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Chapter A Key features of the new regulatory scheme (A1 - A5)

Chapter A (A1 - A5)

Question A1 - Do you support the general design of the new regulatory scheme for therapeutic products?

Partially support

B4 Part 2 of the Bill: Interpretation

B4 Part 2 of the Bill: Interpretation

Question B2

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

49 (o) - s29: Dispense a medicine

The definition for "dispensing a medicine" has changed a lot from what was intended under the current Medicines Act.

In the Medicine Act is is defined as preparing a medicine for sale to the public and covers labelling, packaging, recording and delivery of medicines.

In the new draft proposed meaning/definition it really concerns me that dispensing is related to being part of the manufacturing process. This is not what

dispensing is - certainly not what we do and have in our Standard Operating Procedures. Dispensing is not manufacture and supply. As well as packaging,

recording electronically, labelling and giving to our patient we do so much more to deliver the best poss ble outcomes from taking their medicine. We assess the

appropriateness of a medicine, that the dose is reasonable, check for interactions with other medicines or medical conditions they have, and provide advice on

how to take along with any other special instructions to ensure the medicine is safe and effective for them. This may involve accessing clinical information and

references, talking to the prescriber and patient/whanau.

I do not feel the new proposed meaning reflects accurately all that dispensing entails.

B5 Part 3 of the Bill: Dealing with therapeutic products

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

Question B3

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

In the draft bill there is reference to allowing a pharmacy to supply medicine to a nearby pharmacy. I fully support this - it is a no-brainer. 

We do not always stock all medicines, can not always anticipate the stock levels needed of medicines and very often in NZ there are supply issues where we find 

medicines are out of stock.



The ability to borrow/buy medicines inter-pharmacy is in the best interest of the patient. We are all for improving access and timely supply of medicines. This

avoids having to wait to start a medicine or interrupt continuing therapy. It helps avoid holding stock of medicines rarely used and thus has economic benefits and

less wastage in some cases.

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

Question B4

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

Subpart 3: Authorisations (ss 56–80)

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

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

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

No 71. Section 61(2) regarding other health practitioners being able to supply Pharmacy Only Medicines:

I think that if a pharmacy is open (and most pharmacies are open for longer periods than those hours in which a health practitioner practices) then the patient

should be directed to the pharmacy to purchase medicines on the advice of a health practitioner. I do not think they should be able to supply Pharmacy Only

Medicines

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

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

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

PERSONAL IMPORTS (ss76 and 77)

Overall I agree with concerns re safety when importing medicines and that we need to ensure they are imported through regulated and appropriate channels.

I support obtaining a prescription medicine from overseas via a special clinical needs supply authority (s 64(2)) with a pharmacist or wholesaler importing the

medicine.

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

With respect to Vending Machines:

We need to ensure these are only considered in very limited situations to improve access to medicines - only if there is no access to a pharmacy or there are no

pharmacy depots in the area.

They must be under the control of a Pharmacy who can assure all standards are met and that patients who access medicines this way still have access to advice

from that pharmacy i.e. treat in the way as for patients who access medicines from a pharmacy remote depot. This would require an appropriate licence and

meeting MOH conditions with respect to medicines in a vending machine.

Subpart 4: Other offences (ss 81-94)

Question B12

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

B7 Part 5 of the Bill: Licences and permits

Subpart 1: Licences (ss 123–130)

Question B18

Please provide any comments on the sections covering the scope, content, effect and grant of licences (ss 123–127).:

With respect to dispensing and supply under Section 124 at an aged care facility:

I thought that dispensing can only be done in a pharmacy. We are subject to strict requirements and have rigorous Standard Operating Procedures. We need

specific equipment and have to maintain specific conditions. We are heavily audited to make sure we meet all requirements. How could dispensing be allowed

outside the pharmacy environment? Would the same strict criteria and audit standards be enforced in a rest home setting? Would a Pharmacy with appropriate

licencing etc be providing the dispensing and supply function? If so - then all the other related dispensing activities would be ensured i.e. clinical checks, advice

etc

Question B19

Please provide any comments on the criteria for: granting a licence; licensees; and responsible persons (ss 128–130).:

Subpart 2: Permits (ss 131–135)

Question B20

Please provide any comments on the sections covering the scope, content, effect and grant of a permit (ss 131–135).: 

I totally support the ability to grant permits as a short term solution to sudden and urgent situations as we have seen examples of in the last couple of years e.g. 

the Christchurch earthquake - needing to set up pharmacies in alternative premises, and also in the case of a fire in a far North pharmacy. We need to quickly



authorise permits in situations like this when there is an emergency situation and we want to ensure continued access or extended access to pharmacy services

when that service can not be provided from original premises.

Subpart 3: Provisions applying to licences and permits (ss 136–151)

Question B21

Please provide any comments on the sections applying to licences and permits (eg, those relating to duration, conditions, variations, suspensions

and cancellations) (ss 136–149).:

It would be fantastic if the licence period for pharmacy was increased from 1 to 3 years - this would cut down on the time involved and cost in having to reapply for

the licence annually

Question B22

Please provide any comments on the sections covering the transfer of licences and permits (ss 150 and 151).:

Subpart 4: Obligations of licensees and responsible persons (ss 153–159)

Question B23

Please provide any comments on the obligations of licensees and responsible persons (ss 153–159).:

C5 Wholesale sector (including importers and exporters)

To comment on product approval controls and requirements, refer to questions B3, B13, B14, B15 and B16 [in chapters B5 and B6].

Licence to wholesale

Question C18 - What do you think of the approach to curtail the personal importation of prescription medicines via the post and courier, meaning

most unapproved prescription medicines imported from overseas would need to be sourced by the issuer of the special clinical needs supply

authority, a pharmacy, or a wholesaler?:

Totally in favour of this approach - again another no-brainer in terms of ensuring patient safety. Any prescription medicines, including unapproved ones should be

imported via regulated and appropriate channels.

Pharmacy is one of those appropriate channels to source these medicines via a SCNSA.

Patients do not have the ability or skills to ensure the medicine is appropriate for them and whether the source is safe. We can ensure the medicine is appropriate

and safe for them and counsel them on the use of that medicine.

Hawker’s licence

Question C6 - Please provide any comments on the approach to authorising hawkers as part of the relevant wholesale licence:

Transition

Question C15 - Please provide any comments on the transition arrangements for regulated activities involving medical devices.:

C6 Pharmacy (and retail-only licence) sector and pharmacists

Pharmacy sector context

Future regulation of pharmacy business activities

Licence to carry out a pharmacy business

Question C19 - What type of pharmacy distribution and supply arrangements would you like to see enabled in the future?:

I think that any innovative ways that improve access and health outcomes are desirable - as long as they ensure patient safety. Also, I think that it is essential

those services are still provided by the local pharmacies or those who have the closest location and relationship with the patients in that area or district.

It must be ensured that the distr bution and supply is linked/integral to the dispensing process i.e. involves clinical checks and advice etc as well as the basic

physical dispensing process.

Question C20 - Do the current pharmacy licensing requirements create any other barriers to the development and delivery of innovative pharmacist

services involving medicines?:

Not at all. We see innovative ways to provide pharmacy services and to improve access and the current licencing requirements do not limit those at all. I also

think the licencing requirements are so essential to ensure equity and to ensure patient safety.

There are other factors that need to be considered that are creating barriers (not the licencing requirements) e.g. lack of funding for new and innovative services

(especially those specific to particular districts or populations), lack of collaboration with some health professionals and lack of access to information (technology

issue).

Question C21 - Please provide any other comments about enabling different distribution and supply arrangements for pharmacy activities.: 

We already provide service innovations e.g. marae-based services or services at different events e.g. women's wellness days so definitely support this - though 

this is nothing new in pharmacy - we have been doing so for years. This is purely advice and information and other services e.g. medicine use reviews - i.e. no



dispensing is involved. 

We provide depot services - I am not sure that dispensing from a vehicle is necessary - maybe delivering a medicine and providing advice from a suitably trained

professional but do not think dispensing is a great idea. I think depot services are adequate or personal delivery of already dispensed medicines (from the

patient's own, local pharmacy). 

I think supply and distribution should only be from a licenced pharmacy.

Question C22Which 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?:

So strongly support that pharmacist ownership and effective control is in the best interest of the patient and will give the best patient outcomes. No brainer!!!

We, as pharmacist owners who are in control of the pharmacy have to be accountable. We have to meet high standards. We ensure the provision of a number of

high quality services. This could be jeopardised if owned by a non-pharmacist who may be more focused on the commercial aspect and thus the numbers and

standard of services may suffer. As owners we do have to consider the commercial side to but as professionals we put the patient at the centre and are focused

on the best health outcomes for them foremost. The commercial side just helps our viability.

I am so concerned about Option 2 - just think it would lead to worse patient outcomes and devalue pharmacy services.

Detailed questions relating to Option 1

Question C24 - What do you consider are the benefits and/or risks that could result from Option 1?:

As outlined above.

We, as pharmacist owners who are in control of the pharmacy have to be accountable. We have to meet high standards. We ensure the provision of a number of

high quality services. This could be jeopardised if owned by a non-pharmacist who may be more focused on the commercial aspect and thus the numbers and

standard of services may suffer (despite employing a pharmacist who would also need to meet certain standards) . As owners we do have to consider the

commercial side to but as professionals we put the patient at the centre and are focused on the best health outcomes for them foremost. The commercial side just

helps our viability.

I am so concerned about Option 2 - just think it would lead to better patient outcomes and devalue pharmacy services.

We are the health professionals you see most often and although this would not change under Option 2 - we do provide a number of services at no cost which

may not happen under the second option. Also, I do see some pharmacies not provide some amazing pharmacy services as the owners do not believe there is

enough money made in providing these services - this is likely to be a factor in Option 2 - we may see minimal value-added services.

We also see many pharmacies offering no script fees - this devalues pharmacy and this practice would likely increase under Option 2. We can not afford to

charge no script fees as we are collecting on behalf of the government - we would be operating at a loss - and most importantly patients who chose a pharmacy

based on no script fees may not get the best level of pharmacy service and therefore the best outcome.

Question C25 - Are there ways in which Option 1 could be improved?:

Owner Pharmacists should be in control of voting rights - should have effective control of all activities, operations and governance matters related to patient

safety.

Question C26 - What activities do you consider a pharmacist ownership requirement should cover?:

Any clinical activities that require a Pharmacy Licence for a community pharmacy

Question C27 - For an ownership requirement to be effective, do you think the same pharmacist(s) need to have both majority ownership and effective

control or could those responsibilities be separated?:

Question C28 - Should the current five-pharmacy limit continue or be replaced by a licence requirement that the pharmacist would have appropriate

oversight of the pharmacy (taking into account the number, scale and location of the other pharmacies they are responsible for)?:

Question C29 - If the five-pharmacy limit was retained, how should it be applied when pharmacists jointly share responsibility for the pharmacy?:

Question C30 - Do you have any information on the potential impact on the pharmacy sector of an improved majority pharmacist ownership

requirement?:

Question C31 - What transition time do you consider would be required if Option 1 was implemented?:

There should be no changes for pharmacies operating under existing rules and regulations but any new pharmacies or pharmacies under going change of

ownership should have to operate according the rules and regulations in Option 1

Question C32 - Do you consider friendly societies should continue to be exempt from this requirement or should this exemption be removed after a

transition period?:

I think that existing friendly society owned pharmacies should be allowed to continue to exist under the current rules and regulations but they should not be

allowed to own any further pharmacies. As stated before I support Option 1 for pharmacy ownership.

Detailed questions relating to Option 2

Question C33 - What do you consider are the benefits and/or risks that could result from Option 2?: 

As I mentioned before I am really concerned that if Option 2 was implemented it would be detrimental to the pharmacy profession as a whole and would be 

detrimental to patient outcomes and patient safety. 

I do not see any benefits (apart from commercial gain for non-pharmacist owners who will be driven to make a profit and this will be to the detriment of the 

patients). 

The risks are many. When a pharmacist has majority ownership the pharmacy is more patient-centred. Their needs are the focus - making sure they get the best 

out of their medicines and have the best possible health outcomes. We ensure we maintain all the standards needed to provide safe and effective services. We



provide a number of quality pharmacy services. If owned by a non-pharmacist owner, although employee pharmacist(s) will have to meet standards of practice,

they may be directed to ensure the business achieves financial targets which may mean the pharmacy is less patient focused and the quality and number of

services available may be less. They may attract patients by offering no script fees or other financial incentives but not give them the best possible

service/services to ensure the best outcome and equity of access for them. Pharmacies that are less patient focused devalue pharmacy, are less likely to be work

collaboratively with other health professionals and are less likely to offer free services and advice. 

The risks is of less innovation, collaboration and patient-centred care go against all that the government has been suggesting we move towards i.e. the opposite

of what has been proposed in the Pharmacy Action Plan, The New Zealand Healthcare Strategy and the Primary Healthcare Home Model of Care.

Question C34 - Are there ways in which Option 2 could be improved?:

No. Don't consider it. Option 1 is the desired and only safe option.

Question C35 - Are the requirements adequate to ensure the ‘supervisory pharmacist’ would be able to effectively perform this function?:

Other changes to pharmacy licensing requirements

Question C36 - Do you think the requirement for a pharmacist to be present should be broadened to allow a pharmacist to provide clinical advice and

oversight remotely (s 159)? If so, which pharmacy activities or circumstances do you think this would be appropriate for?:

No. I think the requirement should not be broadened. It is important to retain the requirement for a pharmacist to be physically present to provide clinical advice

and oversight.

Question C37 - Do you consider restricting prescribers from taking a financial interest in a pharmacy is still required (s 94)? What would be the risks

and/or benefits of retaining or removing this prescriber ownership restriction?:

I think prescribers should definitely remain restricted from having a financial interest in a pharmacy.

There is a danger that prescr bers could prescr be in a way that may increase profit from a pharmacy that they have a financial interest in. They may also direct

patients to go to a pharmacy that they have interest in.

With respect to pharmacist "prescr bing". I do not think we should be labelled as prescribers when supplying medicines under standing orders or in similar

situtations according to set protocols or guidelines which have been developed to improve access to medicines e.g. antibiotics for Rheumatic Fever Prevention,

medicines for minor ailments etc.

Question C38 - Are there particular situations where you could see a permit would be a useful tool for authorising pharmacy activities?:

As mentioned earlier, I think a permit would be a wonderful tool to ensure equity or improved access to medicines during an emergency situation e.g. an

earthquake, damage to pharmacy premises or during a pandemic

Question C39 - Please provide any comments on the intended approach to depots and/or retail-only licences.:

Having a pharmacy with depots I totally agree with the having the authority to operate a depot as part of the Pharmacy Licence.

I think the 10 km limit for retail-only licences is too short. I think more like 30 or 40 km is appropriate. I think there should be some link with the nearest

pharmacy/requirement for oversight so that advice could be provided by a Pharmacist if needed.

I do not think depots should be replaced by a mobile vehicle with a dispensing service.

Question C18 - What do you think of the approach to curtail the personal importation of prescription medicines via the post and courier, meaning

most unapproved prescription medicines imported from overseas would need to be sourced by the issuer of the special clinical needs supply

authority, a pharmacy, or a wholesaler?:

Think this approach sounds great and will ensure greater patient safety.

Pharmacist and pharmacy worker authorisations

Question C40 - Should the circumstances in which a pharmacist or pharmacy worker can compound be expanded to allow them to produce a

permitted quantity in anticipation of a request? If you think expanded circumstances are appropriate, why?:

Yes, pharmacies should be able to continue to compound medicines in bulk. We currently follow standard procedures for bu k compounding . If we dispense a

compounded medicine frequently then it makes sense to have a provision to make a supply in advance to ensure it is available when prescribed (timely supply to

patient) and to save time when compounding.

Question C41 - Are there any other situations when you consider it appropriate for a pharmacist to provide medicines by wholesale?:

In the draft bill there is reference to allowing a pharmacy to supply medicine to a nearby pharmacy. I fully support this - it is a no-brainer.

We do not always stock all medicines, can not always anticipate the stock levels needed of medicines and very often in NZ there are supply issues where we find

medicines are out of stock.

The ability to borrow/buy medicines inter-pharmacy is in the best interest of the patient. We are all for improving access and timely supply of medicines. This

avoids having to wait to start a medicine or interrupt continuing therapy. It helps avoid holding stock of medicines rarely used and thus has economic benefits and

less wastage in some cases.

C8 Health practitioners (including pharmacists)

Prescribers

Question C43 - Do you have any comments on the arrangements for establishing the authority to prescribe via the relevant health practitioners’ scope

of practice (subject to approval from the Minister of Health)?:

Question C44 - Do you think regulations should be developed to require a consistent approach to the form and content of prescribing provisions

within scopes of practice?:



Question C45 - Please provide any comments on the approach to standing orders. (Note that the detailed requirements for standing orders will be

specified in regulations and consulted on at a later stage.):

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

I often wonder sometimes if the prescriber knows they are prescribing a medicine for "off-label" use - and even if they do, are they passing on that information to

the patient and discussing risks and benefits of using an unapproved medicine?

If the unapproved medicine needs a SCNSA to authorise the supply I think this will ensure the prescr ber knows it is off-label use and discusses this as required

with the patient.

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?:

I think that only medical practitioners should be able to issue a SCNSA

Question C18 - What do you think of the approach to curtail the personal importation of prescription medicines via the post and courier, meaning

most unapproved prescription medicines imported from overseas would need to be sourced by the issuer of the special clinical needs supply

authority, a pharmacy, or a wholesaler?:

Question C48 - In what situations do you consider it is appropriate for a health practitioner prescriber to supply medicines to another health

practitioner prescriber?:

Only in an emergency.

Question 49 - Are there situations where it is appropriate for a health practitioner to supply medical devices to another health practitioner? Is this

something that occurs currently and would need to be enabled under the new scheme?:

Health practitioners (non-prescribers)

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?:

I think that if a pharmacy is open (and most pharmacies are open for longer periods than those hours in which a health practitioner practices) then the patient

should be directed to the pharmacy to purchase medicines on the advice of a health practitioner. I do not think they should be able to supply Pharmacy Only

Medicines.

The risks are as follows.

We can only supply Pharmacy Only Medicines when a pharmacist is present - a pharmacist would not be present

We have to maintain a correct temperature in the pharmacy and monitor and record that temperature for audit purposes - another risk that the same conditions

are not maintained.

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?:

No. Our pharmacy staff are not allowed to supply unless a pharmacist is present and we need to maintain and monitor strict temperature conditions in the

pharmacy.

Question C52 - Please provide any comments on the advertising requirements and enforcement tools.:

Question C53 - Do you have a view on whether direct-to-consumer advertising of prescription medicines should continue to be permitted? What are

the reasons for your view?:

C11 Patients, consumers and disabled people

Unapproved medicines

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

Question C47 - What do you think about the approach for products that have not been approved in New Zealand? In particular, the proposal that: a)

only medical practitioners would be able to issue a special clinical needs supply authority for this type of unapproved product? b) other health

practitioner prescribers would be able to prescribe them, once a medical practitioner has issued a special clinical needs supply authority for that

medicine for a patient?:

Personal imports

Question C18 - What do you think of the approach to curtail the personal importation of prescription medicines via the post and courier, meaning

most unapproved prescription medicines imported from overseas would need to be sourced by the issuer of the special clinical needs supply

authority, a pharmacy, or a wholesaler?:

Question C55 - Do you consider there are situations when it would be appropriate to authorise someone to personally import medicines (via a

permit)?:

Pharmacy licensing

Question C19 - What type of pharmacy distribution and supply arrangements would you like to see enabled in the future?:



Question C21 - Please provide any other comments about enabling different distribution and supply arrangements for pharmacy activities?:

Question C22Which option do you support?

Not Answered

Question C23 - Why do you support that option?:

Question C24 - What do you consider are the benefits and/or risks that could result from Option 1?:

Question C33 - What do you consider are the benefits and/or risks that could result from Option 2?:

Access to pharmacy medicines

Question C50 - Do you consider health practitioners should be authorised to supply pharmacy (category 3) medicines to their patients? What are the

benefits and/or risks of allowing this?:

Question C51 - Do you consider health practitioners’ staff should be authorised to supply pharmacy (category 3) medicines to patients of the

practice? What are the benefits and/or risks of allowing this?:

Advertising

Question C52 - Please provide any comments on the advertising requirements and enforcement tools.:

Question C53 - Do you have a view on whether direct-to-consumer advertising of prescription medicines should continue to be permitted? What are

the reasons for your view?:

I think it has such a negative impact on a patient's perception of a medicines benefit and desirability. I think DTC advertising is not beneficial, is detrimental and

should not be allowed

Packaging and labelling and consumer medicine information

Medical devices that do not have a therapeutic purpose, but may present a health risk

Question C11 - Do you think that products that have similar features and risks to medical devices, but are not for a therapeutic purpose, should be

regulated? If so, are there particular products you are concerned about and why?:

Adverse event monitoring

Question C56 - Please provide any other comments from a patient, consumer and disabled person’s perspective on the approach for the regulation of

therapeutic products under this Bill.:



 
 
 
 
 
 
 
 
 
17 April 2019 
  
 
The Director-General of Health 
Ministry of Health 
WELLINGTON 
 
 
SUBMISSION – THERAPEUTIC PRODUCTS REGULATORY REGIME CONSULTATION – SUBMISSION BY 
BBG FULFILLMENT LIMITED AND GUYS PHARMACY (2001) LIMITED 
 
1. This submission is made in relation to the current consultation on possible legislation to 

replace the Medicines Act. 

BBG Fulfillment Limited: 

2. BBG Fulfillment Limited is a New Zealand company, operating internationally, with almost 
20 years’ experience and expertise in prescription fulfilment.  It provides individual 
personalised fulfilment services for persons in countries with established health systems who 
hold valid current prescriptions from their health professional.  BBG Fullfillment Limited acts 
as an intermediary which verifies prescriptions and then outsources the dispensing to a 
registered pharmacy to complete the prescription fulfilment. 

3. While the reasons for seeking fulfilment from a distant pharmacy vary from individual to 
individual, these include a cost advantage, convenience of personal delivery, patient 
confidentiality, and/or access to medicines which are not available in the location where the 
prescription-holder resides. 

4. The company works in association with organisations and medical schemes, particularly in 
North America, where a health scheme negotiates fulfilment terms for its members.   

5. BBG Fulfillment Limited has established protocols, prescription requirements, New Zealand 
prescription audit and validation procedures, and clearly defined limitations on the range of 
medicines which it will provide.  It has taken international advice on “best practice” fulfilment 
services, including audit in New Zealand and in North America. 

6. Its prescription fulfilment services are limited to providing fulfilment of the originating 
prescription, which is separately reviewed and validated and dispensed by a New Zealand 
pharmacy in New Zealand.  Detailed records are held which enable follow-up in the event of 



2 
 

recall of medicines, or other medical need.  Only a defined range of medicines can be obtained.  
Medicines with potential for abuse or which require “a person” dispensing are not supplied.   

7. All medicines supplied are obtained through normal supply channels, at full cost and without 
any direct or indirect Government subsidy.   

8. In over 20 years of operation, BBG Fulfillment Limited has never had a safety incident or 
adverse outcome from the provision of its services. 

Guys Pharmacy (2001) Limited: 

9. Guys Pharmacy (2001) Limited provides prescription fulfilment services, at times in association 
with BBG Fulfillment Limited, for individuals and organisations overseas.  Its operations 
parallel those of BBG Fulfillment Limited, but the company is independent and in addition has 
its own clients and special prescription services.  Historically, Guys Pharmacy (2001) Limited 
has had a long experience in the fulfilment of medicines which are difficult to access or are 
highly specialised.  By way of example, the company currently provides fulfilment services for 
some patients of specialists, particularly in Australia in the fields of oncology and Parkinson’s 
disease, for medicines not readily available in that country.  It provides a service to facilitate 
the importation of medicines for patients who cannot obtain them in New Zealand, which 
have been prescribed by the patient’s New Zealand doctor and which are then shipped directly 
back to the patient’s New Zealand doctor.    For example, Guys Pharmacy currently has two 
urologists in Auckland for whom it facilitates the importation of a medicine from the United 
Kingdom, via an affiliate pharmacy there.  Orders are couriered directly to the urologists’ 
medical centres and the patients then access the medication through their specialists.   The 
company’s team of specialised and highly qualified pharmacists provides a timely, cost-
effective, fulfilment service.  Its safety record is excellent.   

Draft Legislation: 

10. In its present form the draft legislation will be highly disruptive of the fulfilment services 
provided by both companies, without any corresponding safety or other benefit.  The 
disruption will be to the severe detriment of individual medical consumers and will impair the 
provision of medical and pharmaceutical services to them both in New Zealand and overseas.   

11. These services have operated in New Zealand for many years, and at times have been 
inspected by New Zealand authorities including the Ministry auditors Medicines Control and 
the Medical Council.  They have been the subject of previous disclosure, in an extensive form, 
to Parliament through a Select Committee hearing on an earlier Bill. 

12. Attached to this submission are the main documents from the previous submission to 
Parliament.  The public interest issues raised had wide support at that time, and there is no 
reason to believe that any different position applies now.   

13. The following documents are included: 

a. The principal previous submission; 



3 
 

b. A detailed article, and abstract, on the issues of distance prescribing and fulfilment; and 

c. Supporting reference material from overseas.  Further materials can be supplied. 

Action Sought: 

14. This submission is not specific to the particular position of the two companies making the 
submission.  This submission relates to issues of general medical importance and public 
interest. 

15. There are two activities which should be permissible under any new legislation in relation to 
prescription fulfilment, and which are affected by the proposed Bill.  These are: 

a. Fulfilment from overseas of individual prescription needs of persons within New Zealand 
through the importation of personal needs under a controlled regime of the kind provided 
by the submitters; 

b. Prescription fulfilment for persons overseas in jurisdictions where valid local prescriptions 
from a health professional are held and fulfilment is available from New Zealand. 

16. The amendments proposed will maintain a safe and effective regime, consistent with the 
standards of prescription fulfilment in New Zealand and aligned to distance prescribing 
standards in countries such as Canada and the United Kingdom.   

Anti-Competitive Effect: 

17. The Bill in its present form has an anti-competitive effect, in that it will create a new restraint 
on the supply of pharmaceutical products which are available, especially generics, and for 
which no New Zealand legal constraint currently exists.   

Proposal Contrary to Purpose of Bill: 

18. In its present form, the Bill is intended to replace the Medicines Act, whose purpose is to 
provide controls over those therapeutic remedies that have beneficial effects but also risks.  
This includes the exclusion from distribution of substances whose effects are solely 
detrimental.  The primary objective of the proposed replacement legislation must be the 
public interest in ensuring safe and prompt access to the wide-range of medications which 
modern research has developed or identified.  This purpose requires a focus on free, efficient, 
safe access at low economic cost to the maximum number of persons.  In contrast, the Bill 
would create a highly-regulated regime which would restrict access and drive up costs to the 
public. 

19. A limited attempt in the draft to mitigate that effect, by allowing supply to a person overseas 
who is usually resident in New Zealand, creates a subjective and unenforceable test and one 
whose effect on individual persons will be capricious in many cases.  A New Zealander 
overseas, to obtain continuity of medication, may have to change health professional or 
prescription supplier to one who is satisfied they have continuing New Zealand residence 
status.  Neither BBG Fulfillment Limited nor Guys Pharmacy (2001) Limited has the capacity to 



4 
 

identify the “usual residence” of a recipient.  The current address, telephone and email, and 
other contact and location information, including all relevant personal medical data, is held.  
Despite the systems of the submitters being developed over many years and being current 
“best in class” practice in New Zealand and overseas, this additional compliance requirement 
has not existed previously and serves no medical purpose.   

20. The draft Bill appears to have been designed for the administrative convenience of the 
Ministry, not for the purpose of the public interest.  On that ground alone, the draft Bill 
requires revision.   

Simple Answer: 

21. The detrimental effects identified by the submitters can be resolved readily by an amendment 
to provide an exception for import and export which is compliant with the standards already 
met by the submitters, and by other fulfilment services in New Zealand and overseas. 

22. Senior counsel has been retained with instructions to either submit a suitable amendment for 
consideration, or to work with Ministry and Parliamentary counsel on a suitable draft.   

Opportunity for Discussion: 

23. The submitters, and counsel are available for discussion with the Ministry and believe there 
would be value in engagement on the issues raised.  They are disappointed that there has not 
been prior invitation, given the extensive submission to the Select Committee on the previous 
Bill which was presented by BBG Fulfillment Limited, with detailed supporting documentation.   

 

 

 

Hugh Rennie QC / Rebecca Scott 
Counsel for Submitters 

 
 
c.c.:  
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GlaxoSmithKline Consumer 
Healthcare Australia Pty Ltd 
ACN. 603 310 292 

Therapeutic Product Regulation. 

Ministry of Health. 

 

17th April, 2019 

 

 

Dear Sir/Madam, 

 

RE: THERAPEUTIC PRODUCTS BILL CONSULTATION SUBMISSION 

 

GSK Consumer Healthcare (GSK) provide the following response to the Draft Therapeutic Products Bill. 

 

In principle, GlaxoSmithKline Consumer Healthcare Australia (GSK) supports the introduction of 

replacement legislation for the Medicines Act 1981.   However we are mindful that the Bill must 

identify Risk, be flexible and maintain effective and safe access to primary care for all patients and 

consumers.  

 

GSK understand the new Bill will indeed provide more robust regulation of medicinal products.   

Further the new Bill gives the NZ Regulator substantial new areas of responsibility, which will need 

to be reflected in new regulations consequent to the adoption of the Bill.  This will also create a need 

that the regulator is appropriately resourced on enactment of the Bill and implementation of the 

regulations. 

 

Further GSK along with our Industry Partners would like to align our general comments about the 

direction of the new legislation. The updated 290 sections are focused on the framework around the 

new Bill but within the line of activities under the current legislation. However there is not enough 

focus on future and developing technologies or future proofing the Bill.  

 

SECTIONS IN THE BILL GSK WOULD REQUEST FURTHER CONSIDERATION AND REVIEW. 

 

Part 3: Dealing with therapeutic products 

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

 

Device and medicine delineation 

GSK are keen to see legislation that clearly defines medical devices and medicines. We are not satisfied 

that the current draft will resolve the issues that occur on a regular basis. We would like to suggest 

that where there is a discrepancy or disagreement over device/medicine delineation that international 

standards apply.  Further considering other Agencies (TGA-Australia) review of Medical Device 

classifications it would be worthwhile if there is further development in the Therapeutic products bill 

in regard to this aspect and possible changes here. 
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Part 4: Product approval 

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

104). 

Obtaining a product approval 

GSK would like clarification as to the definition of a fit and proper person. The Bill is not clear as to 

the meaning of this.  Further, transparency in relation to approval status.  GSK does not agree with 

the publishing or product rejections as directed by the draft Bill. 

 

Changes to approved products 

In contrast to the Medicines Act 1981 , under the new scheme a major change to an approved product 

would lead to a different product, requiring a new approval (S 100) before it is released onto the 

market. Could there be further clarity in relation to this new requirement.  What process changes to 

registration would be occurring.  How would this be reflected in the regulation’s consequent to the 

implementation of the Bill.  GSK do not believe this is consistent with other regions or other major 

regulators.   

 

Transition for existing products and applications 

The appeals process as per the Medicines review committee and transition timing as set out in 

schedule 1 are not long enough.  GSK would request that this timing is reviewed, and a longer period 

is considered. 

 

Responsible Persons/Fit and Proper Persons 

What needs to be provided to show ‘fit and proper’ person meets and acceptable criteria.  How does 

this differ in relation to an organisation or an individual?   
 
Part 6 Regulator 

 

B27 Please provide any comments on the review of regulator’s decisions (ss 200–204). 

 

GSK have concerns as to the regulator decision review process.  Schedule 2 is unclear and does not 

provide adequate information. The review process should include assessment of not only the decision-

making process but also the content.    

 

GSK also believes the District Court is an entirely inadequate adjudicator for all decisions and that 

persons must have the ability to appeal to the High Court given the broad powers of the bill and the 

substantial penalties it seeks to impose. We acknowledge that a juridical review in the High Court is 

proposed, but considers this inadequate as this only allows one to query the process rather than the 

matter of the decision. 

 

OTHER AREAS OF CONCERN. 

 
Finally, the new Bill does not seem to acknowledge or attend to, like other international regulatory 

frameworks, either by inclusion in a monograph or include commentary on a listed medicine system 

in relation to low risk OTC medicines.  Can the New Therapeutic Products Bill provide clarity around 

low risk medicines moving forward.  
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CONCLUDING REMARKS 

 

GSK acknowledge the amount of work that has gone into the draft bill.  We are thankful that to be 

involved in the process of consultation and review of the Draft Bill.  Once the Bill has been reviewed 

and Industry responses considered, we look forward to further engagement around the development 

of the regulations forth with.  

 

Please reply to the undersigned if there are any points that need further clarification or if there are 

any further points that need to be considered. 

 

 

Yours Sincerely, 

 
GREGORY NOBIN 

Senior Regulatory Affairs Associate 
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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) 
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 ☒ Other health practitioner (please comment) Medical Physicist 



Clinical trials 

☐ Medicines (other than cell and tissue) 

☐ Medical devices 

☐ Cells and tissues 
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PhD, M.App.Sc (Medical Physics),CSci, MACPSEM, MAAPM, MIPEM 

Certified Nuclear Medicine Physicist/  

Certified Radiology Medical Physicist/ 

Qualified Health Physicist,  

 

 

NEW ZEALAND. 

email:  

 

18 April 2019 

Dear Ministry of Health,  

Awareness of the proposed Therapeutic Products Bill came late in the consultation process for 

the New Zealand Nuclear Medicine and PET/CT Imaging community and, hence, I am making 

an individual submission rather than a professional group submission, hopefully to accompany 

other submissions by my colleagues on the potential impact of this Bill on the provision of 

services within the NZ healthcare system.  

To summarise the below discussion, the argument that I am making is that from a risk 

management perspective the management of radiopharmaceuticals (what you have refer to 

as ‘radioactive medicines’) should remain under the Radiation Safety Act, Regulations, and 

associated Code of Practice for Nuclear Medicine. If this is not an acceptable position for the 

Ministry, then radiopharmaceuticals should be treated as another category under the 



Therapeutics Products Act rather than be classified as a medicine. This is the case that will be 

presented to the Select Committee, if the need arises.  

 

Unlike the large health practitioner and associated consumer market, the NZ nuclear medicine 

and PET/CT community is very small, with a mix of only nine public facilities and ten private 

facilities that perform a range of diagnostic investigations and nuclear medicine therapy 

procedures. The most common investigation is the use of a pharmaceutical labelled with the 

radionuclide Technetium-99m and this combination is given as an intravenous injection. The 

distribution of the radiopharmaceutical in the body is imaged using a gamma camera and 

more commonly now is the use of a hybrid imaging modality that combines gamma camera 

with a CT scanner – a SPECT/CT scanner. For the majority of facilities in NZ, the radioactive 

Technetium-99m (Tc-99m) comes from a small unit called a Tc-99m generator that is replaced 

weekly because the radioactive material it contains decays away substantially during a week 

of imaging. These generators are supplied from international nuclear reactor and processing 

facilities and are manufactured following GMP procedures. The ‘dispensing’ of the 

radiopharmaceutical involves the reconstitution of a labelling kit to produce the 

radiopharmaceutical. This is followed by quality control checks of the kit (where required), and 

the drawing-up of syringes of the radiopharmaceutical containing a planned amount of 

radioactivity that varies depending on the procedure being performed and patient-specific 

considerations (e.g. paediatric patients). The reconstitution and dispensing procedure is 

usually performed by a Medical Radiation Technologist Board registered nuclear medicine 

technologist. I am not aware of any (radio)pharmacists or radiopharmaceutical scientists 

employed in NZ.   

Unlike medicines, the purpose of a radiopharmaceutical is to study physiological processes 

rather than to perturb them. It often involves the administration of nanogram to microgram 

trace quantities of an actual pharmaceutical and by design very few diagnostic or therapy 

radiopharmaceuticals will have any physiological effect because such an effect could invalidate 

the desired imaging or therapy. To use an example from nuclear medicine therapy: radioiodine 

(Iodine-131) in the form of sodium iodide is used very successfully to treat thyroid cancer and 

it is an important radiopharmaceutical. Side-effects can be significant and a lot of radiation 

protection precautions are required. Yet the amount of iodide administered to the patient is 

no more than that in a teaspoon of iodised salt. It is not the pharmaceutical that is presenting 

the risk, it is the radioactive component and this has to be carefully controlled under the 

requirements of the Radiation Safety Act 2016. This is similar to much of nuclear medicine 

practice where it is the radiation dose to the patient that presents the largest risk, not the 

physiological effect of the radiopharmaceutical. I believe that recognition of this was one of 

the reasons that radiopharmaceuticals were not covered by the Medicines Act - they were not 

considered a medicine. There are some radiopharmaceuticals which can result in a 

physiological response even at trace quantities (e.g. labelled hormone analogs), but these are 

well-known to the nuclear medicine community and are rarely used and I don’t believe they 

alone justify changes to practice.  Furthermore, as with any compound entering the body 



(including food), adverse reactions can occur and although industry within NZ and the 

Australian and New Zealand Society of Nuclear Medicine are both promoting the reporting of 

such adverse events for radiopharmaceuticals, I believe the nuclear medicine community could 

make use of any formally introduced pharmacovigilance system simply through a minor 

change to the Code of Practice for Nuclear Medicine that is managed by the Office of Radiation 

Safety (MOH).  

Although I can understand the logistical interest in treating radiopharmaceuticals as a 

medicine, I believe the impact of the planned Act on the small nuclear medicine community 

would be significant and unjustified given the low risk they present as a pharmaceutical. 

Facilities are reliant upon the supply of the labelling kits with often one kit providing the 

radiopharmaceutical for one imaging investigation, so there are multiple types of kits used in 

a department. This dilution of requirements results in a small market and the impact could be 

very significant if a supplier decided the market was too small to justify the overhead of 

importing the product. Although there are primary nuclear medicine investigations, many are 

end-of-the-line investigations for patients when other procedures have been exhausted. The 

loss of an investigation through the loss of a radiopharmaceutical could be significant for 

patient care.  

The last point I would like to make is to recognise that the NZ nuclear medicine is an innovative 

and dynamic community that responds promptly to changes in best practice. Best practice and 

the optimisation of nuclear medicine imaging involves an interplay between the disease, the 

radiopharmaceutical selection, imaging equipment performance, imaging parameter 

selection, and even local radiologist expertise. This interplay is the ongoing struggle of the 

nuclear medicine scientific community and it drives major international scientific conferences 

and numerous journals dedicated to nuclear medicine. The evidence for selection of suitable 

radiopharmaceuticals and their use is multifaceted and includes consideration of 

pharmacokinetics and radiation dose optimisation as per the recommendations of the 

International Atomic Energy Agency (IAEA Basic Safety Standards) and the International 

Commission on Radiological Protection (ICRP). This raises the question of whether the 

Regulator would be in a position to assess this optimisation and radiation dosimetry 

implications as part of radiopharmaceutical approval. I am concerned about how a Regulator 

could efficiently and economically complete the required tasks in such a regulatory framework. 

I believe for such low-risk radiopharmaceuticals this task should be left to the nuclear medicine 

community.   

If the ministry believes that there is still a requirement for more control of 

radiopharmaceuticals even though the majority of the risk associated with their use lies in the 

radioactive component, the alternative could be to have a new category in the Act for 

radiopharmaceuticals, with this category assigned appropriate risk management strategies. 

This may be more trouble than it is worth, but it would allow for future regulation beyond that 

offered by the Radiation Safety Act. This new categorisation could be done and reserved for 

future use, but for now any critical risk management strategies could be enforced via the Code 



of Practice for Nuclear Medicine, such as the requirement that labelling kits be manufactured 

under GMP, which is currently the industry expectation.  

 

For the purpose of any perceived or actual conflicts of interest, in my submission as an 

individual: (a) I am chairperson of the Technical Standards Committee of the Australian and 

New Zealand Society of Nuclear Medicine (ANZSNM), and the technical standards 

representative for the New Zealand branch of the ANZSNM; (b) I am the Nuclear Medicine 

Spokesperson for the NZ Branch of the Australasian College of Physical Scientists and 

Engineers in Medicine; and (c) I am an employee of the Canterbury District Health Board. I 

need to make it clear that I am in no way representing or expressing the opinions or views of 

these organisations.  

 

Thank you very much for the opportunity to raise these concerns with you.  

 

Yours sincerely, 

  

Darin O’Keeffe, PhD 

Medical Physicist 

 



Submission on the Therapeutic Products Bill 
Background 
In   was prescribed an antidepressant by a 
consultant psychiatrist. As is routine in New Zealand, this prescription was issued despite no 
diagnosis of any mental disorder having been established.  

The risks and benefits of the drug were not discussed with either my son or myself but we 
were provided with a pamphlet which purported to provide information on the risks and 
benefits of antidepressants. This pamphlet was subsequently withdrawn after being 
described by Medsafe as outdated, inaccurate and misleading.  

My son’s medical records show that while on the drug, he suffered a number of severe 
adverse drug reactions including treatment emergent suicidality and aggression. His 
functioning was impaired to the extent he was unable to attend school. Both my son and I, 
as recorded in his medical notes, attributed the impairment of his functioning and his 
emergent suicidality and aggression to the drug.  

The consultant psychiatrist did not recognise the adverse drug reaction and increased the 
dose of the medication. Research shows this is a common response by clinicians whose the 
lack of skill in recognising adverse drug reactions is endemic.  

As a result my child began to self-harm and threaten suicide. Recognising the drug was 
harming him, my son chose to discontinue the medication and within a month was able to 
return to school and his suicidality and aggression disappeared.  

On , a psychiatric registrar prescribed the same antidepressant to my child. He 
had not read his medical notes and refused to listen to me when I tried to tell him about my 
son’s previous adverse reaction. His behaviour in his consultation with my son and I was 
described by his colleague under oath as “authoritarian and somewhat aggressive.” 

On resuming use of the drug, the adverse reactions including suicidality, re-emerged and on 
  

Both Mylan Pharmaceuticals, the manufacturer of the drug my son was prescribed and 
CARM conducted causality assessments. Both assessed the relationship between the drug 
and my son’s suicide as ‘probable.’ 



 

 

Three months after my son’s death, I learned that antidepressants have never been 
approved by the New Zealand Regulator for those under the age of 18 and that they had 
been prescribed to him ‘off label.’ 

The shock and betrayal I felt are difficult to describe. I would not as a parent have 
considered asking my child’s doctor whether the drug they were prescribing had been 
approved by the New Zealand medicines regulator. I could not have imagined it would be 
legal to prescribe a drug to a child where that drug had not been rigorously assessed for 
safety and efficacy and approval granted by my government.  

It is difficult to see the point of having a regulatory regime for drug approvals when the Act 
allows prescribers to bypass all approval processes and prescribe drugs which have not been 
subject to any regulation to be prescribed. It is equally difficult to understand how the 
public can assured that the regulatory regime provides protection under those 
circumstances.   

Were this catastrophic event an isolated tragedy, I would not be making a submission on 
this Bill. In the eleven years since my son’s death however I have undertaken extensive 
research and know that my son’s story is the story of thousands of children in New Zealand 
and around the world.  

My first promise to my son following his death was that I would pursue changes to the 
regulation of off label prescribing and seek to have those changes known as  

 This submission represents my attempt to deliver on my promise to  
 ensure his death informs legislation that prevents other children dying from off label 

drug use.  



Introduction 
International studies have consistently found that Adverse Drug Reactions (ADRs) are a 
significant cause of mortality, morbidity and cost with fatal ADRs internationally estimated 
to be the third1 or fourth leading cause of death.2 

A review by the Health Quality & Safety Commission found that by international 
comparison, New Zealand’s rate of medication induced harm in hospital settings is high and 
that prescription drug harm in outpatient settings doubled between 2011 and 2017.3    

A joint review by 3 DHBs found that one in three patients admitted to a NZ hospital suffers 
harm from a prescription drug4 while a review of adverse events in NZ hospitals found that 
12.3% of medication related events were associated with permanent disability & death.5  

Children and young people are at high risk of prescription drug harm given most drugs 
prescribed to them have only been tested on adult populations despite the fact that 
children metabolise drugs differently than adults. Similarly there is evidence that there are 
differences in the metabolic profile and therefore the safety profile of drugs between 
countries which limit the usefulness of clinical trial data in assessing efficacy and safety in 
populations not included in clinical trials, including the New Zealand population.  

This risk is highlighted by a review of adverse drug events in hospitalised New Zealand 
children which found 56.7% of adverse drug events (ADEs) were preventable and 15% were 
life threatening or resulted in persistent disability. 6 

                                                           
1 Gøtzsche PC. Our prescription drugs kill us in large numbers. Pol Arch Med Wewn. 2014;124(11):628-34. 
Epub 2014 Oct 30 
2 Kevin Dew, John Gardner, Elaine H. Morrato, Pauline Norris, KerryChamberlain, Darrin Hodgetts & Jonathan 
Gabe (2018) Public engagement and the role of themedia in post-marketing drug safety: the case of Eltroxin® 
(levothyroxine) in New Zealand, CriticalPublic Health, 28:4, 388-401, 
3 Robb, G., Loe, E., Maharaj, A., Hamblin, R., & Seddon, M. E. (2017). Medication-related 
patient harm in New Zealand hospitals. NZ Med J, 130(1460), 21-32. 

 
4 Seddon, M. E., Jackson, A., Cameron, C., Young, M. L., Escott, L., Maharaj, A., & Miller, 
N. (2013). The Adverse Drug Event Collaborative: a joint venture to measure medication-
related patient harm. The New Zealand Medical Journal (Online), 126(1368). 

 
5 Davis P, et al. Adverse events in New Zealand public hospitals Principal findings from a National 
Survey. Occasional Paper No3 www.moh.govt.nz  
6 Kunac, D. L., Kennedy, J., Austin, N., & Reith, D. (2009). Incidence, preventability, and 
impact of adverse drug events (ADEs) and potential ADEs in hospitalized children in New 
Zealand. Pediatric drugs, 11(2), 153-160. 

 



The Medicines Act 1981 and the Therapeutic Products Bill have a strong focus on regulating 
the actions of the pharmaceutical industry while providing no regulation of prescribers. 
Given that the authors of a review of adverse events in New Zealand hospitals 
recommended that better monitoring and more appropriate medication choice for 
individuals are evidence based strategies for preventing prescription drug harm,7 and that 
pharmaceutical companies neither choose medications for, nor monitor patients, this 
submission argues it is important that in the new regulatory regime, an equal focus is placed 
on regulating prescribers.8  

This submission presents the evidence that off label prescribing is a significant public health 
risk and that the Therapeutic Products Bill must adopt a precautionary rather than 
permissive approach to the regulation of prescribers in order to achieve its goal of 
protecting patient safety.  

Off Label Prescribing 
Despite prescription drugs posing a significant risk of injury, disability and death, the 
Medicines Act 1981 provides no controls on the prescribing of drugs by those with authority 
to prescribe in New Zealand.  

On the contrary, under s25, it contains a provision which permits prescribers to bypass all 
safety mechanisms in the Act and prescribe drugs which have not been subject to any 
assessment of efficacy or safety in a practice known as ‘off label’ prescribing.  

Medsafe advise that s25  

permits an authorised prescriber to use any medicine (approved or unapproved) for 
the treatment of a particular patient in his or her care. The Act puts no restriction on 
the use of a medicine, even in a situation in which it is contraindicated.  

The policy intent of the s25 exemption which allows prescribers unrestricted ability to 
prescribe unapproved drugs was explained to the Coroner in my son’s inquest by Steward 
Jessamine, then Group Manager of Medsafe, as being to:   

allow compassionate use, so that if you had a patient with a rare condition for which 
the market in New Zealand was too small you would not deny the patient access to 
that medicine just because it was not approved in New Zealand.”9 

                                                           

7Briant R1, Ali W, Lay-Yee R, Davis P. Representative case series from public hospital admissions 1998 I: drug 
and related therapeutic adverse events.N Z Med J. 2004 Jan 30;117(1188):U747. 

 
8 Throughout this submission, I have generally referred to doctors or physicians as prescribers but authorised 
prescribers in New Zealand include a diverse range of professional groups from Nurse Practitioners, to 
midwives, dieticians and optometrists.  
9 Dr Stewart Jessamine, CEO Medsafe, Inquest into the Death .  



In practice however, off label prescribing has become routine and rather than being 
restricted to rare conditions is employed for common conditions, particularly in the mental 
health sector and with neonates. The prevalence of off-label prescribing for mental health 
conditions is highlighted by New Zealand government data claiming that  

The practice of off label prescribing is common, with rates up to 40% in adults and up 
to 90% in paediatric patients.10 

 

Reliance on Voluntary Compliance by Prescribers  
Medsafe suggests that the risks of the s25 exemption are managed by self-regulation by 
prescribers under the Heath & Disability Commissions (HDC) Code of Patient Rights which 
provides that before making a choice or giving consent, every consumer has the right to the 
information that a reasonable consumer, in that consumer's circumstances, needs to make 
an informed choice or give informed consent. 

Medsafe advises that  

For an unapproved medicine or unapproved use, the consumer should be advised of 
the unapproved status. The consumer should also be advised of the degree and 
standard of the support for the use of the medicine, and of any safety concerns, or 
warnings or contraindications regarding its use in their particular condition. In using 
the phrase "Right to be fully informed", the Code requires frank disclosure of 
information including information that may dissuade the consumer from agreeing to 
use of the medicine. 

The following are examples of the information that should be conveyed, as 
appropriate: 

• The medicine is widely used for this indication and its use is supported by well 
conducted clinical trials;  

• The medicine is contraindicated for use in this situation;  
• This medicine is approved for use in adults but no studies have yet been 

published on its use in children;  
• The medicine is innovative and little is known about its potential adverse 

effects;  
• The published studies of the use of this medicine for this indication do not 

provide consistent evidence of its efficacy; and 
• The quality, safety and efficacy of an unapproved product will not have been 

established through the New Zealand approvals process11 

                                                           
10 Bay of Plenty DHB Use Of Unapproved Medicines Or Medicines For Unapproved Indication (Off-Label Use) 
Policy7.1.1protocol2  https://www.bopdhb.govt.nz/media/60458/use-of-unapproved-medicines711p2.pdf  
11 https://www.medsafe.govt.nz/profs/RIss/unapp.asp 



There is no way of knowing however to what extent prescribers comply with this 
requirement as compliance is not monitored or evaluated. My contact with other parents 
whose children have died while taking drugs prescribed off label, suggests that it is 
extremely rare for patients and their families to be advised that drugs being prescribed to 
children do not have regulatory approval.  

John A Windsor,Associate Professor in Surgery at the University of Auckland claims 

There have been no New Zealand studies to determine whether informed consent is 
obtained in a way that meets [the various New Zealand codes governing disclosure 
and consent]. Further, there have been no studies to determine whether the process 
of obtaining informed consent meets patient expectation.12 

Studies suggests that New Zealand prescribers do not comply with these requirements. A 
survey of surgery patients in Auckland Hospital for example found:  

• Only 47% patients considered that they had received enough information about the 
risks and complications of the proposed operation.  

• 23% patients did not recall being “told about the risks or dangers of the operation”.  
• 48% patients could not list a single risk of the operation, and 
• 79% of patients stated that alternative approaches to treatment had not been 

discussed13 

Further, the 2017 report of the Health & Disability Commissioner on complaints about DHBs, 
found that 26% related to issues of informed consent and the provision of information.14  

This suggests that relying on voluntary compliance by prescribers to requirements to obtain 
informed consent for off label prescribing is misplaced.  

In addition to HDC and Medical Council imperatives, it is often assumed that professional 
guidelines will promote best practice in disclosure and consent for off label prescribing. In 
fact, these guidelines often dismiss consent requirements. The advice from the Best Practice 
Advocacy Centre New Zealand (BPAC) on consent for off label prescriptions for example is 
that  

In general, it is recommended that prescribers obtain written consent from the 
patient when prescribing an unapproved medicine. It is acknowledged, however, that 
when off-label use of a medicine is so common that it is regarded as usual practice, 

                                                           
12 Mikayla McKeague and John Windsor  Patients’ perception of the adequacy of informed consent: a pilot 
study of elective general surgical patients in Auckland NZMJ 14 March 2003, Vol 116 No 1170Page 4 of 9URL: 
http://www.nzma.org.nz/journal/116-1170/355/ 
13 Mikayla McKeague and John Windsor  Patients’ perception of the adequacy of informed consent: a pilot 
study of elective general surgical patients in Auckland NZMJ 14 March 2003, Vol 116 No 1170Page 4 of 9URL: 
http://www.nzma.org.nz/journal/116-1170/355/ 
14 The Health and Disability Commissioner. 2018. Complaints to the Health and Disability Commissioner 
involving District Health Boards: Analysis and Report 2016/17. 



obtaining consent may not be considered necessary, and this is at the clinician’s 
discretion.15 

Contrary to the New Zealand position on informed consent, this advice relies on what a 
‘reasonable prescriber’ would disclose, rather than what a ‘reasonable consumer’ would 
want disclosed.  

Prescribers even ignore the advice of Medsafe. Tens of thousands of children are prescribed 
antidepressants every year in New Zealand despite Medsafe’s advice that the suicide risk 
outweighs the benefits of the drugs. Child and Adolescent Psychiatrst, Professor Werry 
actively encouraged prescribers to ignore the advice of Medsafe on this issue and was 
awarded the Companion of the New Zealand Order of Merit for services to child and 
adolescent psychiatry in the New Year’s honours a few months later.  

Given that prescription drug harm is a leading cause of death and that off label prescribing is 
associated with high risk of harm, the fact that off label prescribing has become so 
widespread as to become ‘usual practice’ should not remove the requirement for informed 
consent. The fact that ‘everyone does it’ is not a reason for withholding consent particularly 
when research evidence shows that 

the majority (73%) of off-label uses lack evidence of clinical efficacy and less than 
one-third (27%) are supported by strong scientific evidence. The greatest disparity 
between supported and unsupported off-label uses was found among psychiatric 
prescriptions, with 4% of off-label uses having strong scientific support as opposed to 
96% having limited or no support.16 

The HDC requires that written consent is obtained where the evidence for a particular drug 
is equivocal and Medsafe states that consumers should be advised where “published studies 
of the use of this medicine for this indication do not provide consistent evidence of its 
efficacy.” BPAC on the other hand advises that where off label prescribing of a drug is 
‘common’, these requirements do not need to be followed.  

As informed commentators point out, the problem with voluntary standards s that they are 
often ignored and that  
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 This is perhaps especially true in circumstances where the audience is, as physicians 
are, inculcated in a culture that has long viewed professional independence as 
normative.17  

 

Prescriber and Patient Lack of Knowledge About Off Label Prescribing 
 

A 2015 systematic review of knowledge about off label prescribing found that all studies 
reported that most doctors prescribed off-label medicines unknowingly.18 In a study of 
primary care physicians and psychiatrists, the average respondent accurately identified the 
approval status of drugs for particular indication in just over half the cases. 19  Dr G. Caleb 
Alexander, Center for Drug Safety and Effectiveness, Johns Hopkins Bloomberg School of 
Public Health cites an example of the lack of knowledge of physicians stating 

among the 42% of physicians who prescribed quetiapine (Seroquel; AstraZeneca, 
London, United Kingdom) for dementia with agitation during the previous 12 months, 
nearly 1 in 5 (19%) erroneously believed it was FDA approved for this use, when, in 
fact, quetiapine has never been FDA approved for this indication, and, at the time of 
our survey, carried a black-box warning for “increased risk of death compared to 
placebo” in elderly patients with dementia20  

Clearly, it doctors are unaware that they are prescribing off label, they will not comply with 
the requirements of the HDC Code of Patient rights in relation to informed consent.  

A review of the understanding of off label prescribing by parents of patients found that 
89.9% were unfamiliar with the concept of off label prescribing and 95% felt doctors should 
seek their approval before prescribing off label to their children.21 A more recent study 
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found 96.3% of patients had no knowledge about off-label treatment, with 42.3% saying 
they would not accept such treatment under any circumstances, and 54.5% saying they 
would never accept such treatment for their children.22 A study of parent knowledge on off 
label prescribing found that “the views of parents regarding safety of drug use in children 
dropped drastically after they knew about the concept of off-label prescribing.”23 

The majority of health care workers and parents considered that where a drug was 
prescribed off label, parents should be informed but the rate of actual disclosure was low, 
ranging from 4.8–32.4%24 Children also considered they should be informed where they 
were prescribed a drug off label so that they could be alert to potential side effects25 

It is unlikely that the New Zealand consumer has a higher awareness of off label prescribing 
than consumers in the 11 studies reviewed.  It is difficult to imagine that the majority of 
New Zealand patients and families of patients would not share the concerns and 
expectations of informed consent  as the parents in those studies.   

Where patients and their parents are not informed that a drug is being prescribed off label, 
their ability to give informed consent is undermined.  

 

The Argument for Regulating Prescribing 
 

The fact that prescription drug harm is a leading and growing cause of death and injury in 
the developed world, is evidence that current approaches to drug regulation do not meet 
the aim of safeguarding patient safety.  

Currently, the regulation of medicines in New Zealand focuses controls and sanctions on the 
pharmaceutical industry and in relation to off label prescribing, prohibits the promotion of 
drugs for off label uses.  
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This is problematic for many reasons including the messages it sends to both industry and 
prescribers about where responsibility for the safety of unapproved drugs rests, the failure 
to meet public expectations of controls on the prescribing of unapproved drugs and the 
incentives it provides for drug companies to use medical professionals to bypass drug 
approval processes.  

The data on the prevalence of adverse drug reactions associated with off label prescribing 
makes it clear that patient safety requires that regulation place controls not only on the 
pharmaceutical industry who manufacture drugs but on the prescribers who supply them.  

The very fact that a drug is designated prescription only, means that no prescription drug 
has the potential to harm a consumer without the involvement of a prescriber. Just as the 
government intervenes to ensure that other potentially harmful products are regulated not 
just at the time of manufacturing but at the point of supply, drugs which have not been 
established as safe or effective for those to whom they are being supplied should be subject 
to controls at all stages of the supply process.  

A drug that is manufactured to the highest safety standards and has been proven safe and 
effective in clinical trials will be unsafe if prescribed without proper controls including 
informed consent, a robust risk benefit analysis and enhanced monitoring. Ensuring 
compliance with standards in manufacture and testing will not prevent the risks associated 
with unregulated supply and the evidence of 40 years of self-regulation under the Medicines 
Act shows that prescribers have failed to uphold the standards of knowledge, disclosure and 
professional judgement required to protect patient safety.   

Medical professionals will argue that clinical judgement should not be over ridden by 
restrictions imposed by lay people. They will argue that patient safety is enhanced by the 
unfettered ability of doctors to tailor treatment plans to individual patients using their 
professional expertise and that regulation promotes the practice of defensive medicine 
which stifles innovation and leads to physicians practicing in a way that manages legal risk 
rather than patient risk.  

In an article setting out the case for legal regulation of off label prescribing, Philip Rosoff, 
Professor of Pediatrics and Medicine, Duke University School of Medicine and Doriane 
Coleman, Professor of Law at Duke University argue that while the doctor-patient 
relationship has been unregulated due to its ‘sacrosanct’ nature, the state regulates other 
similar relationships where the safety of vulnerable parties is at risk and this relationship 
should not be exempt.  

They point out that while the state considers the parent-child and spousal relationship to be 
private, it authorises state intervention where any party to those relationships poses a 
serious risk to the other party and similarly the law ought to apply restrictions and authorise 



intervention in the doctor-patient relationship where doctors’ prescribing practices pose a 
risk of unnecessary harm to their patients.  

Rosoff and Coleman comment that  

… the state ought to intervene in the otherwise sacrosanct physician-patient 
relationship when physicians prescribe medicine off-label that is not justified by high-
quality evidence of safety and efficacy. It is a circumstance that warrants outsider 
protection of the vulnerable party to the relation-ship—the patient—because it 
involves more risk than is appropriate according to contemporary ethical standards 
of evidence-based medicine and because prescriptions in this category are essentially 
equivalent to an unregulated experiment. As it is given in other sacro-sanct 
relationships, due deference should continue to be given to physicians as restrictions 
are developed to regulate this prescribing practice. For example, some prescriptions 
in this category will be appropriate and thus ought to be permitted even if they are 
justified only by some, although not high-quality, evidence of safety and efficacy. The 
deference cannot be so broad, however, as to include the right that exists today to 
proceed unfettered with entirely or insufficiently unjustified prescriptions in the 
absence of fully informed consent. 

Where a regulatory regime places no restrictions on the prescribing of drugs, allowing them 
to be provided despite contraindications and in populations or conditions for which no 
safety or efficacy data is available and despite evidence of high rates of prescriber error and 
knowledge deficits, then no matter how robust the controls on pharmaceutical company 
testing, manufacture and marketing of drugs may be, harm is inevitable.  

The adoption of a permissive rather than precautionary approach to prescribing in the 
Medicines Act 1981 represents a failure to prioritise patient safety, a key focus of any 
regulatory regime.  

Concerns about regulation and sanctions resulting in doctors practicing defensive medicine 
are misplaced. Where regulation of off label prescribing is focused on full disclosure, 
informed consent, robust risk benefit analysis, good documentation of decision making and 
maintaining professional knowledge, only those physicians who are not practicing according 
to currently accepted standards would be concerned about sanctions under the Act being 
applied. If those who currently ignore best practice develop a stronger focus on practicing 
safely because of concerns around legal sanctions, this will serve to enhance patient safety 
and improve public confidence in the medical profession.  

As the authors of an article in the Journal of the Royal Society of Medicine point out 

Statutory regulation has been repeatedly endorsed as an apposite regulatory 
mechanism since it carries the force of law and also provides a proper foundation for 
the contract of the medical profession with society. Change has been catalysed by the 



huge number of adverse healthcare events that occur each year as well as by the 
revelation of a culture wherein medical staff have encouraged silence and failed to 
deal with poor practice26 

Accountability 
It is perhaps unsurprising that where the law places no restrictions on the prescribing of 
drugs where safety and efficacy data is absent or equivocal, medication is the leading cause 
of treatment injury claims to ACC.27  

Where injury or death results from off label prescribing, prescribers are rarely held 
accountable. Research from the Dunedin School of Medicine found that  

Overall, very few poorly performing doctors are identified and dealt with in New 
Zealand each year contributing to an overall decrease in New Zealand’s medical 
professional accountability processes.  

The report comments that there is no evidence that ‘no fault’ systems which result in 
reductions in individual accountability has increased openness and learning about error and 
injury, or improved patient safety.  

While a number of bodies charged with protecting patient safety and holding the medical 
profession accountable exist in New Zealand, the reality is that very few doctors are held to 
account when complaints about their conduct or competence are received. While consumer 
complaints are increasing, the numbers of complaints referred for investigation and subject 
to disciplinary proceedings are decreasing.28 Consumers cannot file complaints directly with 
the Medical Council but must file them with the HDC who investigate fewer than 10% of 
complaints received and whose decisions, including decisions not to refer to the Medical 
Council, cannot be appealed.  

No country in the world has embraced no blame culture in the medical field like New 
Zealand. While this is often the best approach to improving patient safety, there are 
instances where it is not the appropriate approach. Where it’s implementation has 
completely replaced any real accountability mechanisms, it has removed any deterrent to 
medical negligence.   
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Dr Robert M Wachte from the University of California points out that  

…a ‘no blame’ approach seems apt for some errors but not others; the latter category 
includes errors committed by incompetent, intoxicated or habitually care-less 
clinicians, or by those unwilling to follow reasonable safety rules and standards. 
Recent thinking is that a balance between ‘no blame’ and accountability is required.  

While the ‘no blame’ culture ascribes almost all poor medical practice as a result of systems 
errors, Dr Wachte points out that some arises from individual negligence.  He claims that 
there is a growing appreciation of the importance of accountability and that 

While the patient safety field has emphasised ‘systems thinking’ as its central theme, 
experts have pointed to the need to balance this ‘no blame’ approach with the need 
for accountability in certain circumstances, such as failure to heed reasonable safety 
standards.29 

Dr Lucient Leape, widely considered the father of the patients rights movement is quoted as 
saying  

There is no accountability. When we identify doctors who harm patients, we need to 
try to be compassionate and help them. But in the end, if they are a danger to 
patients, they shouldn’t be caring for them. A fundamental principle has to be the 
development and then the enforcement of procedures and standards...When a 
doctor doesn’t follow them, something has to happen. Today, nothing does, and you 
have a vicious cycle in which people have no real incentive to follow the rules because 
they know there are no consequences if they don’t.30 

As Dr Wachte points out 

As long as transgressions carry no risk of penalty, some providers will ignore the 
rules31, 

When those rules are designed to prevent death, disability and injury in the patient 
population, regulation which aims to protect patient safety must include and enforce 
penalties that incentivise  prescribers to comply with the rules.  
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Incentives for Off Label Promotion 
The approach to regulation of off label drugs in the Medicines Act 1981 ignores the fact that 
there are strong financial incentives for the pharmaceutical industry to breach the Act and 
that those incentives are increased by the s25 exemption.  

Section 25 of the Act allows the pharmaceutical industry to avoid the costs and delays 
inherent in applying for approval where profits from drugs can be realised by promoting 
them directly to doctors who can prescribe without regulatory approval. From a financial 
perspective, it is rational for industry to promote off label uses of drugs to prescribers 
through ghost-written articles, payments to doctors for speaking engagements and 
incentives to prescribers because profits from off label drug use outstrips the cost of 
prosecutions for breaches of prohibitions on off label promotion which are built into the 
cost of doing business.   

Precautionary Approach 

Internationally, the regulation of potentially harmful products is categorised as consistent 
with either the precautionary principle or a permissive approach. As previously highlighted, 
Medsafe describes the approach to regulation of prescribing in New Zealand as permissive. 
This submission advocates for the Therapeutic Products Act to take a precautionary 
approach to the regulation of off label prescribing.  

The European Union describes the precautionary principle as “a strategy to cope with 
possible risks where scientific understanding is yet incomplete” and provides the following 
definition 

When human activities may lead to morally unacceptable harm that is scientifically plausible 
but uncertain, actions shall be taken to avoid or diminish that harm. Morally unacceptable 
harm refers to harm to humans or the environment that is  

• threatening to human life or health, or 
• serious and effectively irreversible, or 
• inequitable to present or future generations, or 
• imposed without adequate consideration of the human rights of those affected.32 

Regulation consistent with the precautionary principle places the burden of proof that a 
product is safe on those proposing its use while a permissive approach allows the use of 
that product until evidence of harm emerges via monitoring or consumer reports.  
 
The decision on which approach to use depends on the view of governments as to whether 
the burden of proof should lie with government, consumer or industry and on decisions as 
to whether the presumption should be that products are unsafe until proven otherwise or 
that products are safe until proven otherwise. This involves a determination as to whether 
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priority should be placed on the protection of human health or on the economic health of 
governments or corporations.  
 
History shows us that damage to human health and safety is usually identified after 
significant harm has occurred and many have died, and that the type of damage may be 
totally unexpected and may even be effectively irreversible. 33 

The European Commission states that  

where there are reasonable grounds for concern that potential hazards may affect 
the environment or human, animal or plant health, and when at the same time the 
lack of scientific information precludes a detailed scientific evaluation, the 
precautionary principle has been the politically accepted risk management strategy 
in several fields.34  

The Commission notes that while the precautionary principle is generally applied to 
environmental protection, it considers its scope should also cover the protection of human 
health.35 It notes that it is a political responsibility to determine the "acceptable" level of 
risk for a society and that decision makers must be aware of the “degree of uncertainty 
attached to the results of the evaluation of the available scientific information” and reverse 
the burden of proving injury, by treating potentially harmful products as dangerous “unless 
and until businesses do the scientific work necessary to demonstrate that they are safe.”  

There are many examples of serious or irretrievable harm arising from a permissive 
approach to legislation and many examples where the adoption of the precautionary 
approach would have saved lives and money. A Dutch study has estimated that a ban on the 
use of asbestos  in 1965, when its harm was plausible but unproven, instead of in 1993 
when it was accepted as hazardous, would have saved 34,000 lives and €19 billion in clean 
up and compensation costs.36  
 
There are also many examples of where a precautionary approach has saved thousands of 
people from serious harm or death. Among them, the approach of Dr John Snow who in 
1854 managed to persuade officials to remove the handle of a London water pump in order 
to stop a cholera epidemic despite the evidence for the causal link between the spread of 
cholera and contact with the water pump being weak and who in doing so prevented 
thousands of deaths and of Dr. Frances Oldham Kelsey whose insistence that a drug 
company provide proof of safety prior to approval saved hundreds of thousands of 
American children from the effects of Thalidomide.  

The New Zealand Treasury reports that while the precautionary principle is applied in a 
number of policy areas in New Zealand there is no integrated risk management framework 
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in this country with officials and other decision makers determining the level of risk 
tolerance or aversion acceptable to the New Zealand public.  

Treasury reports that there is considerable variation in the way the precautionary principle 
has been applied and that it is  

therefore open to wide interpretation, with similar risks being treated differently and 
cases ending up in litigation as a result…  

In relation to the risks and harms of off label prescribing however, New Zealand’s statutory 
bar on legal proceedings against medical professionals means those who are harmed or 
killed by off label prescription drugs do not have recourse to litigation. This of course has 
slowed the testing of evidence of harm. As those who determine the tolerance level for risk, 
successive governments and the Ministry of Health have signalled acceptance of 
prescription drug induced morbidity and mortality by rejecting a precautionary approach to 
off label prescribing. 

In New Zealand, the Fisheries Act 1996 and the Hazardous Substances and New Organisms 
Act 1996 apply a precautionary approach with s7 of the latter act emphasising the need for 
caution in managing adverse effects “where there is scientific and technical uncertainty 
about those effects” (Palmer, 2001)37  

In the policy arena, a precautionary approach is proposed as a principle in the Sustainable 
Development Programme of Action, while precautionary decision-making is an underlying 
principle in the New Zealand Biodiversity Strategy.  

While the precautionary approach in New Zealand is generally applied to environmental 
rather than human health, the Operational Policy Unit of the Department for Internal Affairs 
Gambling Regulation division, explicitly states it takes a precautionary approach to the 
approval of gambling products when considering the approval of potentially harmful 
gambling products under the Act.  

Under the heading “Approach to Managing Uncertainty” It states 
 

Where research or evidence is lacking, uncertain or ambiguous, and there is a 
reasonable level of concern that reasonably significant and/or widespread harm may 
occur, the Gambling Act indicates that a precautionary approach should be adopted.3 
The precautionary approach rejects the notion that risks are acceptable until harm 
has been proven, or, that risks can continue unmitigated until such time as the 
effectiveness of a harm minimisation measure is proven. Where concerns about an 
increase in harm in a particular case are on reasonable grounds; and the anticipated 
level of harm is reasonably significant and/or widespread…the onus will be on the 
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applicant to demonstrate either that the level of harm (or the potential for it) is not 
significant, or that any increase in harm can be appropriately ameliorated.38 

 

Given that prescription drug harm in New Zealand is high by international standards and is 
increasing annually, a precautionary approach to off label prescribing is not only justified 
but necessary in legislation encompassing drug regulation where patient safety is a primary 
aim.  
 

 

What Could Regulation of Prescribing Look Like? 
In order to develop appropriate regulatory controls, it will be necessary to ascertain the 
level of tolerance the New Zealand public has for the prescribing of drugs off label and what 
controls patients consider desirable. It will also be necessary to conduct an analysis of the 
potential for any possible controls to reduce the harm from adverse drug reactions and to 
optimise patient safety benefits arising from both regulatory control and physician 
autonomy. 

The purpose of my submission is to put forward the argument for the adoption of a 
precautionary approach to off label prescribing, rather than to suggest what regulatory 
controls should be introduced to give effect to that principle.  

In my review of the literature however, I found a number of practical accountability 
processes which appeared to have the potential to reduce the harm associated with off 
label prescribing.  These centre on  

• prescribing the conditions under which off label prescribing is permitted 
• requiring well documented risk benefit analyses, disclosure and informed consent in 

individual cases; and  
• subjecting off label prescribing to peer and/or expert review  

 

1. Prescribing the conditions under which off label prescribing is permitted 

Suggestions in the literature for the conditions under which off label prescribing could be 
permitted include 

• evidence of having obtained informed consent39,  
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• authoritative literature supporting off-label use40,  
• having a well-documented risk benefit analysis; and  
• having had the off label use reviewed and approved by a peer review process41 or 

prescription supervisory review board. 42 

 

2. Requiring well documented risk benefit analyses, disclosure and informed consent in 
individual cases 

Where a drug is prescribed without having been approved for safety and efficacy in the 
population to which the patient belongs or for the indication for which it is being prescribed, 
physicians and patients need to be satisfied that the benefits of the drug outweigh its risks.  

The Medical Council of New Zealand requires that prescribers of off label drugs  

must make a clear, accurate and legible record of your reasons for prescribing any 
unapproved medicines and of the patient’s consent.  You should discuss medicines for 
an unapproved use with a senior colleague before prescribing them43 

This means that where SSRI antidepressants are prescribed to children prescribers should be 
required not only to consider and disclose but to document why they consider that the risks 
outweigh the benefits to their patient given robust evidence the drugs have “little or no 
efficacy above placebo”44 but double the risk of suicide in those under 25.  

Similarly, where tricyclic antidepressants are prescribed to children for bedwetting, doctors 
should be required to document why the benefits of the drug outweigh the use of an alarm 
where evidence shows alarms reduce bedwetting over the long term while drugs produce 
inferior outcomes and are not recommended for children given they are fatal in overdose.  

I could find no studies on levels of compliance with the requirement to document risk 
benefit analyses but given studies have shown that only 20.9% of a sample of medical files had 
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accurate documentation of all drug names, drug strengths, and directions for use45 it is likely that 
compliance with requirements to document more complex information is low. This analysis should 
be documented as should evidence that the patient has been fully informed of the risks and 
benefits and has given informed consent.  

3. Subjecting off label prescribing to peer and/or expert review 

A study of the impact of peer scrutiny on off label prescribing practices found that where 
the prescribing of drugs off label was subject to review, both requests for, and the practice 
of, off label prescribing to children significantly reduced. The two tier review process studied 
required doctors to provide a prescription request which included pre-specified clinical 
criteria including the child’s age, psychiatric diagnosis, target symptom severity and 
functioning, psychosocial service use, medication dosage and regimen based on the child’s 
weight and age, and monitoring criteria (for example, laboratory glucose and lipid levels)  to 
a clinical pharmacists at a partnering academic center. Where a prescription request was 
denied, the prescriber could pursue a secondary review involving a dialogue with a child and 
adolescent psychiatrist at the academic center’s Child and Adolescent Psychiatry 
Department 46 

The authors of the study found a 30.4% decrease in antipsychotic use in children aged zero 
to 17 years, a finding consistent with a 49% drop in antipsychotic users (ages zero to 17) a 
35% decrease in requests for approval of antipsychotic in other systems requiring peer 
review for off label prescribing. 47 
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Conclusion 
Adverse drug reactions are amongst the leading causes of mortality and morbidity 
worldwide and evidence shows New Zealand has a high rate of medication induced harm.  

The prescribing of drugs which have not been subject to assessment of their safety and 
efficacy by New Zealand regulators is common with up to 90% of drugs prescribed to 
children being unapproved for their age group or condition. This ‘off label’ prescribing has 
been shown to pose higher risks of harm and to therefore affect children disproportionately.  

Research shows that neither prescribers nor patients are well informed about off label 
prescribing. As such, their ability to make appropriate decisions about the use of drugs is 
compromised and neither good clinical decision making nor fully informed consent can be 
achieved.  

The approach to regulation of many other potentially harmful products in New Zealand 
reflects a precautionary approach while the Medicines Act 1981 adopts a highly permissive 
approach to drug regulation.  

This submission argues that the new Therapeutic Products Bill should adopt a precautionary 
approach to prescribing, requiring that the prescribing of unapproved drugs is subject to 
certain conditions, that decisions to prescribe are well documented and disclosed and that a 
peer or expert review process be implemented for off label prescribing.  
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DRAFT THERAPEUTIC PRODUCTS BILL 

 
The Australasian College for Emergency Medicine (ACEM) welcomes the opportunity to provide feedback to 
the Ministry of Health on the draft Therapeutic Products Bill (the Bill).  
 
ACEM is the peak body for emergency medicine in New Zealand and Australia, with responsibility for training 
and educating emergency physicians and advancing professional standards in emergency medicine. As the 
trusted authority for emergency medicine, ACEM has a vital interest in contributing to a sustainable 
emergency medicine workforce that provides high quality patient care for all patients and upholds the 
highest possible professional standards in emergency medicine. Fellows of ACEM (FACEMs) are specialist 
emergency physicians working in emergency departments (EDs) across New Zealand and Australia.   
 
In general, ACEM welcomes a regulatory regime for therapeutic products that would align New Zealand with 
international standards, ensure patient safety and offer effective regulatory control over evolving technology. 
However, ACEM identifies a range of issues that could arise from the Bill, either as unintended consequences 
from the proposed regulatory regime or gaps that the Bill needs to address. These issues include: 

 Direct to Consumer Advertising 
 Definitions for post-market activity 
 Recognised authorities 
 Regulation of natural products and rongoā Māori 

 
Direct to Consumer Advertising 

Direct to Consumer Advertising (DTCA) is the advertising of pharmaceutical products directed towards 
consumers rather than medical professionals. New Zealand is one of only two nations in the OECD to allow 
DTCA, with the other being the United States of America. The Bill, as it is currently drafted, allows for DTCA to 
continue to occur.   
 
In New Zealand, industry advertising for pharmaceutical products is largely managed through self-regulation 
by the pharmaceutical industry with oversight from the Advertising Standards Authority and industry codes 
of practices. In other OECD nations, the pharmaceutical industry has its advertising regulated through robust 
statutory bodies responsible for protecting consumers, such as the Food and Drug Administration in the 
United States, or the Therapeutic Goods Agency in Australia.  
 
ACEM does not support Direct to Consumer Advertising (DTCA) of pharmaceutical products in New Zealand, 
and calls for the Government to bring its position on DTCA into line with the overwhelming majority of other 
nations in the world, including Australia, Canada and the whole of Europe. Allowing DTCA to continue to occur 
would not align New Zealand with international regulatory standards or offer sufficient regulatory control 
over evolving technology. We note that permitting DTCA to occur contradicts the intent and purpose of the 
regulatory regime proposed within the Bill. 
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There is overwhelming evidence demonstrating the harms of DTCA, with strong consensus on the issue from 
within the health sector and consumer groups.1DTCA frequently over-represents benefits and understates 
harms, leads to increased costs, inappropriate prescribing, overtreatment and iatrogenic harm and puts the 
doctor-patient relationship at risk.2 A survey3 of GPs regarding DTCA showed that: 

 Approximately 90% of GPs reported consultations being generated as a result of DTCA (of which 68% 
were unnecessary consultations) 

 Approximately 44% of GPs reported switching a patient to a DTCA medication at their request, despite 
no evidence of benefit over the non-advertised alternative  

 Only 12% felt that DTCA could be useful for patients 
 Only 4% felt that the information provided was balanced. 

 
Recent research demonstrates that vulnerable populations are particularly susceptible to the negative 
effects of DTCA, such as those with self-reported poor health, the elderly, those with low educational 
attainment, having lower incomes and those belonging to ethnic minority groups. 4 At-risk populations are 
more vulnerable to overestimating the potential benefits form medications advertised to them, particularly 
when advertisements are deliberately vague and provide biased advice.5 In some cases, medications with 
prescriptions driven by DTCA such as COX-2 inhibitors, have been withdrawn due to patient safety concerns.6 
 
To address the issue, ACEM proposes that the Bill be amended to prohibit directly advertising pharmaceutical 
products to consumers, in-line with the overwhelming majority of OECD nations. Additionally, the proposed 
regulatory body responsible for administering the Bill must also have a role as being the regulator 
responsible for overseeing advertising (whether direct to consumer or to health professionals) activities as 
defined in section 82. The regulatory body should have the role of review and regulating advertising of 
pharmaceutical advertisements, upheld by surveillance and enforcement powers. Independent consumer 
advice could be provided to the public, free from any commercial interest, by a government regulatory body 
such as MedSafe. 
 
Post-market monitoring 

The definition of advertising (section 82) refers to advertising as meaning: “An advertisement for a 
therapeutic product means a communication made to the public or a section of the public for the purpose 
of promoting the product.”  
ACEM considers this definition to be too vague as it may not include claims on social media which may always 
be considered to be advertisements by the public. We propose this definition be amended to read: “An 
advertisement for a therapeutic product means a communication made to the public, a section of the public, 
or a statement to a customer.” 
 
Recognised authority 

We note that in section 207, the regulator proposed by the Bill “will be able to rely on recognised authorities 
to draw on work by overseas regulators and assist in efficiency”. We note that the Bill does not define what 
a “recognised authority” is, or the nature of the criteria that would be included in additional regulations. In 
the interests of clarity this should be defined.  
 
We note also that recognised authorities may rely on information sourced from overseas regulators. ACEM 
considers this provision to be sensible, however we caution that the Bill or any regulations ensure that a 
wide range of overseas regulators are considered. Advice should not be solely sourced from the Food and 

                                                     
1 Ministry of Health. (2006). Direct-to-Consumer Advertising of Prescription Medicines in New Zealand: Summary of Submissions.  
2 Ma, A. and Parkin, L. (2015). Randomised controlled trials cited in pharmaceutical advertisements targeting New Zealand health 
professionals: do they support the advertising claims and what is the risk of bias? NZMJ. 
3 Maubach, N., and Hoek, J. (2005). New Zealand general practitioners’ views on direct-toconsumer advertising (DTCA) of prescription 
medicines: a qualitative analysis. NZMJ. 
4 Zadeh, N., Robertson, K., and Green, J. (2017). ‘At risk’ individuals’ responses to direct to consumer advertising of prescription drugs: a 
national representative cross-sectional study. BMJ. 
5 Every-Palmer, S., Duggal, R., and Menkes, D. (2014). Direct-to-consumer advertising of prescription medication in New Zealand. NZMJ.  
6 Toop, L. and Mangin, D. (2006). The impact of advertising prescription medicines directly to consumers in New Zealand: Aust Prescr. 
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Drug Administration in the United States of America; regulators such as those in Australia, the United 
Kingdom, Canada and the European Union must also be considered to avoid a narrow focus within external 
advice.  
 
Regulation of natural products and rongoā Māori 

ACEM wishes to raise the issue of regulating natural health products and rongoā Māori intended for 
therapeutic use. Given the size of the natural health product industry and the risk to individual and public 
health without adequate regulation, we believe the Government must prioritise the development of a 
regulatory regime. Regulation of natural health products and rongoā Māori must ensure that products are 
safe, meet international standards for quality and evidence for efficacy, and do not make false 
representations to consumers. The approach to regulating these products in Australia through the 
Therapeutic Goods Act is an example that the Government should consider.  
 
Thank you for the opportunity to provide feedback to the draft Therapeutic Products Bill. Should you require 
clarification or further information, please do not hesitate to contact  

 
 
Yours sincerely, 
 
 
 
 

 

 

 

 

Dr Simon Judkins 
President 

Dr John Bonning 
President-Elect 

Dr Andre Cromhout 
Chair, New Zealand Faculty 
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Executive summary

Chapter A Key features of the new regulatory scheme (A1 - A5)

Chapter A (A1 - A5)

Question A1 - Do you support the general design of the new regulatory scheme for therapeutic products?

Not Answered

Chapter B Content of the draft Bill (B1-B2)

B1 Overview of the draft Bill

B2 Tips to help with understanding the draft Bill

B3 Part 1 of the Bill: Preliminary provisions

B3 Part 1 of the Bill: Preliminary provisions

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

B4 Part 2 of the Bill: Interpretation

B4 Part 2 of the Bill: Interpretation

Question B2

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

In addition, we support our sister association Cosmetics New Zealand in raising its concerns that products currently regulated as cosmetics and aligned with 

international regulatory practices should remain as cosmetic products. For example, Accord does not support sunscreens regulated as category 4 items but 

stressed that these should remain regulated under the Cosmetic Products Group Standard. 

B4 Part 2 of the Bill: Interpretation refers to the growth of hybrid products and the ability for the regulator to determine the nature of the particular mode of action 

to determine whether the product is a medicine or device. Similarly, there is an opportunity for greater clarity for interface or borderline products which are



primarily cosmetic products but may have a secondary therapeutic benefit. These should continue to be regulated as cosmetic products along the lines adopted

under the current Medicines Act which excludes certain products from registration such as oral hygiene products, antidandruff shampoos and skin care products.

Accord members advise that an opportunity exists to review product categories which could be further excluded from regulation as therapeutic goods should a

low risk pathway not be provided under the new framework. 

The reform proposal seeks to align New Zealand’s approach with international practices. We are therefore unsure why New Zealand has chosen to use the term

active medicinal ingredients (AMI) rather than active pharmaceutical ingredients (API) which is the more commonly used term internationally.

B5 Part 3 of the Bill: Dealing with therapeutic products

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

Question B3

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

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

Question B4

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

Subpart 3: Authorisations (ss 56–80)

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

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

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

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

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

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

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

Subpart 4: Other offences (ss 81-94)

Question B12

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

B6 Part 4 of the Bill: Product approval

Subpart 1: Approval of products (ss 94–113)

Question B13

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

While we see great potential in improved efficiency and effectiveness of the proposed regulatory scheme, we look forward to greater detail on the implementation

for the product approval process. Currently there is not enough information to determine if there will be a streamlined pathway for products of low risk or low

regulatory concern, how the approved exempted category will work and whether products currently excluded from regulation under the Medicines Act will remain

so.

Question B14

Please provide any comments on the sections covering conditions on approvals and cancellation of approvals (ss 105–113).:

Subpart 2: Approval-exempt products (ss 114–115)

Question B15

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

Subpart 3: Obligations of sponsors (ss 116–119)

Question B16

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



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

Question B17

Please provide any comments on the protection of active ingredient information about innovative medicines (ss 120–122).:

B7 Part 5 of the Bill: Licences and permits

Subpart 1: Licences (ss 123–130)

Question B18

Please provide any comments on the sections covering the scope, content, effect and grant of licences (ss 123–127).:

Question B19

Please provide any comments on the criteria for: granting a licence; licensees; and responsible persons (ss 128–130).:

Subpart 2: Permits (ss 131–135)

Question B20

Please provide any comments on the sections covering the scope, content, effect and grant of a permit (ss 131–135).:

Subpart 3: Provisions applying to licences and permits (ss 136–151)

Question B21

Please provide any comments on the sections applying to licences and permits (eg, those relating to duration, conditions, variations, suspensions

and cancellations) (ss 136–149).:

Question B22

Please provide any comments on the sections covering the transfer of licences and permits (ss 150 and 151).:

Subpart 4: Obligations of licensees and responsible persons (ss 153–159)

Question B23

Please provide any comments on the obligations of licensees and responsible persons (ss 153–159).:

B8 Part 6 of the Bill: Regulator

Subpart 1: Regulatory powers and functions(ss 160–182)

Question B24

Please provide any comments on the regulator’s powers and functions in relation to safety monitoring, public safety announcements and regulatory

orders (ss 160–182).:

Subpart 2: Investigative powers (ss 183–196)

Question B25

Please provide any comments on the regulator’s investigative powers (ss 183-196).:

Subpart 3: Offences relating to regulator(ss 197–199)

Question B26

Please provide any comments on the offences relating to the regulator (ss 197-199):

Subpart 4: Review of regulator’s decisions (ss 200–204)

Question B27

Please provide any comments on the review of the regulator’s decisions (ss 200-204):

Subpart 5: Administrative matters relating to the regulator (ss 205–222)



Question B28

Please provide any comments on the administrative matters relating to the regulator (ss 205–222).:

We are very supportive of B6 Part 4 of the Bill: Product Approval 109: When considering an application, the regulator would be able to rely on reports or

assessment made by recognised authorities (s 207). This would enable regulatory efficiencies, while also ensuring that New Zealand makes its own decisions

about products on its market.

The utilisation and recognition of reports, assessments and standards from comparable regulatory authorities has the potential to save industry time and money

and has the benefit of providing a mechanism to enable New Zealand consumers access to the latest innovative therapeutic goods.

The concept has been introduced into the Australian regulatory scheme but has been adopted with caution by most regulatory agencies and industry has not as

yet seen any benefits from the policy. We look forward to further information regarding the implementation of this aspect of the regulatory scheme as Accord

members can see great benefit in this proposal.

By leveraging decisions from comparable regulatory authorities, this provides New Zealand regulators with maximum flexibility in determining their own regulatory

settings while at the same time reducing costs to industry and supplementing domestic capacity and capability.

B9 Part 7 of the Bill: Enforcement

Subparts 1 and 2: Enforceable undertakings(ss 223–232)

Question B29

Please provide any comments on the sections covering enforceable undertakings and a court’s ability to grant injunctions (ss 223–232).:

Subparts 3, 4 and 5: Offences, attribution of liability and defences, and evidentiary matters (ss 233–248)

Question B30

Please provide any comments on the sections covering penalties, court orders, liability, defences, and evidentiary matters for criminal offences (ss

233–248).:

Subpart 6: Infringement offences (ss 249–255)

Question B31

Please provide any comments on the sections covering infringement offences and the related penalties and processes (ss 249–255).:

B10 Part 8 of the Bill: Administrative matters (ss 256–274)

Question B32

Please provide any comments on the sections covering administrative matters; such as cost recovery, requirements for the development of

regulatory instruments, review of the Act, and relationships with other Acts (ss 256–274).:

B11 Part 9 of the Bill: Repeals, revocations and amendments to other enactments

Subpart 1: Repeals and revocations (s 275)

Subpart 2: Amendments to the Health Practitioners Competence Assurance Act 2003 (ss 276–285)

Question B33

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

Subparts 3, 4 and 5: Amendments to the Search and Surveillance Act 2012, Customs and Excise Act 2018 and other enactments (ss

286–290)

Question B34

Please provide any comments on the amendments to the Search and Surveillance Act 2012 and the Customs and Excise Act 2018 (ss 286–289).:

B12 - B15, Schedules 1 - 4

Schedules

Question B35 - Please provide any comments on the list of decisions that would be reviewable and who can apply (Schedule 2).:

Question B36 - Please provide any comments on the use of regulations, rules or regulator’s notices for particular matters (Schedule 3).:

Question B37 - Are there any other Acts or regulations containing an interface with the Medicines Act 1981 that are not identified in the list in

Schedule 4?:



Chapter C: What the new scheme would mean for different sectors and health practitioner groups

C1 Medicines (excluding cells and tissues) sector

Product-based controls

Question C1 - Please provide any comments on the approach to regulating changes to approved products (s 100 and 101).:

Question C2 - Please provide any comments on the approach for medicines categorisation (classification).:

Question C3 - Please provide any comments on the transition arrangements for existing medicine product approvals.:

Question C4 - Please provide any comments on the approach to post-market controls.:

Activity-based controls

Question C5 - Please provide any comments on the manufacturing-related definitions.:

Question C6 - Please provide any comments on the approach to authorising hawkers as part of the relevant wholesale licence.:

C2 Cell and tissue sector

Product-based controls

Question C7 - Do you support adoption of the European approach to regulating cells and tissues, which distinguishes between cells and tissues that

are subject to minimal manipulation and those that are engineered?:

Question C1 - Please provide any comments on the approach to regulating changes to approved products (ss 100 and 101).:

Question C8 - Please provide any comments on any interface issues between the draft Bill and other legislation covering cells and tissues.:

Question C4 - Please provide any comments on the approach to post-market controls for cells and tissues.:

Question C9 - Please provide any comments on the transition arrangements for product approval controls for cell and tissue products.:

Activity-based controls

Question C5 - Please provide any comments on the manufacturing-related definitions.:

Question C10 - Please provide any comments on the transition arrangements for regulated activities involving cell and tissue products.:

C3 Medical device sector

Question C11

Do you think that products that have similar features and risks to medical devices, but are not for a therapeutic purpose, should be regulated? If so,

are there particular products you are concerned about and why?:

Product-based controls

Question C12 - Are there any aspects of the global model for medical devices that you consider to be inappropriate for New Zealand?:

Question C1 - Please provide any comments on the approach to regulating changes to approved products (ss 100 and 101).:

Question C13 - Please provide any comments on the proposal to enable some medical devices to have restrictions applied to their use or supply.:

Question C4 - Please provide any comments on the approach to post-market controls.:

Question C14 - Please provide any comments on the transition arrangements for product approval controls for medical devices.:

Activity-based controls

Questions C5 - Please provide any comments on the manufacturing-related definitions.:

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

C4 Clinical trial sector

Question C16

Please provide any comments on the change in approach to regulating clinical trials.:



Question C17

Please provide any comments on the transitional arrangements for clinical trials.:

C5 Wholesale sector (including importers and exporters)

To comment on product approval controls and requirements, refer to questions B3, B13, B14, B15 and B16 [in chapters B5 and B6].

Licence to wholesale

Question C18 - What do you think of the approach to curtail the personal importation of prescription medicines via the post and courier, meaning

most unapproved prescription medicines imported from overseas would need to be sourced by the issuer of the special clinical needs supply

authority, a pharmacy, or a wholesaler?:

Hawker’s licence

Question C6 - Please provide any comments on the approach to authorising hawkers as part of the relevant wholesale licence:

Transition

Question C15 - Please provide any comments on the transition arrangements for regulated activities involving medical devices.:

C6 Pharmacy (and retail-only licence) sector and pharmacists

Pharmacy sector context

Future regulation of pharmacy business activities

Licence to carry out a pharmacy business

Question C19 - What type of pharmacy distribution and supply arrangements would you like to see enabled in the future?:

Question C20 - Do the current pharmacy licensing requirements create any other barriers to the development and delivery of innovative pharmacist

services involving medicines?:

Question C21 - Please provide any other comments about enabling different distribution and supply arrangements for pharmacy activities.:

Question C22Which option do you support?

Not Answered

Question C23 - Why do you support that option?:

Detailed questions relating to Option 1

Question C24 - What do you consider are the benefits and/or risks that could result from Option 1?:

Question C25 - Are there ways in which Option 1 could be improved?:

Question C26 - What activities do you consider a pharmacist ownership requirement should cover?:

Question C27 - For an ownership requirement to be effective, do you think the same pharmacist(s) need to have both majority ownership and effective

control or could those responsibilities be separated?:

Question C28 - Should the current five-pharmacy limit continue or be replaced by a licence requirement that the pharmacist would have appropriate

oversight of the pharmacy (taking into account the number, scale and location of the other pharmacies they are responsible for)?:

Question C29 - If the five-pharmacy limit was retained, how should it be applied when pharmacists jointly share responsibility for the pharmacy?:

Question C30 - Do you have any information on the potential impact on the pharmacy sector of an improved majority pharmacist ownership

requirement?:

Question C31 - What transition time do you consider would be required if Option 1 was implemented?:

Question C32 - Do you consider friendly societies should continue to be exempt from this requirement or should this exemption be removed after a

transition period?:

Detailed questions relating to Option 2

Question C33 - What do you consider are the benefits and/or risks that could result from Option 2?:



Question C34 - Are there ways in which Option 2 could be improved?:

Question C35 - Are the requirements adequate to ensure the ‘supervisory pharmacist’ would be able to effectively perform this function?:

Other changes to pharmacy licensing requirements

Question C36 - Do you think the requirement for a pharmacist to be present should be broadened to allow a pharmacist to provide clinical advice and

oversight remotely (s 159)? If so, which pharmacy activities or circumstances do you think this would be appropriate for?:

Question C37 - Do you consider restricting prescribers from taking a financial interest in a pharmacy is still required (s 94)? What would be the risks

and/or benefits of retaining or removing this prescriber ownership restriction?:

Question C38 - Are there particular situations where you could see a permit would be a useful tool for authorising pharmacy activities?:

Question C39 - Please provide any comments on the intended approach to depots and/or retail-only licences.:

Question C18 - What do you think of the approach to curtail the personal importation of prescription medicines via the post and courier, meaning

most unapproved prescription medicines imported from overseas would need to be sourced by the issuer of the special clinical needs supply

authority, a pharmacy, or a wholesaler?:

Pharmacist and pharmacy worker authorisations

Question C40 - Should the circumstances in which a pharmacist or pharmacy worker can compound be expanded to allow them to produce a

permitted quantity in anticipation of a request? If you think expanded circumstances are appropriate, why?:

Question C41 - Are there any other situations when you consider it appropriate for a pharmacist to provide medicines by wholesale?:

C7 Retail sector

Question C42

Do you consider the new scheme will have any significant impacts on retailers?:

C8 Health practitioners (including pharmacists)

Prescribers

Question C43 - Do you have any comments on the arrangements for establishing the authority to prescribe via the relevant health practitioners’ scope

of practice (subject to approval from the Minister of Health)?:

Question C44 - Do you think regulations should be developed to require a consistent approach to the form and content of prescribing provisions

within scopes of practice?:

Question C45 - Please provide any comments on the approach to standing orders. (Note that the detailed requirements for standing orders will be

specified in regulations and consulted on at a later stage.):

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

Question C47 - What do you think about the approach for products that have not been approved in New Zealand? In particular, the proposal that: a)

only medical practitioners would be able to issue a special clinical needs supply authority for this type of unapproved product? b) other health

practitioner prescribers would be able to prescribe them, once a medical practitioner has issued a special clinical needs supply authority for that

medicine for a patient?:

Question C18 - What do you think of the approach to curtail the personal importation of prescription medicines via the post and courier, meaning

most unapproved prescription medicines imported from overseas would need to be sourced by the issuer of the special clinical needs supply

authority, a pharmacy, or a wholesaler?:

Question C48 - In what situations do you consider it is appropriate for a health practitioner prescriber to supply medicines to another health

practitioner prescriber?:

Question 49 - Are there situations where it is appropriate for a health practitioner to supply medical devices to another health practitioner? Is this

something that occurs currently and would need to be enabled under the new scheme?:

Health practitioners (non-prescribers)

Question C50 - Do you consider health practitioners should be authorised to supply pharmacy (category 3) medicines to their patients? What are the

benefits and/or risks of allowing this?:

Question C51 - Do you consider health practitioners’ staff should be authorised to supply pharmacy (category 3) medicines to patients of the

practice? What are the benefits and/or risks of allowing this?:



Question C52 - Please provide any comments on the advertising requirements and enforcement tools.:

Question C53 - Do you have a view on whether direct-to-consumer advertising of prescription medicines should continue to be permitted? What are

the reasons for your view?:

C9 Veterinarians

Question C54

What do you think about the approach for veterinarians and veterinary staff?:

C10 Advertising sector

Question C52

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

Question C53

Do you have a view on whether direct-to-consumer advertising of prescription medicines should continue to be permitted? What are the reasons for

your view?:

C11 Patients, consumers and disabled people

Unapproved medicines

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

Question C47 - What do you think about the approach for products that have not been approved in New Zealand? In particular, the proposal that: a)

only medical practitioners would be able to issue a special clinical needs supply authority for this type of unapproved product? b) other health

practitioner prescribers would be able to prescribe them, once a medical practitioner has issued a special clinical needs supply authority for that

medicine for a patient?:

Personal imports

Question C18 - What do you think of the approach to curtail the personal importation of prescription medicines via the post and courier, meaning

most unapproved prescription medicines imported from overseas would need to be sourced by the issuer of the special clinical needs supply

authority, a pharmacy, or a wholesaler?:

Question C55 - Do you consider there are situations when it would be appropriate to authorise someone to personally import medicines (via a

permit)?:

Pharmacy licensing

Question C19 - What type of pharmacy distribution and supply arrangements would you like to see enabled in the future?:

Question C21 - Please provide any other comments about enabling different distribution and supply arrangements for pharmacy activities?:

Question C22Which option do you support?

Not Answered

Question C23 - Why do you support that option?:

Question C24 - What do you consider are the benefits and/or risks that could result from Option 1?:

Question C33 - What do you consider are the benefits and/or risks that could result from Option 2?:

Access to pharmacy medicines

Question C50 - Do you consider health practitioners should be authorised to supply pharmacy (category 3) medicines to their patients? What are the

benefits and/or risks of allowing this?:

Question C51 - Do you consider health practitioners’ staff should be authorised to supply pharmacy (category 3) medicines to patients of the

practice? What are the benefits and/or risks of allowing this?:

Advertising

Question C52 - Please provide any comments on the advertising requirements and enforcement tools.:



Question C53 - Do you have a view on whether direct-to-consumer advertising of prescription medicines should continue to be permitted? What are

the reasons for your view?:

Packaging and labelling and consumer medicine information

Medical devices that do not have a therapeutic purpose, but may present a health risk

Question C11 - Do you think that products that have similar features and risks to medical devices, but are not for a therapeutic purpose, should be

regulated? If so, are there particular products you are concerned about and why?:

Adverse event monitoring

Question C56 - Please provide any other comments from a patient, consumer and disabled person’s perspective on the approach for the regulation of

therapeutic products under this Bill.:

Chapter D: List of consultation questions

Chapter A Question

Chapter B Questions

Chapter C Questions
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Therapeutics Products Regulatory Scheme Consultation 

Ministry of Health 

PO Box 5013 

Wellington 6140 
 

By email: therapeuticproducts@moh.govt.nz 

 

 

SUBMISSION on  

“Therapeutic Products Regulatory Scheme”  

Consultation Document 

 

1. Introduction 

Thank you for the opportunity to make a submission on the “Therapeutic Products 

Regulatory Scheme” consultation document. This submission is from Consumer NZ, New 

Zealand’s leading consumer organisation. It has an acknowledged and respected 

reputation for independence and fairness as a provider of impartial and comprehensive 

consumer information and advice. 

 

Contact:    

 

 

   

    

   

 

2. General comments  

 

We agree the Medicines Act is outdated and we support the introduction of a more 

modern and comprehensive therapeutic products regime. 

 

We have focused our comments on three main issues:  

 the regulation of sunscreens  

 the regulation of medical devices  

 direct-to-consumer advertising (DTCA) of prescription medicines.  

 

3. Answers to questions 

 

Question B2 – Please provide any comments on the definitions or meanings set 

out in the draft Bill (ss 14-50).  

 

We strongly support the inclusion of sunscreens in the definition of therapeutic products. 

We recommend: 

 the definition include all primary sunscreens (products used primarily for protection 

from UV radiation with an SPF of 4 or more) and other products such as moisturisers 

containing sunscreen active ingredients and claiming an SPF rating.  
 sunscreens be required to comply with the Australian and New Zealand standard 

AS/NZS 2604:2012 Sunscreen Products – Evaluation and Classification. 

 regulations specify how often sunscreens must be tested and include requirements 

regarding the testing laboratories that companies can use to validate efficacy.  
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 the regulator carries out monitoring of products (including independent testing) to 

ensure label claims are truthful.  

 

Current situation  

New Zealand has one of the highest rates of melanoma (39.4 per 100,000 for men and 

35.8 per 100,000 for women) and non-melanoma skin cancers (estimated to affect one 

in two males and one in three females before the age of 80) per population in the world. 

It is estimated the direct healthcare treatment costs of skin cancer are more than $57 

million.1  

 

Exposure to excessive ultraviolet (UV) radiation is a major risk factor for skin cancer. 

Sunscreen is one method of protection to reduce exposure to UV radiation, and prevent 

DNA damage and the development of skin cancer.  

 

Despite this, the Australian and New Zealand sunscreen standard AS/NZS 2604:2012 is 

voluntary. Sunscreens that meet other international standards, such as those in the US 

or EU, are allowed to be sold in New Zealand, as well as sunscreens that don’t meet any 

standard.  

 

The current situation means consumers may be using products that have undergone no 

testing and do not meet their label claims. This is not acceptable in a country with high 

skin cancer rates.  

 

Summary of our test results 

We have been testing sunscreens for more than 10 years and continue to find products 

that don’t meet their label claims.  

 

In 2018/19, we commissioned testing of the SPF protection and broad-spectrum 

protection of 19 sunscreens. SPF measures a sunscreen’s protection against sunburn 

caused mainly by UVB radiation and is assessed on a panel of 10 human subjects. 

Broad-spectrum measures the UVA protection passing through a thin film of sunscreen 

on a plate.2  

 

Eighteen sunscreens passed the broad-spectrum requirements (one company had a 

partial fail). However, only four of the 19 products met SPF label claims in our test.  

 

We sent test results to the manufacturers and asked what evidence they had to 

substantiate their claims.  

 Four companies did not provide any evidence.  

 Two companies confirmed their products had not been tested on human subjects.  

 One company provided incomplete testing (SPF testing only undertaken on one test 

subject).  

 Eight companies provided test results from US laboratories to support SPF label 

claims. However, one set of test results dated back to 2013, and two sets of results 

were from 2015.3  

 

Testing in previous years has identified similar problems.  

 

                                                           
1 https://www.sunsmart.org.nz//sites/default/files/documents/FINAL-Strategy-2017-to-2022.PDF 
2 Eurofins Dermatest (an accredited laboratory in Australia) conducted the testing following the Australian and 

New Zealand sunscreen standard AS/NZS 2604:2012. 
3 We are also concerned about the uniformity of test results provided by these laboratories. Because SPF 

testing is carried out on human subjects, it would be unusual for multiple results to be identical. However, this 
is what we sometimes see in test data provided to us.  
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In 2017, we tested 19 sunscreens. Our test found:  

 Only nine products met their SPF label claim and passed broad-spectrum 

requirements  

 Two products failed broad-spectrum requirements.  

 

As a result of this test, three “natural” products were removed from sale. Two of these 

products only provided low protection (SPF 4 to 14) and had not been tested on humans. 

The third product had not been tested and the claimed SPF was based on test results for 

a similar product.  

 
Our 2017 test raised concerns about the efficacy of products branded as “natural” 

sunscreens. As a result, we conducted a market survey that identified 32 natural 

sunscreen brands. We asked each company to provide a test certificate to support its 

label claim. Only six of the 16 brands that responded provided ten-subject test 

certificates to support SPF label claims and evidence of broad-spectrum compliance.  

 

In 2014, we tested 12 sunscreens. Seven products didn’t met SPF label claims, two 

failed broad-spectrum requirements and two others partially failed.4  

 

Mandatory compliance with AS/NZS 2604:2012 

In Australia, primary sunscreens must comply with AS/NZS 2604:2012, which includes 

requirements for labelling, UVA (broad-spectrum), SPF and water resistance. Sunscreens 

must also be listed on the Australian Register of Therapeutic Goods and be manufactured 

in accordance with the principles of Good Manufacturing Practice. Once a product is 

listed, a company must provide evidence its sunscreen has been tested by a registered 

laboratory and complies with AS/NZS 2604:2012.  

 

We recommend making it mandatory for sunscreens to comply with AS/NZS 2604:2012. 

However, we do not believe this alone is sufficient. The standard does not specify how 

often sunscreens should be tested so some companies are relying on tests that are 

several years old.  

 

We consider companies should be required to regularly test sunscreens, either annually 

or every batch. New testing must also be carried out when there is a formulation 

change.  

 

Additional monitoring 

In Australia, the Therapeutic Goods Administration (TGA) is the regulator for sunscreens. 

It carries out laboratory testing and desktop reviews of some products. Its laboratory 

testing carried out in 2017 measured the levels of active ingredients specified on product 

labels. Its desktop review published in 2018 looked at product labels, manufacturing and 

formulation data, and SPF-testing data provided by the company.5 Neither the lab 

testing nor the desktop review included independent testing in accordance with AS/NZ 

2604:2012.  

 

We consider the New Zealand regulator should carry out testing in accordance with the 

standard to ensure consumers are not misled about the products they are buying. 

 

                                                           
4
 For more information, see consumer.org.nz/articles/sunscreens. 

5 See https://www.tga.gov.au/community-qa/tgas-compliance-review-sunscreens. 
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Regulation of medical devices and comments on 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?   

 

We strongly support increased regulation of medical devices to improve consumer 

protection from unsafe products.  

 

We also consider regulation needs to be improved to prevent products that lack efficacy 

data being promoted to consumers. One example is the Pain Erazor, a product widely 

advertised on television and in other media. Our investigation of this product found no 

robust evidence to support the health claims being made.6   

 

Existing rules mean there is little regulatory scrutiny of these types of devices. There is 

no pre-market assessment or approval process required before a product is sold. No 

studies have to be filed to support product claims or prove efficacy. The company 

supplying the product only has to register it on Medsafe’s online database.  

 

In their product promotion, manufacturers may claim registration on this database 

provides evidence the product has been through a rigorous approval process. However, 

this is not the case and consumers are being misled about the evidential basis for the 

health claims made.  

 

We also support regulation of products such as dermal fillers and other products used for 

cosmetic purposes. While these products don’t have a therapeutic purpose, they carry 

significant health risks for consumers. We therefore consider they should be included in 

the legislation.  

 

The EU has moved to regulate these products. Australia is also looking at making similar 

changes to its therapeutic goods administration regime.7  

 

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? 

 

We strongly oppose DTCA. We have been calling for a ban on DTCA for many years. 

There is also strong support for a ban from the Council of Medical Colleges of New 

Zealand, the New Zealand Medical Association, New Zealand Nurses Association, the 

Public Health Association of New Zealand, the Royal New Zealand College of Urgent Care 

Physicians, the Royal Australian and New Zealand College of Psychiatrists and the Royal 

New Zealand College of General Practitioners.  

 

We consider DTCA should be banned for the following reasons: 

 

 Ads don’t provide all the information required for consumers to make an informed 

decision. 

 DTCA increases the risk of inappropriate and unnecessary prescribing, creating health 

risks for consumers.  

 DTCA results in increased costs for both consumers and the health system. 

 The current system of self-regulation is not effective.  

 DTCA has already been banned in many other countries due to the risks it creates for 

consumers. New Zealand consumers deserve the same protection. 

 

                                                           
6 https://www.consumer.org.nz/articles/pain-erazor-claims 
7 https://www.tga.gov.au/consultation/consultation-changes-number-definitions-and-scope-medical-device-
regulatory-framework-australia  
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These points are discussed further below. 

 

Insufficient information to make an informed decision 

Drug companies claim DTCA helps consumers by increasing awareness of drug 

treatments and medical conditions.  

 

However, DTCA does not provide all the information required for consumers to make an 

informed decision. Our research has found information in ads can be unbalanced and 

incomplete. Examples provided in the appendix illustrate that important information 

about side effects can be buried in fine print, making it difficult for consumers to fully 

understand the risks involved in taking the medicine.  

 

The ads also promote only one possible solution to a health problem. They do not 

provide a comprehensive overview of treatment options, nor do they discuss the benefits 

of non-drug treatments, making healthier lifestyle choices or the likely efficacy of the 

drug. Instead, ads convey the message there is a “quick fix” to health issues.  

 

For example, an advertisement for Zarator (a prescription medication to lower 

cholesterol) states “thousands of Kiwis take it”, conveying the impression it’s normal to 

take the drug, even for those who may be better off making lifestyle changes to reduce 

their cholesterol levels.  

 

A recent study published in the Australian and New Zealand Journal of Public Health 

showed those with unhealthier lifestyles were more likely to respond to DTCA, raising 

concerns that drugs may be used to treat diseases that would otherwise be improved 

through lifestyle changes.8  
 

Drug companies also argue DTCA is beneficial to consumers because it prompts a 

discussion of treatment options between patients and doctors. However, many doctors 

oppose DTCA because it can be both difficult and time-consuming to convince a patient 

that a particular drug is not appropriate for them.  

 

Doctor-patient relationships can also be affected if the doctor refuses to prescribe a 

specific medicine. Some consumers may seek the medicine elsewhere.  

 

Increased risk of unnecessary prescriptions and overtreatment 

Proponents of DTCA argue doctors are the gatekeepers who make the final decision 

about whether a particular drug is suitable for their patient. However, DTCA puts 

pressure on doctors to prescribe particular medicines. This can result in inappropriate 

and unnecessary prescribing decisions, creating health risks for consumers.  

 

Prescription medications are only available by prescription for a reason. That is, they 

have physiological effects that can be dangerous or even lethal. Unnecessary prescribing 

can also result in polypharmacy – the concurrent use of multiple medicines by one 

individual. Polypharmacy is associated with a higher risk of adverse drug reactions and 

interactions.9  

 

Previous survey research in New Zealand and the United States has shown that when a 

patient asks for a specific drug, more often than not, they’ll receive a prescription for 

that drug.10  

                                                           
8 https://onlinelibrary.wiley.com/doi/full/10.1111/1753-6405.12883 
9 https://oldgp16.rnzcgp.org.nz/assets/New-
website/Advocacy/PolicyBriefDeprescribingMay2016updatedSept2016.pdf 
10 https://www.nps.org.au/australian-prescriber/articles/the-impact-of-advertising-prescription-medicines-
directly-to-consumers-in-new-zealand-lessons-for-australia 
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According to one study comparing prescribing behaviour in Canada and the United 

States, American consumers were more likely to believe they needed medication, 

request advertised medicines and receive prescriptions for these medicines.11  

 

In New Zealand, Brandworld, the marketing company behind Family Health Diary, claims 

94 percent of pharmacists consider it has increased sales and 99 percent reported 

fielding customer inquiries about advertised products.12  

 

According to Medicines New Zealand, 33 prescription medicines were advertised in New 

Zealand in 2018. Pharmaceutical companies are estimated to spend tens of millions of 

dollars per year on drug advertising in New Zealand.13 In our view, companies wouldn’t 

be investing in advertising if it didn’t result in higher sales.  

 

Increased cost to consumers and the health system 

In addition to inappropriate prescribing, DTCA can also result in unnecessary and 

inappropriate expenditure for both consumers and the health system.  

 

If an ad prompts a consumer to visit their GP, the consumer not only faces the cost of 

the appointment, but also the cost of the medication, which they may or may not need. 

In addition, the consumer may be prescribed an expensive branded medication that 

offers little or no benefit over a cheaper generic brand.  

 

With subsidised medicines, there are also costs to the healthcare system from 

inappropriate prescribing. Given the limited health budget, inappropriate prescribing 

reduces resources available and means consumers miss out on other health services or 

products.  

 

Current system of self-regulation ineffective 

In our view, the current system of self-regulation is not effective. The Therapeutic 

Advertising Pre-vetting System (TAPS) does not involve any technical pre-vetting of the 

accuracy or balance of the scientific basis for the claims made in the ad. Some 

companies can also apply to pre-vet their own advertisements.  

 

In addition, no organisation actively monitors drug promotion in New Zealand. 

Investigations of breaches of the Therapeutic and Health Advertising Code only occur as 

a result of written complaints. The complaints process is difficult and time-consuming, 

and the penalties limited.  

 

Examples provided in the appendix include ads that we consider contain incomplete 

information about the drugs’ efficacy and adverse side effects. In our view, these ads 

provide evidence the current system is not working in consumers’ best interests.  

 

DTCA banned in most other countries  

New Zealand and the United States are the only industrialised countries that permit 

DTCA of prescription medicines. The reason other countries have banned this type of 

advertising is because of the harmful effect it has on rational prescribing, pharmaceutical 

expenditure and health outcomes.  

                                                           
11 Cited in https://www.nzma.org.nz/journal/read-the-journal/all-issues/2010-2019/2014/vol-127-no-
1401/6278 
12 Cited in https://www.nzma.org.nz/journal/read-the-journal/all-issues/2010-2019/2014/vol-127-no-
1401/6278 
13 https://www.ncbi.nlm.nih.gov/pubmed/17916850 
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We support a similar ban in New Zealand.  

 

 

Thank you for the opportunity to make a submission on the consultation document. If 

you require any further information, please do not hesitate to contact me.  

 

Yours sincerely 

 

 
 

Sue Chetwin  

Chief Executive 
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Appendix  

 

 
Ad for Anoro Ellipta (for COPD): advertising only mentions there are risks in the fine 

print. 

 

 
Ad for Celecoxib Pfizer (for joint pain): advertising only mentions there are risks in the 

fine print.  

 

 
Ad for Daivobet Gel (for psoriasis): advertising only mentions there are risks in the fine 

print. 
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Ad for Duavive (for menopause): advertising only mentions there are risks in the fine 

print.  

 

 
Ad for Efexor XR (for depression): advertising displays important messages about risks 

in the fine print.  

 

 
Ad for Fucithalmic (for conjunctivitis): advertising mentions possible side effects in the 

fine print. 
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Ad for Lantus (for diabetes): advertising describes a consumer with type 2 diabetes who 

“looked after himself but still had high blood sugar”; only mentions risks in fine print. 

 

 
Ad for Zarator (for lowering cholesterol): advertising states “Thousands of Kiwis take it” 

and only mentions there are risks in the fine print.  

 

 
Ad for Seretide (for asthma): advertising only mentions side effects in the fine print.  
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Ad for Ventolin (for asthma): advertising promotes the product as a preferred option 

(“Kiwi parents choose Ventolin”) and only lists common side effects in the fine print. 

 

  
Ads for Kadcyla (for breast cancer) and Gilenya (for MS) only mention risks in the fine 

print. 



From:  
To: therapeuticproducts@moh.govt.nz,  
Date: 18/04/2019 02:32 p.m. 
Subject: Therapeutic Products Regulatory Scheme: Online Consultation 
 
 
 
 
To whom it may concern, 
 
My name is Alicia Hopping, I am currently employed as a Pharmacy Technician at a medical 
centre establishment in Picton. I have completed my training up to the level 6 qualification which 
is the highest level to achieve in this role. 
 
I have a lot of vested interest the Therapeutic Products Regulatory Scheme especially as it is 
written to include all other Heath sector roles but forgets to mention a Pharmacy Technician, and 
obviously those that wrote it fail to understand a pharmacy structure and how a pharmacy is run.  
 
A Pharmacy Technician is a vital role in a pharmacy practice and should have a separate title to 
include this. The draft bill is 166 pages long, not once does the term “Pharmacy Technician” 
appear, yet every other health professional is included by title. The term Pharmacy worker 
appears in the draft bill but this encompasses all pharmacy staff that work in a pharmacy apart 
from Pharmacists. Would a Nurse or Radiographer be happy to be referred to as the term 
“hospital worker” instead of their title? I think not. Once again there  is a huge lack of 
acknowledgement of the qualification that a Pharmacy Technician has.   
 
There are 3 levels of a Pharmacy Technician qualification. Level 4 115 credits, Level 5 (level 4 
)+120 credits and Level 6 (level 4 and level 5) +120 credits. As you will see the Therapeutic 
Products Regulatory Scheme fails to acknowledge or understand the role, qualification or huge 
commitment a Pharmacy Technician has.  
 
If this bill is accepted as written, what does this mean for my qualification?  Does this mean that 
the future of a Pharmacy Technician is unsafe? Does it mean that any “pharmacy worker” is 
deemed suitable to carry out tasks in a pharmacy the same as a Pharmacy Technician does today?  
 
I look forward to your reply and reading an updated bill that incorporates the pharmacy structure 
which includes all levels of “pharmacy workers”. 
 
Kind regards  
 
 
Alicia Hopping 
Pharmacy Technician  

 
Organisation: Pharmacy, Health Sector. 
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Our Credo 
 
 

We believe our first responsibility is to the doctors, nurses and patients, to mothers and fathers 
and all others who use our products and services. In meeting their needs everything we do must 
be of high quality. We must constantly strive to reduce our costs in order to maintain reasonable 

prices. Customers’ orders must be serviced promptly and accurately. Our suppliers and 
distributors must have an opportunity to make a fair profit. 

 
We are responsible to our employees, the men and women who work with us throughout the 

world. Everyone must be considered as an individual. We must respect their dignity and 
recognise their merit. They must have a sense of security in their jobs. Compensation must be 

fair and adequate, and working conditions clean, orderly and safe. We must be mindful of ways 
to help our employees fulfil their family responsibilities. Employees must feel free to make 

suggestions and complaints. There must be equal opportunity for employment, development 
and advancement for those qualified. We must provide competent management, and their 

actions must be just and ethical. 
 

We are responsible to the communities in which we live and work and to the world community 
as well. We must be good citizens - support good works and charities and bear our fair share of 

taxes. We must encourage civic improvements and better health and education. We must 
maintain in good order the property we are privileged to use, protecting the environment and 

natural resources. 
 

Our final responsibility is to our stockholders. Business must make a sound profit. We must 
experiment with new ideas. Research must be carried on, innovative programs developed and 

mistakes paid for. New equipment must be purchased, new facilities provided and new products 
launched. Reserves must be created to provide for adverse times. When we operate according to 

these principles, the stockholders should realise a fair return. 
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Submission Information & Company Overview 
 
Organisation:     Johnson & Johnson Pty Ltd 
Type of Organisation:   Proprietary Limited Company  
Address:     1 – 5 Khartoum Road, Macquarie Park NSW 2113  
Email and phone contact:  Alex Best 
 Senior Government Affairs & Policy Manager 

Johnson & Johnson Medical Pty Ltd 
  
 
Johnson & Johnson Pty Ltd is a subsidiary of Johnson & Johnson, the world’s most comprehensive 
and broadly based healthcare company. In Australia we provide products and services including 
medical devices, diagnostics, pharmaceuticals and consumer healthcare products.  
 

The Johnson & Johnson Family of Companies in Australia consists of:  
• Johnson & Johnson Pacific Pty Limited – consumer health brands; 
• Johnson & Johnson Medical Pty Limited – medical devices and related technology; and 
• Janssen-Cilag Pty Limited – pharmaceuticals. 
 

We employ approximately 1,500 Australians who bring innovative ideas, products and services 
to advance the health and well-being of the patients we serve.  We recognise the impact of serious 
conditions on people's lives, and we aim to empower people through disease awareness, 
education and access to quality care. Our research and development focuses on identifying 
medical needs and harnessing the best science, whether from our own laboratories or through 
strategic relationships and collaborations.  
 

Johnson & Johnson Pacific is a provider of consumer health and wellbeing products, offering 
families more than 650 trusted solutions for their most common health and wellbeing needs. Many 
of our brands have earned consumers’ trust over generations. 
 

Johnson & Johnson Medical produces a range of innovative products and solutions used primarily 
by healthcare professionals in the fields of orthopaedics, neurological disease, vision care, diabetes, 
infection prevention, diagnostics, cardiovascular disease, and aesthetics. We are the largest medical 
technology provider in Australia working across public and private sectors.  
 

Janssen is dedicated to addressing unmet medical needs in oncology, immunology, neuroscience, 
infectious diseases and vaccines, and cardiovascular and metabolic diseases. Janssen has a long-
standing history in making a meaningful difference in global public health, dating back to Dr Paul 
Janssen’s pioneering work in mental health and pain medications, as well as the development of 
more than 80 medicines. 
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Comments on targeted consultation - Draft New Zealand 
Therapeutic Products Bill 

 
EXECUTIVE SUMMARY 

 
On behalf of the Johnson & Johnson Family of Companies (herein referred to as J&J) we 
appreciate the opportunity to provide comments on the Therapeutic Products Bill (the Bill).  

It should be noted that we have contributed to, and broadly support, the submissions made by 
the Medical Technology Association of New Zealand (MTANZ), Medicines NZ (MEDNZ) and the 
New Zealand Self-Medication Industry (NZMSI). Our additional commentary is summarised 
below. 

J&J supports the Bill’s objective of ensuring the safety and quality of medicines and medical 
devices for New Zealand patients. However, it is important that the new regulator operates in 
an efficient and transparent manner with clear avenues of accountability to medicine and 
medical device manufacturers. This will ensure that the assessment and approval of 
therapeutic products does not prevent or delay New Zealand from improving population health 
outcomes through early access to the latest medical treatments and innovations. In order to 
deliver this transparency and accountability, J&J supports the regulator being established as a 
departmental agency.  

To maximise the efficiency of the new scheme, we propose that the Bill allows for compliance 
with, and recognition of, international standards and promotes co-operation with comparable 
overseas regulators to build on and improve the timely and safe access of new medicines and 
devices. We strongly support the principle that regulation is proportionate to the risk of the 
products and that the regulatory requirements for different kinds of products and activities are 
tailored to accommodate the different risk profiles.  

We request that significant resources are dedicated to the development of a simple, user-
friendly platform for making applications and notifications, conducting audits and the 
automation of other communications with the regulator. This would be best achieved through 
early consultation with industry on the design of the technology.  

J&J strongly recommends that the new scheme employs a suitable transition period to prevent 
administrative issues impacting on patient access. We understand that the transition period 
will be in place for 3 years following the implementation of the primary legislation and 
associated regulations. During this period, J&J supports a simplified approach to guarantee the 
smooth transition of currently available products compared to the proposal set out in the 
consultation draft. This will require sponsors to obtain a first and final approval for existing 
products and remove the need for the administratively burdensome and duplicative process of 
seeking temporary licences prior to seeking a full approval. Sponsors could be incentivised to 
achieve timely compliance through the use of a modified fee structure whereby sponsors that 
sought product approval in the 1st year of transition would pay zero fees, with fees increasing 
to 50% in year 2 and 75% in year 3.   
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J&J supports the introduction of a cost-recovery framework provided it includes measurable 
performance targets and performance related incentives, such as maximum statutory 
timeframes for product approvals. We note that the cost recovery framework and performance 
targets will be included in the regulations to follow the introduction of the primary legislation. 
Therefore, the establishment and operational costs of the regulator during the 3-year transition 
period should be borne by Government and funds should be provisioned for this purpose.  

The Bill could benefit from a clearer distinction of the regulation of the various components of 
the life sciences sector to clarify its application to each industry. This is particularly important 
given the expansive scope of the Bill, which includes provisions relating to pharmacy licensing, 
supply chain controls and therapeutic products for animals. As per the Therapeutic Goods Act 
1989 (Australia), it is recommended that the Bill be divided into Chapters for medicines and 
medical devices. Alternatively, a separate medicine and medical device section could be 
included within Parts 3, 4 and 5.  

With regard to medical devices, the new agency should seek consistency with the mission of 
the IMDRF to ‘strategically accelerate international medical device regulatory convergence to 
promote an efficient and effective regulatory model for medical devices that is responsive to 
emerging challenges in the sector while protecting and maximising public health and safety’. 
To achieve this aim, J&J encourages the regulator to create a framework that allows for the 
direct adoption of evidence and product approvals from comparable overseas regulators, 
including the USA, Europe, Japan, Canada and Australia. As each of these jurisdictions are 
required to be compliant with that regulator’s principles, it negates the need for NZ to establish 
its own set of principles within the new scheme. J&J supports the implementation of the UDI 
provided that there are no specific NZ labelling requirements enforced.  

J&J supports the establishment of a publicly available register of medical devices approved for 
use in NZ but notes that a public register can only include non-commercially sensitive 
information. Commercially sensitive information necessary for fulfilling the objectives of the 
scheme can be retained by the regulator.  

J&J supports the continued ability to advertise for prescription medicines to improve health 
literacy. There is currently in place a clear and transparent regulatory process via the 
Therapeutic Advertising Pre-vetting System. In addition, the industry self-regulation via the 
Medicines New Zealand Code of Practice sets the industry standard for the marketing of 
prescription medicines and associated promotional activities. It also defines and ensures high 
standards of conduct that match those required by law. 

It is important that the new scheme recognises the primacy of the sponsor’s role in the import 
and supply of therapeutic products. Provisions which allow for import or supply without the 
sponsor’s consent must make clear that the license or permit holder (or other) will carry 
responsibility for all obligations that would ordinarily attach to the supply of that product. 
These provisions must also make clear that therapeutic products cannot be supplied without 
consent where the product is under a valid patent. 

Despite our overall support, there are many areas in the draft Bill that remain unclear and 
require further clarification. As such, J&J recommends, as an initial next step, a further full day 
of consultation between policy makers and key regulatory affairs staff from New Zealand 
pharmaceutical, medical device and complementary medicine businesses so both sides can 
better understand the implications and challenges of the new scheme as it is currently 
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proposed. Additionally, J&J recommends robust consultation with industry stakeholders 
during the development of subordinate legislation implementing the new scheme. As J&J’s 
presence in the NZ market covers all three sectors, we are uniquely placed to provide an 
overarching perspective on the new scheme. We look forward to engaging with the 
Government on these future consultations.   

 

Chapter A: Key features of the new regulatory scheme 
Overall design of new regulatory scheme 

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. 

In principle we are supportive of the new regulatory scheme for therapeutic products.   

The form the regulator takes is important for both accountability and transparency.  As such 
we feel that this would be better served if the regulator was at least a departmental agency of 
the Ministry of Health. We are conscious that the new Bill gives the new regulator new areas 
of responsibility, and as such the new regulator needs to be considerably more resourced 
than current. 

 

Chapter B: Content of the draft Bill 
Part 1: Preliminary provisions 

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

We support the purpose and principles of the Bill. 

The key elements in Part 1, Clause 4 are critical for a progressive regulator that will ensure the 
future of the public health in New Zealand.  We agree that there should be cooperation with 
overseas regulators, compliance with international obligations, and, alignment with 
international standards and practices with like regulators should be taken into consideration, 
especially when trans-tasman harmonisation is a key consideration. 

Consideration needs be given to the inclusion of a sub-clause which states that decisions should 
be evidenced based.  

 

Part 2: Interpretation 
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B2 Please provide any comments on the definitions or meanings set out in the draft Bill 
(ss 14–50). 

 

We support the definitions or meanings set out in the draft Bill.  

However, in s 47 “Fit and proper person” 1(c) it currently states, “whether there are other 
grounds for believing that person A is likely in future to contravene a provision of this Act”.  This 
appears difficult for the regulator to determine whether any individual or company is likely to 
contravene the Act in the future.  Similarly, s 47 1(e) “whether person A is otherwise of good 
character” is similarly difficult for the regulator to determine.   

Such clauses were not in the New Zealand Customs and Excise Act 2018 definition of a fit and 
proper person definition.   

Regarding s 47(2)(b), we seek clarification from the Ministry of Health on why “fit and proper 
person” test includes consideration of the class of persons described. This may cast the net 
very wide in terms of persons to be considered (particularly where ‘Person A’ under s 47 is a 
large body corporate). Also, we are currently unsure of how the class of persons in s 47(2)(b) 
would be in a position to exercise significant influence over said Person A (the “exercise of 
significant influence” appearing to be the key concept under s 48). 
 
We agree that natural products should be out of scope of this Bill and that it is captured under 
a new Natural Products Bill.  However, we would like more clarity in defining what these 
products are to ensure there is no ambiguity in this space. 

Regarding s 14, we question whether there is a need to create a new definition for a new 
active medicinal ingredient – AMI, when internationally it is referred to as API.  This new 
definition may cause confusion. 

 

Part 3: Dealing with therapeutic products 

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

 

We support in principle the product approval controls in ss 51 and 52. In s 52 1(c), it 
currently states: “A person must not import an approved product unless they— are authorised 
by a licence, permit, or provision of subpart 3 of Part 3 to import the product without the 
sponsor’s consent.”   We are concerned at how this is currently written and would respectfully 
request that the subsection text be amended to add the additional text “so long as the product 
was not still under patent protection” or words to similar effect.  As an innovator company we 
did not want the potential situation of another party bringing in our patented product 
without our consent. 

The Australian Therapeutic goods legislation has a provision for government to stockpile and 
supply unapproved therapeutic goods in medical emergency situations without having to 
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satisfy certain requirements usually related to the regulatory approval.  This is something 
that might warrant further consideration by Medsafe. 

 

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

We support the proposed controlled activities and supply chain controls. 

 

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

We do not have any comments on the authorisations of pharmacists.  

 

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

We do not have any comments on the authorisations for pharmacy workers. 

 

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

We do not have any comments on authorisations for health practitioners.  

 

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

We do not have any comments on authorisations for health practitioners’ staff. 

 

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

We do not have any comments on authorisations for veterinarians and veterinary staff. 

 

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

We support in principle the approach for personal importation set out in ss 76 and agree with 
s 76(2) (c) that “The personal use import conditions are that— in importing the medicine, 
person A is not acting in the course of a business".  Ensuring that this section of the Act is not 
exploited by adequate surveillance and enforcement is our only comment.  Especially as the s 
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76 (5)(c) delivery conditions allow up to 15 months' supply to be imported within a 12-
month period. 

 

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

We generally support the authorisations in sections 71-75 and sections 78-80. We would 
want to see more detail on the concept of vending machines for medicines before 
commenting.  

 

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

We support the proposed offences created in sections 81-93.   

For Direct to consumer advertising, we question the need for s 83(2)(a)(i) that an 
advertisement must contain the name of the person who is promoting the product using the 
advertisement. There are a number of practical reasons why this difficult – and probably not 
necessary – especially if there is a TAPS approval numbers included.  

Further how do you measure or define “misleading information”? While we acknowledge that 
advertising must be consistent with its approval. Misleading information is based on the 
consumer test which can be subjective. 

 

Part 4: Product approval 

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

We support the principles outlined for product approval requirements in ss 94-104.  
However, we do have some general comments for consideration.   

For s 97 (c) requiring that a Sponsor have “a contractual relationship with the responsible 
manufacturer” is a fair and reasonable requirement. There will however not always be a 
single contract between the Sponsor and the manufacturer, but instead there will be a Quality 
agreement between Sponsor (normally the New Zealand Local Operating Company of a 
multinational pharmaceutical company and their global supply chain company). Additionally, 
there will be a Quality agreement between that Global Supply Chain company and that Global 
Company’s manufacturing site (s) and also with any third-party contract manufacturers. 

Section 100 (2) “Major changes results in new product” states “If a major change occurs in 
relation to an approved product, the changed product is taken to be a different product (even if 
the change is to a matter or information relating to the product and the physical product has 
not itself changed).”  Could consideration be given to a system like that of the Australian 
Therapeutic Goods Administration Therapeutic Goods (Groups) Order No. 1 of 2001 and 
enable for example a new approved indication, to be grouped with the original product’s 
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indications.  This would be very useful even from an administration perspective, as with a 
wide selection of major changes warranting to new and distinct products you could lose the 
trail from the original registration if not managed properly from the regulator’s database.  
This is where “grouping” adds value 

We also wish to make comment on the practicality of this process. We support annual or 6-
monthly reporting of self assessable changes for minor changes, but express concern that the 
rules and regulations around this aspect will have to be extremely carefully defined and 
totally transparent given that a review of these minor changes could occur 12 months or 
more after they have been implemented by the sponsor and product could by then be in the 
market. It is unreasonable at that point for the Regulator to then insist any action is taken on 
the product as by then it is too late and in market action would be unreasonable. 

Regarding s 104(b) what is the situation where an approval has a specified expiry date? Could 
this be an avenue for exemption requests either for a period of time or a one-off batch? 

We would like to recommend that a pathway exist so that sponsors may apply for an 
exemption from operation of s 96 of the Bill. This would be analogous to the s 14 exemptions 
available with the TGA.  

 

B14 Please provide any comments on the sections covering conditions on approvals and 
cancellation of approvals (ss 105–113). 

We support the proposed sections covering conditions on approvals and cancellation of 
approvals (ss 105–112) so long as any conditions imposed by the Regulator are evidence-
based, follow due process offering the Sponsor the opportunity to comment and there is the 
ability to obtain under section 200 an independent review of the decision.   We have the same 
comments on the process that should be followed for any proposed cancellations of 
approvals.  

 

B15 Please provide any comments on the sections covering approval-exempt products and 
their sponsors (ss 114–115). 

We support the sections (ss 114-115) covering approval-exempt products and their sponsors.   

 

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

We support the sections (ss 116-119) covering sponsor obligations.   

 

B17 Please provide any comments on the protection of active ingredient information 
about innovative medicines (ss 120–122). 
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We support the proposed sections (ss 120-122) pertaining to protection of active ingredient 
information about innovative medicines.  However, we were concerned about s 122 (a) and 
specifically in what circumstances regulations would permit disclosure of protected 
information. Without seeing the draft regulations, it is difficult to comment, as an innovative 
medicine sponsor, on whether we are comfortable with those situations.  

The definition of innovative medicine application in s 120 refers to a single active moiety.  Can 
this also refer to a new combination product? 

 

 

 

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 support the proposed sections (ss 123-127) covering the scope, content, effect and grant 
of licences.   

 

B19 Please provide any comments on the criteria for: granting a licence; licensees; and 
responsible persons (ss 128–130). 

We support the proposed sections (ss 128-130) on the criteria for: granting a licence; 
licensees; and responsible persons.  

 

B20 Please provide any comments on the sections covering the scope, content, effect and 
grant of a permit (ss 131–135). 

We support in principle the sections (ss 131-135) covering the scope, content, effect and 
grant of a permit.  However, we have concerns about s 131 (a) where it states a permit may 
be granted to the permit holder to “import an approved product without the sponsor’s 
consent:”.  

In what situations is it envisaged that this would be permitted?  

Surely this could not be permitted if the current sponsor’s product was patent protected. 
Could text be added to the end of 131(a) to the effect "so long as the approved product was not 
patent protected’.   

Further, this pathway of “parallel import” could actually put the sponsor at risk of breaching 
PV requirements in the EU and Canada, as there are mandatory reporting requirements in 
these markets relating to the use of products in other markets. 
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Further, if this option were permitted, (which we disagree with) – all of the sponsors 
obligations that would normally apply to such a product must, without question, be 
transferred to the importer. 

 

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). 

We support the proposed sections (ss 136-149) applying to licences and permits (eg, those 
relating to duration, conditions, variations, suspensions and cancellations).  

With regard to clinical trial licences, would there be consideration to have licenses with a 
duration that equals the trial duration, particularly for low-risk, long term safety trials using 
approved product? 3 years is a short time frame given some post market / long term 
outcomes studies can run for a longer duration e.g. 15 years. Trials for new oncology products 
that are intervening earlier in the disease process may need more than 5 years to show an 
overall survival benefit. Sponsors should not need to have to keep extending licences for such 
trials. 

 

B22 Please provide any comments on the sections covering the transfer of licences and 
permits (ss 150 and 151). 

We support the proposed sections (ss 150 and 151) covering the transfer of licences and 
permits.   

It would be ideal to see a clause included about the transfer of ownership of permit in the 
event of an acquisition or divestiture of products. 

 

B23 Please provide any comments on the obligations of licensees and responsible persons 
(ss 153–159). 

We support the proposed sections (ss 153-159) covering the obligations of licensees and 
responsible persons.  

 

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 support in principle the proposed sections (ss 160-172) on the regulator’s powers and 
functions in relation to safety monitoring, public safety announcements and regulatory 
orders.   
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However, we do have some comments on s 161 (5) where it states “No proceedings (whether 
civil or criminal), other than proceedings for judicial review, may be brought against the 
Regulator or the Crown or any other person in respect of a statement made under this section in 
good faith”.  

 In the situation the Regulator did not follow section 178 and provide the affected sponsor the 
opportunity to comment on any public safety announcement, or the announcement was 
broader than reasonably necessary.  If upon judicial review the Regulator was found to have 
not followed due process and issued a statement that was inappropriate surely the aggrieved 
Sponsor should have the ability to seek compensation for loss of reputation and or income. 

 

B25 Please provide any comments on the regulator’s investigative powers (ss 183–196). 

We support the proposed sections (ss 183-196) on the regulator’s investigative powers. 

 

B26 Please provide any comments on the offences relating to the regulator (ss 197–199). 

We support the proposed sections (ss 197–199) on the offences relating to the regulator. 

 

B27 Please provide any comments on the review of regulator’s decisions (ss 200–204). 

We support the proposed sections (ss 200-204) on the review of regulator’s decisions.  

 

B28 Please provide any comments on the administrative matters relating to the regulator 
(ss 205–222). 

We broadly support the proposed sections (ss 205-222) on the administrative matters relating 
to the regulator, however we have the following comments:  

Regarding section 206, we request clarification be provided on how long the Sponsor is given 
to comment before the Regulator decides they do not need to comply with section 206 
subsection (1).  

Within the current system the Regulator has not been providing completion of applications 
within a reasonable time frame and we are seeing numerous, unreasonable time delays in 
process. While we acknowledge that this is an area best dealt with under regulations but we 
believe a provision should be put in the bill that requires the Regulator to adhere to 
performance parameters established under those regulations.  

Section 207 states that the regulator may rely on reports or assessments made by recognised 
authorities to enable efficiencies.  This is both logical and efficient, and consistent with 
current practice for abbreviated submissions, as well as international regulatory practices (eg 
TGA).  Applications that are submitted to the regulator utilising evaluation reports from other 
recognised regulatory authorities must be accompanied by reduced evaluation times.  
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Additionally, the scope of the application types should include not only new 
chemical/biological entities, but also new indications, line extensions, and other updates.  The 
types of applications that are eligible should be clearly defined in the Regulations to avoid 
uncertainty and confusion. 

In our view, s 215C is not appropriate and should be removed as the definition of “misleading” 
is difficult to establish and can be subjective. 

 

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). 

We support the proposed sections (ss 223-232) covering enforceable undertakings and a 
court’s ability to grant injunctions.  This is consistent with what happens in other 
jurisdictions like Australia. 

 

B30 Please provide any comments on the sections covering penalties, court orders, 
liability, defences and evidentiary matters for criminal offences (ss 233–248). 

We support the proposed sections (ss 233-248) covering penalties, court orders, liability, 
defences and evidentiary matters for criminal offences. 

 

B31 Please provide any comments on the sections covering infringement offences and the 
related penalties and processes (ss 249-255).  

We support the proposed sections (ss 249-255) covering infringement offences and the 
related penalties and processes. 

 

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). 

We support the proposed sections (ss 256–274) covering administrative matters; such as cost 
recovery, requirements for the development of regulatory instruments, review of the Act, and 
relationships with other Acts) but have some comments.   

Section 256 discusses that costs will be recovered by way of fees or charges.  Though not 
opposed to a cost recovery model, this would also require greater transparency and certainty 
by the Regulator of evaluation timeframes, which would need to be monitored to ensure 
predictability for the Sponsor. This aspect is currently missing from the draft Therapeutic 
Products Bill and is requested to be included.  It would be useful to set a date in the Act by 
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when the Regulator needs to decide on the application.  Perhaps, like the Therapeutic Goods 
Act in Australia where a maximum period of 255 working days, is allowed for the Regulator to 
reach a decision.   

Section 270 discusses the relationship with Hazardous Substances and New Organisms Act 
(HSNO) 1996.  If, as is proposed that New Zealand adopts the EU definition of cell and tissue 
therapeutic product, then Europe define engineered cells as genetically modified organisms 
which would bring the product into the purview of HSNO.  It is also discussed in the 
consultation document that the interface between the Therapeutic Products Bill and HSNO 
scheme has not been drafted.  This could potentially significantly delay approval of such 
products. Could we suggest that if the product is intended to be a therapeutic product that the 
legislation be written so that the Therapeutic Products Bill should be superior to that of HSNO 
and the product should be evaluated solely under Therapeutic Products Bill. Similarly, for the 
interface between the Therapeutic Products Bill and Human Tissue Act 2008 (ss 271).   

 

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

We support the proposed sections (ss 276–285) on the amendments to the Health 
Practitioners Competence Assurance Act 2003 and have no additional comments.   

 

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 support the proposed sections (ss 286–289) on the amendments to the Search and 
Surveillance Act 2012 and the Customs and Excise Act 2018 and have no additional 
comments.   

 

B12: Schedule 1: Transitional, savings and related provisions 

See under individual sector subheadings in Chapter C for sector-specific questions. 

Medicines 

We support the proposed transitional arrangements for medicines, where medicines which 
had consent under the current Medicines Act 1981 will automatically be granted an approval 
under the new Therapeutic Products Act.  

Medical Devices 

See below at C14. 

Cells and Tissues 

We support the proposed transitional arrangements for cells and tissues.  
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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). 

Medicines 

We support the proposed list of decisions that would be reviewable and who can apply 
(Schedule 2) as far they apply to prescription medicines.  We would also suggest the addition 
of the “refusal to grant an exemption for a product that could not meet a required standard”. 
For example, an overseas product being brought in to alleviate a supply shortage but did not 
meet a required standard for labelling.  If we applied for an exemption to bring that overseas 
product in for a limited period until the New Zealand registered product could be supplied in 
again and that exemption was not granted, we should be able to have that decision reviewed. 

Medical Devices 

We support the proposed list of decisions that would be reviewable and who can apply 
(Schedule 2) so far as they would apply to medical devices. 

Cells and Tissues 

We support the proposed list of decisions that would be reviewable and who can apply 
(Schedule 2) so far as they would apply to cell and tissue products.  

 

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 support the proposed use of regulations, rules or regulator’s notices for particular 
matters (Schedule 3) however without specific details of how they will be regulated it is 
difficult to state whether it is appropriate.  

There should be a provision incorporated that enables for a Sponsor of new medicine very 
close to receiving approval from the Regulator to be brought into the country and held under 
quarantine until final approval is granted.  This would enable immediate supply of a 
potentially life-saving medicine and possibly might be possible under a permit. However, if 
that is not envisaged to be allowed under permit situation then a mechanism should be 
incorporated. 

 

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? 
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We do not have any comments on any other Acts or regulations containing an interface with 
the Medicines Act 1981 that are not identified in the list in Schedule 4. 

 

Chapter C: What the new scheme would mean for different sectors and 
health practitioner groups 
 

C1 Please provide any comments on the approach to regulating changes to approved 
products (ss 100 and 101). 

We support what is proposed on the approach to regulating changes to approved products.  
Though we believe there should be legislated timeframes for processing changes to medicines 
as well as registering new medicines.  Considering with the cost recovery model being 
proposed where fees are likely to be significantly increased, then Sponsors will justifiably 
expect more certainty around approval timeframes.  

We have an additional suggestion for major variations. Could consideration be given to a 
system like that of the Australian Therapeutic Goods Administration Therapeutic Goods 
(Groups) Order No. 1 of 2001 and enable for example a new approved indication, to be 
grouped with the original product’s indications.   Similarly, for a lot of other major variation 
types that in Australia are also subject to Groups Order. 

 

C2 Please provide any comments on the approach for medicines categorisation 
(classification). 

We support the approach for medicines categorisation (classification).  

 

C3 Please provide any comments on the transition arrangements for existing medicine 
product approvals. 

We support the proposal that existing medicines that already have consent under the current 
Medicines Act 1981 and would still be classified as medicines under the new Therapeutic 
Products Act should just be automatically “grandfathered” over without any further regulatory 
submissions on the part of the Sponsor.  If they have an existing TT50 number, it should be 
automatically converted to the new register number. This would also remove unnecessary 
administrative burden off the Regulator.  

 

C4 Please provide any comments on the approach to post-market controls. 

It is encouraging that the post-market monitoring is “intended to be aligned with 
international norms”, however we require further information to be certain that this is the 
case.  
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We agree with the proposed approach to post-marketing controls such as pharmacovigilance. 
However, we would request that Regulator not add any additional New Zealand specific 
requirements on top of those already required by say the EU and Australia especially 
considering the size of the New Zealand market.  

 

C5 Please provide any comments on the manufacturing-related definitions. 

We would suggest that with requirements such as GMP that New Zealand continues to accept 
evidence of acceptable GMP certification from overseas regulators and not apply additional 
detailed New Zealand specific requirements for establishing GMP compliance.  

 

C6 Please provide any comments on the approach to authorising hawkers as part of the 
relevant wholesale licence. 

We support the proposed approach to authorising hawkers as part of the relevant wholesale 
licence as this seems a more efficient way to administer it especially if, as is proposed, the 
licence is able to be updated electronically by the Sponsor.  

 

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? 

We support the 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.  However, we are concerned that under the European definition 
engineered cells are viewed as genetically modified organisms which would bring the product 
into the purview of HSNO.  It is also discussed in the consultation document that the interface 
between the Therapeutic Products Bill and HSNO scheme has not been drafted.  This could 
potentially significantly delay approval of such products. Could we suggest that if the product 
is intended to be a therapeutic product that the legislation be written so that the Therapeutic 
Products Bill should superior to that of HSNO and the product should be evaluated solely 
under Therapeutic Products Bill. Similarly, for the interface between the Therapeutic 
Products Bill and Human Tissue Act 2008 (s 271).   

 

C8 Please provide any comments on any interface issues between the draft Bill and other 
legislation covering cells and tissues. 

As we stated above in response to question C7, we have concerns with the interface with 
existing legislation such as the Human Tissue Act 2008 and the Hazardous Substances and 
New Organisms Act (HSNO) 1996. Particularly where the interface between those other 
pieces of legislation has not yet been written.  We do not want potentially life-saving new 
therapeutic products being significantly delayed in their evaluation due to needing to 
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negotiate the requirements of three separate Acts.  Could we suggest that the legislation for 
the TPB be written to make the TPB the superior, over-riding piece of legislation, so if the 
intended use of the product is to be a therapeutic good that it only needs to comply with the 
TPB.  

 

C9 Please provide any comments on the transition arrangements for product approval 
controls for cell and tissue products. 

We do not have a comment on this part.  

 

C10 Please provide any comments on the transition arrangements for regulated activities 
involving cell and tissue products. 

We support the proposed approach on the transition arrangements for regulated activities 
involving cell and tissue products.  

 

C11 Do you think that products that have similar features and risks to medical devices, but 
are not for a therapeutic purpose, should be regulated? If so, are there particular products 
you are concerned about and why? 

Definition of medical device should be same as that adopted by TGA.  

 

C12 Are there any aspects of the global model for medical devices that you consider to be 
inappropriate for New Zealand? 

We request further clarity and consultation on the authorities that the new NZ regulator will 
recognise. The consultation document says that “we expect the authorities would be a mix of 
third-party conformity assessment bodies such as those designated under the European 
Union systems and national regulatory bodies we have confidence in”. For example, will this 
include the TGA? 

For comparison, TGA has expanded the number of comparable overseas regulators and 
assessment bodies to:  

• Notified bodies designated by the medical device regulators of European member states, 
under the medical device regulatory frameworks of the European Union 

• the Food and Drug Administration of the United States 
• Health Canada 
• Medical Device Single Audit Program (MDSAP) Auditing Organisation 
• the Ministry of Health, Labour and Welfare and Pharmaceutical and Medical Devices 

Agency of Japan. 
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C13 Please provide any comments on the proposal to enable some medical devices to have 
restrictions applied to their use or supply. 

We request further consultation on the rationale for this proposal and the specific cases where 
the restrictions will apply.  

 

C14 Please provide any comments on the transition arrangements for product approval 
controls for medical devices. 

We support the MTANZ position that 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.   

The Regulator must demonstrate that the electronic platform being established for product 
approval applications is efficient, user-friendly, 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.  

 

C16 Please provide any comments on the change in approach to regulating clinical trials. 

We broadly support the proposed approach to regulating clinical trials. However, we would 
like to seek clarification on the definition of ‘clinical trial’ with respect to the bill as it appears 
broader than ICH GCP. In addition clarification on 27c (iii) “diagnostic or monitoring 
procedures additional to those used in normal clinical practice are applied to the subjects”. We 
are seeking to have this defined for clarity in understanding  e.g.: questionnaires? x-ray? 

We also request further clarity on the process impact of a clinical trial licence of supply of study 
product to NZ sites.  

Will the Bill/regulations allow companies conducting clinical trials to import study product 
into a NZ facility/warehouse (controlled by Sponsor) but still restrict supply to sites until 
approval is granted under the licence (i.e. similar to the TGA)? If not, then there is the potential 
for Sponsors to face delays in study start up within NZ given they may need to either rely on 
shipments direct from global company or (if based in AU) via an Australian warehouse. As such 
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this would require additional submissions and reporting to the TGA (i.e. import for export 
process).   

We support consideration for certain circumstances to issue licences in line with proposed 
study duration (based on risk). 

 

C17 Please provide any comments on the transitional arrangements for clinical trials. 

We support the proposed approach to the transitional arrangements for clinical trials. 

Regarding s 36, the Principal Investigator (PI) should not be the applicant unless the PI is 
fulfilling the role of sponsor/investigator for the clinical trial.  The current Sponsor at the 
time of transitional arrangements who initiated the clinical trial should be the applicant i.e. 
could be the academic institution / hospital department, PI (sponsor-investigator) or 
manufacturing company. 

 

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 the proposed 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. This would help ensure New Zealand citizens 
are more certain of obtaining genuine products.  However, in adopting such an approach we 
do not want patients facing potential logistic delays in getting their products. There is also a 
need to ensure there are measures of control of products imported by “buyers clubs” and/or 
healthcare professionals bulk importing unapproved medicines.    

 

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

We do not have any comment on this question. 

 

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

We do not have any comment on this question. 
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C21 Please provide any other comments about enabling different distribution and supply 
arrangements for pharmacy activities. 

We do not have any comment on this question. 

 

C22 Which option do you support? 

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

• Option 2: Open ownership with licence requirements targeted at pharmacist control 
of quality systems and practices within the pharmacy. 

We do not have any comment on this question. 

 

C23 Why do you support that option? 

 We do not have any comment on this question. 

 

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

We do not have any comment on this question. 

 

C25 Are there ways in which Option 1 could be improved? 

We do not have any comment on this question. 

 

C26 What activities do you consider a pharmacist ownership requirement should cover? 

We do not have any comment on this question. 

 

C27 For an ownership requirement to be effective, do you think the same pharmacist(s) 
need to have both majority ownership and effective control or could those responsibilities be 
separated? 

We do not have any comment on this question. 

 

C28 Should the current five-pharmacy limit continue or be replaced by a licence 
requirement that the pharmacist would have appropriate oversight of the pharmacy (taking 
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into account the number, scale and location of the other pharmacies they are responsible 
for)? 

We do not have any comment on this question. 

 

C29 If the five-pharmacy limit was retained, how should it be applied when pharmacists 
jointly share responsibility for the pharmacy? 

We do not have any comment on this question. 

 

C30 Do you have any information on the potential impact on the pharmacy sector of an 
improved majority pharmacist ownership requirement? 

We do not have any comment on this question. 

 

C31 What transition time do you consider would be required if Option 1 was 
implemented? 

We do not have any comment on this question. 

 

C32 Do you consider friendly societies should continue to be exempt from this 
requirement or should this exemption be removed after a transition period? 

We do not have any comment on this question. 

 

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

We do not have any comment on this question. 

 

C34 Are there ways in which Option 2 could be improved? 

We do not have any comment on this question. 

 

C35 Are the requirements adequate to ensure the ‘supervisory pharmacist’ would be able 
to effectively perform this function? 

We do not have any comment on this question. 
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C36 Do you think the requirement for a pharmacist to be present should be broadened to 
allow a pharmacist to provide clinical advice and oversight remotely (s159)? If so, which 
pharmacy activities or circumstances do you think this would be appropriate for? 

We do not have any comment on this question. 

 

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? 

We do not have any comment on this question. 

 

C38 Are there particular situations where you could see a permit would be a useful tool 
for authorising pharmacy activities? 

We do not have any comment on this question. 

 

C39 Please provide any comments on the intended approach to depots and/or retail-only 
licences. 

We do not have any comment on this question. 

 

C40 Should the circumstances in which a pharmacist or pharmacy worker can compound 
be expanded to allow them to produce a permitted quantity in anticipation of a request? If 
you think expanded circumstances are appropriate, why? 

We would only support the existing regulations regarding compounding and that it should 
only be done upon particular patient request and not in bulk in anticipation of a request. 

 

C41 Are there any other situations when you consider it appropriate for a pharmacist to 
provide medicines by wholesale? 

We do not have any comment on this question. 

 

C42 Do you consider the new scheme will have any significant impacts on retailers? 

We do not have any comment on this question. 
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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? 

We do not have any comment on this question. 

 

C45 Please provide any comments on the approach to standing orders. (Note that the 
detailed requirements for standing orders will be specified in regulations and consulted on at 
a later stage.) 

We do not have any comment on this question. 

 

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

We do not have any comment on this question. 

 

C47 What do you think about the approach for products that have not been approved in 
New Zealand? In particular, the proposal that: 

• only medical practitioners would be able to issue a special clinical needs supply 
authority for this type of unapproved product 

• other health practitioner prescribers would be able to prescribe them, once a medical 
practitioner has issued a special clinical needs supply authority for that medicine for a 
patient? 

We do not have any comment on this question. 

 

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

We do not have any comment on this question. 

 

C49 Are there situations where it is appropriate for a health practitioner to supply medical 
devices to another health practitioner? Is this something that occurs currently and would 
need to be enabled under the new scheme? 

We do not have any comment on this 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? 
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We do not have any comment on this question. 

 

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? 

We do not have any comment on this question. 

 

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

We support the fact that the status quo regarding DTCA is proposed to be maintained (with 
an enhanced range of enforcement options and higher penalties for breaches). Janssen 
believes the benefits for consumers of DTCA far outweigh the purported negatives.   

 

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? 

DTCA in New Zealand is currently highly regulated and is required to be compliant with 
several regulations and codes. DTCA allows New Zealand consumers to access factual, high 
quality New Zealand specific information about therapeutic products for both prescription 
and Over the Counter medicines. The current review process when developing an 
advertisement ensures that promotional claims are accurate and substantiated by quality 
references and all information is consistent with the approved indications, claims, Medsafe 
Data Sheet and Consumer Medicine Information. In addition, under the new Bill, the regulator 
can issue Advertising Remediation Orders, which provides a further level of control if 
necessary.  Empirical New Zealand evidence overwhelmingly concludes that DTCA of 
prescription medicines promotes health awareness and encourages patients to take a 
proactive role in the management of their own health.  In addition, Over the Counter 
medicines has a Code of Practice which all members must adhere to and it contains several 
sections regarding advertising and behaviours in the marketplace regarding promotion of 
medicines. There are significant penalties for members not adhering to the Code of Practice. 

The way DTCA is conducted in New Zealand is entirely different to the rules and regulations 
in the United States therefore is not appropriate to be compare. The regulation of medicines 
is also different. New Zealand have more controls including, Pharmacy/Pharmacist Only and 
Prescription medicines.  

DTCA of prescription medicines comprises only a small percentage of advertising and 
considering the abundance of unregulated information on the internet readily available to 
patients, the banning of the regulated and controlled DTCA of prescription medicines would 
appear to be counter-productive in providing balanced advertising.   Banning DTCA of 
prescription medicines would also not result in any time saved for doctors during 
consultations.  The saving of doctor’s time appears to be one of the main reasons expressed 
by the more vocal doctors’ calling for a ban on DTCA. Continuing DTCA reinforces patients’ 
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rights to find out about treatment options. DTCA of prescription medicines has been allowed 
in New Zealand since 1981 and should be maintained in the interest of transparency for the 
New Zealand patient. 

 

C54 What do you think about the approach for veterinarians and veterinary staff? 

We do not have any comment on this question. 

 

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

We do not have any comment on this question. 

 

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. 

We do not have any comment on this question. 
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Health Action International 
 
Health Action International (HAI) is driven by the vision of a world with safe, effective, affordable 
and quality-assured medicines for everyone, everywhere. To make this a reality, our staff and 
global network conduct research and advocacy to advance policies that enable access to 
medicines and the rational use of medicines all people around the world. 
 
To address medicines access and use problems, HAI focuses on creating long-lasting changes to 
government and industry policies and practices, rather than on temporary solutions. We pursue 
advocacy from the patient level to the highest levels of government through our ‘official relations’ 
status with the World Health Organization (WHO) and respected relationship with the European 
Medicines Agency. 
 
Question C52: advertising requirements and enforcement tools.  
 
The evidence for strong regulatory oversight of pharmaceutical marketing, including monitoring 
of a range of promotional activities targeting health professionals, is overwhelming. Competent 
regulatory authorities must be given the tools for enforcement as an essential component of 
legislation to curb harmful outcomes of promotional practice, and must be adequately punitive to 
deter infringement.  
 
Legislation on pharmaceutical advertising should embrace the range of activities undertaken by 
the pharmaceutical industry, including the activities of sales representatives when visiting 
healthcare professionals; sponsorship of ‘’educational’’ events for medical and pharmacy students 
and healthcare professionals, including accredited continuing medical education (CME); 
payments to healthcare professionals for any activity, including speaking engagements. 
 
Question C53: Direct-to-Consumer Advertising (DTCA) of prescription medicines  
 
Together with WHO, we have jointly published a manual for medical professionals ‘Understanding 
and responding to Pharmaceutical Promotion: A Practical Guide’ which contains an entire chapter 
on Promotion to consumers (DTCA) (WHO & HAI, 2007, pp.81-104)  
 
Attempts by the pharmaceutical industry to introduce DTCA of prescription- only medicines in 
the European Union at the turn of the century have been resisted and only two countries permit 
DTCA of prescription only medicines: New Zealand and the U.S.A. The rationale for the 
prohibition of DTCA is simple, it increases the risk of irrational use of medicines, serious harm to 
public health, and, because of increased prescribing, increases healthcare costs.  
 



 

DTCA is effective because a patient who has been influenced by advertising requests specific 
medicines and will thus influence the prescribing decisions of healthcare professionals. DTCA has 
been shown to impact upon prescribing, even when drug therapy is not indicated (Frosch et al., 
2007) and when a preferred therapy would have been prescribed in the absence of intervention 
by the patient (Kravitz et al., 2005).  
 
Consumers need unbiased high-quality information on drug and non-drug treatment options, 
including the option not to treat. DTCA will never provide this type of information because it’s 
main and only purpose is to increase sales volumes of medicines. It drives overdiagnosis, over-
prescribing and over-dispensing of medicines, which through their status as prescription only, 
have been identified as needing specialist. 
 
Direct-to-Consumer Advertising of prescription-only medicines (DTCA) should be prohibited, in 
line with the recommendations of the WHO Ethical Criteria for Medicinal Drug Promotion (WHO, 
1988). European Union legislation, for example, states that national governments shall prohibit 
the advertising to the general public of medicinal products which are available on prescription 
only or contain substances defined as psychotropic or narcotic by international convention. In 
addition, it provides for the possibility to ban advertising to the public of medicines the cost of 
which may be reimbursed (Directive2001/83/EC, Article 88). 
 
New Zealand (Medsafe) has worked for many years to harmonise medicine regulations with 
Australia (TGA). However, the unresolved issue of the regulations on DTCA of prescription 
medicines remains. Changing the New Zealand legislation to disallow DTCA will bring alignment 
with Australia, and the majority world.   
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flexibility in the regulation of therapeutic products).  However, NZHIA accepts that 
the Government has made a policy decision to bring medical devices under stricter 
regulation.  Accordingly, NZHIA has focused its comments in this submission on 
aspects of the Bill that could be improved by making it clearer, more workable and 
more certain for businesses who will be subject to a range of obligations and 
processes in regulations and rules that are yet to be drafted. 

9. NZHIA submits that the Ministry should: 

(a) qualify the regulator's broad power to place supply or use restrictions on 
medical devices; 

(b) clarify that approval exemptions will be available for product classes; 

(c) capture in the Bill the truncated application process for product approval 
applications resulting from a major change to an approved product; 

(d) enable minor and major changes to be made to approval-exempt products; 

(e) remove the regulatory obligations for persons in the supply chain who are 
otherwise not carrying out a controlled activity; 

(f) minimise the obligations of sponsors of approval-exempt products (as 
compared to sponsors of approved products); 

(g) retain and appropriately regulate direct-to-consumer advertising; and 

(h) reconsider the Bill’s transition arrangements in lieu of how regulations come 
into play. 

10. These matters are addressed in more detail below.  

SUBMISSIONS ON SPECIFIC PROVISIONS IN THE BILL 

Section 22: Supply and use restrictions  

11. The Bill enables supply and use restrictions to be applied to medical devices by way 
of regulations made under s 22.  Those restrictions can extend beyond controlled 
activities, by placing restrictions on the non-wholesale supply of a device and on the 
use of the device on persons.  Those regulations may (without limitation) relate to: 

(a) persons who may, or may not, supply or use the device; 

(b) circumstances in which the device may, or must not, be supplied or used; 

(c) how the device may, or must not, be supplied or used. 

12. The Ministry of Health's Therapeutic Products Regulatory Scheme: Consultation 
Document ("Consultation Document") indicates that this regulation-making power 
"would be used if concerns arose about the misuse of products or about adverse 
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events linked to the use of a device by untrained service providers".1  However, the 
regulation-making power as set out in s 22 does not provide such guidance to the 
regulator or limit the regulator to restricting medical devices in instances only where 
safety is of concern.  Consequently, this ability to restrict the supply and use of a 
medical device may theoretically be used more broadly (ie in instances other than 
where safety is a concern). 

13. Section 22 presents a significant concern to NZHIA as it has the effect of potentially 
excluding its members from the use or supply of its products and/or services, or 
severely restricting the way in which they do so, by way of regulations.  While 
NZHIA appreciates that such regulations will be subject to consultation, we consider 
that this power is unnecessarily broad and does not reflect the policy intent as 
described in the Consultation Document.  

14. NZHIA submits that the Bill should provide that the Minister must not recommend 
the making of regulations declaring a medical device to be supply- or use-restricted 
unless he or she is satisfied on reasonable grounds that: 

(a) a use or supply restriction is required for reasons of public safety; and 

(b) public safety cannot be adequately secured through other control 
mechanisms contained in the Bill, for example the content of a product 
approval, product standards, or regulations relating to product quality, 
safety, efficacy or performance. 

15. NZHIA considers that this more limited expression of the power to declare a medical 
device supply- or use-restricted appropriately addresses the concerns as raised in 
the Consultation Document. 

Sections 114 - 115: approval-exempt product classes 

16. The Bill enables the regulator to issue a notice to declare products to be approval-
exempt if the regulator is satisfied that this is necessary or desirable to promote the 
purposes of the Bill.2  NZHIA understands that the Ministry intends for this 
exemption to be applied to both singular products and classes of products, by 
considering the nature of the product and whether the risks associated with it are 
adequately managed through other controls (for example, a manufacturing licence).3  

17. NZHIA welcomes the decision to enable both products and classes of products to be 
approval-exempt.  However, NZHIA considers that s 114 should be more clearly 
worded to reflect the policy intent that approval exemptions may be applied to 
classes of products (for example, a class of medical devices).  As currently drafted, 
s 114 does not provide such clarity.   

                                            
1 Ministry of Health Therapeutic Products Regulatory Scheme: Consultation Document December 2018 at [391].  
2 Bill, s 114.  
3 Consultation Document at [120]. 
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18. Supporting the availability of exemptions for classes of products will ensure the 
regulatory regime appropriately responds to the risk levels of product classes, 
adequately reflects controls imposed by rigorous overseas manufacturing standards, 
and ensures that technological developments are made available to New 
Zealanders in a timely manner.  

Section 100: major changes resulting in a new product 

19. The Bill contemplates instances where changes are made to an approved product.  
Where a major change occurs (as defined in s 100(1)), the changed product is 
deemed to be a different product.4  The Consultation Document indicates that this 
different product would require a new approval before it is released onto the market, 
and that the application process for such a new product would be tailored to the 
nature of the change.5   

20. NZHIA supports a separate, truncated application process for new approvals based 
on a major change, to reflect the fact that consideration of the "new" product will 
traverse a number of matters already considered by the regulator (and accordingly 
reflect a smaller workload).  However, NZHIA considers that this has not been 
adequately captured in the Bill.  Specifically, the Bill does not provide assurance that 
the regulator will not be able to reconsider unchanged aspects of the product when 
considering a new product approval application.  This leaves product developers 
vulnerable to multiple considerations of the same matters as they progress 
upgrades to their products.  While the drafters may intend for the specifics of a 
major change-based application to be reflected in regulations, we consider the 
policy intent should be specifically addressed in the Bill.  

21. Section 100 should be amended to provide that: 

(a) A major change to an approved product within the scope of s 100 requires 
a new product approval. 

(b) A product approval application resulting from a major change will be subject 
to procedures set out in regulations, which will provide for a streamlined 
process separate to the usual process under Part 4 Subpart 1. 

(c) The regulator will be: 

(i) limited to only considering data relevant to the nature of the 
change; and 

(ii) precluded from reconsidering unchanged aspects of the product 
(except to the extent those aspects are relevant to the nature of 
the change).  

Changes to approval-exempt products 

                                            
4 Bill, s 100(2). 
5 Consultation Document, at [260]-[260].  
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22. Changes to approved products are contemplated by the Bill, including by way of: 

(a) Section 94, which provides that the scope of a therapeutic product approval 
includes any subsequent changes to the product that are minor changes. 

(b) Section 101, which regulates major changes of a certain type and identifies 
when a new product approval is required. 

(c) Section 100, which identifies when minor changes must be notified to the 
regulator.   

23. The Bill does not, however, contemplate or facilitate changes in respect of approval-
exempt products. 

24. NZHIA understands that approval-exemptions are intended for products that present 
a lower-risk or are otherwise regulated in a different forum.  In order to support the 
policy intent of the legislation to provide flexibility in the regulatory regime and to 
provide certainty to sponsors of approval-exempt products, NZHIA submits that 
approval-exempt products should benefit from similar flexibility around major and 
minor changes.  NZHIA recommends that the Bill be amended to: 

(a) allow minor changes to be made to an approval-exempt product; 

(b) require minor changes of a type specified in the rules to be notified to the 
regulator; and 

(c) require major changes to be notified to the regulator, which may trigger a 
review of the product's approval-exemption. 

25. This approach ensures that approval-exempt products enjoy the same level of 
flexibility as approved products in respect of product changes or upgrades.  

Minimising the regulatory obligations of persons in the supply chain 

26. The Bill requires that a "person in the supply chain"6 complies with any requirements 
specified in the regulations, including for example requirements relating to product 
and consumer information, packaging and labelling, storage, handling, tracing and 
recall. 

27. NZHIA considers this expansive application of the regulations to persons who are 
otherwise not regulated as sponsors or persons carrying out controlled activities is 
excessive and should be removed.  These obligations will likely increase operational 
costs for persons operating in the supply chain, both at the outset in order to ensure 
that operators are equipped to comply with regulation, and in respect of ongoing 
monitoring and operational costs.  Such costs will likely be passed through to the 
product's end user, impeding the public's ability to access the therapeutic products 
they need.   

                                            
6 As defined in s 44(2).  
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28. If proposed regulations made unnecessary requirements on the testing environment 
cost implications could be prohibitive.  

Minimising the obligations of sponsors of approval-exempt products  

29. Sponsors of approval-exempt products will continue to be subject to a number of the 
sponsor obligations set out in Part 4 Subpart 3 of the Bill.  These include obligations 
relating to compliance with product standards7 and a range of regulations on matters 
such as product quality, consumer information or labelling.8  

30. Section 118, as currently drafted, suggests that regulations setting out sponsor 
obligations will apply equally to sponsors of approved products and sponsors of 
approval-exempt products.  NZHIA submits that sponsors of approval-exempt 
products should be made subject to only minimal regulatory requirements in 
comparison to sponsors of approved-products.  NZHIA understands that the drafters 
may wish to reflect this approach in the final form of regulations made under s 118, 
however it considers that this intent should be reflected in the main Bill.  This could 
be achieved, for example, by introducing an additional subsection under s 118 that 
identifies that regulations may provide for reduced or different obligations for 
sponsors of approval-exempt products as compared to sponsors of approved 
products.  

31. Such an approach reflects the fact that approval-exempt products are those deemed 
to be of lower risk or subject to alternatively regulatory controls on safety, efficacy 
and quality.  It is incompatible with the policy of designating approval-exempt 
products to then make sponsors of such products subject to equal obligations.   

Direct-to-consumer advertising 

32. NZHIA welcomes the Ministry's move to continue to regulate therapeutic product 
advertising in line with the approach taken under the Medicines Act 1981.  In 
particular, NZHIA agrees with the Ministry's initial view to continue to allow direct-to-
consumer advertising of therapeutic products.   

33. NZHIA considers that the continued direct-to-consumer advertising of therapeutic 
products is beneficial, as it: 

(a) enhances consumer awareness of potential medical conditions and 
available treatment options;  

(b) encourages consumers to discuss their medical concerns with health 
professionals (which in turn may result in earlier diagnosis and treatment of 
medical conditions); and 

(c) supports the consumer's right to information. 

                                            
7 Bill, s 117.  
8 Bill, s 118.  
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34. NZHIA appreciates the concerns raised around direct-to-consumer advertising, 
particularly as it relates to misrepresentations made to consumers about the efficacy 
or safety of therapeutic products.  However, NZHIA considers that such concerns 
are appropriately managed by: 

(a) the therapeutic products regulatory regime as adopted from the Medicines 
Act 1981 and now reflected in the Bill; 

(b) broader advertising regulations under the Fair Trading Act 1986 and 
Advertising Standards Authority codes; 

(c) requirements that health professionals provide their clients with full 
information as to their medical condition and courses of treatment, and 
prescribe appropriately and when necessary, as per the Health and 
Disability Commission Code of Health and Disability Services Consumers' 
Rights. 

35. Given these existing controls, NZHIA submits that any additional regulation should 
be limited to only those matters identified in s 83(3)(a)-(d).  Currently, the wording of 
s 83(3) provides that regulations are not limited to such matters.  NZHIA considers 
that any broader regulation is unnecessary, for the reasons set out above, and that 
limiting the nature of regulation under this section will provide greater certainty to 
businesses operating in this space.   

Transition arrangements 

36. An appropriate set of transition arrangements need to be drafted in order for 
appropriate consultation to take place and based on final draft of the Bill.  Access to 
services is of paramount importance.  
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health and commercial laboratories, biotechnology, pharmaceutical, as well as applied laboratories 

that include food safety and environmental quality.  

Founded in 1952, Bio-Rad is based in Hercules California, and has a global network of operations 

including Bio-Rad laboratories Pty Ltd, a body corporate incorporated in Australia.  

Response to consultation  

Bio-Rad Laboratories Pty Ltd is a company incorporated in Australia and is a fully owned subsidiary 

of Bio-Rad Laboratories Inc. It has a certificate of registration under section 337(1) of the Company 

Act 1993, has been listed on overseas company register since 1989, and has been trading in all of 

New Zealand since. Considering our experience in supplying and supporting the use of our 

technologies and solutions in the healthcare market in New Zealand, and considering our strict and 

ongoing adherence to all current laws and regulations surrounding the supply and support of these 

products in New Zealand, Bio-Rad Laboratories Pty Ltd submits that our proposal to include 



Australian incorporated companies in the criteria for sponsors of approved products into New 

Zealand is relevant of consideration as an amendment to the Bill. 

As it stands, the criteria in section 97 of the Bill would significantly, and negatively, impact 

companies whose legal structures, like Bio-Rad Laboratories Pty Ltd, include a body corporate 

incorporated in Australia, and who trade in New Zealand under a Certificate of Registration with the 

New Zealand Companies office.  

Bio-Rad Laboratories Pty Ltd, would like to posit the following two arguments as support for our 

proposal to amend section 97 of the Therapeutics Products Bill – Draft Consultation 

Point 1 – From a risk management standpoint there are no material differences between a 

sponsor whose legal entity is incorporated in NZ and one incorporated in Australia.  

With the exceptions of Section 97(a), Bio-Rad Laboratories Pty Ltd can meet all of the other criteria 

stipulated in Section 97. In fact, Bio-Rad Laboratories Pty Ltd. has been operating under the 

conditions of this proposed section, with the exception of subsection (a), since 1989. We humbly 

submit that there is no material difference associated with managing risk, and implementing the 

requirements of the Bill, between companies incorporated in New Zealand when compared to those 

incorporated in Australia. Table 1 illustrates some of the commonalities between these two legal 

options, as they pertain to the Bill.  Consequently, Bio-Rad laboratories Pty Ltd, as an entity 

incorporated in Australia, should not require to establish a separately incorporated company in NZ, 

in order to be allowed to sponsor approved products into New Zealand.    

Table 1:  

Proposed draft Bill Companies 
Incorporated 
in NZ 

Companies 
Incorporated in 
Australia, and 
trading in NZ 

Presence/ resident in NZ    

Able to comply with the set of sponsor 
obligations. 

  

Agree to be the Sponsor   

Have a contractual relationship with the 
responsible manufacturer 

  

Registered on NZ Companies register   

Must have a Director   

Physical Address in NZ   

Contact person in NZ   

Comply with Fit-proper person criteria    

Annual Financial reporting   

 

Bio-Rad Laboratories Pty Ltd proposes an amendment to the Bill to include a fourth point 

(highlighted red below), to section 97(a)of the draft Bill relating to the criteria for sponsor of an 

approved product as follows:  

 
 
 
 



 
Criteria for sponsor of approved product 

The criteria for a person to be the sponsor of an approved product are all of the following: 

(a) they are— 
(i) an individual who is ordinarily resident in New Zealand; or 
(ii) a body corporate that is incorporated in New Zealand; or 

(iii) the Crown: 

(iv) a body corporate that is incorporated in Australia 

 

This proposed amendment is consistent with Part 2, Section 10, of the New Zealand Companies Act 
1993, which provides, as essential criteria for incorporation of a New Zealand legal entity, that a 
Director of that entity “live in an enforcement country and be a director of a body corporate that is 
incorporated in that enforcement country under a law that is equivalent to this Act.” Bio-Rad 
Laboratories Pty Ltd. is currently the sponsor of all the products being proposed for supply in New 
Zealand under this Bill, and does so under a law equivalent to this Bill (Therapeutics Goods Act 1989). 
In addition, under the current proposed criteria a new legal entity would have to be established in 
New Zealand, but as referred to earlier, the Director of such entity is allowed under the Companies 
Act 1993 to reside in Australia. In this context, remedies sought against the Director(s) of the New 
Zealand based legal entity, in cases of breaches of the Act, would be equivalent to pursuing 
remedies against a sponsor incorporated in Australia. 

Point 2 – The Costs involved in setting up a limited liability company in New Zealand. 
 
The cost of setting a new legal entity, in New Zealand are substantial, and would impact the ability of 
several companies, including Bio-Rad Laboratories Pty Ltd., to continue to serve the healthcare 
industry in NZ .  Bio-Rad Laboratories Pty Ltd. estimates the costs of such an enterprise to be over 
NZ$3 million dollars. This cost would include establishing new infrastructure and ERP systems, linked 
to our other modules. When viewed in juxtaposition with current sales figures in New Zealand, this 
expenditure is difficult to justify. 
 
If the Sponsor criteria remain unchanged, mid-sized companies, such as Bio-Rad laboratories, would 

need to consider whether it would be feasible to continue to serve the New Zealand market, and if 

so, on what commercial terms. This outcome would be counter to the objectives of the Bill, and may 

lead to reduced competition in the market, and raise the price of services being offered by the 

healthcare sector to the New Zealand public.  

Conclusion 

Bio-Rad Laboratories Pty Ltd, wholeheartedly supports the requirement for medical devices entering 

the New Zealand market to demonstrate that they meet an internationally-recognised standard for 

quality, safety and performance. Bio-Rad Laboratory Pty Ltd. believes the Draft Bill will help support 

a New Zealand regulatory scheme for medical devices. A regulatory scheme that has minimal 

regulatory burden, supports the introduction of novel technologies, improves healthcare for the 

New Zealand public, and contributes to economic growth. In operating in a similar regulatory 

environment in Australia for many years, Bio-Rad Laboratories Pty Ltd. can attest to the benefits that 

can accrue from the proposed Bill. Bio-Rad Laboratories Pty Ltd. posits, however, that these benefits 

can still be garnered to their full potential, by providing an amendment to the Bill to allow for 

companies incorporated in Australia to act as Sponsors for approved products into New Zealand, 

under the same legal requirements as those companies incorporated in New Zealand. 



Submission regarding the Therapeutic Products Bill 

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

I agree the need to update the legislation providing it is not too restrictive in terms of access to low risk 
medicines or devices, and does not stifle innovation. 

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

It would be helpful to have more details about what constitutes a TypeA-4 substance/medicine 

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

I am concerned that the special clinical needs supply authority could be designed to make it 
cumbersome or difficult to get access to low risk medicines or the use of medicines in an off-
label but low risk situation. 
 
Question C1  
Please provide any comments on the approach to regulating changes to approved products (ss 
100 and 101). 
There needs to be easy access to low risk substance and medicines without incurring changes 
that make access more difficult or costly. 
 
Question C2  
Please provide any comments on the approach for medicines categorisation (classification). 
 
My concern is in the detail of how and who decides whether a medicine or substance it Type-4 vs 
1-3. 
 
Question C46  
What do you think about the approach for the off-label use of medicines that have been 
approved in New Zealand? 
 
Again it is very important to know the details of how the SCNSA is structured and employed.  It 
needs to be simple to use and ideally involves a rapid electronic application and response.  
Otherwise it will simply be another bureaucratic impediment to good clinical care. 
 
Question C18  
What do you think of the approach to curtail the personal importation of prescription medicines 
via the post and courier, meaning most unapproved prescription medicines imported from 
overseas would need to be sourced by the issuer of the special clinical needs supply authority, a 
pharmacy, or a wholesaler? 
 
This appears to be over-regulation, restricting personal choice in order to address a relatively small 
issue.  There will be many people on long term medication who have moved to NZ and prefer to 
continue using the original medication instead of changing to the NZ version.  

 



  
                

    

                    
                 

     

  
                

      
               

     
              

               

                 
            

  
               

      

                 
         

   





              
            

            
              
          

            
                

             
              

             
              

        

             
                 

             
               

             
                

         
                

              
                 

              
                

            

    
        
    
  
     
       
        
      
      

                
                

                  
            

              
              

             
                 
              

               
               
             

 



              
                
              
                  

        

                
             

              
              

     

         

  

             
             

    

              
              

            
               

              
              

           
             

              
              
              

           

  

                
      

             
       

 



              
               

           
               

             
               

            
            

    

               
                  

            

                 
             

              
              

                
                 

           
             

             
               

               
       

           

              
 

               
             

             
       

          
           
              
           

           
            
              

        

              
             

             

 




