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Internal Memo 

Ministry Of Health 

To: Anthony Hill, Deputy Director-General, Regulation and 
Governance Directorate 

From: Sarah Reader, Manager Product Regulation, Medsafe 

Subject: Referral of New Medicine Applications to the Medicines 
Assessment Advisory Committee 

Date: 1 December 2009 

INFJl~~) ~ For Your: ACTION: (../) DECISION: ( ) 

~<Ol~ \> '~ ~ 

s.ection 20 of the ~edicines Act 198.1..J:~q_u&~~~@~ 
d1stnbute or advertise any new miz=i~c1~~\!ief~~e <fOQ_S"eJ1t b{;_the Minister of 
Health has been notified in the Ne.~)a~d Gaze~1~ti1re the Minister's 
delegate for the purpose~~fng eonsent~~~~.e a new medicine. 

Sect.ion .22 of the ~ . t 1.9 . ~r ~~~if, aft~r ~onsidering an 
application, th~iQ~ not s~~8afconsent to d1stnbute the new 
medicine--s8iulp(ia1Jrant~'fM!l'l.rrsN>eek a recommendation from the 

~~ia't ;(~mittee QR_\ ~~'etision he should make. The Medicines 
~ me YAdvi~ ry Con ittfui (MMC) is the committee established under 

@ ~tiop of th(~~igil)e£YAct 1981 to provide advice in relation to the 

\)8wrov~\"ct[18~ 
fl~~g~Yeted the evaluation of an application for consent to distribute 
Sar e <-'Oral spray Medsafe is unable to recommeno that you grant consent © o~·t e reasons set out in the attached letter to the applicant. 

You are therefore rec9mmended to refer this application to the MMC for 
consideration and to sign the attached letter advising the applicant of your 
action. You will be advised of the committee's recommendation in due 
course. 



r; 
Rec:ommendations: 

1. Refer th . e appl1cati medicine Sati on for consent t . 

2. 

A?visorv Com~~ oral spray to the ~d1s!ri.bute the new =r th• '""h"' '::" o<m•l"ratlo~dioo•• A~•~m•ot 
c ion and th er advi · · e reasons for 1/1ng the applicant of your 

~) 
Sarah Reader 
Manager Prod Medsafe uct Regulation 
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