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Action required by: urgent Date sent {2 Winisier:

Minister's reference: not applicable File number: HC18-02-9-2

T Hon ToHy.Ryall (Minister-of. Health): i3
Title:  Approval to Submit Medicines Regulations Chaing;e%tq&éb}pet
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Legislation Committee T ———
Advice

Reguiations 2002 and the Medicines Regulations 1984 lo: reduce u ru;e‘si osl

lhe Crown, industry, health service providers and consumers; red\/& m'\r§\ annovat o

in the health seclor; address some health end safely risks; ([j’d, up}a exléchmcal &rs)/
Changes include exclusion of certain low risk products 1 em & u’iaﬂon uncf-r i g m ({iiClﬂE‘S
legislation and amendmenis lo labeling, adver-hBR dlspens \and preseribing

 requirements \ Q&K/ < \\w
@©© A0

Veda ci\‘e_cfk "6:‘7\

1. In OQOclober 2010, Cabinet agreed to changes io the Medicines Stﬁmg Order} g

4. The ao dz‘afted ihe altached Cabinet paper for consideration at Cabinet
chnsia{s@% mmittee (LEG). The Cabinet paper seeks authorisation for the Medicines
\Sq dmg Order) Amendment Regulations 2011 and the Medicines Amendment
R@g fations 2011 1o be submitled lo the Execuiive Council. A copy of the Medicines
\/ Sianomg Order) Amendmenl Reguialions 2011 and the MWMedicines Amendment
Regulauons 2011 are atlached to the Cabinet paper for your information. The final cerlified
copies of the Regulations will be submilled direclly lo Cabinei Office by (he Parliamenlary
Counsel Office,

5. If the LEG paper and altached Order in Council are submitied {o he Cabinel Olfice by
i0.00em on Monday 4 July 2011 they can be considered by LEG on Thursday, 7 July and
Cabinet and (he Exsculive Council on Monday, 11 July. To allow the mgjorily of the
amended Regulations o come info force on 1 Augus! 2011, a waiver {o lhe 28 day rule is
sought, The LEG paper seeks a waiver to the 28 day Rule on the grounds that ths
changes confer only Henefits on the public. The amended provisions c¢f the Regulalions
lhat require changes lo adverlising and labelling of medicines have lransilion provisions
unlil 1 February 2012 and 1 Seplember 2012 respeclively. Nole that Regulations 14, 15
and 18 require changes 10 software systems and will come inlo force on 1 December 2011.
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The Ministry récommends that you:

aj

Sign: the aftached Cabinet Legisiation Commilise paper seeking the
Commiltee's authorisation to submit the Medicines (Sianding Order)
Amendment Regulations 2011 and the Medicines Amendment Regulations
2011 to Executive Council

Sign: lhe Order in Council recoimmmending that the Governor-General make tha
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Yes/ No

Medicines {Standing Order) Amendiment Regulations 2011 and the Medicines Yes/N

Amendment Regulations 2011

Office by 10.00am Monday, 4 July 2011,

Forward: ihe Cabinet Legisiation paper and the Order in Counc@%e\g‘apjnfl? Yes
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Barbara i&tp/a\ @ \/\JV«! :gekg&gnatme

Beputy Director-Gencral (Acting)

Policy Business Unit \/s\Q

Ministry of K./gl)lg‘l Contact
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| Managér(Actn >{clor<& Semc\ fTeam 4 | Senicr Policy Analyst
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i’ Pf-ﬁ’c\){:e : Phone: _’ .
Cellphone: ]
(@I‘m istér’s feedback
iy Very poor Poor Neutral Good Very Good
Quality of advice | 2 3 4 B 5
Writing slyle 1 2 3 4 5
Quality of analysis 1 2 3 4 5
Complefeness of infgrmation 1 2 3 4 5

Commeils:
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