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

Proposal
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Amendment Regulations 2011 and the Medicines Amengt gulati «
2011 to the Executive Council. @

Policy @
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%}ns 2011
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edule 1 of the Medicines Regulations 1984, which lists all
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Regulatory impact analysis

5. A Regulatory Impact Statement was submitted to Cabinet With the original

policy proposals [SOC Min (10} 23/1].
Timing and 28-day rule @ «
6. Regulations 14, 15 and 18 will come into force cember 20 dl

allow time for the necessary changes to sof

waiver fo the 28-day rule is sought fo a\ @E gu!atlons to
come into force on 1 August 20 dme r only benefits
to the public. @

Compliance

7. The Regulatjo ly/ r\mh
e
a) théprinciplesof t f Waitangi

tg)}? ealand ghts Act 1990 and the Human Rights Act 1993

\ t199
% rele n?rkte tional standards and obligations
dvisory Committee Guidelines: Guidelines on Process and

C}g ations Review Committee
There are no grounds for the Regulations Review Commitiee to draw the

regulations to the attention of the House under Standing Order 310.

Certification by Parliamentary Counsel

8. The draft regulations were ceddified by parliamentary counsel as being in order
for submission fo 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 webhsite in November 2010. In addition, the Ministry of
Heaith included information about the key changes 1o the regulations in the
March edition of its publicalion Prescriber Update. The Minislry of Health will
also write to responsible authorities and other organisations with an interest in



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 consuited 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 Prime
Minister and Cabinet was informed.

12. In addition, the Ministry of Health received 84 s @ n its cou{\ul
gu

document, Consuitation on Proposed Amen !ai fhe
aff G olders
mal policy

Recommendations ;

Medicines Act 1981 from a wsde cro s
13. The Minister of dﬁf@men s@- 18, Cabinet Legislation Committee

bnei a e make a number of changes to the Medicines
198 e Medicines (Standing Order) Regulations 2002
I’

proposals.

«ca es Acl 1981 to exclude certain low risk products
the Medicines legislation and to amend labelling,

h / ndert
re utéhon
adv |”c Bss‘ensmg and prescribing requirements [SOC Min (10) 23/1)]
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3 Note that the Medicines (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 submission to the Executive Council of the Medicines
(Standing order) Amendment Regulations 2011 and the Medicines
Amendment Reguiations 2011

o

Hon Tony Ryall
Minister of Health

Date: 30 June 2011 @«Q&@%@«
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CAB 100/2008/1

Consultation on Cabinet and Cabinet Committee Submissions

Certification by Department:

Guidance on consultation requirements for Cabinet/Cahinet committee papers is provided in the CabGuide
(see Procedures: Consultation): http://www.cabguide cabinetoffice.govt.nz/procedures/consultation

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

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

Depariments/agencies informed: In addition lo those lisled above, the following departments/agencies have an
inlerest in the submission and have been informed:

The Department of Prime Minister and Cabinet was informed. ; :@ <

Others consulted: Other interested groups have been consulied as EQH &
The NZ Medical Association, GP Leaders Forum and the R @T’GPS we ultedd on lhe
change to the period of supply for prescription medlcmes<\ c>
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Name, Title, Department: Barbara Phillips, D%\Uor Ger%e\ li\%mlstry of Health

pate: 29 g@@é /\@a\g% W
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Certifi cat\{? :\ngc;/r
‘ﬁgé d-Be prepared lo update and amplify the advice below when the submission is discussed at
g Eé et CO{)\TJ lt

The attac e‘dg)(o%sé

(B

e}if? 13 has been consulted with the Minisier of Finance
"]'V! isteriallevel [required for alf submissions seeking new funding]
[] has beén consulted with the following portfollo Ministers:

[ "did not need consultation with other Ministers

Discussion with | [C] has been or [T] will be discussed with the government caucus

Nalional caticus . . .
l~does not need discussion with the government caucus

Discussion with | [[] has been discussed with the following other parties represented in Parfiament;
other parties (] Act Party [ Maeri Party  [.] United Fulure Party
[] Other [specify]
[J will be discussed with ihe following other parties represented in Parliament:
] Act Party [] Meori Party [ United Future Party
[L] Other [specify]
IQ/ does hot need discussion with other parties represented in Parliamenl
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