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JANUARY 29y 1985

‘RE: FLUOXETINE REGISTRATION

OQUR -CONFIRMATION THAT FLUOXETINE ués'
ION A AT THE BGA ON JANUARY 218T.
70 BE THE REASON THAT THE REGISTRATION

WE INOFFICIALLY RECEIVED
LISCUSSED BY THE COMMISS
TWO MAJOR CONCERNS SEEM

S

THIS MAY BE DUE TO THE EXPERIENCES ]

. EFFICACY GUESTIONED:
TCATIONS USED IN UNITED STATES

IN. STUDY DESIGN AND CLASEIF
" YS, GERMANY..

, BUICIDAL RISK

IT SHOULD BE EMFPHASIZED AT ‘THIS TIME WE HAVE DMLY FPRELIMINARY

INFORMATIOM, WE EXPECT THE OFFICIAL LETTER WITHIN 4
WEEKS WHICH WILL PROVIDE US A CLEAR UNDERSTANDINB_DF ALL ISSUE

AND HOW WE ARE TO REACT.

IN THE MEANTIME THE FOLLO
oM FLUOXETINE: ™ ™
MEZETING SCHEDULED ON MONOAY AFTERNOON, FEBR, 4TH, AT 1 P.H.
WITH DUR CLINICAL EXPERT TO DISCUSS THE POSSIBLE RAHIFICATIONS -
OF THE BGA‘S FOSITIONS TOWARDS THE FRODUCT.

LERDERS ON THE BGa
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© IMMEDIATE FOLLOW-UP- ON ALL KEY OFINIUN
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COMMISSION FOR SELECTEL VISITHTION NEXT WEEK. 5’
COMTIMUE TO FLETHER EXFEDITE OUM LOLAL. GEFMAN FLUOKETINE
CLINTCAL TRIALS.

THENTIFY THE FOSSIELE LEGAL ALTERNATIVES AND TIMING IMFLI-
CATIONS TH&T MAY BE ENCOUMTEKEL WITH THE EGA ON FLUOXETINE.
DETERMINE THE EGA ACTIONS INITIATED TOWARDS LUPHAR DURING
THEIR PRODUCT REVIEW SUBMISSION. . R

IT IS OUR INTENTION TO REVIEW ALL APPRDP#IATE COMMUNICATION
ICIAL RESFONSE EY THE BGA. ALL FER-

K]

.CHANNELS FRIOR TO THE OFF '
E COMHUNICATED TO KEEP EVERYONE .

TINENT INFORMATION WILL E
INFORMED ON THIS IMFORTANT ISSUE.

. REGARDSy . ,
WERERy HJ (GEL)
CHANDLERy TA (GEL)
HavYR: G - (GE1)
3401291418
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