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1.17 Duration on Fluoxetine .- -

The Company provided the ro]]ou1ng anaLdoun of ics total fluoxatine cohort by

length of exposure as tollows (Yol. 1.76, p. 025):
Table 2
Na. of Davs ' ro. of Patients
. <y | . 1n
: 14-30 : » 1009
31-30 ~ 774
< 91-182 - 393
5 183-363. | -~ 218
y >385 . ' . 74%

g ~Thres dystonia musculorum deformans patients have
3 been on fluoxetine Tor mors thzn two yaars, one
s of them. for more than four yaars.,

.2 MNon-Domestic Marketing txperience

K F]u‘oxet"ine'har not been marketed outside the U.S.A. However, the company i<
" presently engaged in studies overseaas witn the notive of eventua] marketing.
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“ To date- a]l udv rsz events c¢ccurring oversaas have ocen submitted to IND.

.3 .Cafastfophi: and Serious Events and Seriously sonormal Laboratory Findings

) ‘general these advérse events were repartad by ine Conmpany in the individual

.safety summaries or in & special section ©F events “requiring further comment.”

fin add?tion: such reactions were discovered by reviuufng all the laboratory

-

.data and a]i the Cur]x termination sumiaries of patieats panricipating in Jate
-2se II and Phase 113 clinical trials. 52 cases were se]ected where

ratory valuas were egregiously abnorma] or reascns for early termination

--~sed concern. Tnese 52 cizes were then cubjected to review nf case reports

on microfiche. Certain additional adverse events, nutT reported by the
Company, which were revealed on microfiche, are ilso included in this
tabulation. _In most cases, Tnese adverse events involved the onsaC of an
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unreported psychocwc epicoda.






