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ASSESSl\ !ENT 
This is the second time that we have r-espondetl lo the application for Sative'\-l1;~1~1rd to its ~ 
use for the relief of neuropathic pain and spasticity in multiple sclerosiVl\Kl-hll: tor:lhe re2~ \ 
of pain in advanced cancer. This has been a very controversial subniif\~l.1';;\ l(il'de Sccjion\33v(j \ 
application! Having said that, I note that in the original consideifffiln o\) S,'03!0J! it ,\,t~'lsJi:/ 
new medicine application under Section 2 I. G W Pharma~<§J~·~al~·l\g.ve ~·csp~n~\'(0\1~6\>~at 
tersely in~ Jetter to MAAC on 2 J/l l/08., They ha;•e ta~x~ 1 i(ln lo T~~~ot\p v 
mterpreta\Jon, pan1cularly m relation to Study~l\(lS~O·lPJI.\ ieyJ1t~c'\'i~~-h1c!udcd the 
report b) from the Centre o:t~~t~i' alid /I e<Jl.;(n0~arci1';1g the 
assessment ofblinding in Phnse 3 Sativex~p~l!Fify tuljj~. \1'/}~'~0clusion is that there is 
no evidence lo suggest that the bl~· 1~';f ns,iJ-ce{1 scr~\'~Y\\~pjli'Oli1isccl in the three studies. 
Also if any subjects did becorti01 ~\l)t~cd then ~i(SCJ.!~~Vo\rifcncc in these three studies of 
any bins in the assessmen(;§!2Qi..c1f:e t.ffi'ent c.li:!~~·rRnL-ej)'etwecn Sativex nil(\ placebo for 
efficacy, adverse cverJts,01Cmid)v. rug cl¢'J0--,JHi'u\hcrcforc, I think, answers the 

committee's c~~w~dfug ~~c<tl-1 .t!idity. 

In r<:Jlll~~.p~ndin:;-l\1rth~ul.n· [i·om ongoing studies, we have been provided with an 
o\,6ryilfw i;.ttl0esu~~\';;t,9'WY1S0501 which is a clouble-blind randomised plnccbo­
c~'.l(~hl~I parallc~gib\i'i~utly of Sntivex when added to the existing treatment regime in the 
rclici of c~1ef'fn'c1~rbthic pain in subjects with multiple sclerosis. A positive response has 
bc:en ~e[?1J)Js\~fil~J; ho\\'ever. lt is not ~\ali~licnlly significanl against placebo (501~0 vs 45c}~1). 
Tie~~ \\cry high placebo response ancl is thought to be related tu the higher fi·equcncy 

Co{ s~foy .1dministrntion per day. The responses for those taking <8 sprays per day nrc at 
g_r,a~1t~r variance (27~'0 vs 13%), and fOr those taking< 11 sprays per day 43'Yc1 vs 30~10. 
~r-herefore, if' the study protocol had been amended to only those pnticnts Inking <I 2 spruys 
per day it would have reached statistical significance (p~0.003). 

Cone lusion 
:vly viewpoint in regard to the use oft11c Sativcx applicmion remains the same. I do think 
there is a place for its use under Section 23 in a very limited patient group. No doubt funhcr 
clinical infom1ation will come 10 hand in the not too distant future. 


