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2.24 fInéomnia, NEervousness, qnorexia, and yeight loss.

uUnlike standard tricyclic antidepressants, fFluoxetine's profile of adverse
effects more close}y-resembles ipat of a stimulant drug than one that causes
éedatfon%and gain of wyaight. Among treatment emergent signs and symptomns, the
most common arrects producad by fluoxetine included nausea, insomnia, and
nervousness. [ndeed nervousness was the most comeon adverse sympton cited by
7 fluoxatine patients who eventually discontinued therapy due to an

long-term T itual ‘ :
adverse reaction. {See Section 3.1 of this revieu, and Appendix Tables XIV

through XIX.} In addition, fluoxetine is knoun TO suppress appetite and

produce 0SS oT weight 2as demonstrated in one double-bTind study oT .obese

patients;.(See secrion 3.23 of tThis review.).

It %s'bossible that these adverse effects of fluoxatine treatment may
negatively Jffect patients with depression. Since depressed natients '
freqd@ntly-suffer from insoAnid, nervousnass, anorexia, and weight 1oss, it is
possible; that fluoxetine treatment might, at lteast tamporarily, make their
$11ness Morse. Among alderly, cachectic, anorexic, or physically i1l

).patientéj peduction of natritional intake may have cerious cCONSequUENCes; and

’ perhdpsisuch‘an afrect js related to the decreweuts of hemoglobin discussed

above,

‘Hevertheless the scverity of the risk posed by Tutse effects does not appear
great. -Among patients Who rerminated fluoxatine studies prematurely

ones uhio had The mOST SCVEre nogative reactions) no patient
was reported TO have sufrered 10ss of usignt. Hereover no patients in the
study pﬁ_gcri;tric patients suffared ueight 1oss. However, 252 of fluoxetine
“patients who Terminatod prematirely did Teport nervousness, uhile 20% reporiec
“insomnia, and 5% conplained ot poor appetite (s&e Appendix Table II). AU The
;present;time, it does nuT appear that any serious risk results Trom these
adverse.efrcCis, and such risk as does occur nay Lo eastly manayed by
-discontinuing O¥ changing the treatment.” 4 ,

From & regu]atory‘point of 'view, it would appeéar tnat no stringant actian 1s

requived TO deal witit this prablem. However it way be appropriate to develop
_advisary 1abelling warning the physician that certain signs and symptoms of
_depression may belexacerbaced by this drug. [T the drug’is marketed,
?post-ma%kening studies snould be required TO decermine the Trequency with
'whichifluoxetine gy causo intensifization of tiiece specific cigns- and
symptems oT deprecsive illness. ' o
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« In canelusion, 1T appears that there nay be tnrce possible safety risks and
one passible penariT associated with fluazerine. Patients expaced to this

'fdrug}éﬁou higlier rates of reduced nemaglobin than do patients oo placebo OT

Qimiptamine,,and there may also be a fluoxetina—induced elevation of LDH, It
Sde nnroelaac uhether any of these alterations rerlect clinically signiticant
L T amecinla rhat adverse efrects



