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Briefing for decision

Proposals for regulation of advertising in the Medical Products Bill

Security level: IN CONFIDENCE Date: 30 May 2025

To: Hon Casey Costello, Associate Minister of Health

Purpose of report

1. This briefing provides you with proposals for the regulation of advertising i icaI
Products Bill, including advertising of prescription medicines and unap

Summary

2. On 30 September 2024, Cabinet agreed to a Medical Produgts Bill 4-MIN-0115].
On 12 May 2025 you advised Cabinet that final policy a fo he Medical
Products Bill, including on advertising, would be obtai nd of the third quarter
2025 and Cabinet agreed to a sequencing of decisi |II [H2025066030].

3. In developing proposals, we have considered w urrent rules on advertising

are operating effectively, feedback from stakeholdeks and a new review of literature on
the harms of direct-to-consumer advertisinglof prescription medicines (Appendix 3). We

have also considered the extent to whic sals are consistent with the rights and
freedoms protected under the Bill f,Rights Act 1990.
4, The proposed approach provid€s for:

a. a clearer definition of adye an in the Medicines Act, with clear exclusions for
activities such as n reforting, patient and family fundraising activities and
advocacy who inar rpose is not to advertise a specific medical product for

finan@jal gain. The definition of advertising should cover all

ities by, for example, online ‘influencers’.

b. continding to Bllow direct-to-consumer advertising of prescription medicines, as we
dawpot ider that the evidence nationally and internationally supports an
ou n.

the Bill include a regulation making power that could impose restrictions on
cific types of advertising: for example, advertising of specific medicines (eg,
edatives) or advertisements targeting a specific audience or consumer group.

d. enabling exemptions to permit some advertising of unapproved medical products,
for example to health practitioners attending trade shows [CAB-25-MIN-0097.01].

e. that the Medical Products Bill include high-level and universal standards for
advertisements, such as not making false or misleading claims. More specific and
detailed standards should be set in secondary legislation.

5. The current ban on advertising unapproved products is an important tool to protect
consumers and the integrity of the medicine’s approval system and should be retained.
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Likewise, the Bill should enable controls — including prohibitions — on advertising a
medical product for use outside its market authorisation (ie, ‘off-label use’).

6. Appendix 1 shows how different types of advertising would be regulated.

7. We recommend you discuss the proposals in this paper with Hon Simeon Brown,
Minister of Health, and Hon David Seymour, Associate Minister of Health. We will then
prepare a paper for you to take to Cabinet in July 2025.

Recommendations

We recommend you: Q:
a) Note that Cabinet has invited you to report back on the Medical Products %

Bill's approach to advertising and decisions are required to finalise drafting of
the Medical Products Bill

b) Note that in considering whether, and how, to regulate advertisingfwe ftavey Noted
applied the following principles (see further paragraph 17):

i)  regulation should be clear and workable V
ii) the public and the media have a right to publi re4#nd receive

information about medical products

iii) the exercise of patient autonomy and infogmed cOsent requires that the
public can access accurate information ab@ut medical products

iv) advertising regulation should fogus on activities which are intended to
promote use and sales of the p , dirgctly or via healthcare providers

v) health practitioners are tter equipped than the public to
assess the validity of advertisi ims

c) Agree that the Medi du ill should exclude from the definition of
advertising (in primafy, legistagion or via regulations):

i)  public saféty” annouficements, recall orders, public health campaign Yes/ No
statements approved by the Chief Executive of the Ministry of Health,
Phagmac’s aceutical schedule, any statement required by law, and
any ication exempted via regulations

—

iRg of news or a matter of public concern, research, study or Yes/ No
ation, criticism or review, fundraising for a specific product for a

ific person or people, and advocating for a change to Government

olicy

i) recruitment material for clinical trials, approved by a recognised ethics Yes/ No
committee

d) Note that the Government has agreed to progress, via the Medicines Act Noted
Amendment Bill, an exemption for in-person promotion to practitioners, for
educational purposes, who are allowed to supply or prescribe the product in
New Zealand or another country [CAB-25-MIN-0097.01]
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e) Agree that the Medical Products Bill will continue to enable trade show and Yes / No
medical conference exemptions generally consistent with approach adopted
for the Medicines Amendment Bill

f)  Note the Ministry commissioned a comprehensive literature review on direct- Noted
to-consumer advertising of prescription medicines (DTCA-PM) which

concluded there is evidence of both benefits and risks from DTCA-PM, with
neither outweighing the other

g) Note that the absence of compelling harm from DTCA-PM is a relevant factor Note Q
in assessing whether a complete, outright ban on DTCA-PM would be
consistent with the Bill of Rights Act 1990
h) Agree that the Medical Products Bill will continue to allow DTCA of approved /
prescription medicines (subject to recommendation i))
i)  Agree to include a regulation making power to include controls o ifie Yes/ No
advertising practices, including forms of DTCA-PM
j)  Agree that promotion of unapproved medical products icin
medical devices) will continue to be prohibited, except f

i) products which do not need an approval Yes / No

and

ii) promotion authorised by the Director-Geperal ealth Yes / No

iii) in-person promotion to practitioners
allowed to supply or prescribe the produc
country

ucational purposes, who are  Yes / No
ih New Zealand or another

iv) promotion activities exe ia, regulations, such as information Yes/ No
relating to unapproved medi€inesfsupplied to defence personnel (eg,
some vaccines)

k) Agree that advertising for off-label uses of medicines be treated in the same Yes/ No
way as advertisin unapproved products, with the ability to create
latio

exemptions vi

I) Agree that the, Medical Products Bill provide that no medical product Yes/No
advertise ay be false or misleading; contrary to, or inconsistent with

produdGts approval or any legal requirement; or claim that the product is

eventing or treating any condition

e proposals in this paper with Hon Simeon Brown, Minister of Yes/ No
, and Hon David Seymour, Associate Minister of Health

DA BZ-VL& %
Steve Barnes Hon Casey Costello
Acting Deputy Director-General Associate Minister of Health
Strategy, Policy and Legislation Date:

Date: 26/5/2025
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Proposals for regulation of advertising in
the Medical Products Bill

Background

8. On 30 September 2024, Cabinet agreed that the Medicines Act 1981 should be replace
with modern regulation of medicines and medical devices under a Medical ProductsBi
[SOU-24-MIN-0115]. Cabinet also invited you to report back on advertising provigions4
the Medical Products Bill. On 12 May you provided an oral update to Cabinet_paoti
that decisions on advertising and other policy matters would be required b
September 2025 to enable the introduction of the Bill this parliamentary term.Following
this meeting, you agreed a new timing for advice on the Bill [H2025066

Current regulation of medical products advertising

9. Adbvertising of medical products under the Medicines Act 1981 and ulations has four
key features:

edicines) under the

all public. This is subject to general
not stating that the product is
ious safety and other statements.

a. Maedicines approved by Medsafe (except co
Medicines Act, may be advertised to the g
legal conditions such as not being misleadi
infallible or without risk, and the inclusion of va

b. All Medsafe-approved medicines, in ing controlled drug medicines, may be

advertised to health practitiongrs. This is Subject to more limited conditions,
including not being misleading.

¢. No medicine which d
in any circumstances.

d. All medical deyicés m advertised to anyone, subject to legal conditions
similar to e for medicines.
ition

10. The current advertisement in the Medicines Act is very broad and the
Medicines Act doe§ not include provisions enabling exceptions from the prohibition on

advertisi ved medicines [H2024040932]. This prohibition may be modified as
a resul edicines Amendment Bill [CAB-25-MIN-0097.01].

entlygadvertising for medical products and services is generally subject to industry

gulation through the Advertising Standards Authority. Regulatory bodies such as

th@Medical Council also have professional standards around advertising and promotion
roducts and services.

haye Medsafe approval may be advertised to anyone

11.

hy does New Zealand regulate the advertising of medical products?

2. Unregulated advertising can result in the promotion and use of unproven, unapproved
or off-label treatments, which may not be safe or effective. This can result in adverse
health outcomes for patients and increased healthcare costs to patients and the
Government due to complications or ineffective treatments.
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13. Doctors and other healthcare providers rely on accurate information to prescribe
treatments. Misleading advertisements hinder their ability to provide the best care, as
patients might request specific treatments based on incomplete or biased information.

14. Certain groups, such as the elderly, children, and those with chronic illnesses, are
particularly susceptible to the influence of advertising. They may be more likely to try
new treatments without fully understanding the risks, leading to potential health
hazards. There have been examples of this occurring in New Zealand, for example
advertising of Vioxx (rofecoxib) was targeted at certain population groups. This medici
was later found to increase the likelihood of heart attacks and withdrawn from mar

15. A literature review commissioned by the Ministry in April 2025 (Appendix 3) foun
misleading advertisements can lead to increased healthcare costs due to un sa
treatments and hospitalisations. This not only affects individuals but also pl rden
on the healthcare system as a whole.

16. Analysis on the regulatory landscape in other jurisdictions and enfgfcemanit challenges
can be found in Appendix 3.

What should be regulated as advertising? V
4'&0 S

17. In considering the definition of advertising, and any r ns,on the practice, we have
been guided by the following principles:

a. ensuring regulation is clear and workable ( xample, taking into account the
shift in advertising to online platforms) often located in New Zealand)

b. the public and the media have a ri ublicly discuss medical products,
including through reporting, ggview, opinion, advocacy and fundraising

c. the exercise of patient aufon informed consent requires that the public
can access accurate i ion@bout medical products, and to be protected from
false or misleading claifas aB@lit products

d. advertising re ion Should focus on activities which are intended to promote
of théYgroduct, directly or via healthcare providers

e. health s are generally better equipped than the public to assess the
validity of adertising claims; however it is not acceptable for any health product
ver to be false or misleading.

on of advertising

sential that the Medical Products Bill includes a clear and consistent definition of
sing, which applies to medicines and medical devices, including approved and

pproved products. We recommend moving away from the existing definitions in the
Medicines Act as these definitions are not consistent with each other and they have
created uncertainty for industry, researchers and practitioners.

Medicines New Zealand has noted that the Australian Therapeutic Goods Act 1989
defines “advertise” as any statement or image “intended, whether directly or indirectly,
to promote the use or supply” of a product. We agree that this definition is clearer and
recommend aligning the definition in the Medical Products Bill. It also meets the request
of industry for definitions to be aligned with those used in other countries. The exact
wording will be finalised by the Parliamentary Counsel Office.
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Some activities should be excluded from the definition of advertising

20. The Therapeutic Products Act (the TPA) excluded the following from the definition of an
advertisement:

a. public safety announcements
b. recall orders

c. public health campaign statements approved by the Chief Executive of the Minist
of Health

d. the pharmaceutical schedule published by Pharmac
e. any statement required by law

any communication exempted via regulations.

21. We recommend that these exclusions also be used in the Medical Prod i is will
enable some public health campaigns which are currently not per ch as

immunisation campaigns involving unapproved medicines.

—

22. In addition, we recommend that statements included in clinfgal trial icipant
recruitment materials be excluded from the definition dveRtising, provided those
materials have been approved by a recognised ethics itt

23. We also recommend that the following should b @ de

a. reporting of news or a matter of publigc conce
b. research, study or education
c. criticism or review

d. fundraising for a specific gfoductfosfise by a specific person or specific people

(eg, GoFundMe page
e. advocating for a chang&to ernment policy, including public funding of medical

products.

24, Excluding the actiVities listed above would respond to community concerns about the
advertising restgiction§in the Therapeutic Products Bill. The proposed exclusions will
better ensufe that @dvertising regulation does not inadvertently discourage patient
advocacy ane other non-commercial speech.

o%umer advertising of prescription medicines (DTCA-PM)

ith the United States, New Zealand has some of the world’s most permissive
direct-to-consumer advertising of prescription medicines (DTCA-PM).

ertising of opioids and other controlled drugs to the public is banned under the
Misuse of Drugs Regulations, but advertising of other prescription medicines is allowed.

Direct-tg

25.

e recommend continuing to allow prescription medicine advertising

26. We previously advised Parliament that there is no strong evidence that DTCA-PM has
significant negative or positive effects (see appendix 2). A further review of new and
existing evidence in April 2025 found no compelling evidence of harms or benefits to
public health arising from DTCA-PM (appendix 3).
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27. The key findings of this literature review are summarised below:

a. DTCA-PM increases awareness and patient engagement, but often overemphasises
benefits which can lead to further misconceptions. It prompts more prescription
requests, but whether this has positive or negative net effects on health outcomes
remains unclear.

b. DTCA-PM can enhance doctor-patient communication, but may also pressure
prescribers to meet patient demands, which potentially undermines clinical
judgement and the doctor-patient relationship.

c. DTCA-PM drives demand for newer, branded drugs, contributing to higher
prescribing rates and increased healthcare costs, often at the expense of cheapef,
potentially equally effective generic medication.

28. Findings also show that social media marketing of prescription medici mp
benefits over risks, similar to traditional forms of DTCA-PM. Some sqcial osts
may also promote illegal online pharmacies. Subtle forms of advestisi 0 exist,
including through television dramas, which can raise ethical con is supports the
recommendation to regulate advertising, including in onlingforums¥g@wever, controls

will need to be workable, feasible, and reflect New Zealagid's litgited’jurisdiction over
online activity on platforms and sites hosted abroad.

29. While possible benefits of DTCA-PM have been hj ht industry, the 2025
literature review and a rapid review conducted i not find the evidence

compelling. However, in assessing whether
have considered whether a ban would sistent with the right to communicate and
receive information. While rights can be limitad, especially in the context of ‘commercial
speech’, any limitations must be defonstrably justified, proportionate to the outcome
sought, and the right should mpai 0 more than is reasonably necessary to
achieve that outcome.

introduce an outright ban on DTCA-PM we

30. An outright ban on DTGA-PMAwith*no exceptions is likely to go beyond what is
reasonably necessar; ac public health objectives. We note, for example, that
many countries limited forms of DTCA-PM, such as 'disease awareness campaigns'’
(see Appendic 3). The inconclusive findings as to the harms of DTCA-PM also

31. r, th individual and public harms associated with inappropriate advertising
e controls. We therefore recommend a nuanced approach to DTCA-PM,
ontrols and limitations on specific advertising practices.
32. rapeutic Products Bill allowed for DTCA-PM to be limited via regulations. We

end that the Medical Products Bill likewise enable regulations that can limit
ertising of certain products (eg, sedatives, weight loss pills or antibiotics) in the
interest of patient safety. While this will not satisfy some stakeholders who have called
for a total ban, it could be an acceptable compromise between supporters and
opponents of DTCA-PM. Any regulations made under the Medical Products Bill (ie,
controls) will need to be agreed to by Cabinet and comply with the Bill of Rights Act.
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Promotion of unapproved products

33. Under the Medicines Act, it is unlawful to “advertise the availability” of a medicine which
does not have Medsafe approval. There are no exceptions, and no ability to create
exceptions via secondary legislation.

34. We understand that it is the Government'’s intention to permit advertisement of
unapproved products to healthcare professionals under set circumstances for medical
education purposes [CAB-25-MIN-0097.01]. We propose that a functionally equivalent
exemption would be accommodated for in the new regime. We also propose to allow a
health practitioner to request information about an unapproved product from th
product sponsor (but not to enable unsolicited, ‘cold-calls’ to practitioners fro
sponsors).

35. As noted above, we propose that other activities be excluded from the

unapproved because they are unsafe but because th
present in New Zealand — and so there is no com

36. We also recommend that the Medical Products the Director-General of Health
to approve specific promotions involving uflapprovag, products. This power would likely
be used sparingly but would improve rgspofisiveness in, for example, the roll out of
vaccines during a public health emergency.

37. Products which are not require prroval (eg, exempt medical devices) could
S p

be promoted in the same wa roducts.

38. Promotion of unapproved pred ould be subject to all general advertising
standards, other than rélating to the product approval. All promotional activity
should be require close that the product does not have approval in New
Zealand. Secon glsl n could also set specific requirements for promotion of
unapproved ucts®g practitioners.

Off-label a

s are approved under the Medicines Act, they are approved to treat
peci nd|t|ons or symptoms. Approvals of prescription medicines can also include an
up, the number of doses, and other specifics. When the medicine is used
0 ently, this is known as off-label use. We intend that this approach will continue in
Medical Products Bill.

Off-label use relates only to medicines approved by Medsafe, and so it is distinct from
use of an unapproved medicine, discussed above.

41. Some off-label use is supported by good evidence, but some is experimental or has
been shown to be ineffective or harmful. For this reason, we recommend that
advertisements for off-label use be treated in the same way as advertisements for
unapproved products (ie, tightly controlled). As well as ensuring that only approved uses
are advertised, this will also encourage sponsors to ensure their product approval
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reflects current evidence. The Director-General of Health could authorise off-label
promotion in the same way as promotion of an unapproved product.

Standards for advertising

42. General standards for medical product advertisements are currently set out in the
Medicines Act and Regulations. Continuing to have legal requirements for medical

products advertising will ensure a level playing field for responsible advertisers.
43, We recommend that advertising standards in the Medical Products Bill be limited to
high-level requirements which are applicable to all modes of advertising and are ik

to change over time. More detailed standards (eg, over the form of advertising a
required content) can be set in secondary legislation.

44, We recommend that the Medical Products Bill carry over the general rules for advestising
in the Medicines Act. Specifically, the Bill should state that it is an offen edical
product advertisement to include any statement or implication th

a. is false or misleading

b. is contrary to, or inconsistent with: y
i.  the product’s approval (if the product has o an exemption for off-label

promotion has not been granted)
i. any legal requirement

c. the product is infallible in preventing @r treating any condition.

45. We also recommend that the above require ts should also apply to advertisements

to practitioners and for medical ert 0 not require an approval.
Equity

DTCA-PM and health equi A
:N

46. Evidence from th 5 literature review suggests that DTCA-PM affects people
differently dependingyon their health literacy, optimism bias, and health status.

47. er health literacy are more likely to seek further information, while

bias are less attentive to risks and less inclined to do so.

groups appear to be more likely than the general population to make a medical

ointment, or ask a doctor or pharmacist about a condition, after seeing DTCA-PM.
Groups more likely to respond in this way included Maori, Indian and Chinese New
Zealanders, people with lower education or income levels, poorer lifestyle choices, older
people, and people with chronic iliness or poor health.

49. It is not clear whether the evidence outlined above is evidence of harm or benefit, or
simply evidence that people with higher health needs are more likely to seek health
services and advice if prompted to do so.
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Medical products advertising and health equity

50. In relation to medical products advertising more generally, some groups are more
vulnerable to misleading advertising. People with less education, people who are not
fully fluent in English, and people with intellectual disabilities are likely to be particularly
vulnerable. People with serious medical conditions may also be more vulnerable to
advertising which promises ‘miracle cures'.

51. Adbvertising standards in primary and secondary legislation, as well as continued industr
self-regulation and professional regulation, will help prevent and respond to misleadi
and otherwise inappropriate advertising. Details of advertising standards will be
developed following engagement with patient and consumer groups.

Next steps %

52. Once you have discussed the recommendations in this paper with Hon Brown
and Seymour, your office will inform us of the outcome of those diScussiops. We wiill
then draft a paper for you to take to Cabinet later in 2025.

N/
&
N/
N\
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Appendix 1: How proposed regulation would apply

Not regulated as advertising

Advocating for Pharmac to fund a medicine
Recruiting for registered clinical trials*
Product reviews

Public health campaigns involving an approved
or unapproved product (if approved by DG)

Givealittle campaigns for unfunded medicines
News reporting about medical products

Communicating scientific research

Information about a medical condition i
product promoted

Permitted advertising

Direct-to-consumer advertising of most
approved medicines (except controlled drugs)

Promoting specific unapproved or off-label
products, if allowed via regulations

Sponsor providing information about an
unapproved product, in response to a
practitioner request

Promoting approved produc itioners,

including controlled dr edi€ines

Advertising products not required to

have an approv
Promoting ovegd products to

Unlawful advertising, unl

Most advertising of unapproved products

advertising for off-label use

ertising

Any type of advertising banned viaye

Direct-to-consumer adveridisi ntrolled
drug medicines (und isuge of Drugs Act)

ions False or misleading claims

Claims that a product is infallible in treating or
preventing any condition

*The advertising of clinicj trial icipation will be regulated via the ethics approval process.

?\
O
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Appendix 2: Rapid Literature Review: Impact of direct-to-consumer
advertising of prescription medicines (2023)

&

S
K

QQ‘
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Appendix 3: Literature Review: Direct-to-consumer advertising of
prescription medicines (2025)

ENDS.
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