
In Confidence 

Office of the Minister of Health 

Cabinet Legislation Committee 

Approval to implement changes to the Medicines Regulations 1984 and the 
Medicines (Standing Order) Regulations 2002 

Proposal 

1 This paper seeks authorisation to submit the Medicines (S\~.i!Jg Order)~ 
Amendment Regulations 2011 and the Medicines A~~i)'ej1~~ulati?~. 
2011 to the Executive Council. ~ \) \) \> ~ ~ 0 

:olic~he purpose of the Medicines (Stan~· @~~~'"~~0~2011 
and the Medicines Amendmen~eb\)lflt <is--201~ tq u0iate aspects of the 
regulatory framework for mediGill e ~h)ir er~. \E(9Uce)unnecessary costs for 
the Crown, industry,. hepl.tJ'\~er/i provi~ei:_s, 'F)r ~~sumers; reduce barriers 
lo innovation in thes:h~th'3€J'clor; ap~~~ ~ealth and safely risks; and 
update technic9l~lW.§V Ch~~· ~~~utie exclusion of certain low risk 
products fror.i..zes..uta)ion und7'.'. t e eaicines legislation and amendments to 
lab~llin ~~'g-; d~~ n prescribing requirements. 

3 (1@)~1 ~~~re iou~~~ decisions [SOC Min (10) 23/1], the Medicines 
~~ d en ~ \Jl~i~s 2011 and Medicines (Standing Order) Amendment 

~~~~~''"'"' -



-

o) Up"" Schod I -
classified medi~i~e 1 of the Medicines R . 

s. egulat1ons 1984 , . , VI h1ch lists all 
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-· Regulatory impact analysis 

:imi::::~:::::I:~:~~ ~i~~;;)'i,~J' '"bm••d to C=~~ orig~ 
6. Regulations 14, 15 and 18 will come into forc~p-"'-~tSe~Ber.JQ.\'\ ~ill 

allow time for the necessary changes to,,be~ovso~~~~e~~. A 
waiver to the 28-day rule is sought to aUt{~~ rffer(ainc;j_e{ oft~ ~\&gulations to 
come into force on 1 August 2~11\\._~~~~;:?dmee!(\~iJl\GQdf r only benefits 

Comt'.:,::::oblio /CJ\S>'§j) ~~~\) \) 
7. The Regulaf0~J~~ith: @\SV 

a) h ~fie P,les oft 'r~ f Waitangi 

':/ riv~~~t 199 
0 rele\{<\n. t131 e i nal standards and obligations 

e)~~(lv dvisory Committee Guidelines: Guidelines on Process and 

~<0~~ne 
rr:\~l~ions Review Committee 

~l v There are no grounds for the Regulations Review Committee to draw the 
regulations to the attention of the House under Standing Order 310. 

Certification by Parliamentary Counsel 

9. The draft regulations were certified by parliamentary counsel as being in order 
for submission to Cabinet. 

Publicity 

10. The Report of the analysis of submissions and final decisions on proposed 
amendments to Regulations under the Medicines Act 1981 was published on 
the Ministry of Health website in November 2010. In addition, the Ministry of 
Health included information about the key changes to the regulations in the 
March edition of its publication Prescriber Update. The Minist1y of Health will 
also write to responsible authorities and other organisations with an interest in 
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the changes to update them on the changes, including the decision not to 
proceed with the change to the period of supply for prescription medicines. 
Medsafe will also publish information about the changes affecting industry on 
its website and in its regular communications with industry groups. 

Consultation 

11. The following Government agencies were consulted on the development of the 
policy: The Treasury; the Ministries of Consumer Affairs, Economic 
Development, Foreign Affairs and Trade and Justice; the Ministry for the 
Environment; the Environmental Risk Management Authority, the Accident 
Compensation Corporation; and PHARMAC. The Depart~ of Prin~ 
Minister and Cabinet was informed. ~ "\;:? >"" \) 

12. In addition, the Ministry of Health received 84 s~m~· ~~~'i?s co1~I~ 
document, Consultation on Proposed Amen~~A.(8! ~'~Vgul~i~ uu~ei>the 
Medicines Act 1981, from a wide cro s-~-Ei.<~~0~ a~ct..(\~.)\§eMolders. 
Feedback from this consultation wa ~0 i;iofate~(~ '\~g, nnal policy 
proposals. ~~\2:::::'./ 

Recommendations ~ ~~~ 
13. Tho Miohrtoc of)'~~'" ,~'olbioot logi'l'lioo Com mitt~ 

1 Noj!? tlc;:~ihet a9f~e / · Q ea number of changes to the Medicines 
R~g:ilja · rt?198~- 1 • Medicines (Standing Order) Regulations 2002 

@
\\v1a~ nder th<e'\ ~i 1c1 es Act 1981 to exclude certain low risk products 
>~ r~ulation Q1 ler the Medicines legislation and to amend labelling, 

0 ad~(ztl\{g~sf}ensing and prescribing requirements [SOC Min (10) 23/1] _ 

?~~~)J," c~ e d - <'.lu\· o~ Sc o? <. J 
fF\'\ 3 Note that the l\!ledicines (Standing Order) Amendment Regulations 2011 
\::::}) and the Medicines Amendment Regulations 2011 give effect to the 

decision referred to in recommendation 1 above. 
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.. 
6. Authorise the (Standing or submission to th Amendment der) Amendment e Executive Coun . Regulations 2011 Regulations 2011 c1I of the Medic· and th 1nes 

~~ovVJ ' Med;oloee 

-
H?n. Tony Ryal! 
Mm1ste f r 0 Health 

Date: 30 June 2011 
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CAB 100/2008/1 

Consultation on Cabinet and Cabinet Committee Submissions 

Certification by Department: 

Guidance on consultation requirements for Cabinel/Cabinet committee papers is provided in the CabGuide 
(see Procedures: Consultation): http://WMN.cabguide.cabinetoffice.govt.nzlprocedures/consultation 

Departmentslagencies consulted: The attached submission has implications for the following 
departments/agencies whose views have been sought and are accurately reflected in the submission: 

The fol/owing Government agencies were consulted on the development of the policy: The Treasury; the 
Ministries of Consumer Affairs, Economic Development, Foreign Affairs and Trade and Justice; the Ministry 
for the Environment; the Environmental Risk Management Authority, the Accident Compensation 
Corporation; and PHARMAC. 

Date: 

Discussion wil/J 
National caucus 

Discussion with 
other parties 

Portfolio 

140ll7vl 

has been consulted with the Minister of Finance 
[required for all submissions seeking new funding] 

D has been consulted with the following portfolio Ministers: 

[id/did not need consultation with other Ministers 

D has been or D will be discussed with the government caucus 

fbJ/does not need discussion with the government caucus 

ID has been discussed with the following other parties represented in Parliament: 

D Act Party D Maori Party D United Future Party 

I D Other [specify] 

Jo 
I 

wilt be discussed with the following other parties represented in Parliament: 

D Act Party D Maori Party D United Future Party 

D Other [specify] 

i ~does not need discussion with other parties represented in Parliament 

Dale I Signat~re 
l~o\/L,A._, ! I 


