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What is in the Therapeutic Products Bill? 

Kia ora e te whānau, 

 

This pānui is to help whānau Māori understand what is in the Therapeutic Products Bill, and 

to highlight sections of the Bill that may be of particular interest to Māori. 

The Therapeutic Products Bill (the Bill) is now being considered by Parliament. This Bill will 

replace the Medicines Act 1981 and the Dietary Supplements Regulations 1985 with a new 

law for medicines, medical devices, natural health products and biological ‘products’ such as 

blood donations. All of these things are different types of ‘therapeutic product’. 

 

The Bill says that therapeutic products will have rules made about who can make them, use 

them, sell them, advertise them (and for prescription medicines, prescribe them). These rules 

will be made by part of the Ministry of Health, similar to Medsafe, under the leadership of a 

person called the Regulator. 

 

Because the Bill is very long, Te Aka Whai Ora (the Māori Health Authority) has highlighted 

sections of the Bill that we think Māori mā may be interested in providing feedback to the 

Select Committee on. Each section in the table below may not include every part of the Bill 

that is relevant to that topic. There may also be other areas of the Bill that are of interest to 

some Māori that are not covered in the table. 

 

Some useful words to know: 

• A Bill is a draft law. Once a Bill has gone through Parliament and been approved, it 

becomes a law. A law is also called an Act. 

• The Bill is broken up into subparts. Each subpart is broken up further into short 

numbered paragraphs. Each numbered pararaph is called a ‘section’. 

• The Select Committee is a group of MPs (Members of Parliament) who will look at the 

Bill, hear from members of the public and other groups about what they think about 

the Bill, and work through any issues. They can also suggest changes are made to the 

Bill. 

• ‘Natural health products’ are products (for example, kawakawa balm) that are made 

using one or more ingredients from a list of ‘permitted ingredients’, and nothing else. 

The Bill will set out rules for people who make, sell or use natural health products 

with their patients. Although further work is being undertaken in this area, it is 

possible that rongoā Māori will be subject to the rules for natural health products. 

 

A note about rongoā Māori: 

The Ministry of Health is currently considering how rongoā Māori might be regulated by 

analysing the Therapeutic Products Bill to identify any gaps and opportunities to protect 

rongoā Māori, assure whānau safety, and ensure access to the export market for 

practitioners. If you are especially interested in how the Bill may affect rongoā Māori, please 

see our Guide to rongoā in the Therapeutic Products Bill on our website (or search for rongoā 

on www.teakawhaiora.nz). 

https://www.teakawhaiora.nz/our-work/rongoa/
http://www.teakawhaiora.nz/
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What do you think?  

Once the Bill goes to the Select Committee, you can tell the Committee what you think 

about the Bill, including any changes you would like to see. Information about making a 

submission will be available at the Ministry of Health’s website (or search for Therapeutic 

Products at www.health.govt.nz).   

 
Areas of the Therapeutic Products Bill that may be of interest to Māori 

See the table on  page 3.

https://www.health.govt.nz/our-work/regulation-health-and-disability-system/therapeutic-products-regulatory-regime
http://www.health.govt.nz/
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Areas of the Therapeutic Products Bill that may be of interest to Māori 
 

Pharmacy ownership 

• Explanatory note (page 4 - note: the Explanatory note section at 

the front of the Bill has its own page numbering that is separate to 

the page numbers in the main body of the Bill). 

Page 4 of this section notes that existing pharmacy ownership provisions in 

the Medicines Act 1981 will be kept. The current arrangements do not 

allow for iwi or hapū ownership of pharmacies. 

Principles and regulatory framework 

• Section 4 Principles guiding exercise of powers under Act (page 17) 

• Section 239 Exercising powers for enforcement purposes (page 

135) 

• Section 329 Therapeutic Products Regulator (page 170) 

• Section 330 Objectives of Regulator (page 171) 

• Section 331 Functions of Regulator (page 171) 

• Section 332 Performance of functions and exercise of powers (page 

172) 

• Section 333 Regulatory strategy for performance of functions and 

exercise of powers (page 173) 

For example: 

Section 331 Functions of Regulator (page 171) 

This section sets out all the different things the Regulator will be required 

to do. A partial list of these functions includes: 

• Regulating therapeutic products, carrying out post-market 

surveillance and addressing issues related to the safety, quality and 

effectiveness of therapeutic products 

• Monitoring and enforcing compliance with the Act 

• Collecting, analysing and making available (including to the public) 

information about therapeutic products 

• Providing guidance and advice about therapeutic products to 

people the Bill applies to, other people interested in therapeutic 

products, officials, the Ministry of Health and Minister of Health 

• Making official statements 

• Engaging with Māori and other groups. 

 

332 Performance of functions and exercise of powers (page 172) 

This section sets out how the Regulator should carry out their functions. 

This includes: 
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(4) The Regulator must ensure they have the capacity and capability— 

(a) to understand and give effect to the principles of te Tiriti o Waitangi/the 

Treaty of Waitangi; and 

(b) to understand and take account of mātauranga Māori and Māori 

perspectives in relation to therapeutic products. 

Impact on food regulation 

• Section 16 Therapeutic product (page 29) 

• Section 17 Intended for use for therapeutic purpose (page 29) 

• Section 383 Amendment to Food Act 2014 (page 194) 

• Schedule 4: See changes to the food Act (page 232) 

For example: 

Section 16 Therapeutic product (page 29) 

Products intended for use by people for a therapeutic purpose will be 

regulated in the Bill. This means some products which were regulated 

under the Food Act will now be regulated as natural health products. 

Tikanga and kawa considerations for biologics (e.g. blood products, organ donation, skin grafts) 

• Section 32 Biologic and biologic component (page 36) 

• Section 43 Manufacture of medicine (page 41)  

• Section 44 Manufacture of medical device (page 41)  

• Section 47 Manufacture of API (page 44) 

For example: 

Section 32 Biologic and biologic component (page 36) 

Products that have biological components (such as blood donations, skin 

grafts or donated organs) will be regulated as biologics in the Bill. See also 

section 43 and 44 (page 41), and section 47 (page 44) for the manufacture 

of these products. 

Equity considerations 

• Section 60 Fit and proper person (page 51) 

• Section 73 Person in supply chain must comply with qualification, 

training, and competency requirements (page 59) 

• Section 125 Criteria for sponsor of NHP (page 85) 

• Section 159 Criteria for responsible person (page 101) 

For example: 

Section 60 – Fit and proper person (page 51) 

The Regulator can decide who is allowed to carry out the activities that are 

covered by the Bill. Considerations include previous convictions, whether 

the person has ever been declared bankrupt, and whether they are ‘of 

good character’. 
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• Section 182 Licensee and permit holder must comply with 

qualification, training, and competency requirements (page 182) 

Data, research and ethical considerations 

• Section 36 Clinical trial (page 38) 

• Section 204 Compliance monitoring (page 118) 

• Section 206 Power to require person to give information (page 119) 

• Section 342 Sharing of information with regulatory entities, etc 

(page 177) 

• Section 345 Regulator may rely on decisions etc of recognised 

entities (page 179) 

• Section 355 Power of Regulator to act on requests of overseas 

regulators, etc (page 183) 

For example: 

Section 36 Clinical trial (page 38) 

This section sets out which elements of clinical trials will be regulated by 

the Bill. 

 

Section 342 Sharing of information with regulatory entities, etc (page 

177) 

The Regulator may share information with other regulatory entities, 

including overseas regulatory agencies.  

Health practitioners 

• Section 83 Health practitioner: non-wholesale supply (page 63) 

• Section 84 Health practitioner: prescribing (page 64) 

• Section 85 Health practitioner: administering (page 64) 

• Section 86 Health practitioner: dispensing (page 65) 

These sections set out when and how health practitioners can supply, 

prescribe, administer and dispense medicines to patients. In some cases 

this is different to the Medicines Act 1981 and may allow a broader range 

of health practitioners to prescribe, administer or dispense medicines. 

People addicted to prescription or pharmacy medicines (‘oversupplied persons’) 

• Section 226 Regulator’s powers in relation to oversupplied persons 

(page 128)  

• Section 227 Medicine access limitation order (page 129) 

• Section 228 Compliance with medicine access limitation order 

(page 129) 

• Section 229 Statement about oversupplied person (page 129) 

• Section 317 Prima facie evidence of being oversupplied person 

(page 166) 

For example: 

Section 227 Medicine access limitation order (page 129) 

If the Regulator believes someone is addicted to prescription medicines, 

they can issue a ‘medicine access limitation order’ which prevents health 

practitioners from supplying medicines to an addicted person, and/or 

which says the person is not allowed to receive prescription medicines. In 

some cases exceptions can be made to allow the person to continue 

having access to medicines that they need.  
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• Section 260 Offence for non-compliance with medicine access 

limitation order (page 144) 

Section 229 Statement about oversupplied person (page 129) 

The Regulator can make a statement about an addicted person, either to 

prevent them from accessing prescriptions or pharmacist medicines, or to 

help with the person’s treatment for addiction. The Regulator can include 

in the statement any information they think is reasonable for these 

purposes and can share the statement with the people and groups listed in 

this section.  

Consultation 

• Section 346 Advisory committees (page 179) 

• Section 379 Consultation (page 192)  

• Section 356 Application for review of Regulator’s decision (page 

183) 

• Section 357 Regulator to convene review panel (page 184) 

• Section Schedule 3: Reviewable decisions (page 225) 

For example: 

Section 379 Consultation (page 192) 

When making regulations or rules, the Regulator must consult the people 

who are likely to be substantially affected; or who have knowledge, skills, 

and experience of any mātauranga Māori that is relevant, and give them an 

opportunity to comment. 

However, the Regulator does not need to consult before making 

regulations or rules if satisfied on reasonable grounds that not consulting 

is necessary because of a risk to any individual to death, serious injury, or 

serious illness. 

Search and entry related to specific places 

• Section 208 Power of entry (page 121) 

• Section 209 Special requirements at certain places (page 121) 

• Section 210 Inspector’s powers having entered place (page 122) 

• Section 216 Premises restriction order (page 125) 

• Section 217 Compliance with premises restriction order (page 125) 

• Section 240 Entry and search for enforcement purposes (page 135) 

For example: 

Section 209 Special requirements at certain places (page 121)  

This section sets out when and how inspectors can enter and search 

homes, marae, buildings associated with a marae, and treatment rooms. 
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Natural health products 

• Section 18 Naturally occurring thing may be product (page 30) 

• Section 29 NHPs (page 34) 

• Section 30 NHP ingredient, recognised NHP ingredient, and 

additive or formulation aid (page 35) 

• Section 48 Manufacture of NHP (page 45) 

• Section 57 Supply chain activity and person in the supply chain 

(page 49) 

• Section 61 Health benefit claim, permitted health benefit claim, and 

substantiating claims (page 52) 

• Section 62 Standard health benefit claims (page 53) 

• Section 63 Product standards (page 53) 

• Section 69 Controlled activity prohibited unless allowed by licence, 

permit, or subpart 3 (page 107) 

• Section 72 Person in supply chain must comply with rules (page 

108) 

• Section 73 Person in supply chain must comply with qualification, 

training, and competency requirements (page 59) 

• Section 112 Personalised NHPs (page 76) 

• Section 194 Advertising (page 115) 

• Section 190 Misrepresentation about therapeutic product (page 

113) 

• Section 192 Impermissible health benefit claims about NHPs (page 

192) 

For example: 

Section 30 NHP ingredient, recognised NHP ingredient, and additive 

or formulation aid (page 35) 

Products made from one or more of the ingredients on the natural health 

product (NHP) ingredient list, and that contain nothing else, will be 

regulated as natural health products. 

Section 61 Health benefit claim, permitted health benefit claim, and 

substantiating claims (page 52) and Section 62 Standard health 

benefit claims (page 53) 

The Regulator will have to be satisfied that any health benefit claims 

people make about their products (for example, ‘good for sore throats’) 

can be justified either with scientific evidence or evidence of traditional 

use. 

For commercially produced (authorised) natural health products, producers 

can either use a list of pre-approved health benefit claims or apply for 

approval if they want to make a health benefit claim that isn’t already on 

the list. For non-commercially produced (unauthorised) natural health 

products, people who make them may only make health benefit claims 

that are on a pre-approved list. 

Section 63 Product standards (page 53) 

This section sets out the rules the Regulator is allowed to make for 

therapeutic products, including rules about quality and safety, 

manufacturing, labelling, packaging, product information and consumer 

information. These standards apply to both commercial (authorised) and 

non-commercial (unauthorised) natural health products. 

Section 112 Personalised NHPs (page 76) 
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This section sets out when natural health product practitioners are allowed 

to make natural health products for their clients. 

Offences related to natural health products 

• Section 202 Application of Part to products without market 

authorisation and misrepresented products (page 117) 

• Section 250 Offences for misrepresentation about therapeutic 

product (page 140) 

• Section 252 Offence for impermissible health benefit claims about 

NHPs (page 141) 

• Section 253 Offences for unlawful advertising (page 142) 

• Section 264 Strict liability offence—level 2 penalty (page 146)  

For example: 

264 Strict liability offence—level 2 penalty (page 146)  

Strict liability offences are offences that are committed whether or not the 

person knew about the law and whether or not the person had a bad 

intent. There are several offences covered by this section which include 

(but are not limited to) that people who make therapeutic products 

(including natural health products) must have the right qualifications, that 

people must not make unapproved health benefit claims about natural 

health products, that people must not advertise unauthorised natural 

health products, and must meet any product standards. 

 

Some of these offences would apply to people who make non-commercial 

natural health products. 

Prohibitions 

• Section 33 Prohibited product (page 37) - definition 

• Section 71 A person must not administer an NHP to a person by 

injection or parenteral infusion (page 58) 

• Section 69 Controlled activity prohibited unless allowed by licence, 

permit, or subpart 3 (page 57) 

• Section 74 Prohibited products (page 60) – statute preventing use 

• Section 216 Premises restriction order (page 125) 

• Section 222 Product moratorium order (page 126) 

• Section 224 Prohibited product order (page 128) 

For example: 

Section 33 Prohibited product (page 37) 

The Bill allows the Minister to ban therapeutic products if the Regulator 

cannot safely manage their risk.  

 


