


Wyeth Pharmaceuticals 

Excerpt from Report of Clinical Study (Feb. 1,200l) 
Protocol 0600D 1 - 159-EU 

Supportive Tables ST9-1 and ST9-2 



SUPPORTIVE TABLE ST9-1. NUMBER (a) OF SUBJECTS REPORTING ADVERSE EVENTS 

oioc~oi 10.26 IDEV 1 CLINICAL INVESTIGATION OF VENLAFAXINE El? PROTOCOL 0600-159 

REPORT 5-5 NUMBER I%) OF SUBJECTS REPORTING ADVERSE EVENTS 

BODY SYSTEM (1) 
NONE Venlafaxlne 75 mg (Carbopol) Venlafaxlne 75 mg (Long) Venlafax~ns 75 ing (Short) 

ADVERSE EVENT (N - 20) (N . 20) (N - 20) (N - 201 

ANY ADVERSE EVBNT 1 (5.0) 10 (50.0) 5 125 0) 4 (20 0) 

BODY AS A WHOLE 1 (5.0) 0 0 0 

ACCIDENTAL INJURY 1 (5.0) 0 0 0 

DIGESTIVE SYSTEM 0 10 (50.0) 5 I25 0) 4 I20 01 

NAUSEA b 10 (50.0) 5 (25.01 4 (2O.Ol 

BODY SYSTM (1) 
Vt?nlafaxlne 75 mg (Wax) Venlafaxlne 75 mg (XR-Capsule) 

ADVERSE EVENT fN - 20) (N - 19) 

ANY ADVERSE EVENT 4 (20.0) 7 (36.6) 

BODY AS A WHOLE 0 0 

ACCIDENTAL INJURY 0 0 

DIGESTIVE SYSTEM 4 (20.01 7 (16 8) 

NAUSEA 4 (20 0) 7 (36 8) 

PAtiE 1 

NOTE llj- BODY SYSTEfl 'TOTALS ARE NOT NECESSARILY THE SUM OF THE INDIVIDUAL ADVERSE EVENTS SINCE A PATIENT MAY 
REPORT TWO OR MORE DIFFEREWT ADVERSE EVENTS IN THE SAME BODY SYSTEM 



SUPPORTIVE TABLE STV-2. NUMBER (a) OF SUBJECTS REPORTING ADVERSE EVENTS BY SEVERITY AND DRUG RELATIONSHIP INCLUDING IDENTIFICATION OF 
SUBJECTS 

03ocT01 10:55 IDEV 1 

REPORT 5-7 

CLINICAL INVESTIGATION Of VENLAFAXINE ER PROTOCOL 0600-159 

NIBIBER (8) OF SUBJECTS REPORTING ADVERSE EVENTS 
BY SEVERITY(l)  AND DRUG RELATIONSHIP(Z) INCLUDING IDENTIfICATION OF SUBJECTS 

PAtiE 1 

TREATMENT : NONE 
TOTAL SUBJECTS. 20 

BODY SYSTEM (3) n1LD MODERATE SEVERE MTAL 
ADVERSE EVENI- REL. NOT REL. REL. NOT REL REL NDT REL. REL NOT REL. 

MY ADVERSE EVENT 0 0 0 0 0 0 . 1 (5.0) 1 (5 01 

BODY AS A WHOLE 0 0 0 0 0 1 I5 01 0 1 (5 01 

ACCIDENTAL INJURY 0 0 0 0 0 1 (5.01 0 1 15 0) 
001-000002 

NOTE. Ill- SEVERITY IS REGARDED AS THE MAXIMUM INTENSITY REPORTED FOR THE ADVERSE EVENTS 
12)- DRUG RELATIONSHIP IS REGARDED AS THE MAXIWUH DRUG RELATED EVENT FOR THE EVENT SELECTED BY THE SEVERITY 
(3)- BODY SYSTEM TOTALS ARE NOT NECESSARILY THE SUM OF THE INDIVIDUAL ADVERSE EVENTS SINCE A PATIENT MAY 

REPORT ‘TWO OR MORE DIFFERENT ADVERSE EVENTS IN THE SAME BODY SYSTEM 



030cToi lo:55 IDEv I 

REPORT 5-7 

CLINICAL INVESTIGATION OF VENLAFAXINE ER PROTOCOL 0600-159 

NIJWER (0 OF SUBJECTS REPORTING ADVERSE EVENTS 
BY SEVERITY(l) AND DRUG RELATIONSHIP(2) INCLUDING IDENTIFICATION OF SUBJECTS 

PAGE 2  

TREATNENT : Venlafaxmc 75  ng  (CarbopolI 
TOTAL SUBJECTS: 20  

BODY SYSTW (3) MILD NODERATE SEVERE TOTAL 
ADVERSE RVBNT REL. WIT REL. REL. NOT REL. REL. NOT REL. REL. NOT REL 

ANY ADVERSE EVENT 10 (50.0) 0  0  0  0  0  10 I50 0) 0 

DIGEST1 VR SYSTRM 10 (50.0) 0  0  0  0  0  10  (50.01 0  

NAUSEA 10 (SO.Ol a  0  0  0  0  10 (50 01 0 
001-000001 
001-000002 
001-000004 
001-000006 
001-000007 
001-000000 
001-000009 
001-000010 
001-000016 
001-000018 

NOTE. (l)- SEVERITY IS REGARDED AS THE NAXINUH INTENSITY REPORTED FOR THE ADVERSE EVENTS 
(2)- DRUG RELATIONSHIP IS REGARDED AS THE MAXIMUM DRUG RELATED EVENT FOR THE EVENT SELECTED BY THE SEVERITY 
()I- BODY SYSTEM TOTALS ARE NOT NECESSARILY THE SUM OF THE INDIVIDUAL ADVERSE EVENTS SINCE A PATIENT MAY 

REPORT TN0 OR NORE DIFFERENT ADVERSE EVENTS IN THE SAME BODY SYSTEN. 



03OCTOl lo:55 IDEV ) 

REPORT 5-7 

CLINICAL INVESTIGATION OF VENLAFAXINE ER PROTOCOL 0600-159 

NIMBER It) OF SUBJECTS REPORTING ADVERSE EVENTS 
BY SEVERITY(l) AND DRlKl RELATIONSHIPlZ~ INCLUDING IDENTIFICATION OF SUBJECTS 

TREATMENT : Venla~axine 75 mg song) 
TOTAL SUBJECTS: 20 

PAGE 3 

BODY SYSTBn (3) MILD M3DERATE SEVERE TOTAL 
ADVERSE EVENT REL. NOT RPL. REL . NDT REL. REL. NOT RBL. REL. NOT REL 

ANY ADVERSE PVEWT 4 i20.0) 0 1 (5.0) 0 0 0 5 (25.0) 0 

DIGESTIVE SYSTRM 4 (20.0) 0 1 (5.0) 0 0 0 5 (25 0) 0 

NAUSEA 4 (20.0) 0 1 (5 0) 0 0 0 5 (25.0) 0 
001-000002 001-000007 
001-000008 
001-000010 
001-000019 

NOTE: (l)- SEVERITY IS REGARDED AS THE HAXIMUM INTENSITY REPORTED FOR THE ADVERSE EVENTS 
(2)- DRUG RELATIONSHIP IS REGARDED AS THE MAXIMUM DRUG RELATED EVENT FOR THE EVENT SELECTED BY THE SEVERITY 
(3)- BODY SYSTEM TOTALS ARE NOT NECESSARILY THE SUM OF THE INDIVIDUAL ADVERSE EVENTS SINCE A PATIENT BAY 

REPORT TWO OR MORE DIFFERENT ADVERSE EVENTS IN THE SAME BODY SYSTEM. 



03OCTOl lo:55 IDEV I 

REPORT 5-7 

CLINICAL INVESTIOATION OF VBNLAFAXINE ER PROTOCOL 0600-159 

NU4BER ItI OF SUBJECTS REPORTINQ ADVERSE EVENTS 
BY SBVERITY(11 AND DRUQ RELATIONSHIP(ZI INCLUDINQ IDENTIFICATION OF SUBJECTS 

TREAlWPNT : Venlafaxine 75 19 k%ort) 
TOTAL SUBJECTS: 20 

PAGE 4 

BODY SYSTW (3) MILD IY)DERATB SEVERS TOTAL - 
ADVERSE WENT REL. NOT REL. REL. NOT REL. REL NOT REL. REL. NOT REL. 

ANY ADVERSE EVENT 4 (2O.OI 0 0 0 0 0 4 (20.0) 0 

DIDESTIVE SYSTEN 4 (20.01 0 0 0 0 0 4 (20.0) 0 

NAUSEA 4 (20.0) 0 0 0 0 0 4 (20.01 0 
001-000002 
001-000007 
001-000008 
001-000010 

NOTE: (lb- SEVERITY IS REGARDED AS THE MAXIMUM INTENSITY REPORTED FOR THE ADVERSE EVENTS. 
l21- DRUU RELATIONSHIP IS REGARDED AS THE MAXIl4W DRW RELATED EVENT FOR THE EVENT SELECTED BY THE SEVERITY 
OI- BODY SYSTEM TOTALS ARE NOT NECESSARILY THE SUM OF THE INDIVIDUAL ADVERSE EVENTS SINCE A PATIENT MAY 

REPORT 3340 OR MORE DIFFERENT ADVERSE EVENTS IN THE SANE BODY SYSTEM. 



030CTOl lo:55 [DEV I 

REPORT 5-7 

CLINICAL INVESTIGATION OF VENLAFAXINE ER PROTOCOL 0600-159 

NUMBER (t) OF SUBJECTS REPORTING ADVERSE EVENTS 
BY SEVERITY(l) AND DRUG RELATIONSHIP(21 INCLUDING IDENTIFICATION OF SUBJECTS 

TREATMENT : VenlaEaxine 75 mg (Nax) 
TOTAL SUBJECTS: 20 

PAGE 5 

BODY SYSTEN (3) MILD MODERATE SEVERE TOTAL 
ADVERSE EVENT REL. NOT REL. REL. NOT REL. REL. NOT REL. REL NOT REL. 

ANY ADVERSE EVENT 3 (15.0) 0 1 (5.0) 0 0 0 4 (20.01 0 

DIGESTIVE SYSTEN 3 (15.01 0 1 (5.0) 0 0 0 4 (20.0) 0 

NAUSEA 3 (15.01 0 1 (5.01 0 0 0 4 IZO.Ol 0 
. 001-000002 001-000001 

001-000008 
001-000009 

NOTE: (l)- SEVERITY IS REGARDED AS THE MAXINUM INTENSITY REPORTED FOR THE ADVERSE EVENTS. 
(2)- DRUG RELATIONSHIP IS REGARDED AS THE NAXIMUN DRUG RELATED EVENT FOR THE EVENT SELECTED BY THE SEVERITY 
(3)- BODY SYSTEM TOTALS ARE NOT NECESSARILY THE SUM OF THE INDIVIDUAL ADVERSE EVENTS SINCE A PATIENT NAY 

REPORT TN0 OR MORE DIFFERENT ADVERSE EVENTS IN THE SANE BODY SYSTEM, 



03OCTOl lo:55 (DEV 1 

REPORT 5-7 

CLINICAL INVESTIGATION OF VENLAFAXINE ER PROTOCOL 0600-159 

NUNBER it) OF SUBJECTS REPORTING ADVERSE EVENTS 
BY SEVERITY(l) MD DRUG RELATIONSHIP(2) INCLUDING IDBNTIFICATION OF 

TREATNENT : Venlafaxinc 75 mg (XR-Capeulc) 
TOTAL SUBJECTS: 19 
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SUBJECTS 

BODY SYSTEM (3) MILD MDDERATE SEVERE TOTAL 
ADVERSE BVBNT REL. NOT REL. REL. NOT REL. REL NOT REL. REL. NOT REL. 

ANY ADVERSE WENT 6 (31.6) 0 1 (5.3) 0 0 0 7 (36.S) 0 

DIGESTIVB SYSTEM 6 (31.6) 0 1 (5.3) 0 0 0 7 (36.8) 0 

NAUSEA 6 (31.6) 0 1 (5.3) 0 0 0 7 (36 8) 0 
001-000009 001-000017 
001-000012 
001-000013 
001-000015 
001-000019 
001-000020 

NOTE: (lj- SEVERITY IS REGARDED AS THE NAXINUM INTENSITY REPORTED FOR THE ADVERSE EVENTS 
(2)- DRUG RELATIONSHIP IS REGARDED As THE NAXIMUM DRUG RELATED EVENT FOR THE EVENT SELECTED BY THE SEVERITY 
(3)- BODY SYSTEM TOTALS ARE NOT NECESSARILY THE SUM OF THE INDIVIDUAL ADVERSE EVENTS SINCE A PATIENT MAY 

REPORT TN0 OR NORE DIFFERENT ADVERSE EVENTS IN THE SAME BODY SYSTEM. 


