







































































DRAFT FOR MINISTER 11 MARCH 2016

In Confidence

Office of the Minister Health

Chair, Cabinet Social Policy Committee

Therapeutic Products Regulation: further policy approvals

Proposal

1

That Cabinet agree to further drafting instructio @ iss the
Therapeutic Products Bill. The Bill is due for mtrodu@ ate 2016

Executive Summary

2

Further to Cabinet decisions in Novembe @\m the s %context for the
therapeutic products regulatory regim g@ the new regime, this
paper seeks decisions on several d sues der/that further drafting
instructions can be issued. The d ke osals on each are set out
briefly below. These propos een ed to give effect to the
objectives agreed by Cabme egulat |me including that it be high
quality, cost effective, and susta

21 Clinical trlal q :r ational norms in respect of scope
(trials of a pro be covered) and regulatory powers
(sufﬂmentt ide ad tectlon

ic

22 Cell ue product regulation — all such products
(i cl issue fo ediate transplantation and xenotransplantation)
e within the cope of the regime with the ability for the most

ally ed tissue (eg, organs for transplantation) to be
mpte market controls.

Pre |n and dispensing - legislative controls on prescribing

ould sit under the Health Practitioners Competence Assurance

20 3 and under the jurisdiction of the Responsible Authorities

ta ished by that Act. Final approval of prescribing authority should rest
the Minister of Health.

2.4 Pharmacy licensing — pharmacies should continue to be licensed.
Requirements to be met before a licence is granted should focus on
ensuring the integrity of the supply chain for therapeutic products and
upholding professional pharmacy standards. Restricting ownership of
pharmacies to pharmacists is not required to meet these objectives.
Controls will continue to be required, however, to limit prescriber interests
in pharmacies.

2.5 Import and export — these activities require regulatory oversight via
licensing and notification respectively. In addition the regulator should
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Placement of provisions

42. note that discussions with the Parliamentary Counsel Office and the Legislation
Design Advisory Committee about the placement of key provisions in the legislative
hierarchy indicate that generally core definitions should not be included in third tier
legislation (as was initially proposed)

43. agree that officials continue to work with the Parliamentary Counsel Office and the
Legislation Design Advisory Committee on placement matters with a view to the
legislation being as enabling as possible while also providing certainty as to the
scope of the regulatory regime and its requirements

zport

44. ag on
ins ‘ uld
be )

45. ag e by June 2016
on ied biotechnical
pre » clinical trials of
thi

Proces

46. ag osure draft and
su! r report back to

= ght to introduce
the significance that
shi

47. ag alth release this
pa gulatory impact
ste 5 to the papers
col

[Authol

Hon Dt

Ministe
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