In Confidence

Office of the Minister of Health

Chair, Cabinet Social Policy Committee

Therapeutic Products Regulation Paper 1: Context and Overview

Proposal

1 That Cabinet agree the objectives for a new comprehensive, ctive rggulat
regime for therapeutic products in New Zealand and how th il'be achieved. The new
regime will replace the Medicines Act 1981.

Executive Summary

2 Medicines, medical devices, and cell and tissue-théra |es( n@ thereof) are
collectively known as therapeutic products @hd\theyaim revent ill health in
humans. All developed countries regulate.these produ ross their lifespan to ensure,
as far as possible, that the benefits o outweligh the risks.

3 Since the early 1990s there have be empt
with New Zealand’s regulator ime and i
cessation of work on Australia Zeala
announced that work w @gy ence 6fian
Medicines Act 1981 andi ulati%

4 A Therapeutic?z& tor %g‘ replace the Medicines Act 1981 has priority 6 on
the Governme lation % e [CAB Min (15) 5/7 refers]. Advice in this paper,

ss problems and weaknesses
, concurrent with announcing the
eutic Products Agency (ANZTPA), |
comprehensive regime to replace the

the com pa%i pépv Therapeutic.Rroducts Regulation: Paper 2 Proposals for a
Therapeuti ydticts Bill further advice in March 2016 will enable drafting of the Bill.

Itis pr %ﬁat an € draft of the Bill be released for consultation during 2016,
follow infroduction t§/thé House in late 2016 and passage in 2017.
5 The new regi '
sector now
systems
conte

designed to meet the needs of the health and disability support
the future, to give effect fo Government’s expectations for regulatory
dful of the global settings for therapeutic products. Reflecting this
jectives for the regime are that it:

3.1 expectations of risk management and assurance of acceptable safety
5.2 results in efficient and cost effective regulation

5.3 is flexible, durable, up-to-date, and easy to use

5.4 ensures high-quality, robust and accountable decision-making

5.5 is able o sustain capable regulatory capacity

5.6 supports New Zealand trade and economic objectives
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In Confidence

Office of the Minister of Health

Chair, Cabinet Social Policy Committee

Therapeutic Products Regulation Paper 2: Proposals for a Therapeutic Products Bill

Proposal ;g
1 Approval is sought to issue drafting instructions for a compre . cost effective
regulatory regime for therapeutic products to replace the i Act o)

Executive Summary

Therapeutic Products Regulation Paper 1: C erv s'described the
) {% ucts is being
nbe achieved. This paper
seeks agreement to key elements of th ct to the need for:
2.1 alean, principles-based Act c@ egulatory requirements and the
parameters for regulatl d regulat 4% struments that contain the detail of

regulatory requnreme% o
2.2 aregulator that is ible f @gn of the technical regulatory requirements

Iator rs independent of the Minister of Health with
nts that balance regulator independence and

2 This is the second of two papers about Therap o ducts @;t'o . The first,

23 t are consistent with international approaches and

he regulatory requirements for product approval and

delivery of health outcomes. Therapeutic product

license conditions for supply will be based on risk. In both cases
Person is required to be named that can take action in relation to the
rlicensed activity. Provisions will also be made for advertising controls,
ce, audit, post-market vigilance, and enforcement. Exceptions may be

ed by the regulator consistent with the principles.

Background
3 This is the second of two papers being provided concurrently to Cabinet with a view to
decisions being taken on the key elements of new legislation to regulate therapeutic

products (medicines, medical devices, cell and tissue therapies, hybrids, and new
technology) in New Zealand.

4 Paper one has described that the regulatory regime should comprise regulatory
requirements, a regulator and an enabling legislative framework.
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Therapeutic Products Regulatory Regime: overview

1. In November 2014, following your public announcement of the cessation of the ANZTPA initiative,
we proposed the process and timeline for developing a new therapeutic products regulatory regime
(Health Report 20141547 refers). You are discussing the project to develop the new regime with
Minister Dunne and officials on 16 April 2015. To inform that discussion this report:

a. sets out the areas where decisions will be sought over the coming months
b. proposes a framework that will guide our analysis of the issues

c. signals linkages with other streams of work.

> P
Background // L N
O \\ P //\/ \
2. Therapeutic products are medicines, medical devices, cell and trssu/e theraples and\blood and

blood products. They are not ordinary goods of commerce andf resentxserlous rrsks ef harm
especially when used inappropriately. A robust regulatory reglme rs a prereqursrte fothe delivery of
high-quality services (public and private). All developed, economles reguJate\to a greater or lesser
extent. Regulation for medicines is widespread and began fol!owrng;he\1960§thahdomrde tragedy
in Europe. It has extended to the other therapeutlc products over tlme\ \ p

N /

3. While Medsafe and Medicines Control are respected regulators fhere\are serious inadequacies in
New Zealand’s regime that need to be addressed Oncurrentlyf AN

4. As advised in HR 20141547 it is deSIrabIe but/not\essenflal that the regime be in place before
provisions of the Medicines, Amendment Act 2@13\come into force on 1 July 2017. The broad
timeline is that the regime Wi I| be, developed/oveT\ZO‘IS legislative processes will occur over 2016
and implementation in 20 \,\‘The trmeframeﬂs reasonably tight and the Ministry will advise you on
contingency plans shouldthey appear necessary

NDY \\\\>
Regulating therapeutlc p1 oducts

6. The scheme wm apply contro!s on products and related activities across a product’s lifespan: from
clinical trials, through- manufactunng processes, the distribution chain and use, to disposal. Controls
are aimed at ensﬁrmgfhat benefits of products outweigh the risks, that products are high quality,
traceable thrOUQhout the distribution system, appropriately used and accompanied by good
information\?\ppendrx One contains further information.

7. Over the' omrng\months you will be briefed on the following aspects of the regime with a view to
advice being prepared for Cabinet:

a. Pre-market approvals processes — the pathways for approval of medicines, medical devices and
cell and tissue therapies. This will include advice on the extent to which we should do full
evaluations, as compared to relying to some extent on overseas evaluations.

b. Proposed arrangements for regulating activities such as manufacturing, wholesaling, supplying
and advertising therapeutic products.

¢. Post-market surveillance — this refers to the way in which the use and performance of therapeutic
products is monitored and safety issues are identified and responded to.

d. Funding and cost recovery arrangements — including the extent to which the scheme should be
cost recovered from industry and how any cost recovery should be structured.

Page 30f 6



MINISTRY OF
-HEALTH

MANATO HAUDRA

Health Report number: 20150290

e. How the scheme should be administered, including who should hold regulatory decision-making
powers and administrative powers (eg, to appoint committees).

f. The framework for dispensing and prescribing products.

g. Other matters including the legislative arrangements for safety in community pharmacy
(pharmacy ownership), appeal mechanisms, enforcement, and information protection.

h. Implementation — including transition arrangements for products, establishing administrative
arrangements, and costs and off-setting savings.

Designing the new regime

8. In designing the new regime we are aiming to meet the needs of the health and dlsablllty support
sector and ensure good regulatory practice. We are also mindful of/the/ﬁﬂuentlal global\settmgs for
therapeutic products and our small marketplace. Taking these coﬁske\rl\/ons mto ac/coun the table
in Appendix Two contains a set of proposed desired features for thene regime. and\the main
mechanisms that will enable them to be achieved. We wrshio dlssuss ‘this table ywth;you at the
meeting on 16 April with a view to it guiding the l\/llmstry s work oo the detail of the regime.

\‘ \
9. Key issues to discuss include: ,/// /;\\/ &J
N\ oy
a. the extent to which we should do pre-market evaluatloh\of products ourselves compared with
relying on evaluations done by others; and Whether we should approach this issue differently for
different types of products qx \\ // & \ >
” T~ \ \ 7

b. ensuring that we keep the regulatory reglme up -to-dat

\:af:rj;d/’ffleiifble over time

c. ensuring sustainable regulatory capacrty./;/} e .
SN ﬁ\
Linkages //A \\ V) ) AN
NN \\

10. The regime has linkages wrth the foJlowmg prOJects

[N

a. Natural health and supplementary prodﬁcts (NHSP) regulation — the NHSP Bill that will regulate
these products |s/due to- be passed thls year The new regime will need to interface effectively
with the NHSP+ reglme partlcularly, ) erms of definitions of products and in ensuring that there
are no gaps: betweén ‘the NHSP regrme and the new therapeutic products regime as both
schemes V commence atdlfferent times.

\\spects of controlled drugs legislation — this project is looking at the therapeutic uses
(eg, coﬁtrolled drugs as medlcmes addiction services, and clinical trials) and non-therapeutic
uses (eg, cultlvatlon and\productlon of industrial hemp seed and drug testing kits) of controlled
drugs. ltis envrsaged that some or all of the changes from this work would be given affect
through the new reglme

that medlcmes are safe, accessible, and optimally used. The new regime is critical to achieving
these. outcomes The Medicines Strategy action plan focuses on pharmacy issues that intersect
with those aspects of the regime that are to do with patient access and use of the workforce.

11. Associate Minister Dunne has lead responsibility for the latter two initiatives. We recommend that
you forward a copy of this report to him ahead of the meeting on 16 April.

END.

Page 4 of 6



“" MINISTRY OF

HEALTH

MANATU HAUORA

Health Report number: 20150290

APPENDIX ONE: Overview of scheme controls

The scheme will control products and activities by ... in order that ...

» assessing products and issuing approvals (or « the benefits of products outweigh the
approving exemptions) risks when used as intended

e licensing and auditing activities - manufacture, o products are high quality and maintain
supply, promotion, import and export their quality throughout their lifecycle

o sefting standards (eg, labelling, manufacturing) « products are traceable throughout the

 setting and changing access limits (eg, scheduling distribution chain so that problems can
medicines) be quickly addressed

» monitoring products in the market-place (eg, adverse » the appropriate product is u;e@ for the
reactions, product testing) and responding to safety COFTEC'CPUYPOSG /[5”~
issues (eg, recalls, complaints) ° products are not diverted mto/ﬂ icit uses

» monitoring compliance and taking action for non- ° consumers and healfh\p;actltloners have
compliance (eg, suspending, modifying, or revoking good mformat;on aboUt ‘products so
marketing approvals) g Athat benefits /a[e\maXImised

o . . N

+ communicating with the public and health A\\ >
practitioners about safety matters N

e approving clinical trials.
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