PROTOCOL

A DOUBLE BLIND CROSSOVER STUDY TO ASSESS THE EFFECTS OF
SERTRALINE ON PSYCHOMOTOR PERFORMANCE AND INTERACTION WITH DIAZEPAM

INVESTIGATCR

LOCATION

NO. COF
SUBJECTS

DURATION
OF STUDY

START OF STUDY :

Aims

Dr. [. Hindmarch

Department of Psychology,
University of Leeds,
Leeds, U.K.

12 -~ completing the full study period.

4 weeks (for twelve volunteers cto be studied)

February 1983.

(1) Ta assess the effects of sercraline if any, on psychomotor

performance.

{2) To investigate the inceraction witk diazepam and CP-51,974, Lf
any, on psychomotor performance.

o Subject Seleccion Criteria

A. Inclusions:

i.

2.

B/50/70~1/310183

Normal, healthy volunteers between tha ages of L8 and 30

years,

No evidence of concomitant disease based upon history, full
physical examination and clinical laboracory tests.
Laboratory tests results at the scrzening examination must
be within normal limits.
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SUBJECT NAME/IDENTIFICATION
¥

CLINICAL REPORT

PLEASE PRINT ALL DETAILS AND INDICATE WHERE APPLICABLE

SUBJECT NO. B

50..7.0,.1 0O6€E

J 5 1L

INVESTIGATOR ___ Dr. I. Hindmarch Dateof Visit (ot _g .%S

Day Month Year

Age Q@_* year Date of birth 5 ; { ] j%

ot
Sax male D1 Height Srb cm
female* Ei Weight M"_ kg @

*|f famale, please state method of contraception. {If not applicable, please state why}

X .

Written informed consent obtained Yes @l Date I

Smoking: 1 Cigarattes per day Man smoker Ez
3 Pipe gms per week

' 4 Cigars o ——per day

Alcohal;  Regular Dl None D:

Infrequent E Amount per day
PHYSICAL EXAMINATION please comment on any relevant abnormalitias normal Ea
MEDICAL HISTORY pleasa give any relavant detaiis nothing of significance o_

|__Has the subject recleved dny drug therapy during the past 2 weeks?

vor [ ]

CONFIDENTIAL

*if Yes, pleasa specify
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SUBJECT NAME/IDENTIFICATION

STUDY RECORD

PLEASE PRINT ALL DETAILS AND INDICATE E WHERE APPLICABLE

SUBJECT NO.

INVESTIGATOR Or. |, Hindmarch PERICD 1
to21| TREATMENT
STUDY DRUG DIAZEPAM
Day Date No. of Time of Dose Time of
Capsules ingestion {mgs.) ingestion
o 9,3,9%3 1i Qo
2 il,3, %% 10 1S
T 1
3 12,3, %3 Q940
4 M
77
5 )
[] I
g Lt
=7
7 i g
7 [
r03) | CONCOMITANT DRUG THERAPY Nena [0
DRUG (gensric name) U“it:ngf“ F;?_“;::v Date f:'"d ,:"T:l:.: D"':’::”'d Resson for Therapy
y ey, f Pl
§ Ps?.:-lﬂ) 180 @ ® K\\l_l'él“s;_ )@FD \1)"3)93 capace N )
toa1| SIDE EFFECTS Nane [ o
N DUE 7O STUDY
SEVERITY ; TREATMENT | Emrer voge
SIDE EFFECT (please specily) DESTa¢ {I0Etch
Mild  Moderate | Sevare Onsat {Daysl | vas No ? tram Key
1 2 b 1 2 3 below
Key: 1, Disppaared with continued trestment 4. Symplomatic treatmant given
2. Toleraiad with cantinued raaimant 5. Study treatmaent stopoed
K1192 3. Doss of activa freaunant reduced §. Study treatmant tampaorarily stoppea

j
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ADVERSE EFFECTS CHECKLIST HPRU 183 oxwi s

O - 206~ F0-006 .

Patient’s study number

Patient’s initials
Visit number

Daoctor's initials
Data of Visit

EE 1&10)
Tf-}‘-(.f?,-sbqf DHII

day momth  year

[fﬁle 13 l 3!3]11:-13:

PHYSICIAN'S CHECK LIST OF COMMON SYMPTOMS

SEVERITY
Please underline

SYMPTOM

038 Drowsiness s mid, maderate,
’ 73 Insomnia absent, _mild, moderate,
&S Restlassness % mild, maderate,
O 13 Apprehension absant, mild,  moderate,
e Headache absent, mild, moderate,
© 56 Fainting or lightheadedness absent, _mild, moderate,
Q37 Dizziness mitd, modarate,
}0&  Dry moutk miid, moderate,
v o7 Palpitations rild, moderate,
10 3 Constipation rnitd, moderate,
©6 | Blurred vision mild, maderate,
! e " Sweating miild, maderate,
176 Fiushing mild, moderate,
192 Rash ) mild, moderats,

i }7 Nausea mild, modarate;
114} Indigestion ‘ enild, modarate,
O3 weakness absent, _mild, - maderate,
O 5‘1 Tramor absant, mild, modarate,
YMPTOMS (pisase specify, and undarfing savarity)
-+ - %\‘\" mild, modearate,
mild, modarata,

Motus/Pfizer
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Plsase
laava
blank

savere, I:I 2
savera, D 1z
severe, D 23
savere, D 1241
sevare, D 125
severe, D (26}
severa, D 22
savere, D 1280
" severe; | D 1289
severa, D 120}
sevara, I___l 31
savere, - D 2
suvera, D_ml
\_'\
savers, D 13
savere, D 135)
savere, D 136}
savaray i I 137}
savers, D 1381

L]

144 am ram
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ADVERSE EFFECTS CHECKLUIST HPRU 183 oxwi e
e Ees 6%-;’3(—211@:"5 study numt?er: {8.10)

Patient'sinitiats ____
Visit number R 1on \{ D 111

. o day manth  year
ogtar'sinitials . paotvisr | t]1[o]3]8 2]

PHYSICIAN’'S CHECK LIST OF COMMON SYMPTOMS

SYMPTOM SEVERITY Please
- Please underfine :;:;:

3% Drowsiness m mild, moderate, savere, D n
» 2 Insomnia absent, ~ mid, ~ moderate,  savere D iz
Q45 Restiessness m mild, maderate,  savere, D 2
Q13 Apprehension m mild, moderate,  savers, D 240
&’Fn Headache abs;m,' mild, maderate, severe, D 128
054 Fainting or tightheadedness mild, moderate, severe, D 126)
37 Dizziness mild, moderate,  severe, D n
ok Ory mouth mild, moderate, savere, D r=]
7)) Palpitations mild, moderate,  severe, I:I 2
103 constipation mild, moderate,  severe, D 120}
OL ) Blurred vision mild, moderate,  severe, I:' an
1 ¥% Sweating miid, moderate,  severe, D 2)

) 76 Flushing mild, moderate,  suvere, D @

1 72 Rash g milet, moderats, savere, D (4

1 177 Nausea mild, moderate, severs, D (35}
! 1L}, Indigestien mild, moderate,  severe, D 138
032 weakness roild, - maderate, severe, D 1a7
050{ Tremor mild, madarate, savere, D 132

T ONFIDEN

18441
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" ADVERSE EFFECTS CHECKLIST HPRU 183 oxwi us
( O s study number

Patient’s initials ¥~ ___

Visit number $H.',‘ugbﬁf D tm

month  year

Doctor'sinitials . Date of Visit ]jgl o['s [g ISJ {1318}

PHYSICIAN'S CHECK LIST OF COMMON SYMPTOMS

SYMPTOM SEVERITY Pleasa
Plaase underline laave’
blank

<3g Drowsiness gabseuts mild, moderata,  severe, @2

i "y 24 nsomnia absent, mild, moderate,  savere, 22
CJ‘I—S Restlessness ) absent,  mid,  moderate,  severs, e
Q13 Apprehension ﬁ__ mild, moderate,  savere; 24
A Headache absant, mild, moderate, severe, 29

e —

! o%6 Fainting or lightheadedness
[ 037 Dizziness

106 Dry mouth

enild, moderate, severe,

mild, modarate, severe,

L]
L]
L]
L]
L]
]
[
mild, moderate,  severe, D (@
L]
L]
[
L]
[
]
L]
O

Q77} Palpitations mild, moderate,  severe; 129
._ {03 Constipation miid, moderate,  severs, 301
3 Q6) Blurred vision miild, moderate,  sevare, an
: 1;3%' Sweating il moderate,  savera, 1221
; 176 Fushing mild, modarats, suvere, {3
| 1 52 Rash mild, moderate,  severe 4
j 17 Nausea sbsent,  mid,  moderate,  savars, 5
l “l- I'nd[gestion % mild, moderate, severe, 136)
O'32 Weakness pogllh  mid, - moderate,  severa; D an
O Tremor ' absalty mild, moderate,  severe, D e
ANY OTHER SYMPTOMS (plaase specify, and underline severity! {; 0 N FI B E N T l A I_
fge RESSON @ | i, moderate,
@ ""\TM ' mild, madarate,

058 001694
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ADVERSE EFFECTS CHECKLIST HPRU 183 oxowi as-
oErEebreTeneet Patient’s study numt?ar._. EE@ 1810

Visit number Heansbo et r D nn
da month  year

. ua y
Doctor'sinitials . Dats of Visit l t |3 l aLSIg is J (13181

Patient’s initials

Mo Afodlen  fale
PHYSICIAN’S CHECK LIST OF COMMON SYMPTOMS

SYMPTOM SEVERITY Plaase
Please underline laava
bilank
Q3% Drowsiness mild, moderate,  severe, D 20
Insomuia mild, modsrate,  severg, D 122
O445 Restiessness miild, moderate,  severe, D [P
O13 Apprehension mild, moderate, . savere, ) D 124
| 779 Headache mild, moderate,  savera, D 128
056 Fainti lightheadedness aié mild moderate. seve 2
L Fainting or lighthea ?gm, , " e, DI )
O37 Dizziness ahsgnt, mild, modsrate,  severe, D 1n
{0b ory mouth abigant, mid, = moderats, severe, D (2
©711 Palpitations abient, mild, moderate,  severe, D (29
1073 Canstipation abganty miild, moderate,  severe, D 0
ok e ]
! isi mild moderat sey
' Blurred vision ﬂm_,__ il eraie, era, il
|F¥ Swaating absent, mild, moderate,  Severs, D 12
_-f-""_
7L Flushing atgant, mild, moderata,  suvere, D 1
v R PN
1572 Rash absant, mild, modarate, severe, D 134
L .
) 17 Nausea abgsent, mild, moderate,  severe, D asi
} Indigestian akigsnt mild moderate. sevar D (36}
14). Indig __t_‘_f""___a___ 1 2 %
Oy 2 Weakness M mild, - moderale,  severs, D an
-
ooy T abseing mild modarat saver G e
059 Tamor ety it - ,

ANY OTHER SYMPTOMS (piease spacify, and underiine severity)

( 177) @ @ mild, modarate,
—— —

riid, moderate,

058 001695
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ADVERSE EFFECTS CHECKLIST HPRU 188 oww u
oErEeene %_C;::::ﬂ's study numbgrf E[ﬂ 18-10)

Visit number Mo oA D m
day menth  year

Date of Visit [ l I Q—I O|3 Ic’s’ |5J (13180

Patient’s initials

Dogtor's initials

PHYSICIAN’S CHECK LIST OF COMMON SYMPTOMS

SYMPTOM SEVERITY Plaass
Please undarline z:::
O3S Drowsiness absengy mitd, moderate,  sevare, D 21
“ ™., Insomnia alierﬁ_ mild, moderats, savere, D 122
045 Restiessness absant; mitd, moderate,  severe, D 2
0\"3 Apprehension _sbsant, mild, maoderate,  severe, D 24
18 Headache absent, mild, moderate, savere, D 25
=1 Fainting or lightheadednass M mild, moderata, severe, D 126
0'X7T  Dizziness _abssnt,  mild, modarate;  severe, D Zn
lo6 Ory mouth absant, mild, medarate, severe, D 128
o1 Paipitations absent, mild, moderate, severe, D 12
—_—

103 canstipation absent, miild, moderate,  severe, D 1301
Q64 Blurred vision absant, iid, moderate,  severe, D =
< Sweating F_a;hsa_fil!_ mild, moderate, sevara, D (32t

1 74 Flushing absent,  mild, moderate,  severs; D 133
152 Rash ) _absent, mild, moderats,  cevare, [:] 134
1171  Nausea absent, mild, moderate, SEvere, D (35}
“ 4 indigestion absent, mild,, moderats, severe, D 1361
032 weakness absent, mild, - maderals, savera, D on
a 3t q Tremaor __a_hsnlt.__‘ mild, modarate, severe, I:] 5]

ANY OTHER SYMPTOMS (please specify, and underiine severity) c u N

mild, moderate, savare,

mitd, modarate, severa,

058 001696
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Pfizer Timesheet

CONFIDENTIAL

Subject No. &

Waek 3 1 LSEQ
No . Date Day capsules | Tablet [Completed

Thursday

10th March 1 Il -00 ///////

~
Etaren| 2 |05 7777
Week Soth Mareh 3 %-%o f/////j <
U Dmeer 1w | wene )
| <
| ¢ |
e
e | e mi
s | s 77
Saturday 10 ///////

] rch
2 20th March /C
Monday 12
| 21st March

Tuesday 13
22nd March

Wednesday 14
23rd Mareh

Note the time medication was taken in space provided and tick

when each LSEQ is completed.

_.Take 3 capsules at 9.00 am every day from 10th March - 23xd

March. Also during two three day periocds:

14+h - 16th March and 21ist - 23rd March, take one

tablet at 9.00 am with the capsules.
AAANFIACRITIAL
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