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Appendix D, Table Sa
Adverse Events (1] By Center
[Safety Evaluable Patients)

Center: POINDEXTER (#21)

Gestational Total Number Fisher's '
Age Number of Pts exact | Number R -Severity. -....... ..., -
Body System/Event (2] Group (3] of Ptas w/Event p value of Events Mild Moderate Severe Unknown
ANY EVENT <63 Days (All) 71 71 (100%) IR 357 151  (42%) 160 (45%) 46 (13%) 0
<49 Days (Group 1) 28 28 (100%) 112 50 (45%) 57 {51%) 5 (4%) o
50-56 Days (Group 2) 26 26 (100%) 128 52  (41%) 52  (41%) 24 (19%) 0
57-63 Days (Group 3) 17 17 (100%) 117 49 (42%) 51  (44%) 17 (15%) 0
SKIN AND APPENDAGES DISORDERS
ANY EVENT <63 Days (All) 71 1 (1%) 0.23194 1 0 1 (100%) 0 0
<49 Days (Group 1) 28 0 0 0 0 0 0
50-56 Days (Group 2) 286 0 0 [ 0 0 0
57-63 Days (Group 3) 17 1 (6%} 1 (] 1 (100%) 0 0
SWEATING INCREASED ' 63 Days (All) 71 1 (1%) 0.2394 1 0 1 (100M8) 0 0
s49 Days (Group 1) 28 0 0 0 0 0 0
50-56 Days {(Group 2) 26 [ 0 0 0 0 [
57-63 Days (Group 3) 17 1 (6%) 1 0 1 (100%) 0 (1]
CENTR & PBRIPH'N!RVOUS SYSTEM DISORDERS
ANY EVENT 263 Days (All) 71 28  (39%) 0.0057 42 15 (36%) 19 (45%) 8 (19%) 0
s49 Days (Group 1) 28 15  (54%) 16 7 (44%) 7 (44%) 2 (13%) 0
' ’ 50 56 Days (Group 2) 26 4 (15%) 7 1 (1a%) 3 (43w) 3 (43y) 0
57-63 Days (Group 3) 17 9 (531%) 19 7 (37%) 9 (1Y) 3 (16%) 0
I
[1] Includes all} adverse events reported at any point in the study, regardless of causality. PEEN ';
12} NOS = Not otHerwise specified B i n
{3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal u]Trasoqography.
(4] Events in this body system occurred during the study blood sampling. 1 f
- ) ' i
|
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 3I0NOV9IB:10:44 FINAL
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Appendix D, Table 5a (Continued)
Adverse Events [1] By Center
[Safety Evaluable Patients]

Page 2 of 12¢

Gestational Total Number Fisher's
Age Number of Pts exact Number - - --- - R Severity - .---- S
Body System/Event (2] Group (3] of pts w/Event p-value of Events Mild Moderate Severe Unknown
CENTR & PERIPH NERVOUS SYSTEM DISORDERS (cont.)
p1zz1Nesh 63 Days (All) 71 3 (4%) 0.0119 4 1 (25%) 2 (50%) 1 (25%) L]
<49 Days (Group 1) 28 0 0 0 0 0 1)
50-56 Days (Group 2) 26 0 0 0 [1] 0 0
57-63 Days (Group 3) 17 3 (18%) 4 1 (25%) 2  {50%) 1 SZS\) 1]
i
HEADACHE £63 Days (All) n 26 (37%)  0.0145 16 14 (39%) 16 (44%) 6 (17v) 0
49 Days (Group 1) 28 14 (50%) 15 7 (47%) 7 (47%) 1 (7%) 0
50-56 Days (Group 2) 26 4  (15%) 7 1 (14%) 3 (43%) 3 (43y) ]
57-63 Days (Group 1) 17 8 (47%) 14 6 (43%) 6 (41%) 2 (law) 0
MIGRAINE %63 Days (All) 71 2 (3%) 0.7070 2 4] 1 (50%) 1 (50%) 0
549 Days (Group 1) 28 1 (4v) 1 0 0 ] 1 (100%) 0
5S0-56 Days (Group 2) 26 0 0 0 0 0 0
5763 Days (Group 3) 17 1 (6%) 1 [ 1 (100%) Q9 0
PSYCRIATRIC DISORDERS
ANY EVENT s63 Days (All) 71 5 (7%) 0.7284 10 6 (60%) 3 (30%) 1 (10%) 0
s49 Days (Group 1) 28 2 (7%) 3 2 (67%) 1 (33%) 0 [/}
50-56 bays (Group 2) 26 1 (4%) ] 4 (100%) 0 0 0
57-63 Days (Group 1) 17 2 (12w) 3 0 2 (67V) 1 (33W) 0
ANXTETY =63 Days (All) 7 3 (4%) 1.0000 6 S (81%) 1 (17%) 0 4]
€49 Days (Group 1) 28 1 (4%) 1 1 (100%) ] 0 0
. 50-56 Days (Group 2) 26 1 (4%) 4 4 (100%) o' [\ 0
T S7-63 Days (Group 3) 17 1 (6%) 1 ] i ! 1 (100%) 0 0
LY -
L
1] Includes all adverse eventbh reported at any point in the study, regardiess of causality. j
[2] NOS = Not otherwise specified ,
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel . SAS IONOV9B:10:44 FINAL
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Appendix D, Table 5a (Continued)
Adverse Events [1] By Center
{Safety Evaluvable Patients)

Page 3 of 120

Gesgtational Total Number Figher's
Age Number of Pts exact Number .-l Severity----- - ------- .
Body System/Event (2] Group 13} of Pts w/Event p value of Events Mild Moderate Severe Unknown
PSYCHIATRIC DISORDERS (cont.)
INSOMNIA s63 Days (All) 71 3 (4a%) 0.4523 4 1 (25%) 2 (50%) 1 (25%) 0
549 Days (Group 1) 28 2 %) 2 1 (50%) 1 (50%) 0 1]
50-56 Days (Group 2) 26 1] 0 0 0 0 ]
57-63 Days (Group 1) 17 1 (6%) 2 0 1 (50%) 1 (50%) 0
GASTRO- INTESTINAL SYSTEM DISORDERS
ANY EVENT s63 Days (All) 71 52 (73%) 0.1254 123 S1  (41%) 53 (43%) 19 (15%) 0
549 Days (Group 1) 28 17  (61%) 30 14 (47Y) 14 (47%) 2 (7%) 0
50-56 Days (Group 2) 26 20 (77%) S0 18 (36%) 21 (42%) 11 (22v) 0
57-63 Days (Group 3) 17 15 (88%) 43 19 (44%) 18 (42%) 6 (14%) 0
ABDOMINAL PAIN (STOMACH AND 'INTESTINAL) 63 Days (All) 71 2 (3%) 1.0000 2 1 (s50%) 0 ' 1 (50%) [}
549 Days (Group 1) 28 1 (4%) 1 1 (100%) [} 0 0
50-56 Days (Group 2) 26 1 (4%) 1 0 0 1 (100%) 1]
57-631 Days (Group 3) 17 ] ] 0 0 0 0
DIARRHEA s63 Days (All) 71 8 (11%) 0.6427 1o 6 (60%) 3 (3oW) 1 {10%) 0
=49 Days (Group 1) 28 2 (7%) 3 2 (e7V) 0 1 (33%) 0
50-56 Days (Group 2) 26 4 (15%) S 3 (60%) 2 (40%) [ 0
' $7-63 bays (Group 3) 17 2 (12y) 2 1 (so¥%) 1 (s50%) 0 0
DYSPEPSIA s63 Days (All) 71 2 {3y) 0.5155 2 1 (50%) 0 1 (50%) 0
<49 Days (Group 1) 28 0 0 0 0 0 0
3 50-56 Days (Group 2) 26 1 (4%) 1 o . 0 1 (100%) 0
L 57-63 Days (Group 3) 17 1 (&%) 1 1 (100%) ) 0 0
v + - ” .
' '
{1] includes all adverse evenys reported at any point in the study, regardless of causality. K
[2] NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 2S
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 - FINAL
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Appendix D, Table Sa (Continued)
Adverse Events [1] By Center
(Safety Evaluable Patients]
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Gestational Total Number Fisher's
Age 1 Number of Pte exact Number R -Severity- - --
Body System/Event [2) Group {3] of Pts w/Event p value of Events Mild Moderate Severe Unknown
GASTRO-INTESTINAL SYSTEM DISORDERS ({conmt.)
FLATULENCE s63 Days (All) 71 3 (4%) 0.6115 3 2 (67v) 1 (33%) 0 0
%49 Days (Group 1) 28 1 (4%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 26 2 (8%) 2 1 (50%) 1 (50%) 0 0
57-63 Days (Group 3) 17 0 0 0 0 (4] 0
NAUSEA %63 Days (All) 71 42 (59%) 0.3779 67 27 (a0W) 30 (45%) 10 {15%) 0
549 Days (Group 1) 28 14 (50%) 17 7, (41%) 9 (53%) 1 (6%) 0
50-56 Days (Group 2) 26 16 (62%) 24 9 (38%) 10 (42%) S (21y) 0
$7-63 Days (Group 3) 17 12 (71v) 26 11 (42%) 11 (42%) 4 (15%) 0
VOMITING =63 Days (All) 71 25 (35%) 0.1310 39 14  (36%) 19 (49%) 6 (15%) 0
' <49 Days (Group 1) 28 6 (21%) B 3 (38Y) 5 {63%) 0 [
50-56 Days (Group 2) 26 11 (42v) 17 5 (29%) 8 (47%) 4 (2a%) 0
57-63 Days (Group 3) 17 8  (47%) 14 6 (43%) 6 (43%) 2 (1ay) [}
VASCULAR (EXTRACARDIAC) DISORDERS .
ANY EVENT 563 Days (All) 71 1 (1%) 0.6056 1 0 1 (100%) 0 0
=49 Days (Group 1) 28 o 0 0 L] 0 0
50-56 Days (Group 2) 26 1 (4w 1 0 1 (100%) 0 0
' 57-63 Days (Group 3) 17 0 0 o 0 0 0
FLUSHING <63 Days (All) 71 1 (1%) 0.6056 1 0 1 (100%) 0 0
. <49 Days (Group 1) 28 0 0 0 0 - 0 0
T 50-56 Days (Group 2) 26 1y 1 o - 1. (100%) 0 0
R 57-63 Days {(Group 3) 17 0 0 0 4 o' 0 0
. [
r
+
{11 Includes all adverse eventb reported at any point in the study, regardless of causality.
[2] NOS = Not otherwise specified
{3] Gestational age group was assigned by the inveatigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
(4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel .SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events [1] By Center
[Safety Evaluable Patients}

Page S of 120

M T
Gestational Total Number Fisher's '
Age Number of Pts exact Number  ----------o-oooo-.o.. Severity- ----- =
Body System/Event (2} Croup (3] of Pts w/Event p value of Events Mild Moderate Severe Unknown
RESPIRATORY SYSTEM DISORDERS
ANY EVENT s63 Days (All) 71 S {(7%) 0.2784 8 6 (75%) 2 (25%) 4] [}
=49 Days (Group 1) 28 4 (14y) q 2 (s0%) 2 (50%) '] 0
50-56 Days (Group 2) 26 1 (4%) 4 4 (1o0%) 0 ] 0
57-63 Days (Group 3) 17 0 o 0 0 0 0
PHARYNGITIS <63 Days (All) 71 1 (1%) 1.0000 1 1 (100%) 0 L] 0
s49 Days (Group 1) 28 1 (4%) 1 1 (100%) 0 [} 4}
50 56 bays (Group 2) 26 0 0 0 0 [ 1]
57-63 Days (Group 3) 17 [ 0 0 Q 0 0
PULMONARY CONGESTION s63 Days (All) 71 1 (1%) 1.0000 1 0 1 (100%) 0 0
<49 Days (Group 1) 28 1 (4%) 1 0 1 (10Qy%) 0 0
50-56 Days (Group 2) 26 0 [1] 0 (] 0 0
57-63 Days (Group 3) 17 0 0 [ 0 ] ]
SINUSITIS 63 Days (All) 71 3 (4%) 0.7835 6 5 (83%) 1 (17%) 0 0
=49 Days (Group 1) 28 2 (7%) 2 1 (50%) 1 (s50%) 0 0
50-56 Days (Group 2) 26 1 (4%) q 4 (100%) 0 0 0
$7-63 Days (Group 3) 17 4] 0 0 [ (] [
PLATELET, BLEERDING & CLOTTING DISORDERS !
ANY EVENT <63 Days (All) 71 1 (1%) 1.0000 1 ] 1 (100%) 0 0
=49 Days (Group 1) 28 1 (4%) 1 0 1 (100%) 0 0
. , 50-56 Days (Group 2) 26 1] 0 0 Q 0 0
T 57-63 Days (Group 3) 17 0 0 o .7 0 0 0
r ! '
- {11 Includes all adverse events reported at any point in the study, regardless of causality. i
[2] NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vagjinal ultrasonography.
[4] Events in this body system occurred during the study blood sampling.
!
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued
Adverse Events [1] By Center
[safety Evaluable Patients]

Center: POINDEXTER (#21)

)

Page 6 of 120

Gestational Total Number Fisher's
Age Number of Pts exact Number e Severity- - - .-
Body System/Event [2] Group [3) of pts  w/Event p-value of Events Milad Moderate Severe Unknown
PLATELET, RLEEDING & CLOTTING DISORDERS (cont.)
EPISTAXIS £63 Days (All) 71 1 (}!) 1.0000 1 0 1 (100%) 0 (1}
49 Days (Group 1) 28 1 (4¥) 1 0 1 (100%) 0 0
50 56 bays (Group 2) 26 0 : 0 0 ] 0 0
57- 63 Days (Group 3) 17 ] 0 0 0 0 0
REPRODUCTIVE DISORDERS, FEMALE
ANY EVENT s63 Days (All) 71 4 (6%) 0.8280 4 2 (50%) 1 (25%) 1 (25%) 0
49 Days (Group 1) 28 1 (4%) 1 0 1 (100%) [} [4
0-56 Days (Group 2) 26 2 (8y) 2 1 (50%) 0 1 (50%) 0
57-63 Days (Group 3) 17 1 (6%) 1 1 (100%) 0 0 0
LEUKORRHOEA I <63 Days (All) 71 1 (1) 0.6056 ‘1 1 (100%) 0 ' 0 0
<49 Days (Group 1) 28 0 |0 0 0 0 0
$0-56 Days (Group 2) 26 1 (4%) 1 1 (100%) [ (] [}
57-6) Days (Group 3) 17 0 0 0 0 0 0
UTERINE DISORDER NOS 563 Days (All) 71 1 (1%) 1.0000 1 [} 1 (100%) 0 0
<49 Days (Group 1) 28 1 (4%) 1 0 1 (100%) 0 [
50-56 Days (Group 2) 26 0 0 0 0 0 0
' 57-63 Days (Group 3) 17 0 0 0 0 o °
UTERINE HAEMORRHAGE 563 Days (All) 7n 1 (1%8) 0.6056 1 1] 0 1 (100%) [}
. <49 Days (Group 1) 28 1] [ [} 9 [} 0
T . 50-56 Days (Group 2) 26 1 (ay) 1 L o 1 (100%) ]
e . 57-63 Days (Group 3) 17 0 0 o ! | 0’ 0 0
) [
1 ! .
H T
1} Includes all adverse events reported at any point in the study, regardless of causality.
[2] NOS = Not otherwise specified
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{41 Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J,- \ysn\lssa\snsmus\apdxd\f inal\adel.SAS 30NOV9B:10:44 FINAL

w
no

MIF 001008




The Population Council
Protocol 166B

Center: POINDEXTER (#21)

wi T

Appendix D, Table Sa (Continued)
Adverse Events [1] By Center
Isafety Evaluable Patients]

page 7 of 120

Gestational Total Number Fisher's
Age : Number of Pts exact Number - --------.---- R Severity -.------- -
Body System/Event [2] Group [31] j of pts w/Event p—valJe of Events Mild Moderate Severe Unknown
RlPlODUCTXy! DISORDRRS, FEMALE (cont.) !
VAGINITIS <63 Days (All) 71 1 (1%) 0.2394 1 1 (100%) ] 0 [+]
s49 Days (Group 1) 28 0 0 0 0 0 1]
50-56 Days (Group 2) 26 o] 0 0 0 o ¥}
57-63 Days (Group 3) 17 1 (6%) 1 1 (100%) 0 0 0
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT =63 Days (All) 71 69 (97%) 1.0000 165 69 (42%) 79 (48%) 17 (10%) 0
<49 Days (Group 1) 28 27 96%) 57 25 (44%) 31 (54%) 1 (2%) 0
50-56 Days (Group 2) 26 25 96%) 58 22 (38%) 27 (47%) 9 (16%) 0
57-63 Days (Group 3) 17 17 (r00%) 50 22 (44%) 21 (42v) 7 (1an) 0
ABDOMINAL PAIN ' <63 Days (All) 71 65 (92%) 0.8736 147 60 (41V%) 75 {54%) 12 (8%) 1]
549 Days (Group 1) 28 26 (93%) S2 22 (42%) 29 (56%) 1 (2%) 0
50-56 Days {(Group 2) 26 24 (92%) 53 21  (40%) 25 {47%) 7 (13%) 0
57-63 Days (Group 3) 17 15 (88%) 42 17 (40%) 21 (S0%) 4 (10%) 0
ALLERGY ' s63 Days (All) 71 1 (1%) 0.2394 1 1 (100%) 0 0 0
<49 Days {(Group 1) 28 0 1] 0 ) 0 0
50 56 Days (Group 2) 26 [} 0 o 0 0 0
' 57-63 Days (Group 3) 17 1 (6%) 1 1 (100%) 0 0 0
ASTHENIA s63 Days (All) 71 2 (3%) 0.0547 2 2 {100%) 0 [} 0
R s49 Days (Group 1) 28 [ 0 0 0 . [ ]
" 50-56 Days (Group 2) 26 o 0 0 e o Q. o 0
[ 57-63 Days (Group 3} 17 2 (12v) ) 2 2 (100%) * 0. 0 0
. '
T i 1
{1} Includes all adverse eventms reported at any point in the study, regardless of causality. !
{2] NOS = Not otherwise specified
(3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 2§
%‘)pSA\IGGB\SASPGMS\apdxd\final\adel.sAS I0NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events (1]} By Center
[Safety Evaluable Patients]

Page 8 of 120

Gestational Total Number Fisher's
Age Number of Pts exact Number B --Severity- -
Body System/Event [2] Group (3] of Pts  w/Event p value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS (cont.)
BACK PAIN =63 Days (All) 7n 7 (10%) 0.6817 7 4 (57%) 2 (29%) 1 (14%) 0
549 Days (Group 1) 28 4 (14%) 4 3 (75%) 1 (25%) 0 0
50-56 Days (Group 2) 26 2 (%) 2 1 (50%) 1 (50%) 0 [4
57-63 Days (Group 1) 17 1 (6%) 1 0 0 1 (po0%) 4]
. i
FATIGUE s63 Days (All) 71 1 (1) 0.2394 2 2 (100%) 0 0 [}
<49 Days (Group 1) 28 1] 0 ] 0 0 0
50-56 Days (Group 2) 26 0 10 0 0 0 0
57-63 Days (Group 1) 17 1 (6%) 2 2 (100%) 0 (4] (4]
FEVER <63 Days (All} 71 1 (1%) 0.6056 1 0 1 (100%) 0 o
<49 Days (Group 1) 28 0 0 0 0 ' 0 0
50-56 Days (Group 2) 26 1 (4%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) | 17 0 0 o 0 (1] 0
LEG PAIN 63 Days (All) ! 71 1 (1%) 0.2194 1 0 0 1 (100%) [}
<49 Days (Group 1) : 28 0 0 0 0 0 0
50-56 Days (Group 2) 26 0 1] 0 0 0 0
. 57 63 Days (Group 3) 17 1 (6%) 1 0 0 1 (100%) 0
PAIN <63 Days (All) 71 1 1y 0.6056 1 0 0 1 (100%) (]
<49 Days (Group 1) 28 0 [ 0 o 0 0
50-56 Days (Group 2) 26 1 (a%) 1 1] [ 1 (100%) 0
! 57 63 Days (Group 3} 17 0 0 [+] o [ 0 0
v " i g .
. ! .
r
(1} Includes all adverse events reported at any point in the study, regardless df causality. ;
2] NOS = Not otherwise specifﬁed
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel . SAS 30NOV98:10:44 FINAL
b~
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Appendix D, Table S5a (Continued)'
Adverse Events {1] By Center
(safety Evaluable Patients)

Center: POINDEXTER (#21)

Gestational ' Total Number Fisher's
Age Number of Pts exact Number  ------- ----- «-----.- Severity---- ---- .. .-
Body System/Event [2) Group [3} of Pts w/Event p-value of Events Mild Moderate Severe ; Unknown
BODY AS A WHOLE - GENERAL DISORDERS (comt.)
RIGORS * 63 Days (All) 71 2 (3%) 1.0000 2 0 1 (50%) 1 (s0%) 0
=49 Days (Group 1} 28 1 (4%) 1 0 1 (100%) 0 0
S0-56 Days (Group 2) 26 1 (ay) 1 0 0 1 {100%) 0
57-63 Days (Group 3) 17 0 0 0 B 0 0
SYNCOPE <61 Days (All) 71 1 (1%) 0.2394 1 0 0 1 (100%) 0
549 Days (Group 1) 28 0 (] 0 0 0 0
50 56 Days {(Group 2) 26 1] 0 ] 0 0 4]
57-63 Days (Group 3) 1?7 1 (6%) 1 0 0 1 (100%) 0
APPLICATION SITE DISORDERS (4]
ANY EVENT ' <63 Days (All) 71 1 (1%) 0.6056 1 1 (100%) 0 . 0 0
49 Days (Group 1) 28 0 0 1] 0 0 ]
S0-56 Days (Group 2) 26 1 (av) 1 1 (100%) ] 0 0
57-63 Days (Group 3) 17 0 [} 0 0 1] 0
INJECTION SITE BRUISING £63 Days (All) 71 1 (1%) 0.6056 1 1 (100%) 0 o Q
' s49 Days (Group 1) 28 0 0 i} 0 i} 0
50-56 Days (Group 2) 26 1 (4w 1 1 (100%) 0 0 ]
. . . 57-63 Days (Group 3) 17 0 0 0 1 0 0 0
!
RESISTANCE MECHANISM DISORDERS
ANY EVENT ‘ s63 Days (All) 71 1 (1%) 0.6056 1 1 (100%) [ [v] 4]
L ‘ £49 Days (Group 1) 28 0 1 0 0 . L 0 0
Ce 50-56 Days (Group 2) 26 1 (4%) 1 1 (1po%) Q. 0 0
: 57-63 Days {(Group 3) 17 0 o 0 . ? 0 ]
: r
1 N
{1) Includes all adverse events reported at any point in the study, regardless of causality.
{2) NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4]) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel SAS 30NOVIB:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events {1] By Center
[Ssafety Evaluable Patients]

Center: POINDEXTER (#21)

Page 10 of 120

Gestational Total Number Fisher's
Age ! Number of Pts exact Number T e Severity.- ----- - .
Body System/Event {2] Group [3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
RESISTANCR, MECHANISM DISORDERS (cont.)
INFECTION PARASITIC 63 Days (All) 71 1 (1%) 0.6056 1 1 (100%) 0 0 0
s49 Days (Group 1) 28 (1] 0 0 0 0 0
50-56 Days (Group 2) 26 1 (4%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 17 0 4] 0 0 (4] 0
[1} Includes all adverse events reported at any point in the study, regardless of causality. . l
[2) NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
(4] Events in this body system occurred during the study blood sampling.
t
. ’ . !
“.' B +
i ’ !
. ) i !
!
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\IGSB\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table 5a (Continued)

Adverse Events [1] By Center

[Safety Evaluable Patients]

Center: VARGAS (#22)

Lage 11 of 120

¥
Gestational Total Number Fisher's AT
Age Number of Pts exact Number  -- - ----- --.---------- Severity - ------
Body System/Event (2] Group (3} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
ANY EVENYT <63 Days (All) 151 150 (>99%) 0.2517 841 291  (3s%) 361 (43V) 189 (22%) 0
£49 Days (Group 1) 70 70 (100%) 347 121 (35Y%) 164 (47%) 62 (18%) 0
50-56 Days (Group 2) 43 43 (100%) 268 93 (35%) 110 (41%) 65 (24%) 0
57-63 Days (Group 3) 38 37 (97%) 226 77 (34%) 87 (38%) 62 (27%) 0
SKIN AND APPENDAGES DISORDERS
ANY EVENT <63 Days (All) 151 3 (2%) 0.7966 3 2 (67%) 1 (33y) 0 0
s49 Days (Group 1) 70 2 {Iv) 2 1 (50%) 1 (50%) 0 0
50-%6 Days (Group 2) 43 1 (2%) 1 1 (100%) 1] 0 ]
57-63 Days (Group 3) 38 0 0 0 0 0 0
RASH ' <61 Days (All) 151 2 {1%) 1.0000 2 2 (100%) 0 , 0 0
s49 Days (Group 1) 10 1 (1%) 1 1 (100%) [+] 0 o
50-56 Days (Group 2) 43 1 (2%) 1 1 {100%) (] (] 0
57-63 Days (Group 3) 1e 0 0 [\ 0 0 0
URTICARIA 63 Days {(All) 151 1 (<1W) 1.0000 1 o 1 (100%) 0 [
' 549 Days (Group 1) 70 1 Qv 1 0 1 (100%) o 0
50-56 Days (Group 2) 4) 0 0 0 0 (] (1]
. ’ 57-63 Days (Group 1) 38 o } 0 0 0 0 [
MUSCULO-SKELETAL SYSTEM DISORDERS i
ANY EVENT <63 Days (All) 151 2 () 0.2861 2 0 2 (100‘) 0 0
. s49 Days (Group 1) 70 0 0 0 I 0 0 0
. : ‘ 50-56 Days (Group 2) 'R! 1 {2v) 1 o ! 1" (100%) 0 o
57-63 Days (Group 3) B 1 (3y) 1 Q Y } {100%) 1] 0
T
. - ' ; | 1
{1] Includes all adverse events reported at any point in the study, regardless of causality.
[2] NOS = Not otherwise specified
{1] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ulttaspnogtaphy.
[4) Events in this body system occurred during the study blood sampling. !
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 3IONOV98:10:44 FINAL
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Appendix D, Table Sa {(Continued)
Adverse Events {1]
[safety Evaluable Patients]

By Center

Page 12 of 120

Gestational Total Number Fisher's
Age Number of Pts exact Number — ------ - -- -Severity. --- - -
Body System/Event (2] Group {3} of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
MUSCULO- SKELETAL SYSTEM DISORDERS {(cont.)
ARTHRALGIA s63 Days (All) 151 1 (<1%) 0.5364 1 [} 1 (100%) 0 0
<49 Days (Group 1) 70 0 ‘ 0 0 0 4] 0
50-56 Days (Group 2) 43 1 {(2%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 38 0 ] [ (] 0 0
MYRLGIA =63 Days (All) 151 1 (<1%) 0.2517 1 0 1 (100%) 0 0
549 Days (Group 1) 70 o] 0 0 0 o 0
S0-56 Days (Group 2) 4 4} 0 [ 1] ] 0
S7 63 Days (Group 3) 38 1 (3%) 1 0 1 (100%) 0 0
CENTR & PERIPH NERVOUS SYSTEM DISORDERS
ANY EVENT s63 Days (All) 151 65 (43%) 0.7381 97 36 (37%) s1  (53'%) 10 (10%) 0
<49 Days {Group 1) 70 28 (40%) ﬂl 16 (39%) 21 (51%) 4 (1o0v) o]
50-56 Days (Group 2) 43 19  (44%) 29 13 (45%) 15 (52%) 1 (3%) 0
57-63 Days (Group 3) s 18 (47%) 27 7 (26%) 15  (56%) 5  (19%) V]
DIZZINESS ! 63 Days (All)} 151 22 (15%) 0.7975 27 10 (37%) 16  (59%) 1 (4%) 0
s49 Days (Group 1) 70 11 (16%) 13 6 (46%) 7 (54%) 0 0
50-56 Days (Group 2) 43 7 (16%) 8 3 (38y%) 5 (63%) 0 0
' 57-63 Days (Group 3) 18 4 (11%) 6 1 (17%) 4 (67Y) 1 (17 0
HEADACHE 63 Days (All) 151 54 (36%) 0.4003 68 25 (37%) 35 (51 8 (12%) [V}
R 49 Days (Group 1) 70 22 () 26 9 (35%) 14, (54%) 3 (12%) 0
R 50-56 Days (Group 2) 43 15 (35%) 21 10 (48%) " 10" '(48%) 1 (5%) 0
Cw ; 57-63 Days (Group 3) 18 17 (45%) 21 6 (29v) 11" (52¢) 4 (19%) 0
t r : !
. I IERE— -
[1) Includes all adverse events reported at any point in the study, regardiess of causality.
{2} NOS ='Not otherwise specified
13) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
f4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events (1} By Center
[Safety Evaluable Patients}

Page 13 of 120

Gestational Total Number Fisher's
Age Number of Pts exact Number B -- --Severity
Body System/Event (2] Group {3] ' of Pts w/Event p-valde of Events Mild Moderate Severe Unknown
T
CENTR & PRRIPH NERVOUS SYSTEM DISORDERS (cont.) :
HYPORESTHESIA £63 Days (All) 151 1 (<1¥%) 1.0000 1 1 (100%) 0 [ 0
%49 Days (Group 1) 70 1 (1%) 1 1 (100%) 1] 0 0
50-56 Days (Group 2) 43 0 0 0 0 0 0
57-63 Days (Group 3) 38 0 0 o] ] 0 0
MIGRAINE <63 Days (All) 151 ‘ 1 (<1%) 1.0000 1 V] 0 1 (100%) 0
s49 Days (Group 1) 70 1 (%) 1 [ 0 1 (100%) 0
50-56 Days (Group 2) 13 0 0 0 [} 0 0
57-63 Days (Group 3) kY] (/] o 4] ] 4] 0
VISION DISORDERS
ANY EVENT s63 Days (All) 151 1 (<1%) 0.5364 1 1 (100%) 0 , 0 0
s49 Days (Group 1) 70 0 0 0 0 0 0
50-56 Days (Group 2) 43 1 2y) 1 1 (100%) 0 0 0
57-63 Days (Group J) 38 0 0 0 0 0 0
VISION ABNORMAL 63 Days (All) 151 1 (<1%) 0.5364 1 1 {(100%) 4] [} [4]
549 Days (Group 1) 70 0 o 0 0 0 ]
50-56 Days (Group 2) 43 1 (2%) 1 1 (100%) 0 0 [
! 57-63 Days (Group 3) kL] 0 0 0 0 0 0
HEARING AND VESTIBULAR DISORDERS
ANY EVENT %63 Days (All) 151 1 (<1%) 0.2517 1 0 1 (100%) 0 [}
KO £49 Days (Group 1) 70 0 0 0 - o 0 0
S ; 50-56 Days (Group 2) 43 0 0 o 0., 0 0
57-63 Days (Group 3) is 1 (3%) 1 0 : } (100%) 0 0
: :
i T 'l
{1) Includes all adverse events reported at any point in the study, regardless of causality.
[2) NOS = Not otherwise specified
(3] Gestational age group was assigned by the investigator based upon menstrual history. pelvic examination and vaginal ultrasoncgraphy.
[4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel .SAS 30NOV96:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events [1] By Center
[Safety Evaluable Patients]

Page 14 of 120

Gestational Total Number Fisher's
Age Number of Pts exact Number B R - Severity----.--- - e
Body System/Event [2]) Group [3} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
HEARING AND, VESTIBULAR DISORDERS (cont.)
TINNITUS s6) Days (All) 151 1 (<1%) 0.2517 1 0 1 (100%) 0 0
<49 Days (Group 1) 70 0 0 0 0 0 0
50-56 Days (Group 2) 43 0 0 0 0 Li] [}
57-63 Days (Group 3) a8 1 (3%) 1 0 1 (100%) [ 0
|
i
PSYCHIATRIC DISORDERS .
ANY EVENT 563 Days (All) 151 9 (6%) 0.6789 9 2 (22%) 5 (56%) 2 (22%) [}
549 Days (Group 1) 70 s (1Y) ts 2 (40%) 3 (60%) o o
50-56 Days (Group 2) 43 3 {(7%) 3 0 2 (67%) 1 (33%) 0
§7-63 Days (Group 3) RL] 1 (1%) 1 0 o 1 {100%) 0
ANOREXTA <63 Days (All) 151 2 (1%) 0.2861 2 0 1 (50%) 1 (50%) V]
549 Days (Group 1) 70 [} [ 0 0 0 0
50-56 Days (Group 2) 43 1 (2%) 1 0 1 (100%) 0 0
57.63 Days (Group 3) | 38 TS 1 0 0 1 (100%) 0
DEPRESSION N s63 Days (All) 151 1 (<1%) 1.0000 1 1 {100%) [} 0 [
549 Days (Group 1) 70 1 (1%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 43 0 [} 0 [} 0 0
! §7-63 Days {(Group 3) i 0 0 0 () 4] 0
EMOTIONAL LABILITY «63 Days (All) 151 2 (1%) 1.0000 2 1 (50%) 0 1 (50%) 0
549 Days (Group 1) 70 1 (1%) 1 1 (100%) ] 0 0
- ; 50-56 Days (Group 2) 13 1 (2v) 1 0 e 6. . 1 (100%) o
Caoe 57 63 Days (Group 3) 8 0 0 () B 0- 0 0
, '
- ; T
{1] Includes all adverse eventd reported at any point in the study, regardless of causality. !
{2) NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV9B:10:44 FINAL

[l
F=
(o)

MIF 001016



The Population Council
Protocol 166B

Appendix D, Table 5a (Continued)

t

i

Adverse Events (1] By Center
[Safety Evaluable Patients]
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Center: VARGAS (#22)
Gestational Total Number Fisher's
Age Number of Pts exact Number B R Severity- - -- .- -
Body System/Event (2] Group {3) of pts w/Event p-value of Events Mild Moderate Severe ;  Unknown
PSYCH!ATRIF DISORDERS (cont.)
INSOMNIA s63 Days (All) 151 4 (%) 0.6950 4 0 4 (100%) 0 0
<49 Days (Group 1) 70 3 (4%) 3 0 3 (100%) 0 0
50-56 Days {(Group 2) 43 1 (2%) 1 0 1 (100%) 0 0
$7-63 Days (Group 3) 38 0 1] ] 0 0 0
GASTRO- INTESTINAL SYSTEM DISORDERS )
ANY EVENT 63 Days (All) 151 119  (79%) 0.1176 316 125 (40%) 134 (42%) 57 (18%) 1]
%49 Days {(Group 1) 70 S0 (71%) 119 43 (36%) 59 (s50%) 17 (14%) (¢}
50-56 Days (Group 2) 43 36 (84%) 105 41 (19%) 41  (39%) 23 (22%) 0
57-63 Days (Group 13) 38 33 (87%) 92 41  (45%) 34 (37%) 17 (18%) 0
CONSTIPATION ! <63 Days (All) 151 1 (<1%) 0.5364 1 0 1 (100%) 0 0
<49 Days (Group 1) 70 [] 0 0 0 0 0o
50-56 Days (Group 2) 43 1 (2y) 1 0 1 (100%) 0 0
§7-63 Days (Group 13) 38 0 0 (4] 0 0 [
DIARRHEA . s63 Days (All) 151 'S0 (33%) 0.1287 68 14 (S0%) 25 (37%) 9 (13%) o
549 Days (Group 1) 70 18 (28%) 24 11 (46%) 10 (42%) 3 (13W) 0
50-56 Days (Group 2) 43 19 (44%) 24 11 (46%) 10 (42v) 3 (13y) [+]
! ' 57-63 Days (Group 3) iR 13 (3ay) 20 12 (60%) ’ S (25%) 3 (15%) 0
[
DYSPEPSIA 63 Days (All) 151 2 (1%} 0.4993 2 0 1 (50%) 1 (s0%) 0
<49 Days (Group 1) 70 2 (3%} : 2 1] 1 {s50%) 1 (50%) 0
" 50-56 Days (Group 2) 43 0 | 0 0 L] 04, ¢ 0 0
Ca 57-63 Days (Group 3) kY] 0 0 o i 0 0 0
. ' )
r
5 i
{1} Includes all adverse events reported at any point in the study, regardless of causality.
[2] NOS = Not otherwise specified
13} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography,
{4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS IONOV98:10:44 FINAL
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Appendix D, Table Sa {(Continued)
Adverse Events [1] By Center
Isafety Evaluable Patients]

Page is of 120

Gestational . Total Number Fisher's
Age ! Number of Pts exact Number - . - ---- R LR Severity- ----- - ... ... -
Body System/Event [2] Group [3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO-INTRSTINAL SYSTEM DISORDERRS (cont.)
NAUSEA <63 Days (All) 151 104 (69%) 0.3257 166 71 (423%) 67 (40%) 28 (17%) 0
s49 Days (Group 1) 70 44  (63%) 65 27  (42%) 29 (45%) 9 (14%) 0
$0-56 Days {(Group 2) 43 31 (72%) 53 21 (4a0%) 22 (42v) 10 (19%) 0
57-63 Days (Group 1) 38 29 (76%) 48 23 (48%) 16 (33%) 9 (19%) )
TOOTH ACHE <63 Days (All) 151 2 (1%) 0.7342 2 [} 2 (100%) 0 0
549 Days (Group 1) 70 1 (1Y) 1 o 1 (100%) 0 0
50-56 Days (Group 2) 43 0 0 0 1] 10 0
57-63 Days (Group 3) 38 1 (3%) 1 ] 1 {100%) 0 0
VOMITING <63 Days (All) 151 51 (34%) 0.1493 177 20 (26Y%) 38 (49%) 19 (25%) 0
s49 Days (Group 1) 70 18 (26V) 27 S (19%) 18 (67%) 4 (15%) 0
50-56 Days (Group 2) 43 18 (42%) 27 9 (313V) 8 (30%) 10 (37%) 0
57-63 Days (Group 3) k1] 15 (39%) 23 6 (26%) 12 (52%) s (22%) 0
METABOLIC AND NUTRITIONAL DISORDERS
ANY EVENT 563 Days (All) 151 2 (1%) 0.2861 2 1 (50%) 1 (50%) 0 0
<49 Days (Group 1) 70 0 0 0 ] 0 0
, 50-56 Days (Group 2) 43 1 (2%) 1 0 1 (100%) 0 0
57 63 Days (Group 1) 38 1 (3% 1 1 (100%) 4] 0 0
DEHYDRATION =63 Days (All) 151 1 (<1%) 0.2517 1 1 (100%) 0 ] 0
5 %49 Days (Group 1) 70 0 0 0 0, 0 0
.o 50 56 Days (Group 2) 13 0 o o 7 0" ! 0 0
b 57.63 Days (Group 3) 38 1 (3 1 1 (100v) o’ 0 0
A t
: t
f1] Includes all adverse eventd reported at any point in the study, regardless of causality.
12] NOS = Not otherwise specified
{3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J;lHSA\lSGB\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa
Adverse Events [1] By Center
{Safety Evaluable Patients]

(Cont inued

Jage 17 of 120

)

Gestational Total Number Fisher's '
Age Number of Pts exact Number - s-- o, ---- --.---Severity-
Body System/Event (2] Group [3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
METABOLIC AND NUTRITIONAL DISORDERS (cont.)
THIRST <63 Days (All) 151 1 (<1%) 0.5364 1 0 1 (100%) 0 0
<49 Days (Group 1) 70 0 0 0 0 0 0
50 56 Days (Group 2) 43 1 (2y) 1 0 1 (100%) 0 0
57-63 Days (Group 1) k1] o 0 1] o] 0 (1]
RESPIRATORY SYSTEM DISORDERS
ANY EVENT s6) Days (All) 151 3 (2%) 0.7966 6 4 (67%) 1 (17%) 1 (17%) 0
£49 Days (Group 1) 70 2 (3y) 5 4 (8o%) (] 1 (20%) 0
50-56 Days (Group 2) 43 1 (2%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 38 0 [1] o 0o o 1]
BRONCHITIS ' s63 Days (All) 151 1 (<1%) 1.0000 3 2 (67%) 0 ' 1 (33%) 0
=49 Days (Group 1) 70 1 (1y) 3 2 (67%) 0 1 (33%) 0
50-56 Days (Group 2} 43 ] 1] 0 0 0 4]
57-63 Days (Group 1) 38 0 0 1] o 0 0
PHARYNGITIS %63 Days (All) 151 1 (<1%) 1.0000 1 1 {(100%) 0 0 0
s49 Days (Group 1) 70 1 aw) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 43 4] 0 0 0 0 0
, 57-63 Days (Group 3) 38 [ 0 0 0 0 0
i
SINUSITIS <63 Days (All) 151 2 (1%) 1.0000 2 1 {s0%) 1 (50%) 0 [+
=49 Days (Group 1) 70 1 (1%) 1 1 (100%) 0 0 0
r 50-56 Days (Group 2) 43 1 (2%) 1 0 . 1, (i00%) 0 0
. 57-63 Days (Group 3) a8 (o] 0 0 i" | 0?:! 0 0
' .: l 1]
{1] Includes all adverse events reported at any point in the study., regardless of causality. i |
[2) NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vagijnal ultrasonography.
[4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa {Continued)
Adverse Events (1] By Center
{Safety Evaluable Patients]

Page 18 of 120

Gestational Total Number Fisher's
Age Number of Pts exact Number - ------ R Severity- ---- .- .
Body System/Event {2} Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
PLATELET, BLEEDING & CLOTTING DISORDERS
ANY EVENT =63 Days (All) 151 2 ({\) 1.0000 2 1 (50%) ] 1 (s50%) [}
49 Days (Group 1) 70 1 (s 1 V] 0 1 (100%) 0
S0-56 Days (Group 2) 43 1 (2y) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 38 i 0 0 0 0 0
EPISTAXIS £63 Days (All) 151 2 (1%) 1.0000 2 1 (50%) 0 1 (50%) 0
49 Days (Group 1) 70 1 (1%) 1 0 0 1 (100%) 0
50-56 Days (Group 2) 43 1 (2%) 1 1 (100%) 0 0 1]
S5i7-63 Days (Group 3) 38 0 0 0 0 0 0
URINARY SYSTEM DISORDERS )
ANY EVENT 563 Days (All) 151 2 (1%) 1.0000 ‘3 1 (33%) 2 (67%) 0 ]
<49 Days (Group 1) 70 1 (1%) 2 [} 2 (100%) 0 0
50-56 Days (Group 2) 43 1 (2%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 38 0 0 0 0 0 0
DYSURIA s63 Days (All) 151 1 (<1%) 1.0000 1 1] 1 (100%) 0 0
<49 Days (Group 1) 70 1 (1%) 1 0 1 (100%) () 0
50-56 Days (Group 2) 43 0 0 0 [} 0 0
' 57-63 Days (Group 3) kY] 0 0 0 0 0 0
MICTURITION DISORDER s63 Days (All) 151 1 (<1%) 0.5364 1 1 (100%) 0 0 0
. =49 Days (Group 1) 70 0 0 0 o - 0 0
" ‘ 50-56 Days (Group 2) 43 1 (2%) 1 1 (1008)+ [+ 0 0
I 57-63 Days (Group 3) 38 0 0 0o i ' 0 (] 0
| r !
,. s i '
[1] Includes all adverse events reported at any point in the study, regardless of causality.
[2] NOS ='Not otherwise specified .
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel .SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events (1] By Center
[Safety Evaluable Patients]

Page 19 of 120

Gestational Total Number Fisher's
Age i Number of Pts exact L Number  --------- R R Severity---.-----.---. R
Body System/Event {2] Group {3} of Pts w/Event p-valu of Events Mild Moderate Severe Unknown
i
URINARY SY§TEM DISORDERS (cont.) ‘
MICTURITION FREQUENCY =63 Days (All) 151 1 (<1%) 1.0000 1 0 1 (100%) 0 0
=49 Daye {(Group 1} 70 1 (1%) 1 ] 1 (100%) (/] 0
S0-56 Days (Group 2) 43 [+] 0 0 0 0 0
57-63 Days (Group 3) 38 0 0 0 0 [\} 0
REPRODUCTIVE DISORDERS, PEMALE
ANY EVENT s63 Days (All) 151 9 (6%) 1.0000 9 2 (22%) 31 (3% 4 (44y) 0
<49 Days (Group 1) 70 4 (6%) 4 1 (25%) 2 (S0%) 1 (25%) 0
50-56 Days (Group 2) 43 1 3 1 (33 1w 1 (33m) 0
57-63 Days (Group 3) I8 2 (5%) 2 0 0 2 (100%) 0
BREAST PAIN FEMALE %63 Days (All) 151 1 (<1%) 0.5364 1 1 (loo%) 0 ' 0 0
£49 Days (Group 1) 70 0 0 0 0 (/] 0
50-56 bDays (Group 2) LX) 1 (2%) 1 1 (100%) 0 [} 0
57-63 Days (Group 3) 38 0 [ 0 ] [} 0
LEUKORRHOEA <63 Days (All) 151 2 (1%) 0.4993 2 1 (50%) 1 (50%) 0 0
=49 Days (Group 1) 70 2 (3%) 2 1 (50%) 1 (so%) 0 [
50-56 Days (Group 2} 41 [¢] 0 0 1] 0 0
! 57-63 Days (Group 3} 38 0 0 0 0 0 0
UTERINE HAEMORRHAGE £63 Days (All) 151 5 (3%) 0.7184 S 0 1 (20%) 4 (80%) 0
. <49 Days (Group 1) 70 2 (3%) 2 [+] 1 (50%) 1 (50%) 0
i j 50.56 Days (Group 2) '} 1 (2w 1 0 . 0., 1 (100%) 0
L : §7-63 Days (Group 3) k] 2 (5%) 2 0 i 0- 2 (100%) 0
' '
r
{1] Includés all adverse eventk reported at any point in the study, regardless of causality. !
{2] NOS = Not otherwise specified
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4} Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPCMS\apdxd\final\adel.SAS 30ONOV9B:10:44 FINAL
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Appendix D, Table 5a (Continued)
Adverse Events [1] By Center
[safety Evaluable Patients}

Center: VARGAS (#22) :

Gestational ' Total Number Fisher's
Age Number of bts exact Number  ------- - R Severity------------ .. ..
Body System/Event (2] Group {3] of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
REPRODUCTIVE DISORDERS, FEMALE (cont.)
VAGINITIé s63 Days (All) 151 1 (<1%) 0.5364 1 o 1 (100%) 0 0
549 Days (Group 1) 70 1] 1] 0 0 0 (]
50-56 Days (Group 2) 43 1 (2%} 1 0 1 (100%) [} 0
57 63 Days (Group 3) kL) 0 0 0 [} 0 | 0
i
BODY AS A WHOLE - GENERAL DISORDERS : i
ANY EVENT <63 Days (All) 151 150 (>99%) 0.2517 382 114 (30%) 156 (41%) 112 (29%) 0
<49 Days (Group 1) 70 70 (100%) 164 53 (32%) 73 (4S%) 38 (23%) 0
50-56 Days (Group 2) 43 43 (100%) 118 33 (28%) 47 (40%) 38 (32w) [}
57 63 Days (Group 3) 38 37 (97%) 100 28 (28%) 36 (36%) 36 {36%) 0
ABDOMINAL PAIN ' 63 Days (All) 151 150 (>99%) 0.2517 337 88 (26Y) 137 (418) 112 (33%) 0
%49 Days (Group 1) 70 70 (100%) 146 42 (29%) 66 (45%) 39 (26%) 0
50-56 Days (Group 2) 43 43 (100%) 101 24 (2a%) 39 (39%) 38 (38%) 0
$7-63 Days (Group 3) i 8 37 (97%) 90 22 (24%) | 32 (36%) 36 (40%) 0
ALLERGY R <63 Days (All) : 151 2 (1y) 0.0621 2 2 (100%) o 0 0
s49 Days (Group 1) 70 [i] 0 0 0 0 0
50-56 Days (Group 2) 43 0 0 0 0 0 0
' ' 57-63 Days (Group 3) 38 2 (5%) 2 2 {100%) 0 0 1]
BACK PAIN 63 Days (All) 151 15 (10%) 0.6078 18 11 (61%) 7 {39%) 0 0
249 Days (Group 1) 70 6 (9%) 7 S (71%) 2 (29%) 0 0
- ; . 50-56 Days (Group 2) 43 6 (14%) 8 5 (633%) 3; f!s\) 0 0
e 57-63 Days (Group 3} k1] 3 (8%) 3 1 (13w 2..°(67%) 0 0
) '
[1) Includes all adverse events reported at any point in the study, regardless of causality. i
[2) NOS = Not otherwise specified
{3} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 ' FINAL
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Appendix D, Table 5a (Continued)
Adverse Events [1] By Center
{Safety Evaluable Patients)
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Gestational Total Number Fisher's
Age Number of Pts exact Number  -- - ------------------ Severfty - --------- .-
Body System/Event (2} Group {31} of Ppts w/Event p value of Events Mild Moderate Severe . Unknown
BODY AS A WHOLE - GENERAL DISORDERS (cont.)
FATIGUE * =63 Days (All) 151 8 (5%) 0.8096 9 2 (22%) 7 (78%) L] [}
=49 Days (Group 1) 70 4 (6W) 4 2 (50%) |2 (s0%) ] 0
50-56 Days (Group 2) 11 3 (7%) 4 0 4 (100%) o 0
57-63 Days (Group 3) 38 1 (3%) 1 [ 1 (100%) 4] 0
FEVER <63 Days (All) 151 4 (3%) 0.8104 4 4 (100%) 0 o 0
=49 Days (Group 1) 70 1 (1%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 43 2 (5%) 2 2 (100%) 0 o 0
57-6) Days (Group 3) 38 1 (3%) 1 1 (100%) 0 0 0
HOT FLUSHES =63 Days (All) 151 3 (2%) 0.6120 k| 2 (67%) 1 (33%) 0 0
49 Days (Group 1) 70 2 (3%} 2 1 (50%) 1 (soy) 0 0
S0-56 Days (Group 2) 43 o] [ 0 0 0 0
57-63 Days (Group 3) 38 1 (%) 1 1 (100%) 0 0 0
LEG PAIN <63 Days (All) 151 1 (<1%) 0.2517 1 0 1 (100%) 0 0
<49 Days (Group 1} 70 "0 0 0 0 0 0
' 50-56 Days (Group 2) 43 1] [ 0 0 [+] ]
$7-63 Days (Group 3) 38 1 (3%) 1 0 1 (100%) 0 0
RIGORé 63 Days (All) 151 6 (4%) 1.0000 6 .4 (67%) ! 2 (33v) 0 0
s49 Days (Group 1) 70 3 (4%) 3 2 (67%) 1 (3W) 0 0
50-56 Days (Group 2) 43 2 (5%) | 2 1 (50%) I'v(Soi) Q [}
& 57-63 Days {Group 3) 3B 1 (3%) 1 1 1 (100%) [ 0 4]
v ' A o
(1} Includes all adverse events reported at any point in the study, regardless of causality. ;
{2] NOS = Not otherwise specified
{1] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
fa) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel .SAS 30NOV98:10:44 FINAL
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Appendix D, Table 5a {(Continued)
Adverse Events [1] By Center
{Safety Evaluable Patients])
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LN
Gestational | ‘ Total Number Fisher's
Age i Number of pts exact Number BRI R I Severity--------- -
Body System/Event (2] Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS {cont.)
syncopg * =63 Days (All) 151 2 (1%) 1.0000 2 1 (s0%) 1 (50%) 0 ]
=49 Days (Group 1) 70 1 (1%) 1 0 1 (100%) 0 (4]
50-56 Days (Group 2) 43 1 (2%) 1 1 (100%) 0 (] 0
57-63 Days (Group 3) 38 0 0 0 0 0 0
RESISTANCE MECHANISM DISORDERS
ANY EVENT s63 Days (All) 151 7 (5%) 0.8873 8 2. (25%) 4 (50M) 2 (25%) 0
<49 Days (Group 1) 70 4 (6%) L] 1 {(25%) 3 (75%) | 0 [
50-56 Days (Group 2) 43 o2 (5%) k] 1 (33%) 1 (33%) 1 (33w) 0
57-63 Days (Group 3) 38 1 (3%) 1 0 0 1 (100%) 0
HERPES SIMPLEX £63 Days (All) 151 1 (<1%) 0.5364 2 1 (50%) 0 ' 1 (50%) 0
549 Days (Group 1) 70 0 0 () 0 o 0
50-56 Days (Group 2) 43 1 (2%) 2 1 (so%) 0 1 (50%) 0
57-63 Days (Group 3) 38 0 0 0 0 0 (4]
INFECTION 563 Days (All) 151 1 (<1%) 1.0000 1 0 1 (100%) 0 [}
s49 Days {(Group 1) 70 1 (1y) 1 0 1 (1o00%) 0 0
50-56 Days (Group 2) 43 0 0 0 ] 0 0
! 57-63 Days (Group 3) 38 0 0 ] 0o 0 0
INFECTION VIRAL s63 Days (All) 151 5 (3%) 1.0000 ] 1 (20%) 3 (60%) 1 (20%) 0
s49 Days (Group 1) 70 3 (4%) 3 1 (33%) 2 (e7%) 0 0
- 50-56 Days (Group 2) 43 1 (2%) 1 0 . 2 (100%) 0 0
. 57-63 Days (Group 3) 8 1 (v 1 o ) o i (100v) 0
: . '
[1] Includes all adverse eventh reported at any point in the study, regardless of causality. i !
[2] NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4) Events in this bédy system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events [1] By Center
{Safety Evaluable Patients)

Page 23 of 120

Gestational Total Number Fisher's
Age Number of Pts exact Number - ------ R ----Severity-------------- .-
Body System/Event [2] Group [3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
ANY EVEﬁ% <63 Days (All) 89 B9 (100%) - ----- 770 307  (40%) 303 (39%) 157 (20%) 3 (<1%)
49 Days (Group 1)} 35 35 (100%) 288 123 (43%) 105 (36%) 59 (20%) 1 (<1%)
S0-56 Days (Group 2) 34 34 (100%) 304 107 (3S%) 133 (44%) 64 (21%) 0
$7-63 Days (Group 3) 20 20 (100%) 178 77 {(43%) €5 (37%) 34 (19%) 2 (1%)
SKIN AND APPENDAGES DISORDERS
ANY EVENT <63 Days (All) 89 3 (3%) 0.7904 3 1 (33%) 1 (33%) 1 (33y) [
=49 Days (Group 1) 35 2 (6%) 2 1 (50%) 0 1 (50%) 0
50-56 Days (Group 2) 34 1 (1y) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 20 0 0 0 0 0 0
SKIN DISORDER ' £63 Days (All) 89 1 (%) 0.6067 1 0 1 (100%) 0 0
<49 Days (Group 1) 35 o o 0 1] 0 0
50-56 Days (Group 2) 34 1 (3%} 1 0 1 (100%) 0 o
57-63 Days (Group 3) 20 0 0 0 [ 0 0
SWEATING INCREASED <63 Days (All) 89 1 (1y) 1.0000 1 ) [} 1 (100%) ¢}
s49 Days (Group 1) 15 1 (3%) 1 0 1] 1 (1o00Vv) 0
50-56 bays (Group 2) 34 0 0 0 0 0 0
' 57-63 bays (Group 3) 20 0 i 0 1] 0 0 0
VERRUCA £63 Days (All) 89 1 (1%)  1.0000 1 1 (100%) 0 ) 0
s49 Days (Group 1) 35 1 (3%) 1 1 (100%) 0 [ [}
. ) 50-56 Days (Group 2) 34 0 0 0 - Ql, 0 0
Coe 57-63 Days (Group 3) 20 0 0 L I [ 0 0
I r | '
{1} Includes all adverse events reported at any point in the study, regardless of causality. K !
[2) NOS = Not otherwise specified
(3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4) Events in this body system occurred during the study blood sampling. ;
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events [1] By Center
fSafety Evaluable Patients]

Page 24 of 120

Center - ——er———
Gestational Total Number Fisher's
Age Number of Pts exact Number  --- ------ R Severjty----------. - oL
Boedy System/Event [2] Group {13) of Pts w/Event p value of Events Mild Moderate Severe Unknown
MUSCULO- SKELETAL SYSTEM DISORDERS
ANY EVENT <63 Days (All) 89 2 (2%) 0.5174 4 3 (75%) 0 1 (25%) 0
549 Days (Group 1) s 0 ' (] 0 0 0 0
50-56 Days (Group 2) 34 1 (3%} 1 0 0 1 (100%) 0
57-63 Days (Group 3) 20 1 (s%) 3 3 (100%) 0 o 0
ARTHRALGIA <63 Days (All) 89. 1 (1%) 0.2247 1 1 (100%) 0 0 0
549 Days (Group 1) 35 0 0 0 0 0 0
50-56 Days (Group 2) kL] 0 0 0 [} [} 4]
57—63 Days (Group 3) 20 1 (5%) 1 1 (100%) 0 0 (]
MYALGIA =63 Days (All) 89 1 (1%) 0.6067 1 0 0 1 (100%) 0
£49 Days (Group 1) 35 0 0 0 0 ' [} 0
50-56 Days (Group 2) 34 1 (3%) il 0 0 1 (100%) 0
57-63 Days (Group 3) 20 (] o 0 0 0 0
SKELETAL PAIN 563 Days (All) 89 1 (1%) 0.2247 2 2 (100%) 0 0 0
<49 Days (Group 1) 35 0 0 0 0 0 0
50-56 Days {(Group 2) 34 0 0 0 0 0 0
S7 €3 Days (Group 3) 20 1 (5%) 2 2 (100%) 0 0 [}
, ,
CENTR & PERIPH NERVOUS SYSTEM DISORDERS
ANY EVENT <63 Days (All) 89 51  (57%) 0.5776 101 14 (34%) 48  (48%) 19 (19%) 0
‘ %49 Days (Group 1) s 22 {63%) 36 16 (44%) 15 (42%) S (14%) 0
. 50-56 Days (Group 2) 34 17 (50%) 35 10 (22)). l% ,(Sli) 7 (20%) 0
L ' 57-63 Days (Group 3) 20 12 (60%) 10 8 (27%) 15, (50%) 7 (23W) 0
. [
T X |
{1} Includes all adverse eventp reported at any point in the study, regardless of causality. )
[2] Nos :iNot otherwise specified
13] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
f4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 3ONOV98:10:44 FINAL
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Appendix D, Table 5a (Continued)
Adverse Events [1] By Center
[Safety Evaluable Patients}]

Center: F e
‘ Gestational Total Number Fisher's
Age ) Number of Pts exact Number - --------------° - - - Severity-----------------*
Body System/Event [2] Group (3] l of Pts w/Event p valuL of Events Mila Moderate Severe Unknown
CENTR & PERIPH NERVOUS SYSTEN DISORDERS (cont.) ‘
DIZZINESS <63 Days (All) 89 18 (20%) 0.1305 29 13 (45%) 8 (28%) 8 (28%) 0
<49 Days (Group 1) 35 11 (31y) 17 9 ({53%) 4 (2aw) 4 (24y) 0
50-56 Days (Group 2) 34 4 (123) 7 2 (29%) 4 (57%) 1 (1ay) 0
57-63 Days (Group 3) 20 3 {15Y) S 2 (a0W) 0 3 (60%) 0
HEADACHE <63 Days (All) 894‘ 38 (43W) 0.13317 72 21 {(29%) 40 (56%) 11 {15%) V]
<49 Daye (Group 1) a5 12 (34%) 19 7 {37%) 11 (58%) 1 (5%) 0
50 56 Days (Group 2) 34 15 (44%) 28 8 (29%) 14 (S0%) 6 (21%) 0
57.63 Days (Group 3) 20 11 (?5!) 25 6 (24%) 15 (60%) 4 (16%) 0
VISION DISORDERS
ANY EVENT ' s63 Days (All) 89 1 (1%) 0.6067 1 0 1 (100?) 0 0
249 Days (Group 1) s 0 0 0 0 0 0
50-56 Days {(Group 2) 34 1 {3%) 1 o 1 (100%) 0 Q
57-63 Days (Group 3) 20 0 0 0 0 0 0
BLEPHARITIS | <63 Days (All) 89 1 (1%) 0.6067 1 0 1 (100%) 0 0
<49 Days (Group 1) 35 o Q 0 [ Q Q
50 56 Days (Group 2) 34 1 (%) 1 L] 1 (100%) 0 0
' ! 57-63 Days (Group 3) 20 e Q 0 Q 0 (]
REARING AND VESTIBULAR DISORDERS
ANY EVENT <63 Days (All) 89 2 (2%) 0.3437 3 1 (33%) 1 (33%) 1 (33y) 0
. . ) =49 Days (Group 1) s 2 (6%) 3 1 (1% 1 (33%) 1 (3 0
Cae 50-56 Days (Group 2) 34 o 0 o i' 0" 0 0
57-63 Days (Group 13} 20 4] 0 0 B 0 [ (1]
]
' !
T T : ; !
{1] Includes all adverse events reported at any point in the study, regardless of causality.
2] NOS = Not otherwise specified
[3} Gestational age group was assigned by the investigator based upon menstrual nistory. pelvic examination and vaginal ultrasonography.
{4} Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\lGGB\SASPGMS\apdxd\f1nal\ade1.SAS 30NOV9B8:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events [1] By Center
[Safety Evaluable Patients}

Page 26 of 120

Gestational Total Number Fisher's
Age Number of pta exact Number - - -----..----oaoaonn Severity-------- - .-
Body System/Event [2] Group [3] of pts w/Event p-value of Events Mild Moderate Severe Unknown
HEARING AND VESTIBULAR DISORDERS (cont.)
EAR ACHE» s63 Days (All) 89 2 (2%) 0.3437 3 1 {(33%) 1 (33%) 1 (33%) [}
549 Days (Group 1) 35 2 (6%) k] 1 (33w) 1 (33v) 1 (33%) 0
S0-56 Days (Group 2) 34 0 [ [1] o 0 [
57-63 Days (Group 1) 20 0 0 0 0 0 4]
{
i
PSYCHIATRIC DISORDERS
ANY EVENT s63 Days (All)} 89 7 (8%) 0.6869 1 5 {(4S%) 3 (27%) 3 (27y) 1]
549 Days (Group 1) 35 4 (11%) 7 3 (43V) 2 (29%) 2 (29%) [
50 56 Days (Group 2) 34 2 (6%) 3 1 (33w) 1 (33y) 1 (33%) 1]
57-63 Days {(Group 3) 20 1 (5%) 1 1 (100%) /] 0 o
ANOREXIA £63 Days (All) 89 4 (4%) 0.2672 5 4 (80%) 1 (20’) 0 (1}
<49 Days {(Group 1) 15 3 (9%) 4 3 (75%) 1 (25%) [} 0
50-56 Days (Group 2) 34 0 0 0 0 0 [}
$7-61 Days (Group 3) 20 1 (S%) 1 1 (100%) | 0 0 0
DEPRESSION s63 Days (All) 89 4 (4%) 0.6735 5 1 (20%) 2 (40%) 2 (40%) 0
s49 Days (Group 1) 35 2 (6%) 2 0 1 (50%) 1 (S0%) 0
$0-56 Days (Group 2) 34 2 (6%) 3 1 (33%) 1 (33%) 1 (33%) 0
, 57-63 Days (Group 3) 20 0 0 0 0 0 4]
INSOMNIA <63 Daya (All) a9 1 (1%) 1.0000 1 0o 0 1 (100%) 0
=49 Days (Group 1) 35 1 (3%) 1 0 0 1 (100%) [1]
2 50-56 Days (Group 2) 34 ] 0 0 - 0 0 [}
' 57-63 Days (Group 3) 20 0 0 0 ." o’ ] 0
e
| '
[ §
[1) Includes all adverse eventpg reported at any point in the study, regardless of causality. i
{2} NOS = Not otherwise specified
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J: \USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table 5a (Continued)

Adverse Events [1] By Center
[safety Evaluable Patients]

Page 27 of 120

Center: ="
L]
Gestational Total Number Fisher's
Age Number of Pts exact Number - - ------ R Severity- - -- - S
Body System/Event (2] Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO-IMfS'I'Il'AL SYSTEM DISORDERS
ANY EVENT 263 Days (All) a9 69 (78%)} 0.13563 212 86 (41%) 99  (47%) 26  (12%) 1 («1%)
549 Days (Group 1) 35 28 (80%) 69 27 (39%) | 28 (41%) 14 (20%) 0
50-56 Days (Group 2) 34 28 (82%) 94 34 (36%) 52 (55%) B (9%) 0
57-63 bays (Group 3) 20 13 (65%) 49 25 (51%) 19 (39%) 4 (8%} 1 (2%)
ABDOMINAL PAIN (STOMACH AND INTESTINAL) 563 Days (All) 89 2 (2%) 0.5174 2 1 (s50%) 0 1 (s0%) 0
s49 Days (Group 1) 35 (] 0 0 0 0 ]
50-56 Days (Group 2) 34 1 (3%) 1 1 (100%) 0 0 0
57-63 bays (Group 3) 20 1 (5%) 1 [} V] 1 (100%) 0
CONSTIPATION 563 Days (All) 89 1 (1%) 0.2247 1 0 0 0 1 (100%)
<49 Days (Group 1) 35 ] 0 0 0 ' 0 0
50-56 Days (Group 2) 34 [ 0 0 o 0 0
§7-63 Days (Group 3) 20 1 {s%) 1 0 0 0 1 (100%)
DIARRHEA 63 Days (All) a9 27  (30%) 0.8750 L] 15 (45%) 14 (42%) 4 (12y) 0
<49 Days (Group 1) 3s 11 (31w) 13 8 (62%) 4 (31y) 1 (8Y) 0
50-56 Days (Group 2) 34 11 (32v) 14 6 (43%) 7 (50%) 1 {7%) 0
57-63 Days {(Group 3) 20 5 (25%) 6 1 (171v) 3 (50%) 2 (33y) 0
DYSPEPSIA <63 Days (All) 89 3 (3%) 1.0000 S 2 (40%) | 3 (60%) 0 0
s49 Days (Group 1) 35 1 (3%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 34 1 (3%) j 1 1 (100%) 0 0 0
2 57-63 Days (Group 3) 20 1 (sy) I 3 1 (333), 2! (67%) 0 0
[ .' : _i | ;
!
' '
[1) Includes all adverse events reported at any point in the study, regardless of causality. ’ l
[2) NOS = Not otherwise specifiied ;
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV9IB:10:44 FINAL
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Appendix D, Table 5a (Continued)
Adverse Events [1] By Center
[safety Evaluable Patients]

Page 28 of 120

Gestational Total Number Figsher's
Age i Number of Pts exact Number - --------.------------ Severity-------------- S
Body System/Event (2} Group {3} of pts w/Event p value of Events Mild Moderate Severe Unknown
GISTIO-!NT,STINAL SYSTEM DISORDERS (cont.)
FLATULENCE <63 Days (All) B9 k] {3v) 0.1772 3 1 (33%) 0 2 (67%) 0
s49 Days (Group 1) 3s k) (9%) 3 1 (33%) ] 2 (67%) 0
S0-56 Days (Group 2) 34 0 0 0 0 0 o
§7-63 Days (Group 3) 20 0 0 0 0 0 0
NAUSEA £63 Days (All) 89 61 {69%) 0.4707 117 S2  (44%) 51  (44%) 4 (12%) o
<49 Days (Group 1) 35 22 (63%) 37 13, {35%) 16 (43)) 8 (22v%) 0
50-56 Days (Group 2} 34 26  (76%) 53 22 (42%) 26 (49%) S (9%) 0
57-63 Days (Group 3) 20 13 (65%) 27 17 (63%) 9 (33%) 1 (4%) 0
SALIVA INCREASED <63 Days (All) 89 1 (1%) 0.2247 1 1] 1 (100%) [} 0
=49 Days (Group 1) 35 0 0 0 0 ' 0 0
50-56 Days (Group 2) 34 0 0 0 o 0 0
57-63 Days (Group 3) 20 1 (5%) 1 0 1 (100%) 0 0
VOMITING s63 Days (All) 89 33 (37%) 0.2789 50 15 (30%) 30 (60%) 5  (10%) 0
549 Days (Group 1) 35 10 (29%) 15 5 (33%) 7 (47%) 3 (20v) 0
50-56 Days (Group 2) 34 16 (47%) 25 4 (16%) 19 (76%) 2 (8%) 0
57-63 Days (Group 3} 20 7 (35%) 10 6 (80%) 4 (40%) 0 0
|
CARDIOVASCULAR DISORDERS, GENERAL .
ANY EVENT <63 Days (All) 89 2 (2%} 0.5174 2 0 1 (50%) 1 (50%) [}
<49 Days (Group 1) 35 0 0 0 0 0 0
- 50-56 Days (Group 2) 34 1 () 1 0 . 0! 1 (100%) 0
Py 57-63 Days (Group 3) 20 1 (5%) 1 0 K 1. (100%) 0 L]
P [
{11 Inciudés all adverse evenths reported at any point in the study, regardless of causality. !
{2) NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal uvltrasonography.
[4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel .SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events {1} By Center
{Safety Evaluable Patientsg])

PLge 29 of 120

Center: ettt -
M
Gestational Total Number Fisher's
Age Number of Pts exact Number  -------------- oo~ Severity------------- cee
Body System/Event (2] Group (3] of Pts w/Event p-value of Events Mila Moderate Severe Unknown
CARDIOVASCULAR DISORDERS, GENERAL {(comt.)
HYPOTENS FON <63 Days (All) 89 2 (2%) 0.5174 2 0 1 (50%) 1 (50%) 0
<49 Days (Group 1) 35 0 0 0 ) 0 0
50-56 Days (Group 2) 34 1 (3%) 1 ] 0 1 (100v) o
57-63 Days (Group 3} 20 1 (5%) 1 (4] 1 {(100%) (1] 0
HEART RATE AND RHYTHN DISORDERS
ANY EVENT %631 Days (All) 89 1 ae) 0.2247 1 Q [4] 1 (100%) [}
s49 Days (Group 1) 15 0 0 0 0 0 (1]
50-56 Days (Group 2) 34 0 [ 0 0 0 0
57-63 Days (Group 3) 20 1 (5%) 1 0 0 1 (100%) o
PALPITATION . <63 Days (All) 89 1 y) 0.2247 1 0 0 1 (100%) 0
£49 Days (Group 1) 35 0 0 0 0 ' 0 0
50-56 Days (Group 2) 34 0 0 0 [i] 0 0
57-63 Days (Group 3) 20 1 (5%) 1 0 0 1 (100%) 0
RESPIRATORY SYSTEM DISORDERS
ANY EVENT ' <63 Days (All) 89 6 (7%) 0.6419 11 S  (45%) S {45%) 1 (9%) 0
s49 Days (Group 1) 1S 3 (9%) S 2 (40%) 3 (60%) 0 0
, ; 50 56 Days (Group 2) 34 1 (3%) 1 0 [ 1 (100%) 0
57-63 Days (Group 1) 20 2 {(10%) s 3 (60%) 2 f{40%) 0 0
i
{11 Includes al& adverse events reported at any point in the study, regardless of causality. .
[2) NOS = Not otherwise specified <o "
131 Gestational %ge group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ul tasonography.
{4] Events in this body system occurred during the study blood sampling. , ‘ '
: . : l
|
i
Source Data: Appendix A.1l, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table 5a (Continu 1}
Adverse Events (1] By Center
ISsafety Evaluable Patients)

Center: o ——
Gestational Total Number Fisher's
Age Number of Pts exact Number  --------- R Severfty---------- .- .. ...
Body System/Event (2] Group (3] of pts  w/Event p-value of Events Mild Moderate Severe Unknown
RESPIRATORY SYSTEM DISORDERS {cont.)
COUGHING" s63 Days (All) 89 1 (1%) 0.6067 1 0 0 1 (100%) 0
549 Days (Group 1) 35 0 ' 0 1] ] 1] 0
50-56 Days (Group 2) 34 1 (%) 1 0 0 1 (100%) 0
57-63 Days (Group 3) 20 0 0 0 o 0 0
PHARYNGITIS s63 Days (A1) 89 3 (3%) 0.4394 3 2 (67%) 1 {33%) 0 [}
<49 Days (Group 1) 35 2 (6%} 2 1 (50%) 1 (50%) 0 [}
50-56 Days (Group 2} KL} o 0 4] 0 0 0
57-63 Days (Group 3) 20 1 (5%) 1 1 (100%) 0 0 0
PULMONARY CONGESTION s63 Days (All) 89 2 (2%) 0.6961 2 1 (S0%) 1 (50%) o 0
. 549 Days (Group 1) s 1 (3y) 1 1 (100%) - 0 , 0 0
50-56 Days (Group 2) 34 0 0 0 [} 0 0
57-63 Days {(Group 3) 20 1 (5%) ﬂ 0 1 {100%) 4] 0
RHINITIS <63 Days (All) 89 1 (1%) 0.2247 ) 2 (67%) 1 (33%) 0 [}
s49 Days (Group 1) 35 0 4] 1] 0 (1] 0
50-56 Days (Group 2} 34 [ 0 0 0 0 1]
57-63 Days (Group 3) 20 1 (5%) 3 2 (67%) 1 (33y) 0 0
SINUSITIS s63 Days (All} a9 1 (1%) 1.0000 2 0 2 (100%) 0 [}
<49 Days (Group 1) 35 1 (3%) 2 (4] 2 (100%) 0 0
50 56 Days (Group 2} 34 0 0 0 Q o 0
" ) . 57-63 Days (Group 3) 20 o 0 o s o, o 0
e i _
. o i
v
{1} Includes all adverse events reported at any point in the study, regardless of causality. f
[2) NOS = Not otherwise gpecified . !
(3} Gestaﬂional age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table S5a (Continued)
Adverse Events {1] By Center
fSafety Evaluable Patients)

Page 31 of 120

Gestational Total Number Fisher's
Age i Number of Pts exact L Number - - ... BRI EEI
Body System/Event (2] Group [3) of Pts w/Event p-valu of Events Mild Moderate Severe Unknown
!
URINARY SYYTEM DISORDERS
ANY EVENT 63 Days (All) 89 2 (2%) 1.0000 4 3 (715%) 0 1 (25%) 0
549 Days (Group 1) 15 1 (3%) 2 2 (loov) 0 0 0
50-56 Days (Group 2) 34 1 (3%) 2 1 (50%) 0 1 (50%) 0
57-63 Days (Group 3) 20 0 o 0 0 0 0
MICTURITION FREQUENCY s63 Days (All) 89 1 (1%) 1.0000 1 1 (100%) 0 0 L]
s49 Days (Group 1) 35 1 (3%) 1 1 (100%) 0 0 [
S0-56 Days (Group 2) 34 [¢] l 0 0 0 0 0
57-63 Days (Group 3) 20 0 i 0 ] 4] [o] 0
MICTURITION URGENCY <63 Days (All) 89 1 (1%) 0.6067 1 1 (100%) 0 [} 0
=49 Days (Group 1) 35 0 4] 0 0 0 0
50-56 Days {(Group 2) 34 1 (3%) 1 1 (100%) 0 0 [}
57-63 Days (Group 3) 20 0 [ 0 0 0 0
URINARY RETENTION =63 Days (All) a9 1 (1%) 1.0000 1 1 (100%) 0 0 0
. <49 Days (Group 1) 35 1 (3yv) 1 1 (100%) (] 0 0
50-56 Days (Group 2) 34 0 0 o 0 0 0
, 57-63 Days (Group 3) 20 (i [ 0 0 () 0
URINARY TRACT INFECTION <63 Days (All) 89 1 (1%) 0.6067 1 0 L] 1 (100%) 0
%49 Days (Group 1) 3s 0 0 0 0 0 0
. 50-56 Days (Group 2) 34 1 (3%) 1 0 (1] 1 (100%) o
T 57-63 Days (Group 3) 20 ] 0 0 RN b, 0 0
[ " i B -
; |
t
f1} Includes all adverse events reported at any point in the study, regardless of causality. f l
{2} NOS = Not otherwise specified !
[3] Gestational age group was agssigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 310NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events (1} By Center
{Safety Evaluable Patients])

Page 32 of 120

Gestational Total Number Fisher's
Age Number of Pts exact Number  ------------oooooo--. Severity----.------- ---......
Body System/Event (2} Group [}) of Pts w/Event p-value of Events Mila Moderate Severe Unknown
KREPRODUCTIVE DISORDERS, PEMALR
ANY EVENT £63 Days (All)} 89 14 (16%) 0.1194 17 6 (35%) 1] 1 {65%) 0
s49 Days (Group 1) 15 k] (9%) 3 2 (67%) 0 1 (33y) 4
50-56 Days (Group 2) 34 9 (28%) 12 3 {25%) 0 9 (75%) ]
57-63 bays (Group 3) 20 2 (10W) 2 1 (50%) 1] 1 &50\) ]
i .
BREAST DISCHARGE s63 Days (All) 89 - 1 (1%) 1.0000 1 1 (100%) 0o 0 ' i 0
549 Days (Group 1) 35 1 (3%) 1 1 {100%) 0 0 "0
50-56 Days (Group 2) 34 0 i 0 0 0 0 0
57-63 Days {(Group 3) 20 4} "o 0 ] 0 1]
BREAST PAIN FEMALE £61 Days (All) 89 3 (3%) 1.0000 3 1 (33%) 0 2 (67%) 0
s49 Days (Group 1) 35 1 (3% 1 ] 0 . 1 (1o00%) ]
50-56 Days (Group 2) 34 1 {ay) 1 0 4] 1 (1o00%) 0
57-63 Days (Group 3) 20 1 (5%) 1 1 (100%) 0 0 0
|
LEUKORRHOEA s63 Days (All) 89 2 (2%) 0.1918 2 2 (100%) 0 0 4]
=49 Days {(Group 1) 35 0 [ 0 0 0o (1]
50-56 Days (Group 2) 34 2 (6%) 2 2 (100%) 0 0 ]
57-63 Days (Group 3) 20 (4] [o] 0 0 0 0
OVARIAN DI1SORDER s63 Days (All) 89 1 (1%) 1.0000 1 1 (100%) 0 0 0
<49 Days (Group 1) 35 1 (av) 1 1 (100%) ] 0 o
50-56 Days {(Group 2) 34 0 0 0 0 0 0
R $7-63 Days (Group 3) 20 0 Q ] o, ] 4]
i‘ : i' K T
(1) Includes all adverse events reported at any point in the study, regardless of causality. ; [ L
[2] NOS = Not otherwise specified |
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1l, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table S5a (Continued)
Adverse Events [1] By Center
[Safety Evaluable Patients]

Page 1) of 120

Center: ———
Gestational Total Number Fisher's
Age Number  of pts exact Number -------- R Severjty------.-...--.-... ...
Body System/Event (2] Group {3} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
REPRODUCTIVE DISORDERS, FEMALE (cont.)
UTERINE HAEMORRHAGE s63 Days (All) 89 7 (8%) 0.0113 10 1 (10%) 4] 9 (90%) [
<49 Days (Group 1) 35 0 0 0 0 0 0
$0-56 Days (Group 2) 34 6 (18%) 9 1 (11w) 0 8 (89%) 0
57-63 Days (Group 3) 20 1 (s%) 1 ] (4] 1 (100%) 0
NROPLASM
ANY EVENT s63 Days (All) 89 2 (2%) 0.6961 2 1 (50%) 1] o 1 (S0%)
549 Days {(Group 1) 35 1 (3%) 1 1 (100%) 0 [} 0
50-56 Days (Group 2) 34 0 0 0 0 0 0
57-63 Days (Group 3) 20 1 (5%) 1 (1] 0 0 1 {(100%)
CERVICAL SMEAR TEST POSITIVE' <63 Days (All) 89 1 (1%) 0.2247 1 [} 0 ' [} 1 (100%)
s49 Days (Group 1) 1s (4] 0 0 0 0 0
50-56 Days (Group 2) 34 0 0 ) (1] 0 0
57-63 Days (Group 3) 20 1 (5%) 1 0 0 [ 1 (100%)
OVARIAN CYST, =63 Days (All)} 89 1 (1%) 1.0000 1 1 (100%) o 0 0
£49 Days (Group 1) 35 1 (3%) 1 1 (100%) 0 0 1]
50-56 Days (Group 2) 34 0 0 o 0 0 [
' ' 57 63 Days (Group 3) 20 0 0 0 | 0 0 [}
l
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT <63 Days (All) 89 88 (99%) 0.606? 392 161  (41%) 142 (36%) 88 (22%) 1 (<1¥)
. ‘ ‘ s49 Days (Group 1) 3s 35 (100%) | 158 68 (43%), 55, ,(35%) 34 (22v) 1 (<lv)
\ .' " 50-56 Days (Group 2) 34 33 (97W) ’ 149 57 (38%) $9 . (40%) 33 (22w) 0
' 57 63 Days (Group 3) 20 20 (100%) 85 36 (42V) l 2 (33%) 21 (25%) 0
' f |
e + '
[1] Includes all adverse events reported at any point in the study, regardless of causality.
[2] NOS = Not otherwise specified )
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasorography.
(4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25 :
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table 5a (Continued}
Adverse Events (1] By Center
[Safety Evaluable Patientsl]

page 34 of 120

Gestational i : Total Number Fisher's
Age i Number of Pts exact Number - --------e---oaooonnn Severfty-------------- B
Body System/Event ({2} Group [3) of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLR - GENERRAL DISORDERS {cont.)
aspoMINAL. PAIN <63 Days (All) 89 88  (99%) 0.6067 313 1138 (41%) 118 {315%) 76  (23%) 1 («1%)
s49 Days (Group 1) 3s 35 (100%) 130 57 (44%) 41 (32v) 31 (24%) 1 (<1%)
$0-56 Days (Group 2) 34 33 (97%) 128 48 (38Y%) 54 (42%) 26 (20%) ]
57-63 Days (Group 1) 20 20 (100%) 75 33 (44%) 23 {31%) 19 (25%) (4]
ALLERGY $63 Days {(All) 89 1 (1%) 0.2247 1 0 1 (100%) 0 0
s49 Days (Group 1) k13 0 0 0 0 \ 0 0
50-56 Days (Group 2) 34 0 0 0 0 i 0 0
57-63 Days (Group 3) 20 1 (s%) 1 0 1 (100%) -0 0
ASTHENIA =63 Days (All) 89 3 (3%) 0.6123 5 1 (20%) 2  (40%) 2 (4a0%) [
%49 Days (Group 1) is5 1 (3%) 2 1 (50%) 1 (s0%) [ 1]
50-56 Days (Group 2) 34 2 (6%) k] 0 1 (33%) 2 (67%) 0
57-63 Days (Group 1) 20 4] 0 0 0 0 0
BACK PAIN 263 Days (All) 89 10 (11%) 0.5711 12 4 (33%) 4 (33Y) 4 (3y) (]
=49 Days (Group 1) 15 4 (11%) 5 1 (20%) 1 (60%) 1 (20%) 0
50-56 Days (Group 2) 34 5 (1s%) 6 3 (S0%) 1 17y 2 (33y) 0
$7-63 Days (Group 3) 20 1 (5%) 1 0 0 1 (100%) 0
CHEST PAIN £63 Days (All) 89 1 (13) 0.6067 2 1 (S0%) 1 (50%) [ 0
=49 Days (Group 1) 35 0 0 0 o 0 0
$0-56 Days (Group 2) 34 1 (31%) 2 1 (50%) 1 (50%) 0 0
- ; 57-63 Days (Group 3) 20 0 0 0 - o) 0 0
e K .
: [
{1] Includes all adverse events reported at any point in the study, regardless oF causality. f
{2]) NOS = Not otherwise specif}ed !
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
14} Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV9B:10:44 FINAL
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Appendix D, Table Sa {(Continued)
Adverse Events [1] By Center
|Safety Evaluable Patients)

Page 35 of 120

Center: ™
2 1
Gestational Total Number Fisher's '
Age Number of Pts exact Number  -------- i -ce-aons Severity--------- - S
Body System/Event (2] Group (3] of pts w/Event p value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS (comt.)
FATIGUE s63 Days (All) 89 20 (22%) 0.39313 25 9 (36%) 11 (4ayw) S (20%) 0
549 Days (Group 1) 35 9 (26%) 12 14 (33%) 6 (50%) 2 (17%) 0
50-56 Days (Group 2) 34 5 (15%) 6 3 (50%) 1 (17%) 2 (31%) 0
57-63 bays (Group 3) 20 6 (30%) 7 2 (29%) 4 (57%) 1 (1aw) )
FEVER s63 bays (All) 897 6 (7%) 1.0000 6 S (83%) 1 (17%) 0 0
249 Days (Group 1) 35 3 (9%) k] 3 (100%) 0 0 ]
50-56 Days {(Group 2) 34 2 (6%) 2 1 (s50%) 1 (50%) 0 0
57-63 Days (Group 1) 20 1 (S%) 1 1 (100%) 0 0 o
LEG PAIN 263 Days (All) 89 1 (1%) 1.0000 k) 0 3 (100%) 0 0
549 Days (Group 1) 35 1 3y) 3 0 3 (100%) ] 0
50-56 Days (Group 2) 34 0 0 0 0 0 0
§7-63 Days (Group 3) 20 0 0 1] 0 0 (4]
PAIN 261 Days (All) 89 1 (1%) 0.6067 1 1 (100%) 0 0 0
s49 Days (Group 1) 35 ] ] 0 0 0 0
50-56 Days (Group 2) 34 1 3v) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 20 0 0 0 0 0 0
' |
RIGORS 63 Days (All} 89 3 (3%) 0.7904 3 2 (67%) 0 1 (33%) [}
s49 Days (Group 1) 35 2 (6%) 2 2 (100%) [ [\] 0
50-56 Days (Group 2) 34 1 03y 1 0 0 ;1 (100%) 0
. ) S7 €3 Days (Group 3} 20 0 0 0 e o [} 0
. B i ' -
[
11} Includes all adverse events reported at any point in the study, regardless df causality. f 1
[2] NOS = Not otherwise specifiied ) o
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4} Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events (1] By Center
{Safety Evaluable Patients]

center: _  ———————— -

Page 36 of 120

Gestational Total Number Fisher's
Age Number of pts exact Number R R Severity-- .- --- - . -
Body System/Event [2] Group {3) of pts w/Event p value of Events Mila Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS (cont.)
SYNCOPE , s63 Days {(All) 89 1 (1%} 1.0000 1 0 1 (100%) 0 0
549 Days (Group 1) 15 1 (3%) 1 0 1 (100%) 0 4]
50-56 Days (Group 2) 34 [} [} 0 0 0 0
57-63 Days (Group 1) 20 0 0 0 [ 0 0
RESISTANCE MECHANISM DISORDERS
ANY EVENT s63 Days (All) 89 4 (4%) 0.6735 6 1 (17%) 2 (33w) 3 (50%) 0
549 Days (Group 1) 35 2 (6%) 2 0 1 (s0%) 1 (s0%) 0
goAss Days (Group 2) 34 2 (6%) 4 1 (25%) 1 (25%) 2 (50%) 0
%7-63 Days (Group 3) 20 o 0 0 0 [ (]
HERPES SIMPLEX . =61 Days (All) 89 1 (1%) 1.0000 1 0 0 , 1 (100%) 0
549 Days (Group 1) 35 1 (3%) 1 0 0 1 (100%) 0
50-56 Days (Group 2) 34 [ 0 o 0 0 1]
57-63 Days (Group 3) 20 0 lo 0 0 ) 0
INFECTION VIRAL <63 Days (All) 89 3 (3%) 0.6123 S 1 (20%) 2 (40%) 2 (40%) 0
549 Days (Group 1) 35 1 (3%) 1 0 1 (100%) 0 ]
50-56 Days (Group 2) 34 2 (6%) 4 1 (25%) 1 (25V) 2 (S50%) 0
57-63 Days (Group 1) 20 0 0 0 0 0 0
[1] Includes all adverse events reported at any point in the study, regardless of causality.
[2] NOS = Not otherwise specified o
13) Gestationaf‘?ge group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal hytrasohography.
[4) Events in'this Body system occurred during the study blood sampling. » | o
4 r !
. ! i
i
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events [1] By Center

{Safety Evaluable Patients)

Center: WESTHOFF (#24)

Page 37 of 120

Gestational Total Number Fisher's
Age | Number of Pts exact | Number - -------- ERREREE R Severity---------- -
Body System/Event [2] Group ({3} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
!
]
ANY EVENT <63 Days (All) 17% 171 (98%) 0.6779 9813 433 (44%) 401  (41%) 147 (15%) 2 (<1¥)
<49 bays (Group 1) 71 €9 (97%) 359 147  (41%) 152 (42%) 60 (17%) V]
50-56 Days (Group 2) 72 71 (99%) 398 199 (50%) 152  (38%) 46 (12%) 1 {<1¥%)
57-63 Days {(Group 3) 12 31 (97%) 226 87 (38%) 97 (43%) 41 (18%) 1 (<1¥)
SKXIN AND APPENDAGES DISORDERS
ANY EVENT s63 Days (All) 175 6 (3%) 0.7426 7 4 (57%) 3 (43V) 0 V]
249 Days (Group 1) 71 3 (4%) 4 3 (75%) 1 (25%) 0 0
50-56 Days (Group 2) 72 3 (4%) 3 1 (33%) 2 (67%) 0 0
57-63 Days (Group 3) 32 0 ' 0 0 0 [ 0
ACNE ' <63 Days (All) 175 1 (<1%) 1.0000 1 1 (100%) 0 ' 0 0
£49 Days (Group 1) 71 0 0 0 0 0 0
50-56 Days (Group 2) 72 1 (1%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 32 [ o] 0 0 [} 0
PRURITUS . £63 Days (All) 175 1 (<1%) 0.5886 2 2 (100%) 0 o 4]
549 Days (Group 1) 71 1 v 2 2 (100%) 0 ] 0
50-56 Days (Group 2} 72 0 0 0 0 0 (1]
' ' 57-63 Days (Group 3) 32 0 0 0 0 0 [i}
RASH . =63 Days (All) 175 2 (1%) 1.0000 2 0 2 (100%) 0 [}
s49 Days (Group 1) 71 1 (1%) 1 0 1 (1loo0%) 0 0
2 . ‘ 50-56 Days (Group 2) 72 1 (1y) 1 0 . 1, (too%) 0 0
e 57-63 Days (Group 3) 32 ] . 0 [V ‘ 0. ] 0
. '
i i |
{1) Includes all adverse events reported at any point in the study, regardless of causality.
{2] NOS = Not otherwise specified
(3] Gestational age group was assigned by the inveatigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\lGGB\SASPGMS\apdxd\[inal\adel.SAS JONOVIB:10:44 FINAL
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Appendix D, Table 5a (Continued}
Adverse Events [1] By Center
[Satety Evaluable Patients)

Page 38 of 120

Gestational Total Number Fisher's
Age Number of Pts exact Number - - --------i----oaoann Severfty-------------- .. B
Body System/Event [2] Group [3) of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
SKIN AND APPENDAGES DISORDERS (cont.}
SWEATINGY INCREASED 263 Days (All) 175 1 (<1%) 1.0000 1 0 1 (100%) 1} 0
s49 Days (Group 1) 71 0 0 0 0 0 0
50-56 Days (Group 2} 72 1 (1%) 1 [ 1 (1o0%) o V]
S7-63 Days (Group 1) 32 [ 0 0 [i] 0 4]
VERRUCA <63 Days (All) 175’ 1 (<1¥%) 0.5886 1 1 (100%) 0 0 { o
s49 Days (Group 1) 7 1 (%) 1 1 (100%) ] 1] 1]
50-56 Days (Group 2) 72 0 i 0 0 0 0 0
57-63 Days (Group 3) 32 0 0 0 0 0 0
MUSCULO-SKELETAL SYSTEM DISORDERS
ANY EVENT 563 Days (All) 175 3 (2%) 0.7933 3 1 (33%) . 2 (67?) 0 0
<49 Days (Group 1) n 2 (3v) 2 0 2 (100%) 0 (1]
50-56 Days (Group 2) 72 1 (1%) 1 1 {(100%) 0 0 0
57-63 Pays (Group 3) 32 0 0 0 | 0 0 0
MYALGIA <63 Days (All) 175 2 (1%) 1.0000 2 1 (s0%) 1 (50%) 0 /]
s49 Days (Group 1) 71 1 (1%) 1 0 1 (100%) 0 0
50-56 Days (Group 2} 72 1 (1%} 1 1 (100%) o 0 1]
, 57-63 Days (Group 3) 32 0 0 0 0 0 0
SKELETAL PAIN 563 Days (All) 175 1 (<1%) 0.5886 1 o 1 (100%) 0 0
€49 Days (Group 1) 71 1 (1) 1 0 1 (100%) 0 0
S 50-56 Days (Group 2) 72 0 0 0 . L] 0 0
.o 57-63 Days (Group 3) 32 0 0 o : o 0 0
C. .
B ;J 1
1 H
[1] Includes all adverse eventsg reported at any point in the study, regardless of causality. i |
{2) NOS = Not otherwise specified
{3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1l, Tables 16 and 25
J:\USA\166B\SASPOMS \apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa {(Continued)
Adverse Events [1] By Center
[Safety Evaluable Patients]

Centexr: WESTHOFF (#24)

Page 139 of 120

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------- R Severlty--------+«- ... .. ..
Body System/Event (2] Group [(3) of pts  w/Event p-value of Events Mild Moderate Severe Unknown
CENTR & PERIPH NERVOUS SYSTEM DISORDERS
ANY EVEN'T s63 Days (All) 175 64 (37%) 0.2349 110 40 (36%) 49 (45%) 21 (19%) ]
=49 Days (Group 1) 71 30 (42%) 48 17 (3I5%) P24 {50%) 7 {15%) 0
50-56 Days (Group 2) 72 21 (29%) 39 16 (41%) ! 16 (41%) 7 (18%) 0
57-63 Days (Group 3) 32 13 (41%) 23 7 (30%) 9 (39%) 7 (30%) L]
CONVULSTONS s63 Days (All) 175 1 (<1%) 0.5886 1 1 (100W) [} 0 0
49 Days (Group 1) n 1 (1%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 72 0 0 0 ] 0 ]
57-63 Days (Group 3) 32 (1] 0 1] 0 (1} [
DIZZINESS <63 Days (All) 175 16 (9%) 0.7410 25 10 (40%) 9 (36y) 6 (24%) 0
: <49 Days (Group 1) 71 6 (8%) 8 2 {25%) S5  {6}%) 1 {13%) 0
50-56 Days (Group 2) 72 6 (8%) 10 5 (s0%) 3 (30w) 2 (20%) [}
57-63 Days (Group 3) 32 4 (13v) 7 3 {43w) 1 (14%) 3 (43%) 0
HEADACHE <63 Days (All) 175 58 (33%) 0.2714 84 29 (3S%) 40 (4BY) 15 (18%) 0
<49 Days (Group 1) 71 '27  (38%) 39 14  (36%) 19 (49%) 6 (15%) 0
50-56 Days (Group 2) 72 19 (26%) 29 11 {38%) 13 (45%) 5 (17%) 0
57-63 Days (Group 3) 32 12 (38%) 16 4 (25%) B (50%) 4 (25%) 0
PSYCHIATRIC DISORDERS !
ANY EVENT s63 Days (All) 175 18 (10%) 0.2758 26 8 (31%) 13 (50%) 5 (19%) 0
s49 Days (Group 1) 71 10 (14%) | 17 6 (3s5%) 9‘ (53%) 2 (12w) [
2 50 56 Days (Group 2) 72 7 (10%) | 7 2 (298) . 4. 57Y) 1 (14%) 0
Y . ‘ 57-63 Days (Group 3) 32 1 (3%) 2 0o : 0 - 2 (100%) 0
: , ‘ \
N r
v - T
[1) Includes all adverse events reported at any point in the study, regardless of causality. !
12) NOS = Not otherwise specified
[3} Gestational age group was assigned by the investigator based upon menstrual history. pelvic examination and vaginal ultrasonography.
{4) Events in this body system occurred during the study blood sampling. '
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events {1] By Center
[Safety Evaluable Patients]

Page 40 of 120

Gestational Total Number Fisher's
Age : Number of Pts exact Number R Severity- . ---- -
Body System/Event {2] Group (3] ! of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
PSYCHIATRIC DISORDERS (cont.)
ANOREXIAy s63 Days (All) 175 2 (1%) 0.6642 2 0 2 (100%) 0 0
s49 Days (Group 1) 71 [ (4] o 0 0 0
50-56 Days (Group 2) 72 2 (3%) 2 0 2 (100%) 0 1]
57-61 Days (Group 3) 32 0 (1] 0 [} 0 0
ANXTETY 63 Days (All) 175 6 (3%) 0.0462 8 3 (38%) 2 (25%) 3 (38%) ]
=49 Days (Group 1) 71 5 (7%) 6 3 (50%) 2 (33?) 1 (17w 0
50-56 Days (Group 2) 72 o] 0 (13 [4) ! 0 1]
§7-63 Days (Group 3) 32 1 (3%) 2 0 0 2 (100%) 0
DEPRESSION =63 Days (All) 175 3 (2%) 0.7933 3 1 (33y) 1 (33y) 1 (33y) 0
=49 Days (Group 1) 71 2 (3%) 2 1 (50%) 1 (50%) 0 0
50-56 Days (Group 2) 72 1 (1%) 1 0 0 ! 1 (100%) 0
57 63 Days (Group 3) 32 0 o 0 0 0 0
DYSPAREUNIA <63 Days (All) 175 1 (<1%) 1.0000 1 0 1 (100%) 0 [}
s49 Days (Group 1) 71 [} 0 0 0 0 [/}
' 50-56 Days (Group 2) 72 1 (1%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 32 0 p) 0 [ 0 0
EMOTIONAL LABILITY $63 Days (All) 175 2 (1%) 0.4964 4 2 (50%) 2 (50%) 0 [}
549 Days (Group 1) 71 2 (3%) 4 2 (50%) 2 (50%) 0 (]
50-56 Days (Group 2) 72 0 0 0 0 (] 0
2 57-63 Days (Group 3) 32 0 ] 0 0, o V]
i W a.
N i .
[1] Includes all adverse events reported at any point in the study, regardless of causality. ; L
{2] NOS = Not otherwise speciffed . i l
(3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1l, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table 5a (Continued)
Adverse Events (1] By Center

[safety Evaluable Patients]

Center: WESTHOFF (#24)

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------- R Severity---------- - .-
Body System/Event ([2] Group [3) of Pts w/Event p value of Events Mild Moderate Severe Unknown
PSYCHIATRIC DISORDERS (cont.)
INSOMNIA' s63 Days (All) 175 7 (4%) 0.4620 7 2 (29%) 4 (57%) 1 (14%) 0
549 Days (Group 1) 71 4 (6%) 4 o] 3 (75%) 1 (25%) [¢]
50-56 Days (Group 2} 72 3 ) 3 2 {(e7%) 1 (33v) 0 0
57-63 Days (Group 1) 32 0 0 ] 0 0 0
PSYCHOSIS <63 Days (All) 175 1 (<1%) 0.5886 1 0 1 (100%) 0 0
s49 Days (Group 1) 7 1 (1%) 1 0 1 (100%) ] [
50-56 Days (Group 2) 72 0 0 0 0 0 0
57-63 Days {(Group 3) 32 0 0 0 0 0 [}
GASTRO- INTESTINAL SYSTEM DISORDERS
ANY EVENT ' s63 Days (All) 175 113 (65%) 0.0989 270 129 (48%) 107 (40%) 34 (13%) ]
$49 Days (Group 1) 71 39 (55%) 85 30 (3s%) 37 (44%) 18 (21%) 0
50-56 Days (Group 2) 72 51 (71%) 123 69 (56%) 46 (37%) [:] (7%) 0
$7-63 Days (Group 3) 32 23 (72%) 62 30 (48%) 24 (39v) B (13%) o
ABDOMINAL PAIN (STOMACH AND INTESTINAL) =63 Days (All} 175 4 (2%) 0.6779 4 1 (25%) 2 (50%) 1 (25%) 0
<49 Days (Group 1) 71 2 (3%) 2 0 1 (50%) 1 (s0%) 0
50-56 Days (Group 2) 72 1 (1%) 1 1 (100%) 0 [+] 0
' ’ §7-63 bDays (Group 3) 32 1 (3%) 1 0 1 (100%) 0 0
CONSTIPATION 63 Days (All) 175 4 (2%) 0.8318 4 3 (75%) 0 ; 1 (25%) o
<49 Days (Group 1) 71 1 (1%) 1 0 0 1 (100%) 0
. . ) 50-56 Days (Group 2) 72 2 (3%) 2 2 (10Q8) , o 0 0
et 57-63 Days (Group 3) 32 1 (3%) 1 1 (190%) 0. 0 0
' r !
; I
{1} Includes all adverse events reported at any point in the study, regardlesa of causality. '
{2] NOS = Not otherwise specified
{3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaglnal ultrasonography.
[4) Events in this body system occurred during the study blood sampling. ‘
Source Data: Appendix A.1l, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 3IONOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events {1} By Center
[safety Evaluable Patients]

Center: WESTHOFF (#24)

Gestational Total Number Fisher's
Age Number of Pts exact Number  ---------------------- Severity ------- .-~ -
Body System/Event (2] Group {3} of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO- INTESTINAL SYSTEM DISORDERS {cont.)
DIARRHEA 63 Days (All) 175 32 (18%) 0.1747 33 19 (58%) 13 (39%) 1 (3%) 0
<49 Days (Group 1) 7 9 (13%) 9 4 (44%) 4 (44%) T (11%) )
50-56 Days (Group 2) 72 14 (19%) 14 10 (71%) 4 {29%) 0 0
57-63 bays (Group 3) 32 9 (26%) 10 5 (50%) 5  (50%) 0 0
DYSPEPSIA s63 Days (All) 175 12 (7%} 0.1428 13 6 (46%) 7 (S54%) o 0
s49 Days (Group 1) 7 2 (3%) 3 Q 3 (100%) 0 0
S0-56 Days (Group 2) 72 6 (8%} 6 4 (67%) 2 (33%) 0 [
57-63 Days (Group 3) 32 4 (13%) 4 2 (50%) 2 (50%) 0 0
I
FLATULENCE s63 Days (All) 175 3 (2%) 0.5895 5 4 (80%) 1 (20%) ) 0
549 Days {(Group 1) 71 1 (1%} 2 1 (50%) 1 (5Q%) 0 4]
50-56 Days (Group 2) 72 1 (1%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 32 1 (3%) 12 2 (100%) 0 0 0
HAEMORRHOIDS s63 Days (All) 175 1 (<1%) 1.0000 1 0 1 (100%) 0 aQ
<49 Days {(Group 1) 71 0 4] 0 0 0 0
50-56 Days (Group 2) 72 1 (1%) 1 0 1 (100%) 0 0
57-63 Days (Group 3} 32 0 0 0 0 0 1]
NAUSEA <63 Dbays (All) 175 88 (50%) 0.4871 111 60  (4S%) 53  {(40%) 20 (15%) 0
<49 Days (Group 1) 71 33 (46%) 49 20 (41%) 20  (41%) 9 (18%) 0
50-56 Days (Group 2) 72 36  {s50%) 5S4 27  (50%) 21 (39%) 6 (11¥%) 0
. 57-63 Days (Group 3) 32 19 (59%) 30 13 (41\)‘ 12 (40%) S (17%) 0
. : . | 7'!
0 I . " \‘ 1
[1} Includes all adverse events reported at any point in the study, regardless qf causality. r Wﬁﬂ '
{2] NOS = Not otherwise specified i
(3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
l4) Eventk in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS IONOV9IB:10:44 | FINAL
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Appendix D, Table Sa (Continued)
Adverse Events (1)
[Safety Evaluable Patients)

By Center

Page 43 of 120

Gestational Total Number Fisher's
Age } Number  of Pts exact Number  -------.------ooonn Severity --------..-- ...
Body System/Event (2} Group [3)‘ of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO- INTESTINAL SYSTEM DISORDERS (cont.) !
TOOTH ACHE 63 Days (All) 175 4 (2%) 0.0103 4 2 (50%) 0 2 (50%) V]
549 Days (Group 1) 71 1 (1s) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 72 0 [1] 0 0 0 0
57-63 Days (Group 3) 32 3 (9%) 3 1 {(33%) 0 2 ey 0
VOMITING s63 Days (All) 175I 59  {34%) 0.0066 73 34 {(47V) 30 (41%) 9 {12%) 0
s49 Days (Group 1) 71 15 (21%) 18 4 (22%) 8 (44W) 6 (33%) 0
50-56 Days (Group 2) 72 33 q46\) 44 24 (55%) 18 (41%) 2 (5%) 0
57-63 Days (Group 3) 32 1 QJ4\) 11 6 (55%) 4 (36%) 1 (9%) 0
NETABOLIC AND NUTRITIONAL DISORDERS
ANY EVENT ' s63 Days (All) 175 2 (1%) 0.313131 2 0 2 (100%) 0 0
<49 Days (Group 1) 71 0 0 0 0 0 0
50-56 Days (Group 2) 72 1 (1%) 1 [ 1 (100%) 0 0
57-63 Days (Group 3) 32 1 (3%) 1 0 1 (100%) 0 0
DEHYDRATION s63 Days (All) 175 2 (1%) 0.3111 2 0 2 (100%) 0 0
=49 Days (Group 1) 71 0 0 0 0 0 [}
50-56 Days (Group 2) 72 1 (1%) 1 0 1 (100%) 0 4]
| 57-63 Days (Group 3} 32 1 (3%) 1 0 1 (1o00%) 0 0
HEART RATR AND Rﬂ!!ﬂ! DISORDERS
ANY EVENT <63 Days (All) 175 2 (1%) 0.6642 2 1 (s50%) 1 (50%) 0 0
< s49 Days (Group 1} 71 ] 0 0 . q ] ]
: .‘ S0-56 Days (Group 2) 72 2 (3%) 2 1 (50!) 1. (50%) 0 0
57-63 Days (Group 3) 32 [ 0 0 . P 0 0
r
T : —L
{1) Includes all adverse events reported at any point in the study, regardless of causality.
[2) NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
f4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1l, Tablea 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table 5a {(Continued)
Adverse Events [1] By Center
{Safety Evaluable Patients]

Center: WESTHOFF (H24) - .

Gestational Total Number Fisher's
Age Number of Pts exact Number  ------------o.-ooaoo Severity-------- - ... EEE
Body System/Event {2} Group {3} of Pts w/Event p-value of Events Mild - Moderate Severe Unknown
HEART RATE AND RHYTHM DISORDERS (cont.)
PALPITATION s63 Days (All) 175 1 (<1%) 1.0000 1 1 (1o00%) 0 0 0
549 Days (Group 1) 71 0 o 0 0 0 0
50-56 Days (Group 2) 72 1 Oy 1 1 (100%) 0 ] 0
57-63 Days (Group 3) 12 ) 0 0 0 0 ‘ 0
TACHYCARDIA =63 Days (All) 175 1 (<1%) 1.0000 1 0 1 {100%) 0 { {0
<49 Days {(Group 1) n 0 0 0 0 0 o
50-56 Days (Group 2} 72 1 (1%) D | 0 1 {100%) [} 0
57-61 Days (Group 3) 32 (] o ] 0 0 (]
VASCULAR (EXTRACARDIAC) DISORDERRS
ANY EVENT ) s63 Days {(All) 175 1 (aw) 0.1829 1 1 (100%) 0 0 0
<49 Days (Group 1) 7 0 o o 0 ' 0 0
50-56 Days (Group 2) 72 0 0 0 0 0 0
57-63 bays (Group 1) | 32 1 (3%) 1 1 (100%) 0 0 0
VEIN PAIN 263 Days (All) | 175 1 (<1¥) 0.1829 1 1 {(100%) 0 0 0
' <49 Days (Group 1) ' 71 (4] 0 0 0 o 0
50-56 Days (Group 2) 72 0 [ 0 [/} [ 0o
57-63 Days (Group 3) 32 1 Oy 1 1 (100%) 0 0 0
RESPIRATORY SYSTEM DISORDERS
ANY EVENT : s63 Days (All) 175 10 (6%) 0.0017 11 4 (36%) 6 (55%) 1 (9%) 0
. <49 Days (Group 1) 71 5 (7%) 5 2 (q0%) 2, (40%) 1 (20%) [}
A : 50-56 Days (Group 2) 72 o 0 o ' o ! 0 0
e 57-63 Days (Group 3) 32 5 (1Y) 6 2 () 4 (67%) 0 0
*
| ! \
+
1] Includes all adverse eventd reported at any point in the study, regardless of causality.
{2} NOS = Not otherwise specifiead
(3] Gestational age group was assigned by the investjgator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
qi)vSA\lGGB\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 . FINAL
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Appendix D, Table 5a (Continued”
Adverse Events [1] By Center
[safety Evaluable Patients]

Center: WESTHOFF (#24)

Gestational ' Total Number Fisher's
Age Number of pts exact Number e R Severity- - ---- --. - . ...
Body System/Event {2] Group [3) of pts w/Event p value of Events Mild Moderate Severe . Unknown
RBSPIRATORY SYSTEM DISORDERS (cont.)
COUGHING s63 Days (All) 175 1 (<1%) 0.5886 1 1 (100%) o 0 0
49 Days (Group 1) 71 1 (1%) 1 1 (1o00%) 0 0 0
5056 Days (Group 2) 72 0 0 0 0 0 o
57 63 Days {(Group 1) 32 4] 0 0 0 0 o
PHARYNGITIS <63 Days (All) 175 3 (2%) 0.3100 3 1 (33w) 1 (33%) 1 (33y) 0
s49 Days (Group 1) 71 2 (3%) 2 0 1 (50%) 1t (s0%) 0
50-56 Days (Group 2) 72 0 0 0 0 0 1]
57-63 Days (Group 3) 32 1 (3%) 1 1 (100%) 0 0 o]
RHINITIS <63 Days (All) 175 1 (<1%) 0.5886 1 1 (100%) 0 0 0
. 549 Days (Group 1) 71 1 (1%) 1 1 (100%) 0 . 0 0
50-56 Days (Group 2} 72 [+] 0 [ 0 [ 4]
57-63 Days (Group 3) 32 0 0 0 [4) o 0
SINUSITIS <63 Days (All) 175 ] (3%) 0.0021 6 1 (17%) S (B3%) 0 0
=49 Days (Group 1) 71 1 (1%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 72 V] 0 0 0 0 1]
57-63 Days (Group 13) 32 4 (13%) 5 1 (20%) 4 (80%) 0 o]
RED BLOOD CELL DISORDIRh !
ANY EVENT s63 Days (All) 175 3 (2%) 0.79113 3 1 (33%) 0 2 (67V) 0
%49 Days (Group 1) 71 2 (3%) | 2 1 (s0%) 0 1 (s0%) 0
. 50-56 Days (Group 2) 72 1 (1%) l 1 0 .o '9 ) 1 (100%) 0
— : ' 57-63 Days (Group 3) 12 0 0 0o 0, 0 0
. '
1 i
f1] Includes all adverse events reported at any point in the study, regardless of causality. ' l
(2] NOS = Not otherwise specified
13) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultraqonography
[4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 2S5
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FIMAL
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Appendix D, Table Sa (Continued)
Adverse Events [1] By Center
[Safety Evaluable Patients]

Center: WESTHOFF (#24)

Gestational Total Number Figher's
Age i Number of Pts exact Number R Severity. - ----.--.- - ..
Body System/Event (2] Group (3) of pts w/Event p-value of Events Mild Moderate Severe Unknown
RED BLOOD CELL DISORDERS (cont.)
ANAEMIA ¥ s63 Days (All) 175 3 (2%) 0.7933 3 1 (33%) 0 2 (67%) 0
£49 Days (Group 1) 71 2 (3%) 2 1 (50%) 0 1 (s0%) 0
50- 56 Days (Group 2) 72 1 (1%) 1 o 0 1 (100%) 0
57-63 Days (Group 3) 32 0 0 4] 0 0o 0
URINARY SYSTEM DISORDERS
ANY EVENT 63 Days (All) 175 4 (2%} 0.5263 4 2 (50%) 2 (5?\) 0 0
549 Days (Group 1) 71 1 (w 1 1 (100%) 0 ' o 0
50-56 Days (Group 2) 72 3 (4%) k] 1 (33y) 2 (67%) (] 0
57-63 Days (Group 3) 32 0 0 0 0 0 ]
DYSURIA : 563 Days (All) 175 3 (2%) 0.2195 3 1 (33%) 2 (67%) [+] 0
s49 Days (Group 1) 7 1] 0 (4] (1] 0 0
50-56 Days (Group 2) 72 3 (4%) 3 1 (33%) 2 (67%) [ 0
57-63 Days (Group 13) 32 0 0 [ (4] 0 [
URINARY TRACT INFECTION s63 Days (All) 175 1 (<1%) 0.5886 1 1 (100%) 0 0 0
<49 Days (Group 1) 71 1 (1%) 1 1 (100%) 0 0 }]
50-56 Days (Group 2) 72 ] 0 0 (1] 0 0
' ' 57 63 Days (Group 1) 32 0 (4] 4] 1] ] 0
REPRODUCTIVE DISORDERS, FEMALE
ANY EVENT s63 Days (All) 175 21 (12%) 0.7869 25 11 (44%) 3 (12y) 11 (44%) 0
- ; ) $49 Days (Group 1) 71 8 (11%) 9 3 (3)2%), '%_,(llt) 5 (56%) 0
e 50-56 Days (Group 2) 72 8 (11%) 9 5 (56%) ! 0. 4 (44%) 0
: 57-63 Days (Group 1) 32 5 (16%) 7 3 (43%) 2 (29v) 2 (29%) 0
r
| ;
v . i |
[1) Includes all adverse events reported at any point in the study, regardless of causality.
[2) NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events (1] By Center
[safety Evaluable Patients]

Center: WESTHOFF (#24)

Gestational Total Number Fisher's
Age Number of Pts exact Number - ------ LR L Severity- - --------. R
Body System/Event (2] Group {3} of Pts w/Event p value of Events Mild Moderate Severe Unknown
REPRODUCTIVE DISORDERS, PEMALE (cont.)
BREAST PAIN FEMALE s63 Days (All) 175 2 (1%) 1.0000 2 1 (50W) 1 (50%) [ 1]
549 Days (Group 1) 71 1 (1%) 1 4] 1 (1o0%) 1] 0
50-56 Days (Group 2) 72 1 (1%) 1 1 (100%) 0 0 0
57-63 Days {(Group 3) 32 0 0 0 0 o 0
ENDOMETRITIS <63 Days (All) 175 1 (<1%) 0.1829 1 0 0 1 (100%) 0
549 Days (Group 1) 7 ] 0 0 0 0 [
50-56 Days (Group 2) 72 4} [ 0 0 [ 0
S7-63 Days (Group 1) 32 1 (3%) 1 0 [ 1 (100%) [\]
LEUKORRHOEA . s63 Days (All) 175 5 {3%) 0.4077 S 5 (100%) 0 0 0
£49 Days (Group 1) 71 1 QW) 1 1 (100%) 0 ! 0 0
50-56 Days {Group 2) 72 2 (3%) 2 2 (100%) 0 0 [}
57-63 Days (Group 3) 32 2 (6%) 2 2 (100%) o] 0 0
OVARIAN DISORDER s63 Days (All) 175 1 (<1%) 0.1829 1 Q 1 (100%) 0 0
=49 Days (Group 1) 71 [ 0 0 0 0 0
50-56 .Days (Group 2) 72 ] 0 0 0 0 0
. 57-63 Days (Group 3) 32 1 (3%) 1 0 1 (100%) 0 4]
PREMENSTRUAL TENSION s63 Days (All) 175 1 {<1%) 0.5886 1 1 (100%) 0 [} 0
£49 Days (Group 1) 71 1 (1%) 1 1 (100%) 0 0 0
. 50-56 Days (Group 2) 72 0 0 0 0 [4] 0
S ' 57-63 Days (Group 3) 32 0 0 o 7 0 0 0
) A
' — 1
[1] Includes all adverse events reported at any point in the study, regardless of causality. i |
[2] NOS = Not otherwise specified
{3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and va?ina] ultrasonography.
{4] Events in this body system occurred during the study blood sampling.
f
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 3I0NOV98:10:44 FINAL
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Appendix D, Table 5a {Continued)
Adverse Events [1] By Center
{Safety Evaluable Patients]

Center: WESTHOFF (#24) -

Gestational Total Number Fisher's }
Age Number of Pts exact Number - -----------iaoaoo Severity ------ S PRI
Body System/Event [2] Group (3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
REPRODUCTIVE DISORDERS, PEMALE (comt.)
UTERINE DISORDER NOS s63 Days (All) 175 3 (2%) 0.4032 3 2 (67%) 1 (331y) [¢] 0
549 Days (Group 1) 71 1] ) 0 0 0 o 0
50-56 Days (Group 2) 72 2 (3%) 2 2 (100%) [ 0 4}
57-63 Days (Group 3) 32 1 (3%) 1 0 1 (100%) 0 1}
UTERINE HAEMORRHAGE £63 Days (All) 175 9 (5%) 1.0000 10 0 0 10 (100%) 0
s49 Days (Group 1) 7 4 (5%} 5 0 0 5 {100%) 0
50-56 Days (Group 2) 72 4 (6%) 4 0 0 4 (100%) 0
?7A63 Days (Group 3) 32 1 (3%) 1 0 0 1 (100%) 0
!
VAGINITIS s63 Days (All) 175 2 (1%) 0.1818 2 2 (100%) 0 o 0
549 Days (Group 1) 71 1 (1%) 1 1 (100%) 0 , [1] 0
50-56 Days (Group 2) 72 0 0 /] 0 0 0
57-63 Days (Group 3) 32 1 (3%) 1 1 (100%) 0 0 0
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT s63 Days (All) 175 167 (95%) 0.5126 513 229 (45%) 209 (41%) 73 (14%) 2 {<1%)
. <49 Days (Group 1) 71 66 (93%) 182 82 (45%) 74 (41%) 26 -{14%) 0
50-56 Days (Group 2) 72 70 (97%) 209 103 (49%) 80 (38%) 25 (12%) 1 (<«1¥)
57-63 Days (Group 1) 32 31 (97W) 122 44 (36%) S5 (45%) 22 (18%) 1 («1%)
ABDOMINAL PAIN <63 Days (All) 175 162  (93%) 0.5159 417 200 (46%) 176 (40%) 59 (14%) 2 (<1%)
. =49 Days (Group 1) 71 64 (90%) 157 72  (46%) 64 (41%) 21 (13%) 0
R 50 56 Days (Group 2) 72 67 (93%) 182 89  (49%) 63, '(38%) 23 (1Y) 1 (aw)
A . 57-63 Days (Group J) 32 31 (97%) 98 39 (a0V)* | 4y ! (44Y%) 15 (15%) 1 (aw)
) " 'Y - 4 | '
. ' N
1 r 1
{1) Includes all adverse events reported at any point in the study, regardless of causality. ;
2] NOS = Not otherwise specified
{31 Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
(4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events {1] By Center
{Safety Evaluable Patients]

Page 49 of 120

Gestational Total Number Fisher's
Age ‘ Number of Pts exact Number R Severity------ .
Body System/Event (2] Group (J]' of Ppts w/Event p-value of Events Mild Moderate Severe Unknown
!
BODY AS A WHOLE - GENERAL DISORDERS (cont.) !
ALLERGY' <63 Days (All) 175 2 (1%) 1.0000 3 1 {33y 2 {87Y) o 0
<49 Days (Group 1) 71 1 (1%) 2 0 2 (100%) 0 0
50-56 Days (Group 2) 72 1 (1%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 32 [ 0 0 0 0 0
ASTHENIA s63 Days (All) 175’ 8 (5%) 0.7986 10 2 (20%) 6 (60%) 2 (20%) [
=49 Days (Group 1) 7 3 (4%) 3 1 (33%) 2 (67%) o 0
50-56 Days (Group 2) 72 3 )(i\) 1 1 (3w 2 (67%) [+] 0
§7-63 Days (Group 3) 32 2 i(e!) 4 0 2 (S50%) 2 (50%) [
BACK PAIN s63 Days (All) 175 18 (10%) 0.8483 26 9 (35%) 12 (46%) S (19%) 0
£49 Days {(Group 1) 71 8 (11y) 3 (33%) 4 (44%) 2 (22%) 0
50-56 Days (Group 2) 72 8 (11%) 11 S (45%) 5 (45%) 1 (9%) (1]
57-63 Days (Group 1) 32 2 (6%) 6 1 (17%) 3 (50%) 2 (3a3w) 1]
CHEST PAIN =63 Days (All) 175 1 (<1¥%) 0.5886 1 1 (100%) o 1} 0
<49 Days (Group 1) 71 1 (1%) 1 1 (100%) 0 ] 4
50-56 Days (Group 2) 72 0 0 0 0 0 0
57-63 Days {(Group 3) 32 ] 0 0 4] 0 0
FATIGUE 563 Days (All) 175 8 (S5%) 0.0880 8 5 (63%) 0 3 (38Y) [
s49 Days (Group 1) 71 6 (8%) 6 3 (50%) (] 31 (50%) o
50-56 Days {Group 2) 72 1 (1%) 1 1 (100W%) 2 0 L]
- 57-63 Days (Group 3) 12 1 (3%) 1 1 (100%): a . 0 0
. H : .
. ) . |
} v f M
[1] Includes all adverse events reported at any point in the study, regardless of causality. i
{2] NOS = Not otherwise specifiied
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4} Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J: \USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table S5a (Continued)
Adverse Events {1} By Center
[Ssafety Evaluable Patients)

Center: WESTHOFF (#24)

Page 50 of 120

Gestational Total Number Fisher's
Age Number of Pts exact Number - ------ V- -+ - ----Severity--- ----- -
Body System/Event (2) Group (3] of Pts w/Event p value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS (cont.)
FEVER ' s63 Days (All) 175 10 (6%) 0.6252 12 S (42%) 6 (50%) 1 (8%) 0
49 Days (Group 1) 71 3 (4%) 3 2 (67%) 1 (33%) 0 0
50 56 Days (Group 2) 72 4 (6%) 4 2 (50%) 2 (s50%) 0 ]
57-63 Days (Group 3) 32 3 (9%) S 1 (20%) 3 (60%) 1 [(20%) 0
1
. i
LEG PAIN <63 Days (All) 175 2 (1%) 0.6642 2 2 (100%) 0 [+ I (i}
<49 Days (Group 1) 71 4] , 0 0 0 0 Q
50-56 Days (Group 2) 72 2 (3%) b2 2 (100%) 0 0 0
57-63 Days (Group 3) 32 0 0 (4] 1] 0 0
MALAISE <63 Days (All) 175 5 (3%) 0.0641 5 1 (20%) 4 (80Y%) 0 0
' =49 Days (Group 1) 71 1 (1%) 1 0 1 (100%) [} 0
50-56 Days {(Group 2) 72 1 (1%) 1 1 (100%) o [ 0
57-63 bays (Group 3) | 32 3 (9%) 3 0 l 3 (100%) ] 0
PALLOR £63 Days (All) 175 1 (<1%) 0.1829 1 1 (100%) 0 0 1]
49 Days (Group 1) : 71 0 0 0 0 0 0
50-56 Days (Group 2) 72 0 0 0 0 [] 0
57-63 bays {(Group 3) 32 1 (3%) 1 1 (100%) 0 0 0
RIGORS <63 Days (All) 175 2 (1%) 0.3331 2 0 1 (50%) 1 (50%) 4]
<49 Days (Group 1) 71 0 0 0 0 0 0
50-56 Days (Group 2) 72 1 (1%) 1 /] 1 (100%) 0 0
8 . . 57-63 Days (Group 3) 32 1 (3 1 0 RN 'o;‘,__, 1 (100%) 0
Coe i ‘ -
|
' i v
[1] Includes all adverse events reported at any point in the study, regardless of causality. ; |
{2} NOS = Not otherwise specifded
13} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
14] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table 5a (Continued)
Adverse Events {1] By Center
[safety Evaluable Patients]

Center: WESTHOFF (#24)

Page 51 of 120

Gestational Total Number Fisher's
Age Number of Pts exact Number  -------- e Severity----------- - ...
Body System/Event (2] Group [3] of bts w/Event p value of Events Mild Moderate Severe Unknown
BODY AS A ®HOLE - GENERAL DISORDERS (cont.)
SYNCOPE £63 Days (All) 175 3 (2%) 0.0864 3 1 (33%) ] [} 2 (67%) L]
<49 Days (Group 1) 71 0 0 0 0 0 0
50-56 Days (Group 2) 72 1 (1%) 1 0 0 1 (100%) ]
S7-63 Days (Group 3) 32 2 (6%) 2 1 (50%) 0 1 (50%) 0
TEMPERATURE CHANGED SENSATION 63 Days (All) 175 k] (2%) 0.4032 3 1 (33%) 2 (67%) 0 0
<49 Days (Group 1) n 0 0 0 [ [} [4]
50-56 Days (Group 2) 72 2 (3%) 2 1 (50%) 1 (50%) o 0
$7-63 Days (Group 3) 32 1 (3%) 1 0 1 (100%) (1] 0
RESISTANCE MECHANISM DISORDERS
ANY EVENT 563 Days (All) 175 6 (3%} 0.0716 [ 2 (33%) 4 (67%) V] o
49 Days (Group 1) 71 q (6%) 4 2 (s0W) 2 (50%) 0 0
50-56 Days (Group 2) 72 0 [ 0 ] 0 0
57-63 Days (Group 3) 32 2 (6%) 2 0 2 (100%) [} 0
INFECTION VIRAL 563 Days (All) 175 6 (3%) 0.0716 6 2 (33w 4 (67%) 0 0
<49 Days (Group 1) mn 4 (6%) 4 2 (50%) 2 (50%) 0 [
) 50-56 Days {(Group 2) 72 0 0 0 0 0 0
57-63 Days (Group 3) 32 2 (6%) 2 0 ! 2 (100%) 0 0
{1} Includes all adverse events reported at any point in the study, regardless of causality. ! i
[2} NOS = Not otherwise épecified | R o
{3} Gestatiénél'age group was assigned by the investigator based upon menstrual history, pelvic examination and vagihal ultrasonography.
[4] Events in this body system occurred during the study blood sampling. ’ '
) ! i
0 i +
Source Data: Abpendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Center: NICHOLS (#25)

Appendix D, Table Sa (Continued)
Adverse Events [1]
[safety Evaluable Patients}

By Center

Page 52 of 120

Gestational Total Number Fisher's
Age ! Number of Pts exact Number  -------- e Severity--------- e
Body System/Event (2] Group (3] of pts w/Event p value of Events Mild Moderate Severe Unknown
+
ANY EVENT <63 Days (All) 178 175 (98%) 0.6319 1506 578  (38%) 550 (37%) 377 (25%) 1 (<1%)
<49 Days (Group 1) 72 70 (97%) 534 215 (s40%) 186 (35%) 133 (25%) 0
50-56 Days (Group 2) 54 54 (100%) 494 203  (41%) 179  (36%) 111 (22%) 1 (<1%)
57-63 Days (Group 3) 52 51  (98%) 478 160 (33%) 185  (39%) 131 (28%) 0
SKIN AND APPENDAGES DISORDERS .
ANY EVENT £63 Daya (All) 178 6 (3%} D0.5845 6 1 {17W) 2 (3w 3 (50W) °
<49 Days (Group 1) 72 2 (3%) 2 0 1 (50%) [ 1 (s0%) 0
S0-56 Days (Group 2) 54 1 (2%) 1 0 0 1 (100%) 0
§7-63 Days (Group 3) 52 3 (6%) 3 1 (33%) 1 {33y 1 (31%) ]
ACNE <63 Days (All) 178 1 (<1%) 0.2921 1 1 (100%) 0 ' 0 1]
<49 Days (Group 1) 72 [ 0 0 0 [ 0
50-56 Days {(Group 2) 54 0 0 0 0 0 0
57.631 Days (Group 3) 52 1 (2%) 1 1 (100%) ] 0 0
SWEATING INCREASED 563 Days (All) 178 3 (2%) 1.0000 3 0 0 3 (100%) 0
s49 Days (Group 1)} 72 1 (1%) 1 0 [} 1 (100%) 0
50-56 Days {(Group 2) 54 1 (2%) 1 0 0 1 (100%) L]
' 57-63 Days (Group 3) 52 1 (2%) 1 0 0 1 (100%) 0
URTICARIA <63 Days (All) 178 2 (1%) 0.7532 2 0 2 (100%) 0 0
R <49 Days (Group 1} 72 1 (1%) 1 0 1 (100%) 0 0
™ 50-56 Days (Group 2) 54 ) 0 0 K b 0 0
B 57-63 Days (Group 3) 52 1 (2%) 1 0o i 1. (100%) 0 o]
, '
{1} Includes all adverse events reported at any point in the study, regardless of causality. '
{2] NOS = Not otherwise specified
{3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table 5a

(Continued

Adverse Events [1] By Center
[Safety Evaluable Patients]

)

Page 53 of 120

Center: NICHOLS (#25) |
Gestational Total Number Fisher's
Age Number of Pts exact Number - ------- R Severity--------- -. .- .-
Body System/Event [2] Group (3} of pts w/Event p value of Events Mild Moderate Severe Unknown
HUSCULO-SKFLBTAL SYSTEM DISORDERS
ANY EVENT s63 Days (All) 178 3 (2%) 0.4881 4 2  (50%) 1 (25%) 1 (25%) 0
=49 Days (Group 1) 72 1 (1%) 1 1 (100%) 0 0 /]
50-56 Days (Group 2) 54 2 (4y) k] 1 (33%) 1 (33y) 1 (33y) 0
57-63 Days (Group 3} 52 0 0 0 0 0 0
ARTHRALGIA 263 Days (All) 178 2 (1%) 0.1750 2 1 (50%) [} 1  (50%) 0
<49 Days (Group 1) 72 (] 0 ] o 0 0
50-56 Days (Group 2) 54 2 (a%) 2 1 (50%) (] 1 (50%) 0
57-63 Days (Group 3) 52 0 0 o [} 0 0
SKELETAL PAIN =63 Days (All) 178 2 (1%) 1.0000 2 1 (50%) 1 (S0%) 0 0
%49 Days (Group 1) 72 1 (1%) 1 1 (100%) 0 ' 0 0
50-56 Days (Group 2) 54 1 (2%) 1 0 1 (100%) 0 0
$7-63 Days (Group 3) 52 0 0 0 0 0 [)
CENTR & PERIPH NERVOUS SYSTEM DISORDRRS
ANY EVENT \ £63 Days (All) 178 73 (41%) 0.1182 138 52 (38%) 63 (46%) 23 (17%) 0
<49 Days (Group 1) 72 24 (33y) 16 10 (28%) 19 (53%) 7 (19%) 0
50-56 Days (Group 2) 54 22 (41%) 50 23 (46%) 19 (38%) 8 (16%) 0
‘ 57-63 bays (Group 3) 52 27 (S52%) 52 19 (37y) 25 (48%) 8 (15%) 0
DIZZINESS 563 Days (All) 178 23 (13%) 0.3425 33 12 (36%) 9 (27v) 12 (36W) 0
<49 Days (Group 1) 72 7 (10%) 8 2 (25%) 1 (13%) 5 (63%) (1]
- 50-56 Days (Group 2) 54 10 (19%) 15 6 (4Q8), QL,(loi) 3 (20%) 0
— $7-63 Days (Group 3) 52 6 (12%) 10 4 (40V) 2. (20W) 4 faov) )
— r ' !
i 1
[1} Includes all adverse events reported at any point in the study, regardless of causality.
[2}] NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaglnal ultrasonography.
[4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel . SAS 30NOV9B:10:44 FINAL

—

|
w

MIF 001055



The Population Council
Protocol 1668

Center: NICHOLS (#25)

Appendix D, Table 5a {(Continued)
Adverse Events (1] By Center
[Safety Evaluable Patients}

pPage 54 of 120

Gestational Total Number Fisher's
Age Number  of Pts exact Number - ------- R R Severity ----- - -
Body System/Event (2] Group (3} of pta  w/Event p value of Events Mild Moderate Severe Unknown
CENTR & PERIPH NERRVOUS SYSTEN DISORDERS (cont.)
HEADACHE‘ <63 Days (All) 178 59 (33%) 0.1795 98 35 (36%) 53 (54%) 10 (10%) [
49 Days (Group 1) 72 19 (26%) 26 6 (23%) 18 (69%) 2 (8%) 0
$0-56 Days {(Group 2) 54 18 (33%) 34 17  (S50%) 13 (38%) 4 (12%) 0
57-63 days (Group 3) 52 22 (42y) 38 12 (32%) 22 (s8%Y) 4 (11%) 0
HYPOAESTHESIA <63 Days (All) 178 1 {<1%) 0.5955 1 0 0 1 (100%) 0
£49 Days (Group 1) 72 0 0 0 0 0 0
S50-56 Days (Group 2) 54 1 (2%) 1 ] 0 1 {(1o0%) [¢]
57~63 Days (Group 3) 52 ] 0 0 0 ] [}
l
MIGRAINE <63 Days (All) 178 1 (<1¥%) 0.2921 1 [} 1 (100%) 0 0
549 Days (Group 1) 72 ] ] 0 0 , o ]
50-56 Days (Group 2) 54 0 0 0 0 o 0
57-63 Days (Group 3) 52 1 (zy) il o 1 (100%) 0 0
NEURALGIA <63 Days (All) 178 1 (<1¥%) 0.2921 2 2 (100%) 0 0 0
s49 Days (Group 1) 72 0 0 0 0 (] 4
50-56 Days (Group 2) 54 0 0 0 0 0 0
57-63 Days (Group 3) 52 1 (2%) 2 2 (100%) (1] 0 (1]
PARAESTHESTA s63 Days (All) 178 1 (<1%) 1.0000 1 1 (100%) 0 0 [}
s49 Days (Group 1) 72 1 (1%) 1 1 (100%) 0 0 0
§0-56 Days (Group 2) 54 0 [ 0 0 0 0
57-63 Days (Group 3) 52 o 0 0 0, 0 0
. < 0
. ;L \ - .
(1} Includes all adverse events reported at any point in the study, regardless of causality. R '
[2] NOS = Not otherwise specified i
{3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
(4} Eventd in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPCMS\apdxd\final\adel . SAS 30NOV9B:10:44 FINAL
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Appendix D, Table 5a (Continued)
Adverse Events {1) By Center
{safety Evaluable Patients]

Center: NICHOLS (#2S)

Gestational Total Number Fisher's
Age } Number of pts exact Number Sttt Severity-------------. ... .-
Body System/Event [2] Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown

|
CENTR & PERIPN NERVOUS SYSTEM DISORDERS (cont.) '

SPEECH D1SORDER s63 Days (All) 178 1 (<1%) 0.2921 1 1 (100%) 0 0 0
s49 Days (Group 1) 72 0 0 0 0 0 0
50-56 Days (Group 2) 54 4] 0 0 0 0 0
57-63 Days (Group 1) 52 1 (2%) 1 1 (100%) (1] 0 1]
TREMOR <63 Days (All) 178' 1 (<1%) 1.0000 1 1 (100%) o 0 0
=49 Days (Group 1) 72 1 (1%) 1 1 (100%) 0 0 [4}
50-56 Days (Group 2} 54 o 1] 0 [ 0 1]
57-63 Days (Group 3) 52 0 [ 0 o 0 0
SPECIAL SENSES OTHER, DISORDERS
ANY EVENT ‘ s63 Days (All) 178 1 (<1%) 1.0000 1 0 0 ' 1 (100%) ]
=49 Days (Group 1) 72 1 (1%) 1 0 0 1 (100%) 0
50-56 Days (Group 2) S4 0 0 0 0 0 0
57-63 Days (Group 3) 52 0 [} 0 0 0 0
TASTE PERVER$ION 563 Days (All) 178 1 (<1%) 1.0000 1 0 0 1 (100%) 0
%49 Days (Group 1) 72 1 (1%) 1 0 0 1 (100%) 0
50-56 Days (Group 2) 54 0 0 0 0 0 0
57-63 Days {(Group 3) 52 0 0 0 0 0 0
PSYCHIATRIC DISORDRRS
ANY EVENT 263 Days (All) 178 15 (8%) 0.2858 17 S {29%) 6 (3IS%) 6 (35%) 0
< , . =49 Days (Group 1) 72 4 (6%) 6 2 (3w, ¥ (50%) 1 (17%) 0
Coel 50-56 Days (Group 2) sS4 4 (71%) ) L} [} K k 2., (50%) 2 (50%) 0
: 57-63 Days (Group 3) 52 7 (13%) 7 3 (43%) ‘ 1 (14y) 3 (a3y) 0
r
t
T - i l
(1} Includes all adverse events reported at any point in the study, regardliess of causality.
[2) NOS = Not otherwise specified
[3] Gestational age dgroup was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table S5a (Continued)
Adverse Events [1] By Center
{Safety Evaluable Patients]

Center: NICHOLS (#25) : - ;

Gestational ’ Total Number Fisher's
Age Number of Pts exact Number - ----.--.- R Severity- .- ---..-. EEEE
Body System/Event (2] Group [3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
PSYCHIATRIC DISORDERS (cont.)
ANOREXIA* =63 Days (All) 178 4 (2%) 1.0000 4 2  (50%) 2 (50%) 0 ]
=49 Days (Group 1) 72 2 (3y) 2 1 (s50%) 1 (50%) 0 0
50-56 Days (Group 2) 54 1 (2%) 1 1] 1 (100%) ] 0
57-63 Days (Group 1) 52 1 (2%) 1 1 (100%) 0 o 0
i
ANXIETY <63 Days (All) 178 6 (3%) 1.0000 6 3 (50%) 2 (33w) 1 ity oo
<49 Days (Group 1) 72 2 (3%) .2 1 (so0%) 1 (50%) 0 0
50-56 Days (Group 2) 5S4 2 (4%) b2 0 1 (50%) 1 (50%) 0
5763 Days (Group 1) 52 2 (4%) 2 2 (100%) [} L] 0
EMOTIONAL LABILITY s63 Days (All) 178 2 (1%) 0.5155 2 0 0 2 (100%) [
<49 Days (Group 1) 72 0 0 4 (4 ' (] 0
50-56 Days (Group 2) 54 1 (2%) 1 0 0 1 (looy) 0
57-63 Days (Group 1) | 52 1 (2%) 1 0 0 1 (100%) 0
INSOMNIA $6) Days (All) 178 5 (3%) 0.2297 5 0 2 (40%) 3 (60%) 1]
=49 Days (Group 1) 72 2 (3%) 2 1] 1 (50%) 1 (so0%) 0
50-56 Days (Group 2) 54 [1] 1] [ 0 0 0
57-63 Days (Group 3) 52 3 (6%) 3 0 1 {33%) 2 (67%) 0
GASTRO-INTESTINAL SYSTEM DISORDERS
ANY EVENT <63 Days (Al1l) 178 148  (B13Y) 0.5143 456 189 (41%) 172 (38%) 95 (21%) [
%49 Days (Group 1) 72 57 (79%) 155 71  {46%) 49 (32w) 35 (23%) [}
. 50-56 Days (Group 2) 54 47 (87v%) 158 70 (443) | 60! (38%) 28 (18%) 0
o ' 57-63 Days (Group 3) s2 44 (85%) 143 48 (34%) © 63..(44y) 32 (22w) 0
L "
) '
r
{11 Includes all adverse events reported at any point in the study, regardless of causality. | !
(2] NOS = Not otherwise specified
[3} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
(4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\IGGB\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 ‘ FINAL
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Appendix D, Table 5a (Continued)
Adverse Events [1]) By Center
{Safety Evaluable Patients)

Center: NICHOLS (#2S)

Page 57 of 120

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------- e Severity---------- -
Body System/Event [2} Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO-INTRSTINAL SYSTEM DISORDERS (cont.)
ABDOMINAL PAIN (STOMACH AND INTESTINAL) <63 Days (All) 178 1 (<1%) 0.2921 1 0 1 {(100%) 0 0
=49 Days (Group 1) 72 Q 0 0 [+] [} 0
50-56 Days (Group 2) 54 0 0 0 1] 0 0
57-63 Days (Group 3) 52 1 (2%) 1 0 1 {(100%) 0 0
CONSTIPATION s63 Days (All) 178 2 (1%) 0.5155 2 1 (50%) 0 1 (50%) 0
<49 Days (Group 1) 72 0 0 0 0 [+] 0
50-56 Days (Group 2) 54 1 (2v) 1 1 (100%) ()} 0 0
57-63 Days {(Group 3) 52 1 2y) 1 ] [} 1 {100%) 1]
DIARRHEA $63 Days (All) 178 40 (22v) 0.6344 46 19 (41%) 22 (48%) 5 (11%) 0
=49 Days (Group 1) 72 14 (19%) 15 7 (47%) S  (33%) 1 (20%) 0
50-56 Days (Group 2) 54 12 (22%) 17 7 {41%) 9 (53%) 1 (6%) 0
57-63 Days (Group 3) 52 14 (27%) 14 5 (36%) 8 (57V) 1 7%) 0
DYSPEPSIA s63 Days {All) 178 S (3%) 0.4526 5 4 (80%) 1 (20%) [ 0
549 Days (Group 1) 72 1 [83 )] 1 1 (1o00%) 0 o o
50-56 Days (Group 2) 54 1 (2%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 52 3 (6%) 3 2 (67%) 1 (33n) 0 0
, !
FLATULENCE <63 Days (All) 178 2 (%) 0.3373 2 1 (sos) ' 1 (50%) 0 0
549 Days (Group 1) 72 2 3y 2 1 (s0%) 1 (50%) o 0
50-56 Days (Group 2) 54 [ i 0 0 0 0 0
. 57-63 Days (Group 3) 52 o | 0 0 . o ] 0
. B . Y " 4.
RPN i : .
{1} includes all adverse events reported at any point in the study, regardless of causality. r '
{2] NOS = Not otherwise specifjed i |
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV9B:10:44 FINAL

[ o)

Qo
W

MIF 001059



The Population Council
Protocol 166B

Appendix D, Table Sa (Continued)
Adverse Events [1] By Center
{Safety Evaluable Patients]

Center: NICHOLS (#25)

Page 58 of 120

Gestational Total Number Fisher's
Age i Number of Pts exact Number - ------ R Severfty--------.--. . o
Body System/Event [2] Group (3] of pts w/Event p value of Events Mild Moderate Severe Unknown
GASTRO-INTESTINAL SYSTEM DISORDERS (cont.)
IRRITABLE BOWEL SYNDROME s63 Days (All) 178 2 (1%) 1.0000 2 2 (100%) 0 0 0
s49 Days (Group 1) 72 1 as) 1 1 (100%) ] 0 0
50-56 Days (Group 2) 54 1 (2%) 1 1 (100%) (] 0 0
57-63 Days (Group 3} 52 0 0 0 0 ] o
MOUTH DRY <63 Days (All) 178’ 1 (<1V) 1.0000 1 V) 1] 1 (100%) 0
549 Days (Group 1) 72 1 (W 1 o 0 ! 1 (100%) o
S0 56 Days (Group 2) 54 0 Q [ o i 0 0
57-63 Days (Group 3) 52 0 0 0 0 0 0
NAUSEA s63 Days (All) . 178 141  (79%) 0.8440 joil 126 (42%) 108 (36%) 67 (22%) ]
' <49 Days (Group 1) 72 57 (79%) 103 49 (48%) . 34 (33%) 20  (19%) 0
50-56 Days (Group 2) 54 44 (81%) 107 49 (46%) 34 (32%) 24 (22%) 0
57-63 Days (Group 3) 52 40 (77%) 91 28 (31%) 40 (44N) 23 {25%) 0
VOMITING s63 Days (All) 178 71 (40%) 0.1756 96 36 (38%) 39 (41%) 21 (a22v) 0
s49 Days (Group 1) 72 23 (32%) 32 12 (38%) 9 (28%) 11 (34%) 0
50-56 Days (Group 2) 5S4 23 (453) 3t 11 (35%) 17 (55%) 3 (10%) 0
57 63 Days (Group 3) 52 25  (48%) 33 13 (39%) 13 (39%) 7 (21%) 0
METABOLIC AND NUTRITIONAL DISORDERS
ANY EVENT s63 Days (All) 178 1 (<1¥%) 1.0000 1 [} 1 (100%) 0 1]
249 Days (Group 1} 72 1 (1%) 1 0 1 (100%) (1] [
. 50-56 Days (Group 2) 54 0 4] 0 s i . [} 0
o . ' 57.63 Days (Group 3) 52 0 0 o ; . 0 0
- . '
{1] Includes all adverse eventm reported at any point in the study, regardless of causality. i
[2) NOS = Not otherwise specified
{3} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
. J:\USA\166B\SASPGMS\apdxd\final\adel SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events [1} By Center
[Ssafety Evaluable Patients}

Center: NICHOLS (#25) M

Gestational Total Number Fisher's
Age Number of Pte exact Number = ------- ... oo Severjty--------- .- ...,
Body System/Event (2] Group (3] of Pts w/Event p value of Events Mild Moderate Severe Unknown

METABOLIC AND NUTRITIONAL DISORDERS (cont.)

OEDEMA GENERALISED s63 Days (All} 178 1 (<1¥%) 1.0000 1 0 1 (100%) 0 0
=49 Days (Group 1) 72 1 (1%) 1 0 1 (100%) 0 0
S0-56 Days (Group 2) 54 0 0 0 0 0 0
57-63 Days (Group 3) 52 [0} 0 0 0 0 0
HEART RATE AND RHYTHM DISORDERS
ANY EVENT £63 Days (All) 178 4 {(2%) 1.0000 4 2 (so%) 1 (25%) 1 (25%) 0
49 Days (Group 1) 72 2 (3%) 2 1 (50%) 1 (50%) 0 0
50-56 Days (Group 2) 54 1 (2%) 1 [} 1} 1 (100%) 0
57-63 Days (Group 3) 52 1 (2%) 1 1 (100%) 0 0 ]
TACHYCARDIA ' 63 Days (All) 178 4 (2%) 1.0000 4 2 {(50%) 1 (25%) 1 (25%) ]
=49 Days (Group 1) 72 2 (3%) 2 1 (50%) 1 (50%) 0 4]
50-56 Days (Group 2) 54 1 (2%) 1 0 0 1 (100%) 0
57-63 Days (Group 3) 52 1 (2%) 1 1 (100%) 0o 0 0
RESPIRATORY SYSTEM DISORDERS
ANY EVENT ' 263 Days (All) 178 7 (4%) 0.8021 13 5 (38%) 7 (54%) 1 (8%) 0
s49 Days (Group 1) 72 2 (3%) 2 0 2 (100%) 0 (1]
50-56 Days (Group 2) 54 2 (4%) 6 3 (50%) 3 (50%) 0 0
57-63 Days (Group 3) 52 3 (6%) s 2 (40%) 2 (s0%) 1 (20%) 0
[1] Includes all adverse events reported at any point in the study, regardless of causality. i )
(2} NOS = Not otheruise specified ot e
{3} Gestational “age group was assigned by the investigator based upon menstrual history, pelvic examination and vaglhal ulrrasonography.
{4] Events in this body system occurred during the study blood sampling. ) r
. ' N 1 !
|
i
Source Data: Appendix A.1, Tables 16 and 25
J:\USR\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events (1) By Center
[Safety Evaluable Patients)
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Center: NICHOLS (#25)
Gestational ) Total Number Fisher's
Age Number of pts exact Number - -------- oL Severity---------...- .. ... - .-
Body System/Event (2] Group (3} of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
RESPIRATORY SYSTEM DISORDERS (cont.)
COUGHING =61 Days (All) 178 3 (2%) 0.1928 8 4 (50%) 1 (38%) 1 (13%) [}
%49 Days (Group 1) 12 [ ' 0 0 0 0 0
50-56 Days (Group 2) 54 1 (2%) S 3 (60%) 2 (40%) 0 0
57-63 Days (Group 3) 52 2 (4y) 3 1 (33%) 1 (33%) 1 (33y) 0
DYSPNOEA <63 Days (All) 178 1 (<1%) 0.5955 1 0 1 (100%) o o
549 Days (Group 1) 72 0 0 0 0 0 0
50-56 Days (Group 2) 54 1 (2%) 1 0 1 (100%) [} 0
?7—63 Days (Group 3) 52 0 [} 0 0 (] 0
PHARYNGITIS <63 Days (All) 178 1 (<1%) 0.2921 1 0 1 {(100%) 0 [}
' 549 Days (Group 1) 72 (o] 0 1] : 0 ' 0 0
50-56 Days (Group 2) 54 0 io 0 [} 0 0
57-6) Days (Group 3) 52 1 (2%) ‘l 0 1 (100%) 0 0
RHINITIS $63 Days (All) 178 1 (<1%) 0.2921 1 1 (100%) 0 0o 0
549 Days (Group 1) 72 0 0 0 0 0 1]
50-56 Days (Group 2} 54 0 4] 0 0 L ]
$7-63 Days (Group 3) 52 1 (2%) 1 1 (100%) (] 0 0
SINUSITIS £63 Days (All) 178 2 (1%) 0.3373 2 0 2 (100%) 0 4]
<49 Days (Group 1) 72 2 (3%) 2 0 2 (100%) 1] 0
50-56 Days (Group 2) 54 0 0 0 0 0 ]
3 57-63 Days (Group 1) 52 0 o] 0 . ] 0 (1]
e i ' -
[1] Includes all adverse events reported at any point in the study, regardless of causality. r ] '
[2] NOS = Not otherwise specifiied ) ' i |
[3} Gestaklonal age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV9B:10:44 FINAL
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Appendix D, Table Sa (Continued) ) i
Adverse Events [1] By Center
[Safety Evaluable Patients)

Center: NICHOLS (#25) i

Gestational ' Total Number Fisher's
Age Number of Pts exact . Number - -----.. .- oL Severjty--------- - ...
Body System/Event (2} Group (3] i of Pts w/Event p-valJe of Events Mila ' Moderate Severe Unknown
RED BLOOD CBELL DISORDERS g
ANY EVENT <63 Days (All) 178 1 (<1%) 1.0000 1 1 (100%) 0 0 0
=49 Days (Group 1) 72 1 ay) 1 1 (100%) ] 0 0
50-56 Days (Group 2) 54 4] 0 0 ] 0 (]
57-63 Days (Group 3) 52 0 0 4] 1] 4] (1]
ANAEMIA <63 Days (All) 178" 1 (<1%) 1.0000 1 1 (100%) L] o 1]
<49 Days (Group 1) 72 1 (1%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 54 0 ] 0 0 0 4]
57-63 Days {(Group 3) S2 [} i 0 [} [ 0 0
PLATELET, BLEEDING & CLOTTING DISORDERS
ANY EVENT . <63 Days (All) 178 1 (<1¥) 0.5955 1 1 (100%) 0 . 0 0
549 Days (Group 1) 72 0 (4] 0 0 (4] 0
S0-56 Days (Group 2) 54 1 (2%) 1 1 (100%) [} 0 0
57-63 Days (Group 3) 52 [ 0 0 [ 0 o]
EPISTAXIS <63 Days (All} 178 1 (<1%) 0.5955 1 1 (100%) 0 0 (4]
' 549 Days (Group 1) 72 0 0 0 0 0 0
50-56 Days (Group 2) 54 1 (2%) 1 1 (100%) 0 [} 0
) 57-63 Days (Group 1) 52 (] 0 (1] 0 1] [
URINARY SYSTEM DISORDERS
ANY EVENT ' 63 Days (All) 178 1 (<1%) 0.595% 1 0 1 (100%) 0 0
2 s49 Days (Group 1) 72 0 0 0 . 0; 0 0
.o ' 50-56 Days (Group 2} 54 1 2y 1 o Ny 1" (100%) 0 0
e 57-63 Days (Group 3) 52 0 0 o 0 0 0
'
r
| ! ;
. [] v
{1} Includes all adverse events reported at any point in the study, regardless of causality.
{2) NOS = Not otherwise specified
[3] Gestational age group was assgigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{41 Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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By Center

Appendix D, Table Sa (Continued)
Adverse Events [1]
[Safety Evaluable Patients]

Page 62 of 120

Geatational Total Number Fisher's
Age Number of pts exact Number B Severity- - -------
Body System/Event (2} Group {3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
URINARY SYSTEN DISORDERS (conmt:)
DYSURIA * =63 Days (All) 178 1 (<1%) 0.5955 1 0 1 {(100%) ] 0
%49 Days (Group 1) 72 0 [\] 0 0 0 /]
50-56 Days (Group 2) 54 1 (2%) 1 0 1 (100%) [ 0
57-63 Days (Group 3) 52 0 0 0 0 V] (1]
REPRODUCTIVE DISORDERS, FEMALE
ANY EVENT £63 Days (All) 178 21 (12%) 0.9155 25 8 (32%) 2 (8%) 15 (60V) 0
549 Days (Group 1) 72 8 (11%) B 4 (50%) 1 (13%) 3 {38%) 0
50-56 Days (Group 2) 54 6 (11%) 8 3 (38%) 0 5 (63%) 0
§7-63 Days (Group 3) 52 7 (13%) 9 1 (11%) 1 (11%) 7 (78%) 0
BREAST PAIN FEMALE s63 Days (All) 178 2 (1%) 0.7532 2 1 (50%) 1 (S50%) 0 0
£49 Days (Group 1) 72 1 aw) 1 1 (100%) 0 0 0
50-56 Days (Group 2) S4 0 0 0 ] 0 0
57-61 Days (Group 3} 52 1 (2w) 1 0 ! 1 (100%) 0 o
ENDOMETRITIS, 63 Days (All) 178 2 (1%} 1.0000 2 2 (100%) 0 0 o
s49 Days (Group 1) 72 1 (1%) 1 1 (loow) 0 0 0
50-56 Days (Group 2) 54 1 (2%) 1 1 (100%) 0o [} 4]
' 57-63 Days (Group 3) 52 (4] 0 0 0 0 0
PREMENSTRUAL TENSION 63 Days (All) 178 1 (<1¥%) 1.0000 1 1 (100%) 0 0 0
549 Days (Group 1) 72 1 (1y) 1 1 (100%) o 0 0
- ) 50-56 Days {(Group 2) 54 0 [ 0 . - 0 0
e 57-63 Days (Group 3) 52 0 0 o L 0, ] 0
| S
[1} Includes all adverse events reported at any point in the study, regardless of causality. i '
{2] NOS = Not otherwise specified
{3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa {Continued) |
Adverse Events {1) By Center
[safety Evaluable Patients]

1]
Center: NICHOLS (#2S) |

A l ’
7 . g
. ) ¢ Gegtational : Total Number Fisher's R
5'?. v+ Age Number of Pts exact Number ------ oo oooeoa-o- Severity /- ---a----- T
Body System/Event {2) : Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown

REPRODUCTIVE DISORDERS, FEMALE (cont.)

SALPINGLTIS 63 Days (All) 178 1 (<1%) 0.5955 1 1 (100%) 0 0 . 0
549 Days (Group 1) 72 0 0 [ ' 0 [ 0
50-56 Days (Group 2) 54 1 (2%) 1 1 (100%) | o 0 0
57-63 Days (Group 3) 52 0 0 0 [} 0 [4]
UTERINE DISORDER NOS 263 Days (All) 178 1 {<1%) 0.2921 1 1 {100%) 1} 0 0
<49 Days (Group 1) 72 0 0 0 0 1] 0
50-56 Days (Group 2) 54 0 0 1] [} 0 0
57-63 Days (Group 3) 52 1 (2%) 1 1 (100%) 0 0 0
UTERINE HAEMORRHAGE s63 Days (All) - 178 14 (8%) 0.5002 16 0 1 (6%) 15 (94%) ]
R 549 Days (Group 1) 72 4 (6%) 4 Q 1 (25}) 3 (75%) 0
50-56 Days {Group 2} S4 4 (7%) S 1] 0 S {100%) 0
§7-63 Days {(Group 3) 52 6 (12%) 7 0 0 7 (100%) 0
L
VAGINITIS ‘ $63 Days (All) 178 2 (1%) - 1.0000 2 2 (100%) 0 0 0
s49 Days (Group 1) 72 1 (1%) 1 1 (100%) 0 4] (V]
50-56 Days (Group 2) S4 1 (2%) 1 1 (100%) [} [} 0
57-63 Days (Group 3) 52 0 0 0 0 0 0
NEOPLASM ! }
ANY EVENT s63 Days (All) 178 2 {(1%) 1.0000 2 -2 (100%) 0 0 0
=49 Days (Group 1) 72 1 (1%) 1 1 (100%) [ 0 1]
50-56 Days (Group 2) S4 1 (2%) ! 1 1 (100%) 0 0 0
$7-63 Days (Group 3) 52 0 | 0 0 0 0 0
(1] Includes all adverse eventg reported at any point in the study. regardless of causality.
{2) NOS = Not otherwise specified
(3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
(4} Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
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Appendix D, Table S5a (Continued)
Adverse Events (1] By Center
[Safety Evaluable Patients]

Page 64 of 120

] ~ Gestational Total Number Fisher's . o,
t Age i Number of Pts exact Number -----. R Severity--- - - .- . -
Body System/Event [2] Group {3) of Pts w/Event p value of Events Mild Moderate Severe Unknown
NEOPLASM (gont.)
OVARIAN CYST 563 Days (All) 178 2 (1%) 1.0000 2 2 (100%) 0 0 0
<49 Days (Group 1) 12 1 (1%) 1 1 (100%) 0 0 0
50-56 Days {(Group 2) 54 1 (2%) 1 1 (100%) 0 o . 0
57-63 Days (Group 3) 52 0 [] 0 ] 0 0
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT =63 Days (All) 178 175  (98%) 0.6319 818 300, (37%) 290 (JSﬁ) 228 (28%) 0
549 Days (Group 1} 72 70 (97%) 315 121 (38%) 109 (35%) 85 (27%) 1]
50-56 Days (Group 2) S4 S4 (100%) 252 96 (38%) 91  (36%) 65 (26%) 0
$7-63 Days (Group 3) 52 51 (98%) 251 83 (33%) 90 (3s8W) 78 (31%) 0
ABDOMINAL PAIN 563 Days (All) 178 174 (98%) 0.3085 730 272 (37%) 252  (358) 206 (28%) 1]
549 Days (Group 1) 72 69 (96%) 279 109  (39%) 95 (34%) 75 (27%) 0
50-56 Days (Group 2) 54 54 {(100%) 229 87 (38%) 80 (35%) 62 (27%) 0
57-63 Days (Group 3) 52 51 (98%) 222 76 (34%) 77 (35%) 69 (11%) 0
ALLERGY 563 Days (All) 178 I (<1%) 0.2921 1 1 (100%) ] 0 0
s49 Days (Group 1) 72 0 0 0 0 0 0
50-56 Days (Group 2) 54 0 (] 0 (o] 0 0
$7-6) Days (Group 3) 52 1 (2%) 1 1 (100%) (4] 0 0
ASTHENIA s6) Days (All) 178 5 (3%) 0.5186 ] 2 {(25%) 5 (63%) 1 (13%) 0
549 Days (Group 1) 72 1 (W) 3 0 3 (1o00W) 0 0
50-56 Days (Group 2) 54 3 (6%) 4 2 (S50%) 1 (25%) 1 (25W%) 0
§7-63 Days (Group 3) 52 1 (2%) 1 0 1 (100%) (] 0
{1] Includes all adverse eventb reported at any point in the study, regardless of causality.
{2] NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table 5a (Continued)
Adverse Events [1] By Center
{safety Evaluable Patients]

PLge 65 of 120

. L]
- Bestational Total Number Fisher's '
t < Age Number of Pts exact Number - - Severity- - - -wo-. ..o
Body System/Event (2} Group (3] of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS (comt.)
BACK PAIN 563 Days (All) 178 11 (6%) 0.2234 17 7 (41%) 6 (35%) 4 (24)) ]
<49 Days (Group 1) 72 S (%) 8 S (63%) 1 (13%) 2 (25%) 0
50-56 Days (Group 2) 54 1 (2%) 1 0 1 (100%) 0 1]
5§7-61 bDays (Group 3) 52 5 (10%) 8 2 (25%) 4 (50%) 2 (25%) (i
CHEST PAIN 63 Days (All) 178 2 (1%) 0.1750 2 1] 2 (100%) 0 o
=49 Days (Group 1) 72 o] 0 (1] 0 0 0
50-56 Days (Group 2} 54 2 (4%} 2 0 2 (100%) 0 0
57-63 Days (Group 1) 52 0 0 (4] 0 0 0
FATIGUE 63 Days (All) 178 17  (10%) 0.3777 23 7 (30%) 11 (48%) S (22%) [
549 Days (Group 1) 72 7 (10%) 10 3 (30%) 4 (40%) 3 (30%) (1]
50-56 Days (Group 2) 54 3 (6%) 4 2 (50%) 2  (50%) 0 0
57-63 Days (Group 3) 52 7 (13%) 9 2 (22%) S (56%) 2 (22%) 0
FEVER 263 Days (All) 178 8 (4%) "0.2389 8 3 (38yw) 4 (50%) 1 (13y) 0
549 Days (Group 1) 72 1 () 1 1 (100%) 0 0 0
50-56 Days (Group 2) 54 3 (6%) 3 1 (33%) 2 (67%) 0 0
57-63 Days {Group 3) 52 4 (8%) 4 1 {25%) 2 (50%) 1 (25%) 0
HOT FLUSHES s63 Days (All) 178 3 (28} 0.7812 3 0 2 (67%) 1 (33y) 0
=49 Days (Group 1) 72 2 (3%) 2 0 2 (100%) 0 0
50-56 Days (Group 2} 54 1 (2%) 1 ) 0 1 {100%) 0
57-63 Days (Group 3) 52 0 0 0 0 |0 0
(1} Includes all adverse events reported at any point in the study, regardless of causality.
(2) NOS = Npt otherwise specifigd : -
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4] Events in this body system occurred during the study blood sampling. |
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)

Adverse Events (1] By Center
[safety Evaluable Patients]

Page 66 of 120

- —

v .

~!Geatational Total Number Fisher's } oo
© Age Number of Pts exact Number B S Severity- - +-- -
Body System/Event [2] Group {3} of Pts w/Event p-value of Events Mild Moderate Seyere Unknown
BODY AS A rlOLl - GENERAL DISORDERS (cont.)
LEG PAIN £63 Days (All) 178 3 (2%) 0.7812 3 1 (33%) 2 (67%) 0 0
549 Days (Group 1) 72 2 (3%) 2 0 2 (100%) 0 0
50-56 Days (Group 2) 54 1 (2%) 1 1 (100%) 0 0 4]
57-63 Days (Group 3) 52 0 0 0 0 0 0
MALAISE $63 Dayq {(All) 178 4 (2%) 0.1014 4 1 (25%) 2 (50%) 1 (25%) 0
=49 Days (Group 1) 72 0 0 0 0 0 ]
50-56 Days (Group 2) S4 3 (6%) 3 1 (33%) 2 (67%) 0 0
s"r»sa Days (Group 3) 52 1 (2y) 1 0 0 1 (100%) 0
OEDEMA 563 Days (all) 178 1 (<1%) 1.0000 1 0 1 (100%) 0 0
=49 Days (Group 1) 72 1 (1%} 1 0 1 (100%) 0 0
$0-56 Days (Group 2) 54 0 0 0 1] 0 0
57-63 Days (Group 3) s2 ] lo 0 ° 0 0
PAIN 63 Days (All) 178 3 (2%)  0.6319 3 3 (100%) 0 0 0
s49 Days (Group 1) 72 2 (3%) 2 2 (100%) 0 0 0
50-56 Days (Group 2) 54 1] 0 1] [1] 0 0
§7-63 Days (Group 1) 52 1 (2%) 1 1 (100%) 0 0 0
RIGORS s63 Days {(All) 178 6 (3%) 0.5094 6 1 (17y) 2 (33%) 3 (So0¥%) 0
s49 Days (Group 1) 72 4 (6%) 4 1 (25%) 0 3 (75%) 0
§0-56 Days (Group 2) sS4 1 2%) 1 0 1 (100%) 1] 0
57-63 Days (Group 3) 52 1 (2%) 1 0 1 (100%) 0 0

[1] Includes all adverse events reported at
{2) NOS - Not otherwise specified

any point in the gtudy,

regardless of causality.

[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography
4] Events in this body system occurred during the study blood sampling.

Source Data: Appendix A.1, Tables 16 and 25
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Appendix D, Table Sa (Continued)
Adverse Events [1] By Center
[safety Evaluable Patients]

Page 67 of 120

. ! Gestational Total Number Fisher's : v
' ' Age Number of Pts exact Number el Severity---- - --.. ... -
Body System/Event (2] Group ll]i of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERRAL DISORDERS (cont.) ‘
SYNCOPE * %63 Days (All) 178 6 (3%) 0.3798 6 1 (17%) [} 5 (83%) 0
549 Days (Group 1) 72 1 (1%) 1 0 0 1 (100%) 0
50-56 Days (Group 2) 54 2 (4%) 2 1 (50%) 0 1 (s0%) ]
S7-63 Days (Group 3) 52 3 (6%) 3 0 0 3 (1o0%) 0
TEMPERATURE CHANGED SENSATION 63 Days (All) 178 ° 3 (2%) 0.7812 3 1 (33%) 1 (33%) 1 (33%) 0
549 Days (Group 1) 72 2 (3%) 2 0 1 (50%) 1 (s0%) 0
50-56 Daya (Group 2) 54 1 (2%) 1 1 (100%) 0 0 0
57 63 Days (Group 3} 52 0o | o 0 0 o °
RESISTANCE MECHANISM DISORDERS
ANY EVENT ' s63 Days (All) 178 15 (8%) 0.2052 17 10 (59%) 4 (2ﬁl) 3 (18%) 0
549 Days (Group 1) 72 3 (4%) 3 3 (100W) 0 0 0
50 56 Days (Group 2) 54 6 (11%) 7 S (71%) 2 (29%) 0 0
57-63 Days (Group 3) 52 6 (12%) 7 2 (29%) 2 (29%) 1 (43y) 1]
INFECTION VIRAL 63 Days (All) 178 15 (8%) 0.2052 17 10 (59%) 4 (24%) 3 (18%) o
549 Days (Group 1) 72 3 (4%) ) 3 (100%) 0 0 0
50-56 Days (Group 2) S4 6 {(11%) 7 S (71%) 2 (29%) 0 4]
57 63 Days (Group 3) 52 6 {12%) 7 2 (29%) 2 (29W) 1 (43%) 0
SECONDARY TERMS
ANY EVENT 563 Days (All) 178 1 (<1%) 0.5955 1 0 0 [ 1 (100%)
549 Days (Group 1) 72 0 0 0 0 0 0
50-56 Days (Group 2) 54 1 (2%) 1 0 0 0 1 (100%)
57-63 Days (Group 3) 52 0 0 0 [} 0 0
- |
T <
{1} Includes all adverse events reported at any point in the study, regardless of causality.
[2] NOS = Not otherwise specified
(3} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
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Appendix D, Table Sa (Continued)
Adverse Events [1] By Center
[Safety Evaluable Patients]

Page 68 of 120

|
Center: NICHOLS (#25) ' l L
.. B l l,, L 2DNPE
e . . Gestational Total Number Fisher's . .
o Age Number of Pts exact Number - ------- - - Severity--- - - - ...
Body System/Event [2] Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
SECONDARY FERRMS (cont.)
INFLICTED INJURY 63 Days (All) 178 1 (<1%) 0.5955 1 0 0o 0 "1 (100%)
=49 Days (Group 1) 72 0 0 0 0 0 0
50-56 Days (Group 2) 54 1 (2%) 1 (] 0 0 1 (100%)
57-63 Days (Group 3) 52 0 0 0 0 0 0
1]
. !
[1) Includes all adverse events reported at any point in the study, regardless of causality.
[2) NOS = Not otherwise specified i
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4] Events in this body system occurred during the study blood sampling.
1
|
. |
' t
Source Data: Appendix A.l, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOVS8:10:44 FINAL
"
p— '
(Je
£~

MIF 001070



The Population Council

Protocol 166B

Center: SHEEHAN (#26)

Appendix D, Table Sa (Continued)|
hAdverse Events [1]) By Center
[Ssafety Evaluable Patients]

Page 69 of 120

- —t —

}Geatational Total Number Fisher's .
Age Number of Pts exact  Number - ------.--- -Severity
Body System/Event [2] Group [3) of pts w/Event p-value Mild Moderate Severe Unknown
ANY EVENY 563 Days (All) 179 (100%) 518 (40%) (45%) (15%) 4 (Y
549 Days (Group 1) 63 (100%) 176 (41%) (46%) {12%) 2 (<1¥)
50-56 Days (Group 2) 59 (100%) 164 (38%) (45%) (16%) 1 (<1¥)
57-63 Days (Group 3) 57 (100%) 179 (41%) (43%) (16%) 1 (<1%)
SKIN AND APPENDAGES DISORDERS
ANY EVENT 563 Days (All) 179 5 {3%) 0.0822 5 3 (60%) 1 (20%) 1 (20%) [\
<49 Days (Group 1) 63 1 (2%) 1 ] 1 (100%) 0 0
50-56 Days (Group 2) 59 4 (7%) 4 3 (75%) 0 1 (25%) 0
57-63 Days (Group 3) 57 0 0 0 0 0 0
PRURITUS s63 Days (All) 179 1 (<1%) 0.6480 1 1 (100%) 0 , 4] 0
549 Days {(Group 1) 63 4] 0 0 0 0 0
50-56 Days (Group 2) s9 1 (2%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 57 0 0 0 0 0 0
SKIN DISORDER s63 Days (All) 179 1 (<1%) 0.6480 1 1 (100%) 0 ]
<49 Days (Group 1) 63 0 0 0 0 0
50-56 Days (Group 2) 59 1 (2%) 1 1 {(100%) 0 0
57-63 Days (Group 3) 57 0 [4 [4} 0 0
SWEATING INCREASED =63 Days (All) 179 2 (1%) 1.0000 2 0 (50%) 1 (50%) 0
s49 Days (Group 1) 63 1 (2%) 1 0 (100%) 0 o
50-56 Days {Group 2) 59 12w \ 1 0 1 (100%) 0
57-63 Days (Group 3) 57 0 | 0 0 0 0
! .
[1] Includes all adverse events reported at any point in the study, regardless of causality.
[2] NOS = Not otherwise specified
{3) Gestational age group was assigned by the investigator based upon menstrual history. pelvic examinatinn and vaginal ultrasonography.
{4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.l, Tables 16 and 2S
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table 5a (Continued)
Adverse Events |1) By Center

{safety Evaluable Patients]
1
i

Page 70 of 120

Center: SHEEHAN (#26) [
*
. B 1 : ] 1
e 1, 3'Gestational , Total Number Fisher's
v Age i Number of Pts exact Number  --------- G Severity--- - ---
Body System/Event [2] Group [3] of Pts w/Event p value of Events Mild Moderate Severe Unknown
SKIN AND APPENDAGES DISORDERS (comnt.)
URTICARIA 63 Days (All) 179 1 (<1%) 0.6480 1 1 (100%) 0 1] 0
=49 Days (Group 1) 63 0 0 0 0 0 0
S0-56 Days (Group 2) 59 1 (2%) 1 1 (100%) 0 0 0
57-63 Days (Group 1) 57 0 0 o 0 [} 0
MUSCULO-SKELETAL SYSTEN DISORDERS
ANY EVENT s63 Days (All) 179 2 {1%) 0.7667 2 1. (50%) 1 (SOP) 0 0
%49 Days (Group 1) 63 1 2%) 1 1 (100%) 0 0 ]
50-56 Days (Group 2) 59 0 [ 1] o] 0 0
57-63 Days (Group 3) 57 1 (2%) 1 0 1 (100%) 0 0
MYALGIA ‘ 563 Days (All) 179 1 (<l¥) 1.0000 1 1 (100%) a ! 0 0
549 Days (Group 1) 63 1 (2%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 59 0 0 0 4] 1] 0
§7-61 Days (Group 3) s7 0 0 (4] 0 1] 0
SKELETAL PAIN , 63 Days (All) 179 1 (<1%) 0.3184 1 1] 1 (100%) 0 0
=49 Days (Group 1) 63 0 0 0 0 0 0
50-56 Days (Group 2) 59 1] 0 0 1] 0 0
57-63 Days (Group 3) 57 1 (2%) 1 0 1 (100%) 0 0
CENTR & PERIPH NERVOUS SYSTEN DISORDERS
ANY EVENT 563 Days (All) 179 64 {36%) 0.7717 104 27  (26%) 70 (67%) 6 (6%) 1 (<1%)
549 Days (Group 1) 63 23 (37y) 41 12 (29%) 24 (59%) S (12%) 0
50-56 Days (Group 2) 59 19 (32%) 30 7 (23%) 22 (73%) 1 (3%) 0
57-63 Days (Group 3) 57 22 (39%) 13 8 (24%) 24 (71%) [ 1 (3%)
|
. )
[1] Includes all adverse events reported at any point in the study, regardless of causality.
[2) NOS = Not otherwise specified
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
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Appendix D, Table Sa {Continued)

Adverse Events

1]

By Center

{Safety Evaluable Patients]

|

Page 71 of 120

L 2

co ‘!Gestational Total Number Fisher's .
i Age Number of Pts exact Number R Severity - . -
Body System/Event [2] Group l]] of Pts w/Event p value of Events Mild Moderate Severe Unknown
CENTR & PERIPH NERVOUS SYSTEN DISORDERS (cont.)
DIZZINES.S 63 Days (All) 179 20 (11%) 0.0534 24 11 (46%) 9 (38%) 4 (17%) 0
549 Days (Group 1) 63 12 (19%) 14 (50%) 4 (29%) 3 (21%) 4]
50-56 Days (Group 2) 59 5 (8%) 7 2 (29%) 4 (S57%) 1 (14%) 0
57-63 Days (Group 3) 57 3 (5%) 3 2 (67%) 1 (33%) 0 0
HEADACHE 563 Days (All) 179 53  (30%) 0.36135 79 15 (19%) 61 (77%) 2 (3%) 1 (1%
s49 Days (Group 1) 63 17 (27%) 27 5 (19%) 20 (74%) 2 (7%) 0
50-56 Days (Group 2) 59 15 (25%) 23 S (22vw) 18  (78%) 0 0
57-63 Days (Group 3) S7 21 (37%) 29 5 (17%) 231 (79%) 0 1 (3%)
PARAESTHESIA s63 Days (All) 179 1 (<1%) 0.3184 1 1 (100%) 0 0 0
' 49 Days (Group 1) 63 0 ] o 0 ! ] ]
50-56 Days (Group 2) 59 0 0 0 0 0 0
57-63 Days (Group 3) 57 1 (2%) 1 1 (100%) 0 0 0
VISION DISORDERS
ANY EVENT 63 Days (All) 179 1 (<1%) 1.0000 1 [} 0 1 {100%) 0
549 Days (Group 1) 63 1 (2%) 1 1] (4] 1 (100%) 0
50-56 Days (Group 2) 59 0 0 0 0 0 0
57-63 Days (Group 3) 57 0 0 o 1] 0 0
VISION ABNORMAL 563 Days (All) 179 1 (<1%) 1.0000 1 0 0 1 (100%) 0
549 Days (Group 1) 63 1 (2%) 1 (] 0 1 (100%) 0
$0-56 Days (Group 2) 59 0 0 0 0 0 0
57-63 Days (Group }) 57 ] 1] 0 1] 0 0
{1] Includes all adverse eventis reported at any point in the }tudy, regardless of causality,
[2] NOS =~ Not otherwise specified
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vagknal ultrasonography.
[4) Events in this body system occurred during the study blood sampling. ‘
Source Data: Appendix A.1, Tables 16 and 25
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Appendix D, Table Sa (Continued)
Adverse Events (1} By Center
[Safety Evaluable Patients)

Center: SHEEHAN (#26) , l J
1 , v '
S | 'Gestational Total Number Fisher's e
b ' ¢ Age Number of Pts exact Number oo e Severity .- -- ¥ - S
Body System/Event (2] ’ Group [3] of Pts w/Event p value of Events Mild : Moderate Severe Unknown
PSYCHIATRIC DISORDERS
ANY EVENT 563 Days (All) 179 11 (6%) 0.3620 14 S  (36%) 8 (57%) 1 (7%) L0
s49 Days (Group 1} 63 6 (10%) 7 2 (29%) 4 (57%) 1 (14%) 0
50-56 Days (Group 2) 59 2 v 2 (67%) 1 (33%) 0 0
57-63 Days (Group 3) 57 3 {5y 1 (25%) 3 {75%) ] 0
ANOREXIA 563 Days (All) 179 1 (<1%) 1.0000 1 1 (100%) 0 0 0
549 Days (Group 1} 63 1 (2%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 59 0 [} 0 0 0 1]
57-63 Daya (Group 3) 57 0 0 0 0 4] 4
b
ANXIETY <63 Days (All) 179 4 (2%) 1.0000 4 0 4 (100%) 0 0
: s49 Days (Group 1) 63 2 (3%) 2 0 2 (100%) [ 0
S0-56 Days (Group 2) 59 1 (2%) ;1 0 1 (100%) 0 0
57-63 Days (Group 3) 57 1 (2%) 1 0 1 (100%) 0 0
DEPRESSION £63 Days (All) 179 2 {1%) ~ 0.5413 2 1 (50%) 1 (50%) 0 ]
%49 Days (Group 1) 63 0 0 0 [ 0 (4]
50-56 Days (Group 2} 59 1 (2%) 1 1 (100V) (4] 0 0
57-63 Days (Group 3) 57 1 (2%) 1 0 1 (100%) 1] 0
EMOTIONAL LABILITY =63 Days (All) 179 4 (2%) 0.4684 5 2 (40%) 2 (40%) 1 (20%) 0
%49 Days (Group 1) 63 2 (3%) 3 1 (3% 1 (33%) 1 (33y) [}
50-56 Days (Group 2) 59 0 0 (4] 0 (V] 1]
$7-63 Days (Group 3) 57 2 (4%) 2 1 (50%) 1 (50%) 0 1]
[{1] Includes all adverse events reported at any point in the study, regardless of causality.
[2) NOS = Not otherwise specified :
(3] Gesta$ional age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
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Appendix D, Table 5Sa (Continued)
Adverse Events {1]) By Center
(safety Evaluable Patients}

Page 73 of 120

|
— s
! ;Geatational ! Total Number Fisher's . .
. Age Number of Pts exact Number  ------------ ..o ---Severity -+ - -- .
Body System/Event [2] Group (3} of Pts w/Event p-valu of Events Mild Moderate Severe Unknown
) .
PSYCHIATRIC DISORDERS (cont.) L
INSOMNIA 263 Days (All) 179 2 (1%) 1.0000 2 1 (50%) 1 (50%) 0 Y
549 Days (Group 1) 63 1 {2%) 1 [¢] 1 (100%) 0 0
50-56 Days (Group 2) 59 1 (2%) 1 1 (100%) [1] 0 0
§7-63 Days (Group 3) 57 0 0 0 0 0 4]
GASTRO- INTESTINAL SYSTEN DISORDERS
ANY EVENT s63 Days (All) 179 159  (89%) 0.3485 449 212 (47%) 180 (40%) 56 (12%) 1 {(<1W)
549 Days (Group 1) 63 53  (84%) 138 67  (49%) 59  (43%) 12 (9%) 0
50-56 Days {(Group 2) 59 54 (92%) 163 69  (42%) 70 (43%)° 23 (14%) 1 (<1%)
57-63 Days (Group 13) s7 52 (*1\) 148 76  (51%) 51  (34%) 21 (14%) 0
ABDOMINAL PAIN (STOMACH AND INTESTINAL) 563 Days (All) 179 3 (2%) 0.6520 4 2 (so%) 1 @Qsy) 1 (25%) 0
s49 Days (Group 1) 63 2 (3%) 3 2 (67%) 1 (33%) 0 (]
50-56 Days (Group 2) 59 0 4] 0 1] 0 0
57-63 Days (Group 3) 57 1 2%) 1 0 0 1 (100%) 1]
CONSTIPATION s63 Days (All) 179 1 (<1%) 0.3184 1 0 1 (100%) 0 0
549 Days (Group 1) 63 1] 0 0 0 0 0
50-56 Days (Group 2) 59 0 ] o 0 (1] 1]
$7-63 Days (Group 3) 57 1 (2%) 1 0 1 (100%) 0 0
DIARRHEA £63 Days (All) 179 27 {15%) 0.7017 30 14 (47%) 16 (53%) 0 0
549 Days (Group 1) 63 11 (17%) 12 4 (33%) 8 (67%) 1} 0
50-56 Days (Group 2) 59 7 {12%) 8 4 (50%) 4 (s50%) 0 4]
57-63 Days {(Group 3) 57 9 (1lé¥) 10 6 (60%) 4 (40%) 0 0
{1] Includes all adverse eventﬁ reported at any point in the study, regardless oé causality.
[2) NOS = Not otherwise specified
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1l, Tables 16 and 25
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Appendix D, Table Sa (Continued)
Adverse Events [1] By Center
[safety Evaluable Patients)

Page 74 of 120

Center: SHEEHAN (N26) '1 |
] !
| ol . '
N 4 ‘Gestational Total Number Fisher's
t * “ Age Number of Pts exact Number - ------ .- e -Severity-“---» -
Body System/Event (2] ' Group [3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO-INTESTINAL SYSTEN DISORDERS (cont.)
DYSPEPSIA s63 Days (All) 179 6 (3%) 0.1224 7 3 (43%) 3 (43y) 1 (14%) 0
%49 Days (Group 1) 63 2 (3%) 3 2 (67%) 1 (33y) 0 1]
50-56 Days (Group 2) 59 4 (7%) 4 1 (25%) 2 (50%) 1 (25%) 0
57-63 Days (Group 3) 57 0 0 (4] [ o 0
MELAENA 563 Days (All) 179 1 (<1%) 0.3184 1 1 (100%) 0 0 0
=49 Days (Group 1) 63 0 0 0 0 0 0
50-56 Days (Group 2) 59 0 0 0 0 0 0
$7-63 Days (Group 3) 57 1 (2%) P 1 1 (100%) 0 0 [}
NAUSEA 63 Days (All) 179 149 (813%) 0.3284 319 166 (52%) 111 (35%) 41  (13%) 1 (<1y)
' s49 Days (Group 1) 63 49 (79%) 100 56 (56%) : 34 (34m) 10 (10%) 0
50-56 Days (Group 2) 59 52 (88%) 118 54 (46%) 47 (40%) 16 (14%) 1 (<1%)
57-63 bays (Group 3) s? 48 (84%) 101 56 (55%) 30 (30%) 15 (15%) 0
TOOTH ACHE 63 Days (All) | 179 1 (<1l%) " 1.0000 1 0 | 1 (100%) 0 0
549 Days (Group 1) 63 1 (2%) 1 0 1 (100%) 1] 0
50-56 Days (Group 2) ' 59 0 0 0 0 0 0
57-63 Days (Group 3) 57 0 0 0 0 0 0
VOMITING 563 Days (All) 179 68 (38%) 0.0606 86 26 (30%) 47 (55%) 13 (15%) 0
549 Days (Group 1) 63 17 (27%) 19 3 (1ew) 14 (74%) 2 (11%) 0
50-56 Days (Group 2) s9 24 (41%) 33 10 (30%) 17 (52%) 6 (18%) 0
$7-63 Days (Group 3} 57 27 (47%) 34 13 (38%) 16 (47%) 5 (15%) 0
[1) Includes all adverse events reported at any point in the study, regardless of causality.
{2} NOS = Not otherwise specified )
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table 5a (Continued)
Adverse Events [1] By Center
[Safety Evaluable Patients]

|

Page 75 of 120

'Gestational

- Total Number Fisher's I
T * < Age Number of Pts exact Number - - ... -_.._. --- Severity '--- -
Body System/Event [2] Group [3) of Pts w/Event p value of Events Mild Moderate Severe Unknown
METABOLIC AND MUTRITIONAL DISORDERS
ANY EVENT s63 Days (All) 179 1 (<1%) 1.0000 1 1 (100%) 1} 1] ]
549 Days (Group 1) 63 1 (2%) 1 1 {(100%) 0 0 0
50-56 Days (Group 2) 59 4} 0 0 i 0 0 0
57-63 Days (Group 3) 57 0 0 0 L 0 0
DEHYDRATION <63 Days (All) 179 1 (<1¥%) 1.0000 1 1 (100%) 0 0 0
<49 Days (Group 1) 63 1 (2%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 59 0 [] 0 0 [ 0
57-63 Days (Group 3) s7 0 (4] 0 0 0 0
CARDIOVASCULAR DISORDERS, GENERAL
ANY EVENT . 563 Days (All) 179 1 (<1%) 0.3184 1 0 1 (100!) 0 0
549 Days (Group 1) 63 0 0 0 [ 0 0
50-56 Days (Group 2) 59 0 0 0 0 0 0
57-63 Days (Group 3) 57 1 (2%) 1 0 1 (100%) [} 0
HYPOTENSION %63 Days (All) 179 1 (<1¥%) 0.3184 1 0 1 (100%) 0 V]
549 Days (Group 1) 63 ] 0 0 0 0 0
50-56 Days (Group 2) 59 0 4] 0 0 1] 1]
57-63 Days (Group 1) 57 1 {(2%) 1 0 1 (100%) o 4]
‘ |
HEART RATE AND RHYTHM DISORDERS
ANY EVENT 563 Days (All) 179 1 (<1%) 0.6480 1 1 (100%) ] 0 0
s49 Days (Group 1) 61 0 | 1] 0 0 4] 0
50-56 Days {Group 2) 59 1 (2%) | 1 1 (100%) 0 0 0
57-63 Days (Group 3} 57 [\ ' 0 0 0 [ 0
w 1
* ¥
[1] Includes all adverse events reported at any point in the study, regardless of causality.
[2] NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table 5a {Continued)
Adverse Events [1] By Center
[Safety Evaluable Patients)

J

Center: SHEEHAN (#26) '
T -1 -
— : T ; B v .
(e ‘ ., .~ Gestational Total Number Fisher's ) —
v Age . Number of Pts exact Number - ;.- -- - - -Severity 2y
Body System/Event [2) Group {31 ' of Pts w/Event p value of Events Mild Moderate Severe Unknown
HEART IATI'AHD RHYTHM DISORDERS (cont.)
TACHYCARDIA s63 Days {(All) 179 1 (<1¥) 0.6480 1 1 (100%) 0 0 ‘o
s49 Days (Group 1) 63 0 0 0 0 0 [
50-56 Days (Group 2) 59 1 (2%) 1 1 (100%) 0 0 4]
57-63 Days (Group 3) 57 0 0 0 1] 0 0
VASCULAR (REXTRACARDIAC) DISORDERS
ANY EVENT <63 Days (All) 179 1 (<1%) 0.6480 1 1 (100%) 0 | 0 0
549 Days (Group 1) 63 0 0 0 0 | 0 0
50 56 Days (Group 2) 59 1 (2%) 1 1 (100%) 0 C 0 0
57-63 Days {(Group 3) 57 0 0 0 0 4] 0
VEIN DISORDER I =63 Days (All) 179 1 (<1%) 0.6480 1 1 (100%) 0 ' /] 0
549 Days (Group 1) 63 0 0 [ 4] 0 [¢]
50 56 Days (Group 2) 59 1 (2%) 1 1 (100%) 0 0 0
57-63 Days {(Group 3) 57 [ 4] o] 0 0 0
RESPIRATORY SYSTEM DISORDERS
ANY EVENT s63 Days (All) 179 9 (5%) 0.6995 10 3 (30%) 4 (40%) 3 (30%) [}
549 Days (Group 1) 63 3 (5%) 3 1 (33%) 2 (67%) 0 [}
50-56 Days (Group 2) 59 2 (3%) 3 0 1 (33%) 2 (67%) 0
57-63 Days (Group 3) 57 4 (7%) 4 2 (50%) 1 (25%) 1 (25%) 0
{1] Includes all adverxse events reported at any point in the study, regardless of causality.
[2] NOS = Not otherwise specified
{3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4) Events in this body system occurred during the study blood sampling.
M ]
Source Data: Appendix A.1l, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS I0NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events (1) By Center
[Safety Evaluable Patients]

| !
Center: SHEEHAN (#26) . l J
T " L)
P I ,‘bestational Total Number Fisher's ' ‘ D
Rk ' age Number of Pts exact Number  ------- - - - ---- Severity- - - ¥-. -
Body System/Event ([2] Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
RESPIRATORY SYSTEM DISORDERS (comt.)
COUGHING * %63 Days (All) 179 1 {(<1¥%) 0.3184 1 [} 0 1 (100%) ]
=49 Days (Group 1) 63 0 [+] ] [] 0 0
50 56 Days (Group 2) 59 0 ] 0 0 0 0
57-6) Days (Group 3) 57 1 (2%) 1 0 4] 1 (100%) 0
DYSPNOEA =63 Days (All) 179 1 (<1%) 1.0000 1 0 1 (100%) 0 0
s49 Days (Group 1) 63 1 (2%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 59 0 0 [] 1] 0 0
57-63 Days (Group 3) 57 0 0 0 1] ] ]
PULMONARY CONGESTION 563 Days (All) 179 1 (<1%) 0.3184 1 1 (100%) 0 [ 0
. 549 Days (Group 1) 63 Q 0 0 ] , 0 0
50-56 Days (Group 2) 59 [ 0 0 [ 0 0
57-63 Days (Group 3) s7 1 (2%) 1 1 {(100%) 0 0 0
SINUSITIS <63 Days (All) 179 6 (3%) "1.0000 7 2 (29%) 3 (43%) 2 (29%) 0
549 Days (Group 1) 63 2 (3%) 2 1 (50%) 1 (50%) [+] 0
50-56 Days (Group 2} 59 2 (3%) k] [ 1 (33%) 2 (67%) 0
57-63 Days (Group 1) 57 2 (4%) 2 1 (50%) 1 (50%) 0 0
RED BLOOD CELL DISORDERS :
ANY EVENT =63 Days (All) 179 26 (15%) 0.0320 26 17 (65%) 7 {(27%) ; 2 (8%) 0
%49 Days {(Group 1) 63 4 (6%) 4 3 (75%) 1 (25%) 0 0
50-56 Days (Group 2) 59 9 (15%) 6 (67V) 2 (22%) 1 (11%) 0
57-63 Days (Group 3) 57 13 (23%) 13 8 (62%) 4 (31%) 1 (8Y) ]
] |
(1} Includes all adverse events reported at any point in the study, regardless of causality.
{2} NOS = Not otherwise specified
[3} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vagipal ultrasonography.
[4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1l, Tables 16 and 2$
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 3IONOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events [1]) By Center
{Safety Evaluable Patients]

t
| !

Center: SHEEHAN (#26) ' J
T “
P 1 'Gestational Total Number Fisher's S
[} K . .
R Age Number  of Pts exact Number B ----Severity- -k -
Body System/Event (2] Group (31 of Pts  w/Event p value of Events Mild Moderate Severe Unknown

RED BLOOD glbb DISORDERS (cont.)

ANREMIA 63 Days (All) 179 25  (14V) 0.0345 25 16 (64%) 7 (28%) 2 (8%) ' 0
<49 Days (Group 1) 63 4 (6%) L] 3 (75%) 1 (25%) 0 0
50-56 Days (Group 2) 59 8 (14%) 8 5 (63%) 2 (25%) 1 (13%) 0
57-613 Days {(Group 3) 57 13 (23%) 13 8 (62%) 4 (31%) 1 ‘(8%) [}
ANAEMIA HYPOCHROMIC s63 Days (All) 179 1 (<1%) 0.6480 1 1 (100%) ] Q 0
s49 Days’ (Group 1) 63 0 0 0 0 0 0
50-56 Days (Group 2) 59 1 (2%) 1 1 (100%) 0 0 0
51-6] Days (Group 3) 57 0 0 0 0 0 0
URINARY SYSTEM DISORDERS
ANY EVENT ' %63 Days (All) 179 3 (2%) 0.7746 3 2 (67%) 1 (33%) 0 0
s49 Days (Group 1) 63 2 (3%) 2 1 (50%) 1 (50%) ] 0
50-56 Days (Group 2) 59 12y i 1 (100%) 0 0 0
57-63 Days (Group 1) 57 [ 0 0 0 0
URINARY TRACT INFECTION 563 Days (All) 179 3 (2%) 0.7746 3 2 (67%) 1 (33y) 0 0
549 Days (Group 1) 63 2 (3%) 2 1 (50%) 1 (s50%) 0 0
50-56 Days (Group 2) 59 1 (2%) 1 1 (100%) 1] 0 [1}
57-63 Days (Group 3) 57 0 [} 0 0 0 0
REPRODUCTIVE DISORDERS, FENALE
ANY EVENT 563 Days (All) 175 19  (11%) 0.9103 23 6 (26%) 6 (26%) 11 (48%) 0
=49 Days {(Group 1} 63 6 (10%) 8 4 (50%) 1 (13%) 3 (3sy) 0
50-56 Days (Group 2) 59 6 (10%) 7 2 (29%) 2 (29%) 3 (43y) 0
57-63 Days (Group 3) 57 7 (12%) 8 4] 3 (38%) 5 (63%) [
1
{1} Incluqes all adverse events reported at any point in the study, regardless of causality.’
{2) NOS = Not otherwise specified
(3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 2§
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 | FINAL
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Appendix D, Table S5a (Continued)
Adverse Events (1] By Center
[Safety Evaluable Patients)

Page 79 of 120

N ‘Gestational Total Number Fisher's :
i Age Number of Pts exact Number  -------- oo oo Severity ' -
Body System/Event (2] Group [3] i of Pts w/Event p valJe of Events Mild Moderate Severe Unknown
REPRODUCTIVE DISORDERS, FEMALE (cont.) !
BREAST D‘SCHARGE 63 Days (All) 179 2 (1%) 1.0000 2 2 (100%) 0 0 0
s49 Days (Group 1) 63 1 (2%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 59 1 (2%) 1 1 (100%) [ [) 1]
57-63 Days (Group 3) 57 0 0 0 [¢] [ 1]
BREAST ENLARGEMENT 563 Days (All) 179 1 (<1%) 0.6480 1 1 (100%) 0 0 0
s49 Days (Group 1) 63 4] [} 0 0 [} 0
50-56 Days (Group 2} 59 1 (2%) 1 1 (100%) 0 [ 0
57-63 Days (Group 3) 57 0 i o 0 0 0 0
BREAST PAIN FEMALE £63 Days (All) 179 1 (<1%) 1.0000 1 1 (100%) 0 0 0
49 Days (Group 1) 63 1 (2%) 1 1 (100%) 0 . 0 0
$0-56 Days (Group 2) 59 0 [} 0 0 0 0
57-61 Days (Group 3) 57 0 0 [\} 0 0 0
LEUKORRHOEA 563 Days (All) 179 1 {(<1%) ~ 1.0000 1 1 (100%) 0 0 0
549 Days (Group 1) 63 1 (2%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 59 0 4 [} 0 0 Q
57-63 Days (Group 1) s7 0 0 [] 0 0 0
UTERINE ATONY 563 Days (All) 179 2 (1%) 0.1002 2 0 1 (50%) 1 (50W%) 1]
s49 Days (Group 1) 63 0 0 0 0 0 0
50-56 Days (Group 2) 59 0 0 0 0 ] 0
57-63 Days (Group 3) 57 2 (4%) 2 0 1 (50%) 1 {50%) 0
{1} Includes all adverse events reported at any point in the atudy, regardless of causality.
{2) NOS = Not otherwise specifijed
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1l, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table 5a (Continued)
Adverse Events [1] By Center
[Safety Evaluable Patients)

Page 80 of 120

. N v - " DR
Dw ', . Gestational Total Number Fisher's ) ;
i Age Number of Pts exact Number - - ---- - EEEEEEEETE Severity----- IS e -
Body System/Event (2] Group [3) of Pts w/Event p value of Events Mild Moderate Seyere Unknown
REPRODUCTIVE DISORDERS, FENALE (conmt.)
UTERINE hAEMORRHAGE s6) Days (All) 179 10 (6%) 0.1981 11 0 2 (18%) 9 (82%) 0
=49 Days (Group 1) 63 1 (2%) 2 0 0 2 (100%) 0
50-56 Days (Group 2) 59 5 (8%) s 0 2 (4a0W) 3 {60%) 0
57-63 Days (Group 1) 57 4 (7%) 4 0 0 4 (100%) 0
1
VAGINAL DISCOMFORT 563 Days (All) 179 1 (<1%) 1.0000 1 0 0 1 (100%) 0
s49 Days (Group 1} 63 1 (2%) ; 1 0 [} 1 (100%) 0
50-56 Days (Group 2) 59 4] 0 0 0 4] 0
57-63 bays (Group 3) 57 0 0 0 0 0 0
VAGINITIS s63 Days (All) 179 3 (2%) 0.4189 3 1 (313%) 2 (67%) V] 0
' s49 Days (Group 1) 63 1 (2%) 1 1 (100%) 0 \ 0 0
50-56 Days {(Group 2) 59 0 0 0 4] 0 0
S7-63 Days (Group 3) | 57 2 (4%) 2 0 | 2 (100V) [} 0
VULVITIS =63 Days (All) ! 179 1 (<1%) ‘ 1.0000 1 0 1 (100%) 0 o
549 Days (Group 1) 63 1 (2%) 1 0 1 {(100%) 0 0
50-56 Days (Group 2) 59 0 0 {] ] 1] 0
57-63 Days (Group 3) 57 0 0 ] (4] Q o
BODY AS A WHOLE - GENBRAL DISORDERS
ANY EVENT <63 Days (All) 179 177 (99%) 1.0000 €45 237 (37%) 295  (46%) 111 (17%) 2 {<1¥%)
s49 Days (Group 1) 63 62 (98%) 212 82 (39%) 99 (47%) 29 (1a%) 2 (1)
$0-56 Days (Group 2) 59 58 (98%) 207 71 (34%) 96 (46%) 40 (19%) 0
57-63 Days {(Group 3) 57 57 (100%) 226 84 (37%) 100 (44%) 42 (19%) 0
L T
11) Includes all adverse events reported at any point in the study, regardless of causality.
[2] NOS = Not otherwise specified
{3} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.l, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table 5a {Continued)
Adverse Events (1]} By Center
[Safety Evaluable Patients]

Page 81 of 120

“fGeatational Total Number Fisher's
Age Number of Pts exact Number B Severity - oo
Body System/Event {2) Group [3) of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS (cont.)
ABDOMINAL PAIN s63 Days (All) 179 177 (99%) 1.0000 597 216 (36%) 277 (46%) 102 (17%) 2 {<1%)
%49 Days (Group 1) 63 62 (98%) 193 75 (39%) 89 (46%) 27 (14%) 2 (1%)
50-56 Days (Group 2) 59 S8  (98%) 193 64 (33%) 91 (48%) 316 (19%) (]
57-63 Days (Group 3) 57 S7 {(100%) 211 77  (36%) 95  (45%) 39 (18%) 0
ALLERGY 563 Days (All) 179 1 (<1%) 1.0000 1 1 (100%) 0 0 0
549 Days (Group 1) 63 1 (2%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 59 0 Q 0 0 ] 0
57-63 Days (Group 3) s7 [4] 0 1] 1] o 0
ASTHENIA s63 Days (All) 179 3 {2%) 1.0000 3 0 1 (33%) 2 (67%) 0
s49 Days (Group 1) 63 1 (2%) 1 1] 0 [ 1 (100%) 0
50-56 Days (Group 2) 59 1 (2%) 1 0 [ 1 (1lo0%) 0
$7-63 bDays (Group 1) 57 1 (2%) 1 0 1 (100%) 0 0
BACK PAIN 563 Days (All) 179 L12 (7%)  0.3682 15 7 (47%) 7 (47%) 1 (7%) [/}
549 Days (Group 1) 63 4 (6%) 6 1 {(17%) 5 (83%) [} [}
$0-56 Days (Group 2) 59 6 (10%) 7 4 (57%) 2 (29%) 1 (14%) 0
57-63 Days (Group 3) 57 2 4y 2 2 (100%) 0 0 0
FATIGUE 563 Days (All) 179 14 (8%) 0.5725 14 7 (50%) 5 (36%) 2 (14w) 0
549 Days (Group 1) 63 5 (8%) ‘ 5 2 (40%) 2 (40%) 1 (20%) 0
50-56 Days (Group 2) 59 3 (5%) ! 3 2 (67%) 0 1 (313n) 0
57-63 Days {(Group 3) s7 € (11%) k 6 3 (50%) 1 (50%) 0 [}
{1} Includes all adverse events reported at any point in the study, regardless of causality.
{2] NOS = Not otherwise specified
{3) Gestatiocnal age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonngraphy.
[4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.l, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 3I0NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events [1] By Center
[Satety Evaluable Patients]
1

Center: SHEEHAN (#26) . l i

. ) ‘Gestational : Total Number Fisher's oY
L ' ¢ hge i Number of Pts exact Number - ------ - - --- ---Severity- - . -
Body System/Event [2] ’ Group (3] of Pts  w/Event p value of Events Mild Moderate Severe unknown
BODY AS A WHOLR - GENERAL DISORDERS {(cont.)
FEVER 4 s63 Days (All) 179 S (3%) 0.2837 5 3 (60%) 2 (40%) [ 0
s49 Days (Group 1) 63 3 (5%) 3 2 (67%) 1 (33y) [4] 0
50-56 Days (Group 2) 59 ] 0 0 ] 0 0
57-63 Days (Group 3) s7 2 (4%) 2 1 (50%) 1 (s0%) 0 0
HYPOVOLAEMIA 563 Days (All) 179 1 (<1¥%) 0.3184 1 0 0 l‘(lOOi) 0
549 Days (Group 1) 63 0 0 0 0 ! 0 0
50-56 Days (Group 2) 59 0 0 0 0 0 0
57-63 Days (Group 3) 57 1 %) 1 (1] [1] 1 (100%) 0
LEG PAIN 63 Days (All) 179 2 (1%) 0.7667 2 1 (50%) 1 (50%) ] 0
549 Days (Group 1) 63 1 (2v) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 59 0 0 0 0 o 0
57-63 Days (Group 3) 57 1 (2w 1 1 (100%) 0 0 0
MALAISE . 563 Days (All) 179 1 (<1%) ° 0.6480 1 1 (100%) 0 [v] 0
549 Days (Group 1) 63 0 0 0 0 0 0
S0-56 Days (Group 2) 59 1 (2%) 1 1 (100%) 0 V] [}
57-63 Days (Group 3) 57 0 0 1] 0 0 4]
OEDEMA 63 Days (All) 179 2 (%) 0.2076 2 V] 1 (50%) 1 (50%) 1}
49 bays (Group 1) 63 0 0 0 0 0 [
50-56 Days (Group 2) 59 2 (3%) 2 1] 1 (50%) 1 (50%) (]
57-63 Days (Group 1) 57 [ 0 0 0 0 0
[1) Includes all adverse events reported at any point in the study, regardless of causality.
[2) NOS = Not otherwise specified .
{3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examipation and vaginal ultrasonography.
[4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J: \USA\166B\SASPGMS\apdxd\final\adel.SAS 3IONOV98:10:44 FINAL
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Appendix D, Table 5Sa (Continued)
Adverse Events (1] By Center
{Safety Evaluable Patients)

Page B3 of 120

e + .~ Gestational Total Number Fisher's .
Age Number of Pts exact Number R R --Severity---- - :
Body System/Event [2]) Group (3] of Pts  w/Event p value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS {(cont.) ,
PAIN ) 563 Days (All) 179 2 (1%) 0.7667 2 1 (50%) (i} 1 (50%) 0
549 Days {(Group 1) 63 1 (2%} 1 1 (100%) Q 0 0
50-56 Days (Group 2) 59 0 0 0 [ o 1]
57-63 Days (Group 3) 57 1 (2%) 1 0 0 1 (100%) 0
RIGORS 63 Days (All) 179 1 (<1%) 1.0000 1 0 1 (100%) 0 0
549 Days (Group 1) 63 1 2% 1 0 1 (100%) 0 0
50-56 Days (Group 2) 59 0 0 [] [+] 0 0
57-63 Days (Group 1) 57 0 0 0 0 ] 0
SYNCOPE , <63 Days (All) 179 1 (<1W) 0.3184 1 0 0 1 (100%) 0
549 Days (Group 1) 63 1] ] 0 0 ! 1] 4]
$0-56 bays (Group 2) 59 0 0 (1] 0 0 0
57-63 Days (Group 3) 57 1 (2w) 1 (] 0 1 (100%) 0
RESISTANCE MECHANISN DISORDERS
ANY EVENT s63 Days (All) 179 6 (3%) 0.2504 6 2 (33%) 3 (50%) 1 (17%) [+
49 Days (Group 1) 63 k) (5%) 3 1 (3y) 1 (33%) 1 (33%) 0
50-56 Days (Group 2) 59 3 (S’) 3 1 (33y) 2 (67%) 0 [+]
$7-63 Days (Group 3) 57 (1] , 1] 0 0 0 ; 0
INFECTION VIRAL %63 Days (All) 179 5 (3%) 0.3275 S5 2 (40%) 2 (40%) 1 (20%) 0
=49 Days (Group 1) 63 2 (3%) 2 1 (s0W) 0 1 (50%) 0
50-56 Days (Group 2) 59 3 (5%) 3 1 (33%) 2 (67%) 0 0
57-63 Days (Group 3) 57 0 0 0 1] 0 0
‘ T
[1) Includes all adverse event's reported at any point in the study, regardless of causality.
{2} NOS = Not otherwise specified
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4] Events in this body system occurred during the study blood sampling. i
Source Data: Appendix A.1, Tables 16 and 25
J: \USA\166B\SASPGMS\apdxd\final\adel .SAS 30NOV98:10:44 I FINAL
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Appendix D, Table Sa (Continued)
Adverse Events {1] By Center
[safety Evaluable Patients]

|
Center: SHEEHAN (#26) . l J
T . b ¢
o 1 ! Gestational Total Number Fisher's . oY
. ' 7 hge Number of Pts exact Number - -------- oo Severity----- L
Body System/Event [2] ' Group (3} of Pts w/Event p-value of Events Mild Moderate Severe Unknown

RESISTANCE NECHANISM DISORDERS (comt.)

MONILIAgls GENITAL %63 Days (All) 179 1 (<1¥%) 1.0000 1 0 1 (100%) 0 B ¢
549 Days (Group 1) 63 1 (2%) 1 o 1 (100%) 0 0
$0-56 pays (Group 2) 59 0 : 0 0 0 0 0
57-63 Days (Group 3) S7 0 0 0 4} Q [
SECONDARY TERNS
ANY EVENT $63 Days (All) 179 2 (1%) 0.5413 2 0 2 (100%) 0 0
=49 Days (Group 1) 63 0 0 0 (4] Q Q
40-56 Days (Group 2) 59 1 (2% 1 () 1 (100%) 0 0
57-63 Days (Group 3) 57 1 (2%) 1 0 1 (100%) 0 0
INFLICTED INJURY : 563 Days (All) 179 1 (<1¥%) 0.31084 1 0 1 (104%) Q Q
s49 Days (Group 1) 63 0 0 0 [ 0 0
50-56 Days (Group 2) 59 0 Lo 0 0 0 ()}
57-63 Days (Group 1) 57 1 (2%) 1 0 1 (100%) 0 0
POST-OPERATIVE PAIN s63 Days (All) 179 1 (<1¥%) 0.6480 1 0 1 (100%) 0 0
s49 Days (Group 1) 63 0 0 0 0 0 0
50-56 Days {Group 2) 59 1 (2%) 1 0 1 (100%) 0 0o
57-63 Days (Group 3) 57 0 0 0 0 Q 0
[1) Includes all adverse events reported at any point in the study, regardless of causality.
[2] NOS = Not otherwise specified
{3} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4]) Events in this body system occurred during the study blood sampling.
U !
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
N L BT
ot
o

MIF 001086 '



The Population Council

Protocol 166B

Center: DEAN (#27)

Appendix D, Table Sa (Continued)
Adverse Events [1] By Center
[safety Evaluable Patients]
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Gestational Total Number Fisher's ! >
Age Number of Pts exact | Number  --------- e - --Severity----------. S
Body System/Event Group (3] of pts w/Event p value of Events Mild Moderate Severe Unknown
]
. i
ANY EVENT s63 Days (All) 191 190 (>99%) 0.5340 1456 498  (34%) 578 (40%) 343 (24%) 37 (3%)
<49 Days (Group 1) 29 29 (100%) 2013 65 (32%) 99 (49%) 39 (19%) 0
50 56 Days (Group 2) 73 72 (99%) 541 201  (37%) 215 (40%) 110 [{(20W) 15 (3%)
57-63 Days (Group 3) 89 89 (100%) 712 232 (33%) 264 (37%) 194 (27%) 22 (3%)
SKIN AND APPENDAGEBS DISORDERS
ANY EVENT 563 Days (All) 191 4 (2%) 0.8085 4 3 (75%) 0 1 (25%) [
£49 Days (Group 1) 29 1|3y 1 1 (100%) 0 0 0
50 56 Days (Group 2) 73 1 (1%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 89 2 (2%) 2 1 (50%) 0 1 (sow) [4]
PRURITUS 63 Days (All) 191 1 (<1%) 1.0000 1 1 (100%) 0 ! 0 0
549 Days (Group 1) 29 0 0 0 0 0 0
50-56 Days (Group 2) 73 0 4] 0 0 0 0
$7-63) Days (Group 3) 89 1 (1%) 1 1 (100%) 0 0 0
RASH s63 Days (All) 191 1 (<1¥%) 0.1518 1 1 {100%) 0 0 0
s49 Days (Group 1) 29 1 (3%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 7 0 0 0 0 0 0
57-63 Days (Group 3) 89 (] o 0 0 0 0
SWEATING INCREASED s63 Days (All) 191 1 {<1%) 1.0000 1 0 0 1 (100%) 0
549 Days (Group 1) 29 0 0 (] 0 0 0
50-56 Days (Group 2) 73 0 0 [+] 0 [} 0
57-63 Days (Group 3} 89 1 (1%) 1 [4} 0 1 (100%) 0
)
(1] Includes all adverse events reported at any point in the study, regardless of causality.
{2]) NOS = Not otherwise specified
(3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4} Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
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Appendix D, Table Sa (Continued)
Adverse Events (1] By Center
{Safety Evaluable Patients]
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“FGestational Total Number Fisher's B !
Age Number of Pts exact Number - - -----ee-aaaaaooo --Severity-' - -
Body System/Event (2] Group (3] of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
SKIN AND APPENDAGES DISORDERS (cont.)
URTICARIA 563 Days (All) 191 1 (<1%) 0.5340 1 1 (100%) 0 0 0
s49 Days (Group 1) 29 0 4] 0 0 1] 0
50-56 Days (Group 2) 73 1 (1%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 89 0 0 0 0 o 0
MUSCULO-SKELETAL SYSTEM DISORDERS
ANY EVENT 563 Days (All) 191 2 (1%) 0.4261 k} 0 3 (100%) 0 0
s49 Days (Qroup 1) 29 0 L0 0 0 0 0
50-56 Days (Group 2) 73 2 (3%) 3 4] 3 (100%) 0 0
57-63 Days (Group 13) 89 [ 0 0 0 0 ]
MYALGIA =63 Days (All) 191 1 {<1¥%) 0.5340 2 1] 2 (100%) 0o 0
549 Days (Group 1) 29 ] 0 0 0 ' 0 0
50-56 Days (Group 2) 73 1 (1%) 2 0 2 (100%) 0 o
57-63 Days (Group 3) 89 0 0 0 0 0 1]
SKELETAL PAIN s63 Days (All) 191 1 (<1%) 0.5340 1 0 1 (100%) 0 0
=49 Days (Group 1) 29 0 0 [ 0 0 0
50-56 Days (Group 2} 73 1 (1%) 1 (] 1 (100%) 0 [1]
57-63 Days (Group 13) 89 0 ] 0 1] 0 0
CENTR & PERIPH NERVOUS SYSTEM DISORDERS
ANY EVENT =63 Days (All) 191 65 (34%) 0.9565% 119 29 (24%) 69 (58%) 18 (15%) 3 (3%)
s49 Days (Group 1) 29 9 (31%) 17 3 (18%) 13 (76%) 1 (6%) 0
$0-56 Days (Group 2) 73 25 (34%) 41 12 (29%) 23 (56%) 4 (10%) 2 (5%)
57-63 Days {(Group 3) 89 31 (35%) 61 14 (23y) 33 (54%) 13 (21w) 1 (2%)
- t
|
[1}) Includes all adverse events reported at any point in the study, regardless of causality.
[2) NOS = Not otherwise specified
{3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel .SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events [1] By Center
[safety Evaluable Patients]
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i ~ Gestational Total Number Fisher's ”
Age Number of Pts exact Number -+ .- oo Severity- - - - - ...
Body System/Event (2] Group [3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
CENTR & PBRIPH NERVOUS SYSTEM DISORDERS (cont.)
DIZZINESS 563 Days (All) 181 16 (8%) 0.2497 20 3 (1s%) ;11 (55%) 6 (30%) 0
549 Days (Group 1) 29 1 (3%) 1 0 |1 (100%) 0 0
$0-56 Days (Group 2) 73 4 (5%) 5 1 (20%) 3 (60%) 1 (20%) 0
57-63 Days (Group 3) 89 11 (12%) 14 2 (l4y) 7 (50%) 5 (36%) 0
HEADACHE =63 Days (All) 191 58 (30%) 0.9766 97 25 (26%) S8  (60%) 11 {11y) 3 (3%)
549 Days (Group 1) 29 9 (31%) 16 3 (19%) 12 (75%) 1 (6%) 0
50-56 Days (Group 2) 73 23 (32%) 3s 10 (29%) 20 (57%) 3 (9%) 2 (6%)
57-63 Days (Group 3) 89 26 (29%) 46 12 (26%) 26 (57%) 7 (15%) 1 (2%)
MENINGITIS . £63 Days (All) 191 1 (<1¥%) 1.0000 1 0 0 1 (100%) 0
549 Days (Group 1) 29 ()} (] 0 0 ' 0 0
50-56 Days (Group 2) 73 0 0 0 0 0 0
: 57-63 bays (Group 3} 89 1 (aw) 1 [} [} 1 (100%) o
MUSCLE CONTRACTIONS INVOLUNTARY <63 Days (All} 191 1 (<1%) 0.5340 1 1 (100%) (1] 0 0
s49 Days (Group 1) 29 0 0 0 0 0 ]
50-56 Days (Group 2) 73 1 (1%) 1 1 (100%) 0 0 0
, 57-63 Days (Group 3) 89 0 0 0 ( 0 0 4}
|
VISION DISORDERS
ANY EVENT 63 Days (All) 191 1 (<1%) 0.1518 1 [} 1 {(100%) 0 0
s49 Days (Group 1) 29 1 (3%) i 1 0 1 (100%) 0 0
50-56 Days (Group 2) 73 0 ' [ 0 0 0 0
57 -6} Days (Group 1) 89 0 0 1] 0 1] 0
1
{1) Includes all adverse eventh reported at any point in the study, regardless of causality.
[2) NOS = Not otherwise specified
[3} Gestational age group was assigned by the investigator based upon menstrual histary, pelvic examination and vaginal ultrasonography.
[4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1l, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table 5Sa (Continued)
Adverse Events [1] By Center
[Safety Evaluable Patients)

Center: DEAN (#27) !

' | ’

o | ‘Gestational Total Number Fisher's g Y
te. ' <~ Age ‘ Number of Pts exact Number T ‘Severity - .- . -
Body System/Event (2] ’ Group [3] ' of Pts w/Event p value of Events Mild ' Moderate Severe Unknown
VISION DISORDBRS (cont.)
MYDRIAS IS _ 563 Days (All) 191 1 (<1%) 0.1518 1 0 1 (100%) [/} 0
<49 Days (Group 1) 29 1 (3%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 73 [ 0 [ 0 0 0
57-63 Days {(Group 3) 89 0 0 ] 0 0 [+]
SPECIAL SENSES OTHER, DISORDERS
ANY EVENT =63 Days (All) 191 1 (<1¥%) 1.0000 1 0 1 (lﬂq\) [ 0
%49 Days (Group 1) 29 0 0 0 0 ' 0 0
S0-56 Days (Group 2) 73 0 0 0 0 ) 0
57-63 Days (Group 3) 89 1 (1%) 1 0 1 (100%) 0 0
TASTE PERVERSION [ =63 Days (All) 191 1 (<1%) 1.0000 1 0 1 (loqt) 0 0
<49 Days (Group 1) 29 0 0 [ 0 0 0
50-56 Days (Group 2) 73 0 0 0 0 0 0
57-63 Days (Group 3) 89 1 (1y) 1 0 1 (100%) 0 0
PSYCHIATRIC DISORDERS
ANY EVENT 563 Days (All) 191 4 (2%) 0.8085 6 0 3 (50%) 3 (50%) 0
549 Days (Group 1) 29 [¢] 0 0 0 [ (1]
50-56 Days (Group 2) 73 1 (1%) 3 0 1 (33y) 2 (67%) [}
$7-63 Days (Group 3) 89 3 (3%) 3 0 2 (67%) 1 (33%) 0
(1] Includes all adverse events reported at any point in the study, regardless of causality.
{2} NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4) Events in this body system occurred during the study blood sampling. |
N ] "
Source Data: Appendix A.1, Tables 16 and 25
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Appendix D, Table 5a (Continued)
Adverse Events [1] By Center
[Safety Evaluable Patients]

|
Page 89 of 120

Center: DEAN (MN27) ' .
|
T T M L)
[ Gestatjonal Total Number Fisher's . : -
' Age Number of Pts exact Number - ------ ..ol Severity-----:*---. ...
Body System/Event (2] Group (3] of Pts  w/Event p value of Events Mild Moderate Severe Unknown
PSYCHIATRIC DISORDERS (cont.)
ANOREXIA 563 Days (All) 191 1 (<1%) .0000 1 0 1 (100%) 0 0
s49 Days (Group 1) 29 0 0 0 0 0 0
50-56 Days (Group 2) 73 0 0 0 0 [ 0
57-63 Days (Group 3) 89 1 (1%) 1 0 1 (100%) 0 0
DEPRESSION 563 Days (All) 191 1 (<1%) .5340 1 0 0 1 (100%) 0
<49 Days (Group 1) 29 0 0 0 1] 0 [¥]
50-56 Days (Group 2) 73 1 (1%) ~ 1 o 0 1 (100%) "]
$7-63 Days (Group 3) 89 0 0 0 0 ] 0
INSOMNIA $63 Days (All) 191 3 (2%) . 0000 4 0 2 (s0%) 2 (50%) o}
549 Days (Group 1) 29 0 0 (] 0 ! 0 [+]
50-56 Days (Group 2) 73 1 (1%) 2 0 1 (50%) 1 (50%) 0
57-63 Days (Group 3) 89 2 (2w 2 0 1 (50%) 1 (sow) 0
GASTRO-INTESTINAL SYSTEN DISORDERS
ANY EVENT 563 Days (All) 191 141 (74%) -1370 454 159  (35%) 180 (40%) 113 (25%) 2 (<%
s49 Days (Group 1) 29 17  (59%) 55 20 (36%) 23 (42v) 12 (22%) 0o
50-56 Days (Group 2) 73 55 (75%) 159 60 (38%) 71 (45%) 28 (18%) 0
57-63 Days (Group 3) a9 69 (78%) 240 79  (33%) 86 (36%) 73 (30%) 2 (<1W)
DIARRHEA s63 Days (All) 191 56 (29%) .3786 72 37  (51%) 26 (36%) 9 (13%) 0
549 Days (Group 1) 29 6 (21%) 7 5 (71%) 1 (14%) 1 (14%) 0
50-56 Days (Group 2) 73 20 (27%) 27 16 (59%) 8 (30%) 3 (11%) 0
$7-63 Days (Group 3) a9 30 (34%) 38 16 (42%) 17 (45%) S  (13%) 0
1 Includes all adverse evenea reported at any point in the study, regardless of causality.
{2) NOS = Not otherwise specified |
3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events {[1]) By Center
[Safety Evaluable Patients)
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Center: DEAN (¥27) ' :
P t ﬁ!Gestational ' Total Number Fisher's . Pt
i Age Number of pts exact Number  --------- R -~ -Severity-----<%--- .-
Body System/Event (2] Group [3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO- INTPSTINAL SYSTEM DISORDERS {cont.)
DYSPEPSIA 63 Days (All) 191 3 (2%) 0.7499 3 0 0 2 (67%) 1 {33y)
49 Days (Group 1) 29 0 ' 0 0 0 0 0
50-56 Days (Group 2) 73 2 (3%) 2 0 0 2 (100%) ]
57-63 Days (Group 3) 89 1 (1%} 1 0 0 0 1 (100%)
FLATULENCE 563 Days (All) 191 3 {(2%) 0.3805 4 0 2 {50%) 1 (25%) 1 {(25%)
%49 Days (Group 1) 29 0 0 o [] [¢] 0
50 56 Days (Group 2) 73 0 [1] 0 [ 0 0
S?AGJ Days (Group 3) 89 3 (3%) 4 0 2 (S50%) 1 (25%) 1 (25%)
NAUSEA 563 Days (All)} 191 122 (64%) 0.1784 259 101  (39%) 99 {38%) 59 (23%) 0
' =49 Days (Group 1) 29 14  (48%) 37 13 (3I5%) . 18 (49%8) 6 (16%) 0
50-56 Days (Group 2) 73 48  (66%) g0 38 (42%) 40 (44%) 12 (13y) 0
57-63 Days (Group 3) 89 60 (67%) 1j2 50 (38%) 41  (31%) 41 (31w} 0
TOOTH ACHE 63 Days (All) 191 1 (<1%)} " 0.1518 1 [} 1 (100%) 0 [}
%49 Days (Group 1) 29 1 (3%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 73 0 0 0 0 1] 0
57-63 Days (Group 13) 89 0 0 0 1] 0 0
VOMITING 563 Days (All) 191 66 (35%) 0.3144 115 21  (18%) 52 (45%) 42 (37%) 0
549 Days (Group 1) 29 7 (24%) 10 2 (20%) 3 (30%) 5 (50W) 0
50-56 Days {(Group 2) k] 24 (33%) 40 6 (15%) 23 (58%) 11 (28%) 0
57-63 Days (Group 3) ag IS (39%) 65 13 (20%) 26 (40%) 26 (40%) 0 :
|
{11 Includes all adverse events reported at any point in the study, regardless of causality. ;
[2) NOS =;Not otherwise specified |
{31 Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography. ;
(4] Events in this body system occurred during the study blood sampling. |
|
Source Data: Appendix A.l, Tables 16 and 2§
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table 5a (Continued)
Adverse Events [1] By Center

[safety Evaluable Patients]
t
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Center: DEAN (#27) f 4
.
S i . ‘Gestational Total Number Fisher's 4 '
Rk " Age ‘ Number of Pts exact | Number  --------- B Severity---- - &- .. ..o
Body System/Event (2} Group {3) l of Pts  w/Event p value of Events Mild Moderate Severe Unknown
RESPIRATORY SYSTEN DISORDERS
ANY EVENT 563 Days (All) 191 7 (4%) 0.8756 9 3 (33%) 3 (33y) 1 (11%) 2 (22w)
' 549 Days (Group 1) 29 1 (%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 73 2 (3%) 4 0 1 (25%) 1 (25%) 2 (50%)
$7-63 Days (Group 3) 89 4 (4%) 4 2  (50%) 2 (S0%) 0 0
COUGHING 563 Days (All) 191 1 (<1%) 0.5340 1 0 0 0 1 (100%)
<49 Days (Group 1) 29 0 0 0 [ 0 0
50 56 Days (Group 2) 73 1 {(1%) 1 ] [+] 4] 1 (100%)
57-63 Days (Group 3) B9 0 i 0 0 0 1] 0
DYSPNOEA ) £63 Days (All) A 191 1 (<1%) 0.1518 1 1 (100%) 0 0 0
549 Days (Group 1) 29 1 (3%) 1 1 (100%) 0 ! 0 0
50-56 Days (Group 2) 73 0 0 o ] 4] [}
§7-63 Days (Group 3) 89 0 0 0 0 0 0
HYPERVENTILATION 563 Days (All) 191 1 (<1%)  1.0000 1 0 1 (100%) 0 0
549 Days (Group 1) 29 0 0 0 1] 0 0
50-56 Days (Group 2) 73 0 0 0 0 0 0
57-63 Days (Group 3) 89 1 (1%) 1 0 1 (100%) 0 0
PHARYNGITIS 563 Days (All) 191 1 (<1%) 1.0000 1 0 1 (100%) 0 0
<49 Days (Group 1) 29 0 0 0 4] 0 0
$0-56 Days (Group 2} 73 0 0 0 [ 0 1]
57-63 Days (Group 3} 89 1 (1%) 1 0 1 (100%) 0 0
{1} Includes all adverse events reported at any point in the study, regardless Jdf causality.
[2] NOS = Not otherwise specit&ed
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table 5a (Continued)
Adverse Events [1] By Center
{Safety Evaluable Patients]

'
1
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K Y Gestational Total Number Fisher's S K
t * “ Age Number of Pts exact Number - - ------ R Severity-----w - . --
Body System/Event (2] Group (3} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
RESPIRATORY SYSTEM DISORDERS (cont.)
RHINITIS' s63 Days (All) 191 1 (<1W%) 0.5340 1 0 0 0 1 (100%)
s49 Days (Group 1) 29 0 0 0 0 0 0
50-56 Days (Group 2) 73 1 (1%) 1 [/} 0 0 1 (100%)
57-63 Days (Group 3) 89 0 0 0 0 0 0
SINUSITIS 563 Days (All) 191 3 (2%) 1.0000 4 2 (50%) 1 (25%) 1 (25%) 1]
s49 Days (Group 1) 29 0 0 0 0 [} 0
50-56 Days (Group 2) 73 1 (1%) P2 0 1 (50%) 1 (50%) 0
57-63 Days (Group 3) 89 2 (2%) 2 2 (100%) 1] 0 0
RED BLOOD CELL DISORDERS
ANY EVENT 563 Days (All) 191 1 (<1%) 1.0000 1 [} 1 (100%) o 0
549 Days (Group 1) 29 0 0 4] ] 0 [
50-56 Days (Group 2) 73 0 0 0 0 [ 1]
57-63 Days (Group 3) | 89 1 y) 1 0 1 (100%) 0 0
ANAEMIA %63 Days (All) ! 191 1 (<«1%) 1.0000 1 0 1 (100%) 0 0
=49 Days (CGroup 1) 29 0 0 0 0 (1] 0
50-56 Days (Group 2) 73 0 0 0 0 0 0
§7-63 Days (Group 3) 89 1 (%) 1 0 1 (100%) 0 0
URINARY SYSTEM DISORDERS
ANY EVENT £6) Days (All) 191 1 (<1%) 1.0000 1 0 1 (100%) 0 0
£49 Days (Group 1) 29 0 0 0 0 0 ()
50-56 Days (Group 2) 73 0 0 0 0 0 0
§7-63 Days (Group 3) 89 1 iy 1 0 1 (100%) [ 0
1
[1] Includes all adverse events reported at any point in the study, regardless of causality.
[2) NOS = Not otherwise specified
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1l, Tables 16 and 25
J: \USA\166B\SASPGMS\apdxd\final\adel.SAS 3IONOV98:10:44 FINAL
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Appendix D, Table 5a (Continued)
Adverse Events (1]
|Safety Evaluable Patients]

By

Center

|
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; 'Gestational Total Number Fisher's . .
Age Number of Pts exact Number  ------- Severity---- -+ -
Body System/Event {2} Group {3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
URINARY SYSTEN DISORDERS (cont.)
URINARY TRACT INFECTION 563 Days (All) 191 1 (<1%) 1.0000 1 0 1 (100%) 0 [}
£49 Days (Group 1) 29 [} [} 0 ! 0 [+} [}
50-56 bDays (Group 2) 73 0 0 [ ' 0 ] 0
$7-63 Days (Group 3) 89 1 y) 1 0 1 (100%) 0 0
REPRODUCTIVE DISORDERS, FEMALE
ANY EVENT 263 Days (All) 191 16 (8%) 0.0115 22 2 (9%) 10 (45%) 10 (45%) 0
s49 Days (Group 1) 29 3 (10W%) S 1 (20%) 1 (20%) 3 (e0%) 0
50-56 Days (Group 2) 73 1 1y) 2 0 2 (100%) 0 0
57-63 Days (Group 3) 89 12 (13%) 15 1 (7%) 7 (47%) 7 (47%) 0
LEUKORRHOEA s6) Days (All) 191 3 (2%) 0.5453 3 2 (67%) 1 (33w) 0 0
=49 Days (Group 1) 29 1 (3%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 73 1 (1) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 89 1w 1 1 (100%) 0 (] 0
UTERINE HAEMORRHAGE %63 Days (All) 191 ‘11 (6%) 0.0088 15 0 7 (47%) 8  (53%) []
549 Days (Group 1) 29 2 (7%) 4 0 L (25%) 3 (75%) 0
50-56 Days (Group 2) 73 1] 0 0 4] 0 0
57-63 Days (Group 3) 89 9 (10%) 11 0 } 6 (55%) 5 (45%) 0
VAGINAL DISCOMFORT £63 Days (All) 191 1 (<1¥%) 1.0000 2 0 o 2 (100%) 0
549 Days (Group 1) 29 0 | 0 0 0 (] 0
50-56 Days (Group 2) 73 0 \ 0 0 0 0 0
57-63 Days (Group 3) 89 1 (1%) 2 0 1} 2 (100%) 0
L
(1) Includes all adverse events reported at any point in the study, regardless of causality.
{2] NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J: \USA\166B\SASPGMS\apdxd\final\adel.SAS 3IONOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events (1] By Center

[Safety Evaluable Patients]

DEAN (#27) ' !
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Center:
N ]
. v . o
N , . Gestational Total Number Fisher's ) : N
i Age i Number of Pts exact Number - - - e Severity--- -- T
Body System/Event (2] Group [3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
REPRODUCTIVE DISORDERS, FPEMALE (cont.)
VAGINITIS 263 Days (All) 191 2 (1%} 1.0000 2 0 2 (100%) 0 0
549 Days (Group 1) 29 0 .0 0 0 0 0
50-56 Days (Group 2) 73 1 (1y) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 89 1 1s) 1 0 1 (100%) 0 0
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT %63 Days (All) 191 190 (>99%) 0.5340 830 300 (36%) 304 (3]!) 196 (24%) 30 (4%)
s49 Days (Group 1) 29 29 (100%) 121 g (31y) 60 (50%) 23 (19%) 0
50-56 Days (Group 2) 73 72 (99%) 325 127  (39%) 113 (35%) 74 (23%) 11 (3%
57-63 Days (Group 3} 89 89 (100%) 3o4 135 (35%) 131 (34%) 99 (26%) 19 (5%)
ABDOMINAL PAIN s63 Days (All) 191 190 (>99%) 0.5340 772 281 (36%) 280 (36%) 186 (24%) 25 (3%)
s49 Days (Group 1) 29 29 (100%) 112 34 (30%) 55 (49V) 2)  (21W) 1)
50-56 Days (Group 2} 73 72 (99%) 298 118  (40%) 99  (33%) 70 (23%) 11 (4%)
57-63 Days (Group 3) 89 89 (100%) 362 129 (36%) 126 (35%) 93  (26%) 14 (4%)
ALLERGY =63 Days (All) 191 1 (<1%) 1.0000 1 0 0 0 1 (100%)
549 Days {(Group 1) 29 V] 0 0 0 0 1]
S0-56 Daya (Group 2) 73 0 0 0 0 0 0
57-63 Days (Group 3) 89 1 (1%) 1 0 0 0 1 (100%)
ASTHENIA =63 Days (All) 191 5 (3%) 0.4621 6 2 (33%) 4 (67%) 0 0
s49 Days (Group 1} 29 0 0 (4] 0 0 [+]
50-56 Days (Group 2) 73 1 (1%) 2 0 2 (100%) 0 0
57-63 Days (Group 3) 89 4 (4%) 4 2 (s0%) 2 (S0%) 0 0
{1) Includes all adverse events reported at any point in the study, regardless of causality.
f2] NOS = Not otherwise specitie¢
{3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
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Center: DEAN (#27)

Appendix D, Table 5a (Continued)
Adverse Events [1] By Center
[Safety Evaluable Patients]

éage 95 of 120

‘Gestational

L 2NN

. v "' Total Number Fisher's .
i © Age Number of Pts exact Number  --------- R R Severity ---. ¥ -
Body System/Event (2] Group {3} of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A rHOLI - GENERAL DISORDERS (cont.)
BACK PAIN : 563 Days (All) 191 17 (9%) 0.8336 1 9 (29%) 13 {42%) S (16%) ' 4 (13%)
<49 Days (Group 1) 29 3 (10%) 5 3 (60%) 2 (40%) 0 ]
50-56 Daye (Group 2) 73 7 (10%) 16 5 (31%) 9 (56%) 2 gllt) 0
57-63 Days (Group 3) 89 7 (8y) 10 1 (10%) 2 (20%) 1 (30%) 4 (4a0%)
FATIGUE <63 Days (All) 191 7 (4%) 0.1139 7 2 (29%) 5 (71%) ] o
=49 Days (Group 1) 29 3 (10%) 3 0 3 (100%) 0 [+]
50-56 Days (Group 2) 73 2 (3%) 2 1 (50%) 1 {(50%) 4] 0
57-63 Days (Group 3) 89 2 (2%) 2 1 (50%) 1 (50%) 0 [}
FEVER 63 Days (All) 191 4 (2%) 0.3736 S 4 (BO%) 1 (20%) 0 0
=49 Days (Group 1)} 29 0 0 4] 1] \ 0 [
50-56 Days (Group 2) 73 3 (4%) 4 3 (75%) 1 (25%) (1] 0
$7-63 Days (Group 3) 89 1 (1%) 1 1 (100%) 0 0 0
HOT FLUSHES 63 Days (All) 191 1 {<1¥%) 1.0000 1 [+] 0 1 (100%) 0
%49 Days (Group 1) 29 0 (1] 0 1] 0 0
50-56 Days (Group 2) 73 0 0 0 0 o 0
57-63 Days (Group 3) 89 1 (1%) 1 0 0 1 (100%) 0
MALAISE £63 Days (All) 191 1 {<i%)  0.5340 1 0 0 1 {100%) 0
549 Days (Group 1) 29 0 0 0 0 0 0
$0-56 Days (Group 2) 73 1 (1%) 1 0 0 1 (100%) 0
57-63 Days (Group 3) 89 0 ] 0 0 0 0
[1] Includes all adverse events reported at any point in the study, regardless of causality.
[2) NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4] Events in this body system occurred during the study blood sampling. |
Source Data: Appendix A.1, Tables 16 and 25
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Appendix D, Table Sa (Continued)
Adverse Events [1] By Center
{Safety Evaluable Patients}
'
| H

Page 96 of 120

Center: DEAN (¥#27) , J
} ‘ .
c ! ' Gestational Total Number Fisher's ;
i ' Age Number of Pts exact Number - - - -- e Severity - --
Body System/Event (2] ’ Group {3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A .'IOLS - GENERAL DISORDERS (cont.)
PAIN 563 Days (All) 191 1 (<1%) 0.1518 1 1 (100%) 0 0 0
s49 Days (Group 1) 29 1 (%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 73 0 : 0 0 0 0 0
57-63 bays (Group 3) 89 0 0 0 0 0 0
SYNCOPE s63 Days (All) 191 4 (2%) 1.0000 S 1 (20%) 1 (20%) 3 (60%) 0
549 Days (Group 1) 29 0 0 0 [+] 0 (1]
50-56 Days (Group 2) 73 2 (31%) 2 4] 1 (so%) 1 (50%) 0
§|7-63 Days (Group 1) 89 2 (2%) 3 1 (33%) 0 2 (67%) 0
RESISTANCE MEBCHANISM DISORDERS
ANY EVENT ' 63 Days (All) 191 S 3%) 0.0457 S 2 (40%) 2 (40%) 1 (20%) [}
$49 Days (Group 1) 29 2 (1) ‘2 1 (50%) 1 (50%) 0 0
50-56 Days (Group 2) 73 3 (4%) {3 1 (33%) 1 (33%) 1 (33%) [i]
57-63 Days (Group 3) [:3:] 0 4] 0 0 ] [4
INFECTION VIRAL <63 Days (All) 191 5 (3%) 0.0457 5 2 (40%) 2 (40%) 1 (20%) 0
=49 Days (Group 1) 29 2 (7%) 2 1 (50%) 1 (S0%). 0 0
$0-56 Days (Group 2) 73 3 (4%) k) 1 (33y) 1 (33%) 1 (33%) 0
$7-63 Days (Group 3) 89 0 0 0 0 [] 0
[1} Includes all adverse events reported at any point in the study, regardless of causality.
[2] NOS = Not otherwise specified
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4) Events in this body system occurred during the study blood sampling.
t
o ) )
i
Source Data: Appendix A.1, Tables 16 and 25
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Appendix D, Table Sa (Continued)
Adverse Events {1] By Center
{Safety Evaluable Patients]

Page 97 of 120

" . 'Gestational Total Number Fisher's ‘ i
i Age ‘ Number of Pts exact | Number R Severity ---- ¥ - -
Body System/Event (2] Group [3] ‘ of Pts w/Event p-value of Events Mild Moderate Severe Unknown
. !
ANY EVENT 63 Days (All) 115 115 (100%) - 953 397  (42%) 335 (35%) 221 (23%) ]
549 Days (Group 1) 23 23 (100%) 154 64 (42%) 56 (36%) 34 (22w) 0
50-56 Days (Group 2) 50 50 (100%) 432 163 (38%) 160 (37%) 109 (25%) 0
57-63 Days (Group 1) 42 42 (100%) 367 170 (46%) 119 (32v) 78 (21%) 0
SKIN AND APPENDAGES DISORDERS
ANY EVENT £63 Days (All) 115 4 (3%) 0.1059 4 0 3 {75%) 1 (25%) 0
£49 Days (Group 1) 23 0 1 ] 0 0 0 0
50-56 Days (Group 2) 50 4 (8%) 4 0 3 (75%) 1 (25%) 0
57-63 Days {(Group 3) 42 o 0 1] 0 0 0
RASH 263 Days (All) 115 1. (<1¥%) 1.0000 1 0 1 (1004) 0 0
s49 Days (Group 1) 23 0 [ 0 [¢] 0 1]
50-56 Days (Group 2} 50 1 (2%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 42 0 0 0 0 0 0
SKIN DISORDER <63 Days (All) 115 1 (<1¥) 1.0000 1 o 1 (100%) 0 0
=49 Days (Group 1) 23 [ [} [+] 0 0 0
50-56 Days {(Group 2) 50 1 (2%) 1 [+ 1 (100%) 0 0
57-63 Days (Group 3) 42 0 0 ] 0 0 0
SWEATING INCREASED $63 Days (All) 115 2 (2%) 0.6796 2 ] 1 (50%) 1 (50W) 0
549 Days (Group 1) 23 0 0 0 0 0 0
50-56 Days (Group 2) 50 2 (4%) 2 [4] 1 (50%) 1 (50%) 0
57-63 Days (Group 3) 42 0 0 0 0 0 1]
[1) Includes all adverse eventb reported at any point in the study, regardless of causality.
[{2] NOS = Not otherwise specified
13] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
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Appendix D, Table Sa (Continued)
Adverse Events [1] By Center
[safety Evaluable Patients] !

Center: CREININ (#28) 4 '
. L] "
— o v S
f’?‘ "+ & Gestational Total Number Fisher's : "
: Age Number of Pts exact Number S e Severity oL -
Body System/Event {2] Group (3] of Pts w/Event p value of Events Mild Moderate Severe Unknown
KUSCULO-B‘ILITAL SYSTEN DISORDERS ,
ANY EVENT s63 Days (All) 115 3 (3%) 0.7916 3 ] 2 (67%) 1 (33!) 4]
49 Days (Group 1) 23 1 (4%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) S0 1 (2%) 1 0 o] 1 (100%) 0
$7-63 Days (Group 3) 42 1 (2%) 1 0 1 (100%) o 1]
1
BONE DISORDER s63 Days (All) 115 1 (<«1%) 1.0000 1 0 0 1 (100%) | 0
s49 Days (Group 1) 23 0 0 0 0 0 0
! 50-56 Daya (Group 2) 50 1 (2%) i (] o 1 (100%) 0
; 57-63 bDaya (Group 3) 42 0 0 0 0 0 3}
SKELETAL PAIN =63 Days (All) 115 2 (2%) 0.3173 2 [ 2 (100%) 0 0
249 Days (Group 1) 23 1 (4%) 1 0 1 (100%) 0 [}
50-56 Days (Group 2) 50 0 0 0 0 ()} 0
57-63 Days (Group 1) | 42 1 (2%) 1 0 | 1 (100%) 0 o]
CENTR & PERIPH NERVOUS SYSTEN DISORDERS )
ANY EVENT %63 Days (All) ‘ 118 54 (47%) 0.4374 86 37 (43%) 40 (47%) 9 (10%) 0
549 Days (Group 1) 23 9 (39%) 12 7 (58%) S (42%) 0 0
50-56 Days (Group 2) 50 22 (44%) 43 15 (3I5y) 21 (49%) 7 (16%) 1]
57-63 Days (Group 3) 42 23 (55%) k] 15 (48%) 14 (45%) 2 (6%) 0
DIZZINESS , 563 Days (Al1) 115 19 (17%) 0.4389 21 16 (76%) 4 (19%) 1 (5%) [}
549 Days (Group 1) 23 2 (9%) 2 2 (100%) 0 0 0
50-56 Days (Group 2) 50 8 (16%) .10 8 (80%) 2 (20%) 0 0
57-63 Days (Group 3) 42 9 (21%) N 9 6 (67%) 2 {22%) 1 (11y) [¢]
I
[1) Includes all adverse events reported at any point in the study, regardless of causality.
[2] NOS = Not otherwise specified
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
(4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
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