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Office of the Minister of Health 

Cabinet Social Policy Committee 

Approval to implement changes to several regulations under the 
Medicines Act 1981 

Proposal 

1. Agreement is sought to issue drafting instructions to the Parliamenta~unsel ~ 
Office to implement proposals discussed in the recent Consultat&tf f?~eyJ 
Proposed Amendments to Regulations under the Medicines~:'()' 0/ © 

Executive Summary ~: \> ~~ 
2. The regulatory framework for medicines is in A~~~; ·, ing~~i J\thi ear, 

the Government agreed to consult on ay~~~ · ~e ~ t~ryl icines 
Regulations 1984 and the Medicines {-s(t~~~\0 de~ g_ ·la itlhs-2002, in order 
to: reduce unnecessary costs for t\i'E( Cfol'{f:J, indu~\fY, ~ ~ ervice providers and 
consumers; reduce barriers.)o-il\noV@9~ in tb~'f!lt \ ~ector; address some health 
and safety risks; and up5J9f~~q~nical m{~~--1; i't!:n'ges were recommended to 
labelling, advertisi'.W~~}Js'g, a?9~~J,~ equirements. 

3. Having c~n icifi'E!~ubm1· i' ,~ted, it is proposed to proceed with the 
original · igJosr s·{as set.Gu · Consultation Paper on Proposed Amendments 
to .fNfJ.Ui (6So- nder t~"ii1 i s Act 1981), and in some cases, make some 
{Uf(nfti:.'atffendme~{' arisl~~ut of submitter feedback. The Minister of Health will 
~~u9rafting~·~l\Cti"!J)S to the Parliamentary Counsel Office to give effect to 
tttese c!latml(: .-;J?se drafting instructions will also include the next periodic 
upd~ ~'ch KJule 1 of the Medicines Regulations 1984. 

Ba~~0 
~\Sin New Zealand, medicines and medical devices are regulated by the Medicines 
\.::::!) Act 1981 and associated regulations, most notably the Medicines Regulations 

1984. This legislative framework is in need of updating, to ensure it safeguards 
consumers while not creating unnecessary barriers to innovation. 

5. Many of the problems in the current medicines legislative framework can only be 
addressed through changes to the Medicines Act itself. While this is likely to 
happen during the current parliamentary term, it is likely to take some time to 
implement a new Act, and some improvements can be made in the mean time 
through amendments to regulations. 

6. Accordingly, the Ministry of Health was directed to progress amendments to the 
Medicines Regulations 1984 and the Medicines (Standing Order) Regulations 
2002. The proposed amendments: reduce unnecessary costs for the Crown, 
industry, health service providers and consumers; reduce barriers to innovation in 
the health sector; address some health and safety risks; and update technical 
matters. 
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7. In February 2010, Cabinet noted the release of the Consultation Paper on 
Proposed Amendments to Regulations under the Medicines Act 1981 [SOC Min 
(10) 1/1, recommendation 6 refers]. The Consultation Paper was released on 26 
February 2010 and submissions closed on 26 March 2010. Eighty-four 
submissions were received. The Ministry has now summarised the submissions 
and provided advice on the issues they raise. A Report of the Analysis of 
Submissions and Final Decisions is attached as Appendix One. · 

Comment 

8. Most of the original proposals amendments were widely supported by submitters, 
and should proceed. Some submitters suggested additional useful amendments, 
and it proposed that these also proceed. The following sections brie~'.;9escribe the 
proposals and main areas of submitter comment. The submis~)\\ ary in ~ 

_Ai"""';' o"' pro,;d~ p mom "ffiflod """";,. ~ ~\;;'> ~ '~ \) 

~@~ ~~©W> 
~~~~~\) 

~@<f&@ ©~wv 
~"~~~\1fa1dv~ o\ Sco~<C 
~©~~~ 
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42. The Ministry of Health also proposes to include drafting instructions for the next 

update to Schedule 1 along with the other proposals set out in this paper, for the 
sake of efficiency. Schedule 1 of the Medicines Regulations comprises a list of 
individual .medicines that are classified as Prescription Medicines, Restricted 
Medicines or Pharmacy Only Medicines. Classifications for new medicines and 
changes to the classification of existing medicines are given immediate effect 
through a time-limited notice in the New Zealand Gazette. Typically, Schedule 1 is 
updated every 12-18 months to include recent additions and changes. This is a 
technical change that does not require policy approval from Cabinet, as 
consultation has already occurred, and the changes notified in the N(vtJ:,ea/and ~ 

Gazette. ~\s;> >"°' \) 
Consultation ~\)\) ~© 
43. The following Government agencies were consul~e@ ~evelop!~f t~~ 

Cabinet paper: The Treasury; the Ministri~s fez<: ~\?7ffa~·~~ icin'\ 
Development, Foreign Affairs and Trid ~ J\199 , theJ.1i{i~:t~ "tne 
Environment; the Environmental Ris ~g ent ~tl'~r~1tY\t e-, ccident 
Compensation Corporation; and ~i\!A~ /:\C::'TIP,ir y~ ~t have been noted in 
the paper. The Deparimet~im~iniste~~~G~ne were provided with a 

copy of the paper. ~>§JJ <()\~~\) 
44. The Ministry~H~ ~ed J\~i;<Si'oi\s on the proposals from a wide 

cross-s~c ·o ·· ~ d s~111 ~l\9lfil~ncluding: District Health Boards; 
govern gJ:i~ gene es!, omR_~r i~involved in the manufacture or supply of 

~!(in $)'.:r.¢ S:ted pr t -Or i'Osmetics; organisations representing those 
s i:ip~er , tfie ac\v~rtisin ctor; groups representing or regulating health 

0 ri>"f sionalS;'in§~i.dyal ealth professionals; organisations delivering healthcare 
rvi~5l~~n~ "Ql:lumer groups. There was also a final brief round of consultation 

wi\f'\ 'W3P &ions representing pharmacists (eg, Pharmacy Guild, Pharmaceutical 
~\l~~r lf' prescribers (eg, Medical Council, College of General Practitioners, 

<0~<l~i ry Council). 

~\\ncial Implications 

45. Costs associated with drafting and implementing the new regulations will be met 
from within Vote Health baselines. 

Legislative Implications 

46. Drafting instructions will be issued to the Parliamentary Counsel Office to give 
effect to the changes through amendments to the Medicines Regulations 1984 and 
the Medicines (Standing Order) Regulations 2002. 

Human Rights and Gender Implications and Disability Perspective 

47. The proposed changes have no human rights, gender or disability implications. 
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Regulatory Impact Analysis 

Regulatory Impact Analysis Requirements 

48. The Regulatory Impact Analysis Requirements apply in this case, and a Regulatory 
Impact Statement (RIS) is attached. 

Quality of the Impact Analysis 

49. The Ministry of Health's Internal Cabinet Paper Committee has reviewed the RIS 
prepared by the Ministry of Health. and considers that the information and analysis 
summarised in the RIS meets quality assurance criteria. 

Consistency with Government Statement of Regulation ~ ~ ~ 
50. I have considered the analysis and advice of my officials, ·~lr@rfsed i~t ((:::> ~ 

attached RIS and I am satisfied that, aside from the \~~~~rtaint~· an, \> ~ 
caveats already noted in this Cabinet paper, the--r@u1al,6r'¥'f)ropo~al 
recommended in this paper: are required i~,\D~~iJU(fV'nteres~yw~\cfeii"'-e the 
highest net benefits of the practical o~~~l~olf[; an,d>~~ ~s\~t~nt with the 
commitments in the Governme~ S~~~1YRegulg~\> \) 

Publicity ~ \:0) 6(\\~ 
51. Once Cabinet has.4a'£ddon~n l~~P\~als, the Ministry of Health will 

publicly release~~&i%~ ;or/~ '\ 'i!Mubmissions and Final Decisions on 
Prop~~~;s to §eal I ·oa uhder the Medicines Act 1981 (attached as 

I_ 

~~~~lcec\ - ou-\ o~ 5.co~<C 

3. Agree to amend the Medicines Regulations 1984 and the Medicines 
(Standing Order) Regulations 2002 to: 
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