.  
 Misuse of Drugs Act (MODA) needs to be updated at the same time as this Act. 
 We agree that the Natural Health product Bill should be separate. 
 We also support the NZSMI submission comments for A1. 

Chapter B 

Part 1: Preliminary provisions 
B1 Please provide any comments on the purpose or principles of the Bill (ss 3 
 and 4). 
 We agree with Sections 3 & 4 of the Bill.   
  (Section 4d) We would like the regulator to be able to recognise work done by 

 overseas regulators not only for prescriptions but also for OTC and general sales 
 medicines and devices ie. abbreviated OTC and Devices applications for products and 
 at reduced fees. 
 We also support the NZSMI submission comments. 
  



CHAPTER D: LIST OF CONSULTATION QUESTIONS 

Part 2: Interpretation 
B2 Please provide any comments on the definitions or meanings set out in the draft Bill 

(ss 14–50). 
 We agree, except for: 
 Section 19: Proposed 1,2,3,4 for prescription, pharmacist only, pharmacy only and 
 general sale respectfully should be numbered from lowest risk to highest risk similar to 
 TGA, Australia.  

Category 1 General Sale 

Category 2 Pharmacy Medicine 

Category 3 Pharmacist Only Medicine 

Category 4 Prescription Only Medicine  

 Section 20: Meaning of AMI (active medicinal ingredient).  Should be API not AMI as 
 this is internationally recognised for active pharmaceutical ingredient.   
 Query with Section 48: Is it the intention that all senior staff, including head of supply 
 chain, should be included on the licence? 
 Further comments:  We are not happy with the current MCC process. There needs to 
 be more industry input.  Change in classification needs to be allowed to be appealed.  
 TGA process is to appeal to the minister on decisions. 
 What will be the new Switch process, there should be something in the Bill to allow 
 changes to classifications up and down? 
 The definition of senior management will be an important point to clearly define as 
 they are on the hook so to speak.  Spelled out later in section 119. 
 We also support the NZSMI submission comments for B2. 
 

Part 3: Dealing with therapeutic products 
B3 Please provide any comments on the product approval controls (ss 51 and 52). 
 We agree with sections 51 & 52.  There will now be fees for our Saline Nasal Spray 
 devices, however as we already have these products in Australia with essential 
 principles then there should be reduced fees for a change over to the proposed Bill. 
 We also support the NZSMI submission comments for B3. 
 
B4 Please provide any comments on the controlled activities and supply chain 
 activity controls (ss 53–55). 
 We agree with Sections 53, 54 & 55.   
 We agree that there should be regulation required for personal importation of 
 prescription medicines by post/courier and also for OTCs. 
 The difficulty here is going to be with the personal exemptions later on.  If a person 
 gets their OTCs from overseas which could potentially be for a product already 
 sponsored in NZ.  The Sponsor has no control over these yet may be investigated 
 should there be an issue with the same product bought in by the person. 
 We also support the NZSMI submission comments for B4. 
 

       B5 Please provide any comments on the authorisations for pharmacists (ss 57–59). 
            We support the NZSMI submission comments for B5. 
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B6 Please provide any comments on the authorisations for pharmacy workers (s 60). 
           No comment  

B7 Please provide any comments on the authorisations for health practitioners 
             (ss 61–64).  No comment 
 
B8 Please provide any comments on the authorisations for health practitioners’ staff (s 65). 
    No comment  

B9 Please provide any comments on the authorisations for veterinarians and veterinary staff         
            (ss 66–70).  No comment 

B10 Please provide any comments on the approach for the personal importation of medicines 
or medical devices (ss 76 and 77). 
We support the NZSMI submission comments to B10.  Refer B4 also. 

B11 Please provide any comments on the authorisations created in sections 71–75 and 
sections 78–80. 
Standing orders are issued by medical providers, how they choose to regulate who can 
dispense is not up to us.  What is done currently seems to work. 

B12 Please provide any comments on the offences created in sections 81–94. 
Subpart 4: other offences.   
We agree with Sections 81, 84-94. 
Section 82 & 83. Advertising. We don’t agree that DTCA should continue for OTC and 
prescription medicines. 
 

Part 4: Product approval 
 B13 Please provide any comments on the sections covering product approval requirements  

           (ss 94–104). 
Section 97(c): regarding commercial contract with responsible manufacturers, can be a 
complicated relationship and the Act should allow for multiple agreements throughout 
the supply chain as long as they are traceable back to the responsible manufacturer. 
Section 100: Major changes results in a new product. We don’t agree that a major change 
other than a major formulation change would result in a different product.  Different TT50 
number? 
Section 101: More clarity required regarding what minor changes will be.  Allowing annual 
notifications of minor changes, however some minors may need to be notified immediately. 
Section 103:  We don’t agree that applications should have an expiry date when approved.   
The current system works. 
Other comment: We want New Medicine Applications to have set legal timeframes as 
Change medicines notifications currently do with 45 days. 
We are concerned with the following and needs further clarification, as it is hard to prove 
and everyone in the company could be made accountable. 
Section 99 – Tampering – offence if known.  
Section 104 – misleading information. 
We also support the NZSMI submission comments to B13. 
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B14 Please provide any comments on the sections covering conditions on approvals and 
 cancellation of approvals (ss 105–113). 
 Section 113: We agree that there should be a Regulator register for products that is 
 publicly available, as there currently is.   
 This section supports the need to have a business continuity plan.  
 We also support the NZSMI submission comments to B14. 
 
B15 Please provide any comments on the sections covering approval-exempt products 
 and their sponsors (ss 114–115). 
 We don’t currently have approval-exempt products ie. blood products etc.  
 However, we do support the NZSMI submission comments to B15. 

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

 We agree with Section 116 & 118. 
 Section 117 (96):  Further clarification required regarding ‘Product Standard’ with 

respect to product applications to the regulator. 
 We agree that companies should be complying with sponsor obligations now.  

Audits and QA oversight of sponsored product manufacturers should be the way we 
move forward. 

 We also support the NZSMI submission comments to B16. 
 

B17 Please provide any comments on the protection of active ingredient information 
 about innovative medicines (ss 120–122). 
 We are a generic pharmaceutical company.  However, we do have some IP. 
 We support the NZSMI submission comments to B17. 

 

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). 
 We agree with Section 123, 124, 125 & 127.  Section 126 not relevant to our 
 company.  Flexibility in the licencing could be a good thing or a bad thing. 
 Combined on a single licence, means any one thing changes, it will all need to be 
 updated.  As we have no clue how the fee structure will work, it’s impossible to say 
 whether this will be a good thing or a bad thing. We imagine they are thinking this 
 would simplify their records- one business entry but we don’t’ see how it will help 
 us. We prefer to have them separated and clearly spelled out with sites.   
 We also support the NZSMI submission comments to B18. 

B19 Please provide any comments on the criteria for: granting a licence; licensees; and 
responsible persons (ss 128–130). 

 We agree and support Sections 128-130 and that Licensee, responsible persons 
 should be resident in NZ. 
 We also support the NZSMI submission comments to B19. 

B20 Please provide any comments on the sections covering the scope, content, effect 
and grant of a permit (ss 131–135). 

 Section 131.  1(a) We don’t agree, as there should always be sponsor consent before 
 importing their products. 
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We need more clarify around permits and will they supersede Section 29?  Section 29 has 
been useful for Pharmac products. 
Permits to be used in rare circumstances.  Depends on how the resulting regulations pan 
out. 
We also support the NZSMI submission comments to B20. 
 
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). 
Section 137 (1):  We agree with more flexibility with licences as per the European process 
of up to three years. 
We agree with 137 (3) that the current licence remains in force until the new one is issued. 
There has been issues with product applications if a GMP certificate is near expiry it won’t 
be excepted by the regulator, however this should change if the company is just awaiting 
a new licence given the 20 working days. 
 
B22 Please provide any comments on the sections covering the transfer of licences and 
permits (ss 150 and 151). 
This will depend on how the regulations pan out.  We leave this open to the regulator. 
We also support the NZSMI submission comments to B22. 

B23 Please provide any comments on the obligations of licensees and responsible 
persons (ss 153–159). 

We agree.  Section: 156 - this allows whistle blowing activities. 
Other comments:  It maybe a requirement for proper and fit people for the licence to have 
personal liability cover.  We require further clarification as to whether Senior managers are 
required to be on the licence now? 
We also support the NZSMI submission comments to B23. 
 

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). 
 We agree and will have to see how the regulations pan out.   

We also support the NZSMI submission comments to B24. 

B25 Please provide any comments on the regulator’s investigative powers 
(ss 183–196). 

 Seem comprehensive.  There should be the power to investigate and test product as 
 required.  
 We need more clarification on the meaning ‘by recognized lab (187 1a)’? we 
 presume this is IANZ…this would be specified in the resulting regulations. 
 Or should ‘Recognised laboratory’ state ‘GMP certified contact testing laboratories’ 
 (as per those saved on the Medsafe  website).  
 We also support the NZSMI submission comments to B25. 

B26 Please provide any comments on the offences relating to the regulator 
(ss 197–199). 

 Section 197 (3):  this maybe a bit harsh and hard to prove. Regulatory Affairs staff 
 regularly pass information onto the regulator that has been approved by other 
 competent staff, and they may not be aware that it is misleading.  
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 We need better clarification on the levels of offences A1, A2, B1 and B2. 
 However, we will comply with whatever the resulting regulations end up being or face 
 penalty.  We need to know or risk jail time. 
 We also support the NZSMI submission comments to B26. 

B27 Please provide any comments on the review of regulator’s decisions 
(ss 200–204). 

 It’s good to have a review of regulator decisions if requested by applicant.  However, 
 should include the ability to appeal to High Court not just District court, as District 
 court is unlikely to go against the regulator. 
 We also support the NZSMI submission comments to B27. 

B28 Please provide any comments on the administrative matters relating to the 
regulator (ss 205–222). 

 Section 207:  We agree that Medsafe should rely on other recognised authorities.  We 
 would like to see abbreviated OTC product applications in the future. 

   We also support the NZSMI submission comments to B28. 

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). 
 Appealing any decision will likely be expensive and time consuming.  Regulator has 

been given a lot of power.  However, we do not have a proposed alternative 
 We also support the NZSMI submission comments to B29. 

B30 Please provide any comments on the sections covering penalties, court orders, 
liability, defences and evidentiary matters for criminal offences (ss 233–248). 

 We need more clarity and examples on the level of offences and penalties ie. A1, 
 A2,A3, B1, B2, B3.    

B31 Please provide any comments on the sections covering infringement offences and 
the related penalties and processes (ss 249–255). 

 These minor infringement costs could build up, hence the importance of having a 
good relationship with the Regulator and ensuring that for example audit findings 
are fixed within a reasonable timeframe and following reminders. 

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). 

 Section 256:  No guidance has been  provided on a possible fee structure and at the 
 TPB consultation it was clear that they have no clue as to what it will look like. They 
 haven’t looked at their current fees and volume to even begin to speculate. 
 We would like to see abbreviated OTC applications at a reduced cost.   
 The regulator does require more resource, therefore we understand there may be 
 an increase in fees to ensure this happens, however we don’t want to see 100% cost 
 recovery based on industry fees.  
  There should be discount in fees for NZ manufacturers of medicines. 
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B33 Please provide any comments on the amendments to the Health Practitioners 
Competence Assurance Act 2003 (ss 276–285). 
No comment 

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). 

 We agree that this is required in NZ.   
 

B12: Schedule 1: Transitional, savings and related 
provisions 
See under individual sector subheadings in Chapter C for sector-specific questions. 
Will be good to have a transitional period to change over.   
We agree with removing gazette notices in future as this causes delays following product 
consent. 
We also support the NZSMI submission comments to this. 
 

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). 
We agree that there should be a list of reviewable decisions, however maybe this should be 
part of regulations and not the Act so it’s easier to add more in the future. 
 

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). 
Schedule 3 will be useful, however as per B35 maybe this should be part of regulations and 
not the Act so it’s easier to add more in the future. 
 

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? 
 Include Broadcasting Act 1989 for Advertising. 
 

http://www.legislation.govt.nz/act/public/1981/0118/latest/link.aspx?search=sw_096be8ed81818823_advertisement_25_se&p=1&id=DLM155364
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Chapter C 
C1 Please provide any comments on the approach to regulating changes to approved 

products (ss 100 and 101). 
Section 100: Major changes result in new products. 
We don’t agree that a major change other than to major formulation changes should 
result in a different product ie. different TT50 number? 
The current process works as is.    
 

C2 Please provide any comments on the approach for medicines categorisation 
 (classification). 
 Please refer to our response to B2. 
 We also support the NZSMI submission comments to C2. 
 
C3 Please provide any comments on the transition arrangements for existing medicine 
 product approvals. 
 We agree that there should be transition for existing products. 
 Schedule 1. 7) – We don’t agree that there should be a transitional fee for pending 
 applications as these should be finished as per the initial fee structure. 
 Hopefully there will be no change to application numbers and make it murky during 
 the transition.   
 We also support the NZSMI submission comments to C3. 

C4 Please provide any comments on the approach to post-market controls. 
We Agree, 
We also support the NZSMI submission comments to C4. 

C5 Please provide any comments on the manufacturing-related definitions. 
We agree, manufacturing and wholesale supply apply to our company. 
Compounding or dispensing is part of manufacturing.  Does this mean the GMPs 
will apply to pharmacists?  We have already seen that any products we make that 
are used in compounding must be made in a GMP environment.  We would assume 
that our responsibility for that material ceases once the pharmacist alters, but this is 
not specified. Therefore, the regulations will have to deal with it.  We will stay tuned. 

C6 Please provide any comments on the approach to authorising hawkers as part of 
the relevant wholesale licence. 
We agree that Hawkers licence is part of Whole supply 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?  No comment 

C8 Please provide any comments on any interface issues between the draft Bill and 
other legislation covering cells and tissues.  No comment 

C9 Please provide any comments on the transition arrangements for product approval 
controls for cell and tissue products.  No comment 

C10 Please provide any comments on the transition arrangements for regulated 
activities involving cell and tissue products.  No comment 
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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? No comment 

C12 Are there any aspects of the global model for medical devices that you consider to 
be inappropriate for New Zealand? No comment 

C13 Please provide any comments on the proposal to enable some medical devices to 
have restrictions applied to their use or supply.  No comment 

C14 Please provide any comments on the transition arrangements for product approval 
controls for medical devices. 
Our only devices in NZ are Saline Nasal Spray and Infant Nasal Spray with 
applicator. Essential principals are already applied to these products in Australia so 
transition shouldn’t be difficult, and we would expect a reduced cost.   

C15 Please provide any comments on the transition arrangements for regulating 
activities involving medical devices. 
Please refer to our response C14 above 

C16 Please provide any comments on the change in approach to regulating clinical trials. 
No comment 

C17 Please provide any comments on the transitional arrangements for clinical trials.  No 
comment 

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? 
We support NZSMI comments 

C19 What type of pharmacy distribution and supply arrangements would you like to see 
enabled in the future? No comment 

C20 Do the current pharmacy licensing requirements create any other barriers to the 
development and delivery of innovative pharmacist services involving medicines?  
No comment 

C21 Please provide any other comments about enabling different distribution and 
supply arrangements for pharmacy activities. No comment 

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. 
No comment 

C23 Why do you support that option? No comment 
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C24 What do you consider are the benefits and/or risks that could result from Option 1? 
 No comment 

C25 Are there ways in which Option 1 could be improved?  No comment 

C26 What activities do you consider a pharmacist ownership requirement should cover?  
 No comment 

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?  No comment 

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)? No comment 

C29 If the five-pharmacy limit was retained, how should it be applied when pharmacists 
 jointly share responsibility for the pharmacy? 
 No comment 

C30 Do you have any information on the potential impact on the pharmacy sector of an 
 improved majority pharmacist ownership requirement? 
 No comment 

C31 What transition time do you consider would be required if Option 1 was 
 implemented? 
 No comment 

C32 Do you consider friendly societies should continue to be exempt from this 
 requirement or should this exemption be removed after a transition period? 
 No comment 

C33 What do you consider are the benefits and/or risks that could result from Option 2? 
 No comment 

C34 Are there ways in which Option 2 could be improved? 
 No comment 

C35 Are the requirements adequate to ensure the ‘supervisory pharmacist’ would be 
 able to effectively perform this function?  No comment 

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?  No comment 

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?  No comment 
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C38 Are there particular situations where you could see a permit would be a useful tool 
 for authorising pharmacy activities? No comment 

C39 Please provide any comments on the intended approach to depots and/or retail-
 only licences.  No comment 

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? 
 No comment 

C41 Are there any other situations when you consider it appropriate for a pharmacist to 
 provide medicines by wholesale? 
 No comment 

C42 Do you consider the new scheme will have any significant impacts on retailers? 
 No comment 

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)?  No comment 

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? 
 No comment 

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.) 
Refer to response to B11. 

C46 What do you think about the approach for the off-label use of medicines that have 
been approved in New Zealand?  No comment 

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? 

  We require more clarity around unapproved products and permits, now that Section 
 29 is not included. 
 If the product is not approved, then review on case by case basis and clinical need, 
 by a licenced medical provider. 

C48 In what situations do you consider it is appropriate for a health practitioner 
prescriber to supply medicines to another health practitioner prescriber?  No 
comment 

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?  No comment 
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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?  No comment 

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?  No comment 

C52 Please provide any comments on the advertising requirements and enforcement 
tools. 
We are a generic pharmaceutical company and don’t agree the DTCA should 
continue for OTC and prescription medicines.  Then it is fair for everyone. 

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? 
As per response to C52.   
We do not want to see the advertising of OTC or RX be allowed.   
There is no need for DTCA in NZ for prescription medicines, as we have Pharmac 
and there is only one generic usually given sole supply of a medicine. 
If we continue to follow in the footsteps of the USA approach, consumers will suffer 
as well as medical providers.  I believe the rules around pharmacy ownership are 
antiquated.  Open ownership with supervisory pharmacist should be the option 
taken.  They need to get the natural products bills sorted at the same time or there 
will be a huge gap and unknown until they do so.  They need to include sunscreens 
into a regulatory framework. 

C54 What do you think about the approach for veterinarians and veterinary staff? No 
comment 

C55 Do you consider there are situations when it would be appropriate to authorise 
someone to personally import medicines (via a permit)? No comment 

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. 
 Open ownership with supervisory pharmacist should be considered as this would 
 improve access for consumers.  It is important to align the natural products bill 
 introduction with the upcoming therapeutics products bill.  If this is not done, it will 
 leave a gap in the regulations and uncertainty for both consumers and 
 manufacturers.  Given New Zealand’s high skin cancer rate, consumers would 
 benefit from having sunscreens included in the regulatory framework as they are in 
 Australia.   

  
 
 Thank-you for the opportunity to comment on this Bill. 
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The New Zealand College of Midwives is the professional organisation for midwifery. 

Members are employed and self-employed and collectively represent over 90% of the 

practising midwives in this country. There are approximately 3,000 midwives who hold an 

Annual Practising Certificate (APC). These midwives provide maternity care to, on 

average, 60,000 women and babies each year. New Zealand has a unique and efficient 

maternity service model which centres care around the needs of the woman and her baby.  

 
Midwives undertake a four-year equivalent undergraduate degree to become registered 

followed by a first year of practice program that includes full mentoring by senior 

midwives. The undergraduate curriculum meets all international regulatory and education 

standards. Midwives are authorised prescribers in relation to their Scope of Practice as 

determined by the Midwifery Council.  

 
Midwives provide an accessible and primary health care service for women in the 

community within a continuity of carer model as Lead Maternity Carers. Midwives can also 

choose to work within secondary and tertiary maternity facilities, providing essential care 

to women with complex maternity needs. 

  
The College offers information, education and advice to women, midwives, district health 

boards, health and social service agencies and the Ministry of Health regarding midwifery 

and maternity issues. Midwives interface with a multitude of other health professionals and 

agencies to support women to achieve the optimum outcome for their pregnancies, health 

and wellbeing.  
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18 April 2019 
 
Ministry of Health 
therapeuticproducts@moh.govt.nz  

 

Therapeutic Products Regulatory Scheme 

 

The New Zealand College of Midwives (the College) welcomes the opportunity to 

provide feedback on the Therapeutic Products Regulatory Scheme.  

 

Introduction 
 
Midwives work on their own professional responsibility to provide women with the 

necessary care, support and advice during pregnancy, labour and birth and the 

postpartum period up to six weeks within their Scope of Practice. The midwife, in the 

provision of primary midwifery care, is an autonomous practitioner regardless of her 

workplace.  The midwifery Scope of Practice includes the promotion of evidence-based 

care, and prescribing is one of the competencies of a practicing midwife, which means 

midwives will prescribe and administer medications to women and neonates during the 

normal pregnancy, birth and postpartum experience. Midwives can prescribe, supply, and 

administer medicine, vaccines and immunoglobulins within their Scope of Practice and 

relevant legislation. Midwives integrate comprehensive theoretical and scientific 

knowledge within a legal and ethical framework, and use assessment and diagnostic skills 

to prescribe appropriately for women and/or their babies within the midwifery Scope of 

Practice.  

 

The College has addressed the Therapeutic Regulatory Scheme consultation document in 

terms of specific areas related to midwifery prescribing and practice in our feedback 

below.  
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Executive Summary 
 
• The College recognises the need for legislative changes and supports the 

overarching need for high level legislation and more lower level regulatory changes 

which can be more easily amended as necessary.  

• The College supports the legislative changes around prescribing if the changes are 

enabling of current prescribing practice and if midwife prescribing is not altered or 

limited during any transition. 

• With the exception of controlled drug medication, which is governed by the Misuse 

of Drugs Act, there is no requirement for a list of drugs or further limitations to be 

put in place to regulate the prescribing practice of midwives 

• Pre-conceptual care of women is included in the midwifery Scope of Practice. 

• The College supports a limited application of midwives being enabled to prescribe 

for partners of women in their care (limited to situations where the condition of the 

woman may be negatively impacted by the partner’s condition if treatment is not 

sought – medications for sexually transmitted diseases for example). 

• The College supports the dispensing of pharmacy only medicines by midwives 

which are relevant to their Scope of Practice. 

• The College does not support experimental off-label prescribing of medication 

where there is minimal evidence to support the usage, and where the efficacy and 

safety of the medication is not clear. 

• The College does not support midwives issuing standing orders.  

• The College has concerns in a few areas related to maternity and midwifery in 

relation to medical devices (53d).  

• The College supports the option of continuing to allow people to bring prescription 

(and non-prescription) medications into the country if lawfully prescribed. We would 

like more information about how any proposed regulatory means to reduce the 

risks of counterfeit and adulterated medicine will be implemented, and how these 

channels will be monitored. 

• The College does not support direct to consumer advertising (DTCA) and would 

welcome urgent prohibition of this practice. 

• The College has some concerns in terms of the commercialisation of cells and 

tissues and feel that more details about the approach for prevention of 

commercialisation, and prevention of harm, is necessary. 

• The College supports the ‘reserve’ category of Type 4 therapeutic products which 

provides a future-proofing framework.  
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• The College suggests that the proposed legislative changes provide an opportunity 

to consider the regulation of vaping products as a prescription medicine, which an 

increasing evidence base supports as an effective smoking cessation aid. 

 

Feedback  
 
1. Controlled activities listed in section 53 include (a) prescribing, administering and 

possessing medicines, (d) using medical devices and type-4 products on patients, and 

(e) issuing standing orders. The College will address these sections separately in the 

feedback below.  

 

Prescribing  
 
2. The Health Practitioners Competence Assurance Act provides an effective and 

enabling system of health professional regulation. The College generally supports the 

proposed legislative changes around prescribing (that prescribing will effectively come 

under the jurisdiction of the health practitioner regulatory authorities, through 

amendments to the Scopes of Practice, which will specifically include prescribing 

within them). The College is supportive of this change only on the proviso that this 

change is enabling and not prescriptive or limiting of current prescribing practice. We 

note that there is no requirement for regulatory authorities to undertake consultation in 

the implementation / transitional phase, when the legislative provisions around 

prescribing are being transferred from the Medicines Act to the new regime. It is 

essential that the longstanding and current conditions under which midwives prescribe 

are not altered or limited with the transition. Any amendments to the midwifery Scope 

of Practice need to maintain and support prescribing practice, as it currently occurs, 

under the regime set out in the Medicines Act.  

 

3. Under the Medicines Act, the midwifery Scope of Practice defines the parameters 

around which midwifery prescribing can be undertaken. As the midwifery Scope of 

Practice is clear, specific and specialised (as opposed to a generalist Scope of 

Practice) there is no requirement for a list of drugs or further limitations to be put in 

place. The exception to this is midwifery prescribing in relation to controlled drugs, 

which is currently governed by the Misuse of Drugs Act. The Midwifery Council has 

provided further interpretation regarding the circumstances in which controlled drugs 

can be prescribed by midwives. The College supports the status quo in relation to 

midwives prescribing controlled drugs. 

 
4. The midwifery Scope of Practice includes preparing and informing the woman and her 

family for pregnancy. The College is of the view that pre-conceptual care is included in 
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the midwifery Scope of Practice and that this would include prescribing relevant to the 

role, for example prescribing folic acid for a woman planning pregnancy.  

 
5. The College recognises that there are situations that arise during the care of a 

pregnant woman that may require some prescribing for the partner of the woman. Any 

such prescribing would be limited to situations where the condition of the woman may 

be negatively impacted by the partner’s condition if treatment is not sought (e.g. 

medications such as those for sexually transmitted diseases where the partner 

requires treatment along with the pregnant woman). The College support this limited 

application of partner prescribing. 

 
6. The proposed legislative changes include the development of a regulatory body which 

will have considerable powers in relation to overseeing the wider functions of the new 

Act. It is unclear as to whether this would be a new body, and if so, what relationship 

this new regulatory body would have related to the health practitioner Councils / 

regulatory authorities who currently regulate the prescribing practice of health 

practitioners. The College strongly supports the empowering of the existing Midwifery 

Council rather than a new external body. The status quo recognises the Midwifery 

Councils’ obligations under the Health Practitioners Competence Assurance Act to 

protect public safety and keep costs down. 

 
7. The College supports the dispensing of pharmacy only medicines by midwives which 

are relevant to their Scope of Practice, as previously described.  

 
8. The College does not support experimental off-label prescribing of medication where 

there is minimal evidence to support the usage, and where the efficacy and safety of 

the medication is not clear. The College’s position related to midwife prescribing is 

that drugs that are unapproved for use in maternity care or for the newborn should not 

be prescribed by a midwife on her own responsibility. The College recognises that 

some unapproved drugs are used in the secondary and tertiary hospital setting. These 

drugs should be prescribed by a doctor following a comprehensive assessment and 

diagnosis of the woman and with her informed consent. Midwives may then be 

required to administer unapproved drugs as a delegated responsibility including 

during an obstetric emergency in the community. 
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9. There is an increasing evidence base which supports vaping products as effective 

smoking cessation aids. Currently vaping products are unregulated. If they were to be 

classified as a medicine (similar to other cessation aids such as nicotine patches or 

gum) they could be prescribed at minimal cost to users, thus supporting greater 

uptake. The College suggests that the newly proposed regulatory regime provides an 

opportunity to regulate the use of these products. 

 
Standing Orders  
 
10. As midwives are the predominant workforce in maternity and all midwives are able to 

prescribe, there is no requirement for them to issue standing orders. The vast majority 

of women also have a Lead Maternity Carer (LMC) who is able to prescribe 

medications for women when they are in-patients within hospitals or maternity units. 

Both Lead Maternity Carers (LMC) midwives, and Core (hospital) midwives are able to 

prescribe for the women under their care. Midwives oversee the practice of nurses in 

maternity settings, and are therefore able to assess, diagnose and prescribe 

medications for women who may be under the care of registered nurses in these 

settings. Standing orders eliminates the requirement for the health practitioner who 

has issued the order to have direct contact with and assessment of the individual 

whom they are in effect prescribing for. The College considers that standing orders 

increase the potential for errors and that direct prescribing is much safer for women 

and their babies.  The College does not support midwives issuing standing orders. 

 

Medical devices  
 
11. In relation to medical devices (53d) the College has some concerns in a few areas 

related to maternity and midwifery. If a control on medical devices such as pregnancy 

tests is implemented we wonder where the costs of this change will be borne. This 

concern is also related to any new regulatory body in terms of costs and the impact on 

individual midwives. If the costs of changes are carried by industry will this result in 

higher consumer costs for medicines as well as any devices? The College would be 

seriously concerned if these costs were passed on to consumers. 
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12. The College is aware that there is increasing use of hand-held home Doppler 

ultrasounds purchased by women / families to enable them to hear babies’ 

heartbeats. We have concerns about this ease of access to Doppler ultrasound on 

two levels. One is the potential issue of overuse and lack of evidence of the safety of 

non-clinically indicated ultrasound, and excessive use of ultrasound. There have also 

been some concerns about the stress caused for pregnant women if they are unable 

to find a fetal heartbeat, and conversely the false reassurance that could occur if 

women detect their own heartbeat via the Doppler, think it is a sign of baby wellbeing 

and therefore disregard other indicators and delay contacting their lead maternity 

carers with concerns. The College would be interested to hear if any regulation or 

control is being considered for these devices.  

 
13. In regards to medical devices, the College notes that the Global Harmonisation Task 

Force (GHTF) aims to encourage and support regulatory systems to ensure safety 

and performance.1 Although the GHTF suggests that the limits of accuracy of 

diagnostic devices with measuring functions should be stated by the manufacturer, in 

reality it is the interpretation of the results and consumer safety that is the issue with 

home Doppler devices. The GHTF recommend that the skills of the lay person using 

medical devices needs to be taken into account and that these devices should be 

manufactured so that that their performance is appropriate to their intended purpose. 

Regulation and oversight of information and instructions on these devices may need 

further exploration along with safety testing and regulations. The College notes that 

there has been a call to ban the sale of these devices to consumers in the UK.  

 
14. The International Medical Device Regulators Forum provides information about 

labelling principles of medical devices suitable for lay persons.2 Some regulatory 

measure would appear to be necessary for home Doppler devices. 

 
15. In terms of other medical devices, the College has some concerns about the 

regulatory climate that allowed an issue to occur related to the use of surgical mesh. 

Section 38 of the Medicines Act 1981 permits the Director-General of Health to 

request safety information from a supplier should there be reason to believe a medical 

device is unsafe. The section 38 review and restrictions are apparently the strongest 

actions possible under current legislation and the College is hopeful that some 

strengthening of the current regulatory process, safety processes and ongoing 

monitoring of medical devices will be considered. 

 

                                           
1 Global Harmonization Task Force. (2012) Essential principles of safety and performance of medical devices. GHTF 
2 International Medical Device Regulators Forum. (2018). Principles of Labeling for Medical Devices and IVD Medical Devices. 
IMDRF 
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16. The College supports the ‘reserve’ category of Type 4 therapeutic products, which 

includes medical devices, as we are aware there will be overseas products not yet 

available on the New Zealand market that will require consideration under this 

category. This future-proofing category provides health and safety protections for 

consumers.  

 
Personal import of medication 
 
17. The College has considered the options for personal import of prescription medicine 

into New Zealand via mail or courier and we support the option of continuing to allow 

people to bring prescription (and non-prescription) medications into the country if 

lawfully prescribed. In terms of ordering medication via the internet the College is 

interested in understanding more about how online suppliers would be regulated to 

reduce the risks of counterfeit and adulterated medicine, and also how, if at all, these 

channels could be monitored.  

 
Direct to Consumer Advertising (DTCA) 
 
18. The College continues to be concerned about the practice of direct to consumer 

advertising (DTCA) (Section 83) which is allowed in only two countries, New Zealand 

and the United States. We consider the Therapeutic Products Regulatory Scheme 

legislation represents an opportunity to prohibit DTCA. Lisa Schwartz and Woloshin 

(2019) reviewed the marketing of prescription drugs, disease awareness campaigns, 

health services and laboratory tests and the related consequences and regulation in 

the US over a twenty-year period.3 The most rapid marketing increase was for DTCA 

and the figure for DTCA for 2016 was reported as being $9.6 million which represents 

32% of total medical marketing spending. The College has been unable to find figures 

related to DTCA, percentage of total pharmaceutical industry marketing costs, or the 

degree of cost shifting to consumers in New Zealand.  

 
19. DTCA presents a misleading and false picture of the need for prescription medication 

and creates a need rather than meeting a need. The best interests of the public, 

avoidance of harm, the medicalisation of normal experiences, overuse of, and 

inappropriate use of medication, and increasing health care costs, justify government 

taking the very overdue step of prohibition of DTCA. The Standing Committee on 

Health in Canada reviewed the health aspects of prescription drugs and stated, “The 

Health Committee is concerned about the rising cost of health care in Canada and 

about the role of drug expenditures as a significant factor. It is convinced by research 

                                           
3 Schwartz, L. M., & Woloshin, S. (2019). Medical marketing in the United States, 1997-2016. JAMA, 321(1):80-96.  



New Zealand College of Midwives feedback on Therapeutic Products Regulatory Scheme 9 |  P a g e

evidence suggesting that direct-to-consumer advertising of prescription drugs 

contributes to these costs.” 4 

 
20. In respect to DTCA, the Standing Committee on Health in Canada specifically 

recommended: 

 
• Health Canada immediately enforce the current prohibition of all industry-

sponsored advertisements on prescription drugs to the public;  

• Health Canada ensure the provision of independent, unbiased and publicly 

financed information on prescription drugs to Canadians;  

• Health Canada dedicate specific resources to the Health Products and Food 

Branch Inspectorate for vigorous enforcement of the direct-to-consumer 

advertising regulations on prescription drugs, including active surveillance of all 

relevant media, identification of potential infractions, appropriate corrective action, 

and production of annual public reports;  

• Health Canada ensure that all direct-to-consumer advertising complaints about 

prescription drugs received by Advertising Standards Canada or the 

Pharmaceutical Advertising Advisory Board are forwarded to Health Canada for 

investigation and action.  

 

21. The Therapeutic Products Regulatory Scheme consultation document does not 

address prohibition of DTCA, and media reports have suggested the Minister of 

Health sees no urgency in addressing this issue, with recommendations that industry 

should be socially responsible being made. With respect, the College notes that NZ is 

an outlier country in terms of evidence-based robust opposition to DTCA and that self-

regulation by industry does not address the negative effects of DTCA and the 

majority, if not all, examples of self-regulation by industry appear to be unsuccessful. 

We would like to refer to the recommendations made to Health Canada in 2004, 

outlined in point 19 of this submission, which resulted in the prohibition of DTCA, 

which has not been reversed by the Canadian Government. As New Zealand is one of 

only two countries supporting DTCA, the College considers that for the Government to 

meet their own public health policies, obligations, responsibilities and health budgets, 

prohibition of DTCA via the Therapeutic Products Regulatory Scheme is essential.   

 

  

                                           
4 Standing Committee on Health Canada. (2004). Opening the medicine cabinet: First report on health aspects of prescription drugs. 
Ottawa, House of Commons Canada.  
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Cells and tissue 
 

22. The College has some concerns in terms of the commercialisation of cells and tissues 

and consider that more details about the approach to prevention of this in New 

Zealand would be beneficial. We note that information to the public about cord blood 

banking from private commercial entities who promote autologous cord blood banking 

has not always provided sufficient accurate information to enable parents to make an 

informed decision, but rather the information has taken advantage of the vulnerability 

of new parents and their fears for their infant. As commercial blood banking and any 

commercial transactions involving cells and tissue have profit making as their main 

aim, the College is against commercialisation and trading. We also support a much 

more rigorous approach to procurement, informed consent processes, testing, 

processing, transport, storage, distribution and import and exports, and also rigorous 

compulsory documentation and reporting of infection, transmission of disease, and 

treatment failures. We support the requirement of product approval on engineered 

cells and tissues.  

 

Conclusion 
 
Prescribing is within the Scope of Practice of midwives and midwives will prescribe and 

administer medications to women and neonates predominantly during the usual 

pregnancy, birth and postpartum experience. The College welcomes this opportunity to 

provide feedback to the Therapeutic Products Regulatory Scheme consultation process 

and we support the overarching need for regulatory change.   

 

Ngā mihi 

 

Carol Bartle 

Policy Analyst 
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18 April 2018  

ASPEN PHARMACARE SUBMISSION 

Response to Ministry of Health Draft of the Therapeutic Products Bill 

 

Our response is in relation to:  
    A) Direct-to-consumer-advertising (DTCA)     
    B) Unapproved Medicines (currently known as section 29 medicines) 
 

A) Direct-to-consumer-advertising (DTCA) 

We are in support of the continuation of Direct-to-Consumer-Advertising (DTCA) in New Zealand for the 

following reasons. 

 DTCA has been allowed, closely managed and regulated safely and effectively in New Zealand 
for the past 35 years.  
 

 We believe DTCA facilitates patient education, increasing patient awareness, encouraging 
patients to act on undiagnosed or poorly managed conditions, improving compliance and also 
encouraging patient/doctor communication. 
 

 With the increased accessibility of on-line platforms and increased health information seeking 
behaviour and patient empowerment, there is the potential for misinformation and 
misinterpretation, when individuals search for health related topics.  Given the strict 
requirements with advertising DTCA in New Zealand, based on adherence to various advertising 
codes, and the approval process, we believe the information provided is balanced and confined 
to Medsafe approved products in New Zealand that are safe and effective, given the 
advertisements have been vetted for accuracy, honesty and clinical reliability. 

 

 We are of the understanding that there have been numerous reviews of the need and value of 
DTCA in the last twenty years. Successive governments have found that the benefits have 
outweighed the risks; and this was in an age when the internet was developing.  It is now ever-
present and the primary source of “the answer to any question” often referred to as ‘Doctor 
Google’.  Health is the second most searched topic on the internet and a ban on DTCA would have 
to include internet advertising. Banning internet advertising in NZ will simply mean less vetted 
information, as other information that may not have been vetted, including misinformation (such 
as the anti-vaxxers) will fill the gap easily.    

B) Unapproved medicines (currently known as section 29 medicines) 

In response to the Ministry of Health Draft Therapeutic Products Bill, we would like to highlight our 

ongoing concern relating to an unregistered medicine being available in the New Zealand market via 

section 29, when a registered medicine is available.  Specifically, this relates to melatonin.  In the past 

Aspen has endeavoured to address this issue with Medsafe relating to the availability of an unregistered 

2mg sustained release melatonin (WorldWide Labs), when there is a registered product available (Circadin 

2mg prolonged release melatonin - Consent given 16/06/2011).   
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Based on IQVIA Data the product continues to have a significant presence in the New Zealand market as 

summarised below. 

MAT February 2019 

 World Wide Labs Melatonin SR Caps 2 Mg (60’s) 

o 10,345 packs p/a 

o Total of 620,700 capsules p/a 

This concern is compounded as from the Medsafe website, there have been two recalls in New Zealand 

from this manufacturer due to contamination relating to their melatonin products (August 2016 & July 

2018). 

We are also very aware of the lack of understanding by many practitioners of the safety implications when 

supplying unapproved melatonin for patients, especially given melatonin is a hormone.   We would expect 

that if there is a product registered in New Zealand that an unapproved product should not be allowed to 

be brought in to replace it given the lack of safety, efficacy and quality information about an unapproved 

product, particularly one that has not been registered as a medicine anywhere in the world. The exception 

could be strong clinical reasons such as an allergy to excipients in the registered product.  

By way of background information, in 2015 the following information had been highlighted to Medsafe: 

MEDSAFE evaluation and approval of medicines provides a vital step in ensuring appropriate 

checks on safety, efficacy and quality have been carried out for the protection of the New Zealand 

public. In New Zealand, melatonin is classified as a Prescription Medicine. Classification took place 

by the Medicines Classification Committee (MCC) in April 1996 (MCC Minutes). 1  Concerns were 

raised at the MCC meeting that melatonin could not be regarded as a dietary supplement as it 

was taken for therapeutic purposes.  It was also noted in 1996 that melatonin products had not 

been subjected to close scientific scrutiny or regulatory approval process and there was no 

confidence in the safety and manufacturing quality of products.  This still remains the case for 

all melatonin products except Circadin which has met the requisite safety, efficacy and quality 

requirements and is the only formulation of melatonin in New Zealand that has MEDSAFE 

approval. Clearly, quality requirements of the regulatory authority should ensure that the 

medicine is manufactured according to Good Manufacturing Practice (GMP).  

Concerns about products that are unapproved are that they will not have been manufactured 

according to GMP processes acceptable to regulatory authorities, and therefore have potential 

issues of quality and safety. These concerns include uncertainty about source of ingredients, 

potential contaminants, quality and quantity of ingredients and release characteristics.  

As one example, we attach results from testing of the Worldwide Labs (WWL) 2mg sustained 

release melatonin. This product was obtained from New Zealand in 2013, and independently 

tested by SwissCo Services AG in Sisseln, Switzerland, on 29 October 2013 using methodology 

acceptable to regulators worldwide for testing Circadin 2 mg prolonged release tablets. SwissCo 

Services conducted a comparison between this product and Circadin 2 mg tablets obtained in New 

Zealand. The report demonstrated a lack of compliance by the Worldwide Laboratories product 

including: 
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 Considerable release variability in the release of melatonin from the WWL product, with 

a variation of 14% to 48% of dose delivered after six hours. 

 A mean of 6% of the dose released after two hours, and 35% released after eight hours. 

 Most of the dose (65% on average) is unreleased at the eight-hour point, further 

medication may well be released following the eight-hour point. 

The concerns implicit in these results are as follows: 

 Variability is an indicator of poor quality manufacturing processes including inadequate 

quality control. 

 Clinical implications are that efficacy will be affected including variability from dose to 

dose, late release of drug leading to inappropriate daytime sleepiness and inappropriate 

changes in the body’s natural circadian rhythm. 2 

 The variability in release seen in the Worldwide Labs melatonin would be completely 

unacceptable to regulatory authorities, with good reason.  

 Given melatonin is a hormone; there are potential consequences associated with such 

significant changes in its release. A review of melatonin noted that “melatonin 

administration during the daytime, from near to physiological amounts ranging up to very 

large doses, has been shown on several occasions to modify, in a largely inhibitory 

manner, the production of human gonadotropins”2  

By contrast, Circadin was formulated to emulate the timing of the body’s natural melatonin 

release, with an initial peak followed by a gradual release, with almost the entire dose 

released by eight hours. Regulatory authorities from New Zealand, Australia and many other 

countries have accepted the quality, safety and efficacy of Circadin. 

 

Furthermore, concerns have been raised about the quality of melatonin in the US and in Canada.  

Melatonin products in the US3 and Canada4 have been found on independent testing to include 

undeclared medicines, contaminants such as arsenic, or considerable differences in strength from 

that specified on the label. This is reflective of the reasons for the move in NZ to prescription 

status in 1996, prompted by concerns about unregulated products. 

With 620,000 tablets per year of unapproved melatonin 2 mg sustained release provided to New 

Zealanders, there are risks of poor efficacy, daytime drowsiness, and potentially unknown 

contaminants. This is far from the quality use of medicines New Zealanders should be aiming for. 

It is also outside of the purpose of the Therapeutic Products Bill to ensure acceptable safety, 

quality, and efficacy or performance of therapeutic products across their lifecycle; and regulating 

the manufacture, import, promotion, supply, and administration or use of therapeutic products.  

We would like to see within the new Bill a much tighter control over unapproved medicines, and 

prescribers, medical organisations, and pharmacists being better informed about the need to 

avoid these. In particular, we would want to know that where there is a product registered and 

no clinical need for an unapproved product to be used instead, that a licence would not be given 

for its use, particularly for an unapproved product that has not met the registration standard for 

a medicine in any jurisdiction.  
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Dear Sirs 
  
The following submission is made on behalf of the NZ Health Innovation Hub. The Health Innovation Hub 
is owned by ADHB, CMDHB and CDHB and its purpose is to put to use, in the Health sector, innovations 
arising from the activities of the DHB’s. 
  
Our primary concern  is around the very broad definition of software as a medical device. We welcome 
the inclusion of software as a medical device, but there needs to be extensive clarification around 
precisely which software is to be included or excluded from regulation. As it stands, the definition 
appears to include guidelines for clinical decision making (ie HealthPathways), and Electronic Health 
Records.   

a. These types of software meet the definition of therapeutic purposes as they are used for 
“preventing, diagnosing, monitoring, alleviating, treating, curing, or compensating for a 
disease, ailment, defect, or injury” 

b. These types of software also meet the definition of a medical device as they “achieve, or 
is likely to achieve, its principal intended action by means other than –  (A) 
pharmacological, immunological, or metabolic means; or (B) the action of something 
that comprises, contains, or is derived from human or animal cells or tissues;“ 

This is a particularly broad and impractical definition of a medical device and captures a broad variety of 
software system developed, adapted, or developed for a broad range of non medical purposes. In many 
cases the uses is record keeping or information sharing for the management of health but clearly not 
intended as a device. The absence of standards or regulatory framework for medical software has 
placed substantial evaluation burden at a local level, and so some degree of regulation would be 
appropriate. 
  
Clarification needed to better understand Post Market Controls. It is proposed in the Bill that MedSafe is 
the authority for this, with the inclusion of assessment for Software as a Medical Device, more 
information is needed to understand how MedSafe is appropriate for this based on their current 
expertise.  
  
Regards 
  
Geoff Todd 
Director 
NZ Health Innovation Hub 
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524 Hagley Avenue, Christchurch 8011, NZ 
PO Box 151, Christchurch 8140, NZ 

To The Ministry of Health 

18th April 2019 

Introduction 

Canterbury Health Laboratories (CHL) is part of the Canterbury District Health Board (CDHB) and is a leading 

medical diagnostic reference laboratory in New Zealand, with laboratory links and collaborative partners 

nationally and internationally. The organisation receives referred work from all other hospitals and private 

laboratory providers in New Zealand.  

CHL runs an extensive routine automated laboratory service, but also has an expansive POCT service and a 

large repertoire of specialist testing, most of which has been developed and is maintained in-house. The 

laboratory has a highly skilled workforce of more than 370 staff which include medical laboratory scientists 

and technicians, Scientific Officers, and Clinical Pathologists with expertise across all medical laboratory 

disciplines. CHL is accredited with IANZ against ISO 15189, Medical Laboratories – Requirements for Quality 

and Competence and ISO 22870, Point-of-care testing (POCT) – Requirements for Quality and Competence.   

Our use of and experience with proprietary in vitro diagnostic (IVD) assays and assays developed in-house, 

POCT and our extensive collaboration with academic and commercial partners in clinical research, puts CHL 

in an expert position to provide comment on particular aspects of the proposed Therapeutic Products Bill. 

IVD ASSAYS 

We support exemption from licencing for accredited laboratories, but see no additional benefit to patient 
safety by applying IMDRF Essential Principles to our in-house IVDs 

We broadly agree with the clarification regarding in-house IVDs which was provided to a Pathology 
Roundtable meeting, in that we should not be required to be licenced because we are already accredited to 
a standard (ISO15189).   

The following points explain how patient safety is protected at the moment: 

 ISO 15189 contains requirements regarding the development and validation of our in-house IVD tests 
and we are accredited by IANZ to this standard. 

 We use external quality assurance procedures to confirm that our assays functioning as intended. 

 Our tests are developed and used by scientific and technical personnel who are registered to practice 
by the Medical Sciences Council of New Zealand and who follow their Code of Competencies and 
Standards.  

 Our specialist Pathologists provide oversight regarding the clinical and analytical validity of the 
testing. 

 We receive information from our clinical colleagues about the utility of the testing we provide and 
diagnostic validity of our results which allows us to make changes as required. 

Adding specific requirements to comply with the IMDRF Essential Principles would require our accreditation 
body to assess our assays against those requirements.  The recommendations they contain would have to be 
added to any internal quality or external IANZ assessment of health institutions which use in-house IVDs and 
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PO Box 151, Christchurch 8140, NZ 

this could considerably increase the administrative burden for the assessing body and the laboratory without 
enhancing patient safety. 

This administrative burden would be particularly heavy for specialist referral laboratories such as CHL which 
develop and use large numbers of in-house assays. In contrast, laboratories which use mostly or entirely 
proprietary IVDs would not bear this burden.  It is worth noting that the organisations potentially most 
affected in New Zealand are the publicly funded laboratories which provide the most specialised testing.  
Additional resource would have to be found from the public budget to support the work required to 
interpret, apply and audit the Essential Principles.   

A possible unintended consequence of this may be a reluctance to develop in-house assays for rare 
conditions where the administrative burden may be considered too high for assays used once or twice a year.  
There may also be a move towards the use of proprietary IVDs because the manufacturer would bear the 
burden of ensuring the IVD was fit for purpose rather than the laboratory.  Although standardisation is 
generally favoured in laboratory science it is not always beneficial in the field of clinical diagnostics. There 
have been examples of commercial assays failing to diagnose particular variants of disease and this failing 
has come to light because of results provided by an alternative assay used either in the same laboratory or 
elsewhere.  A degree of ‘competition’ is therefore beneficial to maintain the quality of the testing in any 
particular field. 

POINT OF CARE TESTING (POCT) 

We support regulatory requirements for POCT 

We absolutely support the introduction of regulatory requirements for the introduction and utilisation of 
medical devices used for POCT.  Unlike IVD assays, which are in the majority of cases performed in accredited 
facilities, POCT services are highly variable in their level of experience, expertise and quality management 
systems.  Although POCT will be an increasingly important tool for health moving forwards, uncontrolled use 
and/or use of inappropriate devices can present a patient safety risk and inappropriately increase demand 
on the health sector. 

For accredited facilities, IVD’s must be locally validated to ensure that performance specifications are able to 
be replicated in our environment, to ensure safe patient care.  With POCT happening outside of an accredited 
facility in many instances, we believe that local verification (for the NZ environment) becomes highly 
important up front, before a device is approved.  CHL has led many such projects to ascertain whether 
medical devices are fit for purpose and encourages the expansion of this practice. 

FURTHER ENGAGEMENT 

CHL would welcome further engagement as the Bill and corresponding Regulations, Rules and Notices are 
developed, as we believe our team could add value through involvement. 

Sincerely, 

Joanne Mitchell, Quality Manager 


	325 - no redaction
	326 - no redaction
	327 - no redaction
	330 - no redaction
	331 - no redaction
	332 - no redaction
	334 - no redaction
	335 - no redaction
	Response to consultation questions on the Therapeutic Products Bill
	Chapter A
	Chapter B
	Part 1: Preliminary provisions
	Part 2: Interpretation
	Part 3: Dealing with therapeutic products
	Part 4: Product approval – B13 – B17 no comment
	Part 5: Licences and permits – B18 – B23 no comment
	Part 6: Regulator
	Part 7: Enforcement – B29 – B31 – no comment
	Part 8: Administrative matters
	B13: Schedule 2: Reviewable decisions – B35 – no comment
	B14: Schedule 3: Regulations, rules and regulator’s notices – B36 – no comment
	B15: Schedule 4: Amendments to other enactments

	Chapter C – C1 – C10 – no comment


	336 - no redaction
	337 - no redaction
	338 - no redaction
	340 - no redaction
	341 - no redaction
	343 - no redaction
	344 - no redaction
	345 - no redaction
	347 - no redaction
	348 - no redaction
	349 - no redaction
	350 - no redaction
	352 - no redaction
	355 - no redaction
	Submission
	A1 Do you support the general design of the new regulatory scheme for therapeutic products?
	13TNatural Health Products
	B1  Please provide any comments on the purpose or principles of the Bill (ss 3 and 4)
	B2  Please provide any comments on the definitions or meanings set out in the draft Bill (ss 14–50)
	C2  Please provide any comments on the approach for medicines categorisation (classification)
	Role of the regulator
	Process of reclassifying medicines
	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?
	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 ...
	C20  Do the current pharmacy licensing requirements create any other barriers to the development and delivery of innovative pharmacist services involving medicines?
	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)?
	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?
	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?
	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?

	357 - no redaction
	359 - no redaction
	361  - no redaction
	362 - no redaction
	26 Meanings of administer and prepare for administration
	28 Meaning of compound
	29 Meaning of dispense
	31 Meanings of manufacture, manufacturer, and responsible manufacturer
	32 Meaning of manufacture, for medicine
	37 Meanings of pharmacy worker and qualified
	38 Meanings of special clinical needs supply authority and complying special clinical needs supply authority
	40 Meanings of standing order and complying standing order
	Product approval required to import or supply medicine, medical device, or type-4 product
	58 Pharmacists: unapproved products
	60 Qualified pharmacy workers
	61 Health practitioners: approved and approval-exempt medicines
	63 Health practitioners: wholesale supply (approved, approval-exempt, and unapproved products)
	64 Health practitioners: special clinical needs supply authority
	83 Advertising
	124 Content of licence
	128 Criteria for granting licence

	363 - no redaction
	364 - no redaction
	introduction
	chapter a – key features of the new regulatory scheme
	chapter b content of the draft bill
	chapter C what the new scheme would mean for different sectors and health practitioner groups
	SUMMARY


	365 - no redaction
	366 - no redaction
	368 - no redaction
	369 - no redaction
	371 - no redaction
	373 - no redaction
	374 - no redaction
	376 - no redaction
	377 - no redaction
	378 - no redaction
	379 - no redaction
	380 - no redaction
	381 - no redaction
	383 - no redaction
	385 - no redaction
	386 - no redaction
	389 - no redaction
	391 - no redaction
	Chapter A: List of consultation questions
	Chapter A
	Chapter B
	Part 1: Preliminary provisions
	Part 2: Interpretation
	Part 3: Dealing with therapeutic products
	Part 4: Product approval
	Part 5: Licences and permits
	Part 6: Regulator
	Part 7: Enforcement
	Part 8: Administrative matters
	B12: Schedule 1: Transitional, savings and related provisions
	B13: Schedule 2: Reviewable decisions
	B14: Schedule 3: Regulations, rules and regulator’s notices
	B15: Schedule 4: Amendments to other enactments

	Chapter C


	392 - no redaction
	393 - no redaction
	397 - no redaction
	400 - no redaction

