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ASSESSMENT

This is the second timme thal we have responded fo the application for Satlw.\ @&'ud {0 its

use for the relief of neuropathic pain and spasticity in multiple 50}610515 To rihe relie K
of pain in advanced cancer. This has been a very controversial subinig fﬂ) q/a(h. Su, 1on 33

application! Having said that, I note that in the original c.onsldm/t??}lgL 03!0 11 \ g e.s\d
new medicine application under Section 21. G W Pharmag e 1cspon o n{\"\‘f]nt
tersely ina letter to MAAC on 2{/11/08. They have ﬁ\\‘sﬁ nios

interpretation, particularly in relation to SludyG "&' ey @ Mhe udcdt
report by from the Centre nf a{d e w\ 1w lhe
assessment of blinding in Phase 3 Sdlwe\ m t 13,' tud} RLGE &Lluszon is that there is
no evidence to suggest that the bh Kﬁh‘ ns\bn,e scn{a ml\\}c 3 )’g%ns‘,d in the three studies.
Also il any subjects did bc¢.01 ul mcn }l fdence in these tnee studies of
any bias in the "lSSERSIlIEHI/-ﬁ «, tmcnt d i at:a)\ sehveen Sativex and placebo for
efficacy, adverse wcrk\or«at;u 1m_r. s,n L., ) kel 1c1c101e f think, answers the

commilice's L(\IC/\ 1 f}‘uduwt L's’l \bi cdi -vilidily,

In resp v uimmi lﬂlC nla Tom ongoing studies, we have been provided with an
6\:5 c restl @11}‘ Q;W\’iS()ﬁOE which is a double-blind randomised placebo-

co ﬂhfd p.u ailL. g .3 fﬂy of Sativex when added to the existing treatment regime in the
reliot DrL f iibl\}qﬁthlu pfml in subjects with muliple sclerosis. A positive regponse has
bu,n L,\ \ »however, it is not stalisticatly significant against placebo {30% vs 45%),

ls dery hwh placebo response and is thought to be related to the higher frequency

(01 S}\RJ ddministration per day. The responses for those taking <8 sprays per day are al
“T&liCi variance {27% vs 13%), and for those taking <12 sprays per day 43% vs 30%
T hezefmc if'the study protocol had been amended to only those patients taking <12 ‘;pmv
per day it would have reached statistical significance (p=0.003}.

Conclusign

My viewpoint in regard to the use of the Sativex application remains the same. [ do think
there is a place for its use under Section 23 in a very Hmited patient group. No doubt further
clinical information will come to hand in the not too distant future.



