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FDA CONVERSATION RECORD 

Date: October 3, 1990 
Conversation Wdh: Martin Brecher, M.D. 
Ttle/Affiiation: Medical Officer 

Telephone Number: (301) 443-4020 
Regarding 

T i e :  1O:OO AM 

Division of Neuropharmacobgiwl Drug Products 

PAROXETINE: Suicide-Ideation and Violence-ldeatbn: Efficacy 
Review 

SUMMARY OF CONVERSATION: 

Dr. Brecher calledand initially mentioned that the last submissbn was fine and he looked forward to 
receiving the weigM gain Rsponse. He next said he was calling lo inform us of ~ . c o n c S ~ d W h a s  

. 

=&wwbout fluoxeline and he is f o m l  

_.c 

concern. He therefore k requesting that we do the same slnce we have a dtug with a slmaar 
mechanism of actbn. -Hesaid i $ s r e q t j e & j t $ m b ~ - m ~  - *-&-Anom* 
~ ~ ~ ~ ~ ~ t i ~ ; ~ ~ ~ . ~ ~ ~ . a ~ ~ ~ ~ ~ .  

He mentbned that oni$F%&@&t%3vould be to address It from three types of data: 1) completed 
sulades. 2) acts broadly defined as attempted suicides (down to events as small as scratches on the 
wrists), 3) ideation. He sald we should also address the kinds of things mentbned in the article blnBr; 
.;Lekhg.such as obessknal sukdal Meation and worsening 01 the suicidal ideation. Lilly has us'ed the 
approach of koking at patients who had a ' $ $ & I i $ & ~ & ~ ~  
havegone+fWW4:- They presented the differences between patients on placebo, paroxellne and 
adive controls. 

Dr. Brecher said that he is working fun time on the review of efficacy and expects to finish by the end 
of the year (December, 1990). He does not expect to have hls time divided on any other drugs. 
Therefore he would like us to submii this report by the end of November. It does not need lo be 
WlUminOUS ( e p  10 volumes of data listings) as he does not want to review something that lame. It 
will require certain analyses, ahou# be dearly laid aut and should bok at the issues In different ways. 
I mentioned lhat Dr. Tina Blumhardt was already working on this type of document and asked if she 
Could call him for additional inputwnceming the document, He said that would befineA&aiwhe 

khphasked tha? ~ ~ t i ~ ~ s ~ - ~ - ~ ~ ~ - ~ e ~ ~ ~ . ~ ~  t&M &b&ffd. 

He added that he was not calfing from his office, but he would call again later as he is accumulating 

rm m&&-w*& itern and 

some questions concerning efficacy. 
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