giving the 13%). Some patients repo

trials, 37% with
Tricyclic patie

with tricyclics. Z) Encourage physicians to ungerstand thg
ness of subtracting the placebo rate from the rug 138
(this suggests the maximum real drug effect) and p
these values are relatively Jow. 3) Deal with the
truly unique group. g

ACTIVATION AND SEDATION IN FLUOXETINE
CLINICAL TRIALS

p0th activatian (nervousness anxiety. agita-
ation (somnolence, asthenia). Approximately
' S might be expected to report activation during acute

therapy and

therapy with fluoxetine which was not present prior to
) attributed to fluoxetine (in trials,

attributable to fluoxet; ne)
exXpected to repor - ith fluox

to the drug (in trials, 28% with fluo

sedation during therapy and are i

Tricyclics produce more seda

vition can
Occur. Approximately 4% of

Cted -report
activation- during acute th mines) which was
notl present prior to the uted to the

tricyclic (in trials,
the 4%). Approximate
sedation with tri

with placebo giving
xpected to report
buted to the drug (in

0 giving the 23%).

QOLY aplivation and sedation, as
¥ both percentages.

ricyclics and tricyclics are
difference in activation

g (192 vs. 4%) is greater than the
v 3%). Psychiatrists may focus more .
Sed Lo the values with placebo rate
fluoxetine and 22% tricyclic; sedation -

ciic. A clinigian 1s much less concerned

impact of the event on his patient. The
nce of these events will be relative to past
jcian liking doxepin and/or amitriptyline with

more seda and perhaps less activating activity than the
| Faverage numbers above, will be especially Iikely to find
the 11 ference substantia). -

stions may be helpful in presenting this information to
1) Emphasize that discontinuation Fates are low and

ghest discontinuation rate is for the sedation associateg

¢l - |

[Ehwe (18 24



ACTIVATION-1: One

- SED: See

n more \g
insomnia: -
d one

ACT-2 SED: 0

KEY TO GROUPS

or more of nervousness, anxiety, agitation, insomnia;

. but neither somnolence, asthenia.
SEDATION: One or both af somnolence, asthenia: :
| but not any of nervousness, anxiety, agitation, insomnia.
MIXED: One or more of nervousne nxiety, agitati insogMhia;
_— and one or both of somn sthenia.
ACT=2: . Dne or more of nerv sS 1ety, agi-Q.
but not insomnia: . -
but neilther somngl ’ henia.
INS: Insomnia; _ _
| but not any © volgness . an: 1tation:
but neith

3
ety, aéitation;

asthenia.

f nervousness, anxlety, agitation:

h of snmnnlggce, asthenia.
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