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Gestational Total Number Fisher's
Age Number of Pts exact Number  ----------c--aaoaaaaan Severjty----------------------
Body System/Event {2) Group (3} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
L]
ANY EVENT 63 Days (All) 191 190 (>99%) 0.5340 1456 498  (34%) 578 (40%) 343 (24%) 37 (3%)
549 Days (Group 1) 29 29 (100%) 203 65 (2y) 99 (49%) 39 (19%) Q
50-56 Days (Group 2) 73 72 (99%) 541 201 (37%) 215  (40%) 110 (20%) 15 (3%)
57-63 Days (Group 3) 89 89 (100%) 712 232 (33%) 264  (37%) 194  (27%) 22 (3%)
SKIN AND APPENDAGES DISORDERS
ANY EVENT ) s63 Days (All) 191 4 (2%) 0.8085 14 3 (15%) 0 ) 1 (25%) 0
549 Days (Group 1) 29 1 (3%) 1 1 (100%) 0 0 0
S0-56 Days (Group 2) 73 1 aw) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 89 2 (2%) 2 1 (50%) 0 1 (so0%) 0
PRURITUS $63 Days (All) 191 1 (<1%) 1.0000 1 1 (100V) [} 0 0
549 Days (Group 1) 29 0 0 0 [4 0 0
50-56 Days (Group 2) | 73 0 0 0 o ] 0
$7-63 Days (Group 3) 89 1 1) 1 1 (100%) 0 (] 0
RASH =63 Days (All) 191 1 {(<1%) 0.1518 1 1 (100%) 0 [ 0
s49 Days (Group 1) 29 1 (3%) 1 1 (100%) 0 0 0
50-56 Days {(Group 2) 73 ] 0 0 0 0 0
57-63 Days (Group 3) 89 0 0 0 0 0 0
SWEATING INCREASED £63 Days (All) ! 191 1 (<1%) 1.0000 1 0 0 1 (100%) 0
549 Days (Group 1) 29 0 0 0 0 0 0
50-56 Days (Group 2) 73 [} . 0 0 1] 0 4]
57-63 Days (Group 3) 89 1 (1%) 1 0 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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Gestational Total Number Fisher's
Age Number of Pts exact Number  -------------cceaaoo severity--------------ooonn -
Body System/Event [2] Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
SKIN AND AP]INDAGIS DISORDERS (cont.)
URTICARIA 563 Days (All) 191 1 {<1W) 0.5340 1 1 (100%) 0 "] 0
s49 Days (Group 1) 29 0 0 ] 4] 0 0
$0-56 Days (Group 2) 73 1 (1%) 1 1 (100%) 0 [ 0
$7-63 Days (Group 3) 89 [+ 0 [ 0 0 0
MUSCULO-SKELETAL SYSTEM DISORDERS
ANY EVENT . $63 Days (All) 191 2 (1%) 0.4261 3 0 3 (1o0%) 0 0
: =49 Days (Group 1} 29 0 0 0 0 ' 0. (]
50-56 Days (Group 2) 73 2 (3%) 3 0 3 {lo0%) 0 0
57-63 Days (Group 1) 89 0 0 0 0 0 o]
MYALGIA s63 Days (All) 191 1 (<1%) 0.5340 2 0 2 (100%) 0 0
| s49 Days (Group 1) 29 0 ] ] 0 0 0
! i i 50-56 Days (Group 2) 73 1 awy 2 0 2 (100%) 0 0
$7-63 Days (Group 3) 89 0 0 0 0 0 0
SKELETAL PAIN 263 Days (All) 191 .l (<1¥%) 0.5340 1 0 1 (100%) 0 0
549 Days (Group 1) 29 0 0 0 0 0 0
50-56 Days (Group 2) 73 1 (1%) 1 0 1 (lo0%) 0 0
f 57-63 Days (Group 3) 89 0 0 0 ! 0 0 0
CENTR & PERIPH NERVOUS SYSTEN DISORDERS .
ANY EVENT =63 Days (All) 191 65 (34%) 0.956ﬂ 119 29  (24V) 69 (s8%) 18 (15%) 3 (3%)
549 Days (Group 1) 29 9 (31%) | 17 3 (18W) 13 (76%) 1 (s¥) 0
50-56 Days (Group 2} 73 25 (34%) ‘A 12 (29%) 23 (56%) 4 (10%) 2 (5%)
57-63 Days {(Group 3) 89 31 (35%) 61 14 (23%) 33 (54%) 13 (21y) 1 (2%)
[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.l, Tables 16 and 25
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Appendix D, Table 5a (Continued)
Adverse Events (1] By Center |
[Safety Evaluable Patients)

Body System/Event [2}

Gestational | Total Number Fisher's
Age Number of Pts exact Number  -- - ---------ioon o Severity---------- -------...-
Group (3} of Pts w/Event p-value of Events Mild Moderate Severe Unknown

CENTR & PENIPH NERVOUS SYSTEM DISORDERS (coat.)

DIZZINESS 563 Days (All) 191 16 (8%) 0.2497 20 3 (15%) 11 (55%) 6 (30%) 0
549 Days (Group 1) 29 1 (3%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 73 4 (5%) 1 (20%) 3 (60¥%) 1 (20%) 0
57-63 Days (Group 3) 89 11 (12%) 14 2 (14¥) 7 (50%) S (36%) 0
HEADACHE %63 Days (All) 19 58 (30%) 0.9766 97 25 (26¥%) 58 (60%) 11 (11y) 3 (3%)
[ =49 Days (Group 1) 29 9 (31¥) 16 3 (19%) 12 (715V) 1 (6w 0
50-56 Days (Group 2) 73 23 (32y) 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 563 Days (All) 191 1 (<1¥%) 1.0000 1 0 0 1 (100%) 0
549 Days (Group 1) 29 0 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%) 1 0 0 1 (100%) 0
MUSCLE CONTRACTIONS INVOLUNTARY 63 Days (All) 191 1 (<1%) 0.5340 1 1 (100%) 0 0 [
s49 Days (Group 1) 29 0 0 0 0 0 (1]
50-56 Days (Group 2) 73 1 (1%) 1 1 (100%) 0 0 [
57-63 Days (Group 3) 89 0 0 0 0 0 0
VISION DISORDERS
ANY EVENT 563 Days (All) 191 1 {<1¥) 0.1518 1 0 1 (100%) 0 0
549 Days (Group 1) 29 1 (3y) 1 0 1 (100%) (] 0
50-56 Days (Group 2) 73 0 ¢« 0 [ 0 0 0
57-63 Days (Group 3) 89 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
[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)

Center: DEAN (¥27)

Gestational Total Number Fisher's
Age Number of Pts exact Number R R IE Severity- - - .--- oo LR
Body System/Event (2] Group (3) of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
VISION DISORDERS (cont.)
MYDRIASIS s63 Days (All) 191 1 (<1¥) 0.1518 1 0 1 (100%) 0 0
s49 Days (Group 1) 29 1 (3%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 73 0 o 0 0 Y 0
57-63 Days (Group 3) 89 0 0 0 0 0 0
SPRCIAL SENSEBS OTHER, DISORDERS
ANY EVENT ' : s63 Days (All) 191 1 (<1¥%) 1.0000 1 0 1 (100%) 0 0
=49 Days (Group 1) 29 (Y 0 0 0 ' o 0
$0-56 Days (Group 2) 73 0 0 0 0 0 0
57-63 Days (Group 3) 89 1 (1%) 1 0 1 (100%) 0 0
TASTE PERVERSION s63 Days (All) 191 1 (<1W) 1.0000 1 [+ 1 (100%) 4] 4]
s49 Days (Group 1) 29 0 o 1} 0 4} 0
50-56 Days (Group 2) 73 0 0 0 0 0 0
§7-63 Days (Group 3) 89 1 (1%) 1 0 1 (100%) 0 0
PSYCHIATRIC DISORDERS
ANY EVENT s63 Days (All) 191 4 (2%) 0.8085 6 0 3 (50%) 3 (50%) 0
549 Days (Group 1) 29 0 0 0 0 0 0
$0-56 Days (Group 2) 73 1 (1%) 3 0 1 (33%) 2 (67W) 0
$7-63 Days (Group 3) 89 3 () 3 0 2 (67V) 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.
|
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: DEAN (#27)

Gestational Total Number Fisher's
Age Number of Pts exact Number  -------------ommaaonn Severity - -------<--------- .-
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) 191 1 (<1W%) 1.0000 1 0 1 (100%) 4] 0
s49 Days (Group 1) 29 0 0 0 0 0 [+]
50-56 Days (Group 2) 73 0 0 0 0 (] [
$7-63 Days (Group 3) 89 1 (1) 1 0 1 (100%) 0 0
DEPRESSION 63 Days '(All) 191 1 (<l¥%) 0.5340 1 0 0 1 (100%) 0
' . =49 Days (Group 1) 29 0 0 0 0 , 0 0
50156 Days (Group 2) 73 1 (1%) 1 4 0 ' 1 (100%) 0
57163 Days (Group 3) 89 0 0 0 [+] 0 0
INSOMNIA s63 Days (All) 191 3 (2%) 1.0000 4 0 2 (50%) 2 (50%) 0
549 Days (Group 1) 29 0 0, 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 (2y) 2 ] 1 (50%) 1 (50%) 0
GASTRO-INTESTINAL SYSTEN DISORDERS
ANY EVENT 563 Days (All) 191 141  (74%) 0.1370 454 159 (3s%) 180 (40%) 113 (25%) 2 (<1¥%)
549 Days (Group 1) 29 17  (59%) 55 20 (36%) 23 (42V) 12 (22w) 0
50-56 Days (Group 2) 73 55 (75%) 159 60 (38%) 71 (45%) 28 (18%) 0
57-63 Days (Group 3) 89 69 (78%) 240 79  (33%) 86 (36%) 73 (30%) 2 (<1¥%)
DIARRHEA $63 Days (All) 191 56 (29%) 0.3786 72 37 (S1%) 26 (36%) 9 (13%) 0
549 Days (Group 1) 29 6 (21%) ? S (71%) 1 (1a%) 1 (14%) 0
50-56 Days (Group 2) 73 20 (27W) . 27 16 (59%) 8 (30%) 3 (1) 0
$7-63 Days (Group 3) 89 30 (34%) 38 16 (42%) 17 (45%) S (13%) 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 5a (Continued)
Adverse Events (1] By Center
[Ssafety Evaluable Patients])
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Gestational Total Number Figher's
Age Number of Pts exact Number  ----------creo-ocaonon Severity-------------oaanon
Body System/Event [2) Group {3] of pPts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO-INTESTINAL SYSTEM DISORDERS (comt.) l
DYSPEPSIA 363 Days (All) 191 3 (2%) 0.7499 3 0 0 2 (67%) 1 (33%)
49 Days (Group 1) 29 0 0 0 0 (] 0
50-56 Days (Group 2) 73 2 (3%) 2 0 0 2 (100%) 0
57-63 Days (Croup 3) 89 1 {1%) 1 ] 0 0 1 (100%)
FLATULENCE 63 Days (All) 191 3 {2%) 0.3805 4 [} 2 (50%) 1 (25%) 1 (25%)
\ 549 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 3 (ﬁt) 4 0 2 (sow) 1 (25%) 1 (25%)
NAUSEA 563 Days (All) 191 122 (64%) 0.1784 259 101 {39%) 99 (38%) 59 (23¥%) 0
549 Days (Group 1) 29 14 - (48%) 37 13 (35%) 18 (49%) 6 (16%) 0
50-56 Days (Group 2) 73 48 (66%) 90 38 (42%) 40 (44%) 12 (13%) 0
$7-63 Days (Group 3) 89 60 (67%) 132 S0 (38W%) 41 (31%) 41 (31%) 0
TOOTH ACHE s63 Days (All) 191 1 (<1¥%) 0.1518 1 [} 1 (100%) 0 0
s49 Days (Group 1) 29 1 (3%) 1 '] 1 (100%) 0 0
50-56 Days (Group 2) 73 0 [ 0 0 0 0
$7-63 Days (Group 3) 89 0 0 0 [ 0 0
VOMITING s63 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%) S (50%) [
50-56 Days (Group 2) 73 24 (33w) 40 6 (15%) 23 (58%) 11 (28%) 0
57-63 Days (G;oup 3) a9 315 (39%) . 65 13 (20%) 26 (40W) 26 (40%) 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])

Center: DEAN (#27)

Gestational Total Number Fisher's
Age Number of Pts exact Number  ---------s-aeaooaaann Severity-----------------oo--
Body System/Event (2) Group (3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
RESPIRATORY' SYSTEN DISORDERS
ANY EVENT s63 Days (All) 191 7 (4%) 0.8756 9 3 (33y) 3 (33%) 1 (11%) 2 (22%)
549 Days (Group 1) 29 1 (3%) 1 1 (100%) 0 0 [}
50-56 Days (Group 2) 73 2 3y 4 o 1 (25%) 1 (25%) 2 (50%)
57-63 Days (Group 3) 89 4 (4%) 4 2 (50%) 2 (50%) 0 ]
COUGHING 563 Days (All) 191 1 (<1W) 0.5340 1 0 0 [+] 1 (100%)
' . 549 Days (Group 1} 29 0 0 0 0 : 0 0
50 56 Days (Group 2) 73 1 (1) "1 0 0 o 1 (100%)
' $7-63 Days (Group 3) 89 0 0 0 ] 1] [1]
DYSPNOEA s63 Days (All) 19 1 (<1l¥%) 0.1518 1 1 (100%) 0 0 0
s49 Days (Group 1) 29 1 QW) 1 1 (100%) 0 0 [}
50-56 Days (Group 2) 73 0 0 0 0 0 0
57-63 Days (Group 3) | 89 0 0 0 [¢] 0 0
HYPERVENTILATION s63 Days (All) t 191 1 (<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 o 0 0 0 0
§7-63 Days (Group 3) 89 1 (1v) 1 0 1 (100W) 0 0
PHARYNGITIS $63 Days (All) 191 1 (<1¥) 1.0000 1 0 1 (100%) 0 0
449 Days (Group 1) | 29 0 ° 0 0 0 0
50-56 Days (Group 2) 73 0 o 0 0 0 0
§7-63 Days (Group 3) 89 1 (1%) v 1 0 1 (1008} 0 0
(1) Includes all adverse events reported at any point in the study, regardless of causality.
{2] NOS = Not otherwime 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
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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 Number of Pts exact Number  ----------------ooooo- Severity---------------- .- ==
Body System/Event {2]) Group (3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
RESPIRATORY: SYSTEN DISORDERS (cont.)
RHINITIS s63 Days (All) 191 1 (<1%) 0.5340 1 0 0 0 1 (100%)
549 Days (Group 1) 29 0 0 0 0 o 0
50-56 Days (Group 2) 73 1y 1 0 ) o 1 (100%)
57-63 Days (Group 3) 89 0 0 0 0 0 ]
SINUSITIS 563 Days (All) 191 3 (2%) 1.0000 4 2 (50%) 1 (25%) 1 (25%) 0
[ <49 Days (Group 1) 29 1] 0 0 o . 0 0
50-56 Days (Group 2) 73 1 (1%} 2 0 1 (50%) 1" (s0%) 0
57-63 Days (Group 3) 89 2 (2%) 2 2 (100%) 0 0 [1}
RED BLOOD CELL DISORDERS
ANY EVENT %63 Days (All) 191 1 (<1¥%) 1.0000 1 0 1 (100%) 0 0
; , s49 Days (Group 1) 29 0 0 0 ] 0 0
1 $0-56 Days (Group 2) 73 0 0 0 [} 0 0
! 57-63 Days (Group 3) 89 1 (1) 1 ] 1 (100%) 0 0
ANAEMIA %63 Days (All) 191 1 {<1%) 1.0000 1 0 1 (100%) 0 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%) 1 0 1 (100%) 0 0
URINARY SYSTEM DISORDERS
ANY EVENT s63 Days (All) 191 1 (<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 0
57-6) 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 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 5a (Continued)
Adverse Events (1) By Center
[safety Evaluabje Patients]
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Gestational Total Number Fisher's
Age i Number of Pts exact Number  ---------oiaoaiLLn Severity------ R EERERE R
Body System/Event (2) Group {3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
URINARY SYSTEN DISORDERS
URINARY TRACT INFECTION 63 Days (All) 191 1 (<1%) 1.0000 1 0 1 (100%) [¢] [}
%49 Days (Group 1) 29 0 [¢] 0 0 0 [1]
$0-56 Days (Group 2) 73 0 0 0 [ 0 0
57-63 Days (Group 3) 89 1 (1%) 1 0 1 (100%) 0 0
REPRODUCTIVE DISORDERS,
ANY EVENT 563 Days (All) 191 16 (8%) 0.0115 22 2. (9%) 10 (45!!) 10 (45%) 0
49 Days (Group 1) 29 3 (10W) 5 1 (20%) 1 (2b%) 13- (60W) 0
$0-56 Days (Group 2) 73 1 (1%) 2 0 2 (100%) ] 0
57-63 Days (Group 3) 89 12 (13%) 15 1 (7%) 7 (47%) 7 (47%) 0
LEUKORRHOEA %63 Days (All) 191 3 (2¥) 0.5453 3 2 (67%) 1 (33y) 0 0
549 Days (Group 1) 29 1 (3%) 1 1 (100%) 0 0 ]
S0-56 Days (Group 2) 73 1 Qaw) 1 0 1 (100%) (] 0
$7-63 Days (Group 3) 89 1 (1%) 1 1 (100%) 0 0 0
UTERINE HAEMORRHAGE 563 Days (All) 191 11 (6%) 0.0088 15 0 7 (47%) 8 (53%) [}
s49 Days (Group 1) 29 2 (7%) 4 0 1 (25%) 3 {(75%) 0
50-56 Days (Group 2) 73 0 ] 0 0 ] 0
57-63 Days (Group 3) a9 9 (10%) 11 0 6 (55%) 5 (45%) 0
VAGINAL DISCOMFORT %63 Days (All) 191 1 (<1%) 1.0000 2 0 0 2 (100%) 0
=49 Days (Group 1) 29 0 0 0 0 0 0
50-56 Days (Group 2) 73 0 Y 0 0 0 0
§7-63 Days (Group 3) 89 1 (1y) 2 0 0 2 (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 2%
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Appendix D, Table Sa (Continued)
Adverse Events (1] By Center |
(safety Evaluable Patients)

Center: DEAN (#27)
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Gestational Total Number Fisher's )
Age Number of Pts exact Number  ------c--ceaimenann Severjty-----------.- e
Body System/Event (2] Group {3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
REPRODUCTIVE DISORDERS, FEMALE (cont.)
VAGINITIS %63 Days (All) 19 2 (1%) 1.0000 2 0 2 (100%) 0 0
549 Days (Group 1) 29 (4] 0 0 0 0 0
50-56 Days (Group 2) 73 1 (1%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 89 1 aw) 1 0 1 (100%) 0 0
BODY AE A WHOLE - GENERAL DISORDERS
ANY EVENT l . s63 Days (All) 191 190 (>99%) 0.5340 830 300 (16%) 304 (lz\) 196  (24%) 30 (4%)
549 Days (Group 1) 29 29 (100%) 121 s (31W) 60 (59‘) 23 (19%) 0
50-56 Days (Group 2) 73 72 (99%) 325 127  (39%) 113 (3s5%) 74 (23%) 11 (3%)
57-63 Days (Group 3) 89 89 (100%) 384 135 (35%) 131 (34%) 99 (26%) 19 (5%)
ABDOMINAL PAIN s63 Days (All) 191 190 (>99%) 0.5340 772 281 (36%) 280 (3s%) 186 (24%) 25 (3%)
s49 Days (Group 1) 29 29 (100%) 112 34 (J0%) 55 (49%) 23 (21%) 4
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 (3%, 126 (35%) 93  (26%) 14 (4%)
ALLERGY s63 Days (All) 191 1 (<1¥%) 1.0000 1 0 0 0 1 (100%)
s49 Days (Group 1) 29 0 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%) 1 0 0 0 1 (100%)
ASTHENIA s63 Days (All) 191 S (3%) 0.4621 6 2 (33%) 4 (67%) 0 0
=49 Days (Group 1) 29 0 4 0 0 0 0
50-56 Days (Group 2) 73 1 (1%) . 2 0 2 (100%) b 0
§7-63 Days (Group 3) 89 4 (4%) 4 2 (50%) 2 (50%) 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
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS IQONOV98:10:44 FINAL

N .
N [
(=

MIF 007010



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  --------c-oaaioon Severity--------------oo .l
Body System/Event (2] Group [3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
S0DY AS A WHOLE - GENBRAL DISORDERS (comt.)
BACK PAIN £63 Days (All) 191 17 (9%) 0.8336 i1 9 (29%) 3 (42%) 5 (16%) 4 (13%)
549 Days (Group 1) 29 3 {10%) 5 3 (60%) 2 (40%) ] 0
50-56 Days (Group 2) 73 7 (10%) 16 5 (31%) 9 (56%) 2 (13%) 0
57-63 Days (Group 3) 89 7 (ay) 10 1 (10%) 2 (20%) 3 (30W) 4 (40W%)
FATIGUE s63 Days '(All) 191 7 (4%) 0.1139 7 2 (29%) S (71%) 0 0
=49 Days (Group 1) 29 3 (10W) 3 0 3 (100%) 0 0
S0;56 Days (Group 2) 73 2 (y) 2 1 (s0%) 1 (s0%) 0 0
57.63 Days (Group 3) 89 2 (2W) 2 1 (50%) 1 (s0%) ] 0
FEVER 563 Days (All) 191 4 (2%) 0.3736 S 4 (80%) 1 (20%) 0 0
s49 Days (Group 1) 29 0 0, 0 4] 0 0
50-56 Days (Group 2) 73 3 (4%) 1i 3 (5% 1 (25%) 0 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 [o] 1 (100%) 0
549 Days (Group 1) 29 ) 0 0 0 0 0
50-56 Days (Group 2) 73 0 (1] 0 0 0 Q
57-63 Days (Group 3) 89 1 Qwy) 1 (] 0 1 (100%) 0
MALAISE $63 Days (All) 191 1 (<1¥) 0.5340 1 0 [ 1 (100%) 0
=49 Days (Group 1) 29 0 0 0 0 0 (]
50-56 Days (Group 2) 73 1 Qv 1 0 ()} 1 (100%) 0
57-63 Days (Group 1J) 89 0 .0 0 0 0 0
(1] Includep all adverse events reported at any point in the study, regardless of causality.
[2) NOS = th 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 3JONOV98:10:44 FINAL
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Gestational Total Number Fisher's
Age ' Number of Pts exact Number  ------------imaao Severity------------ .- R
Body System/Event [2) Group {3) of Pts  w/Event p-value of Events Mild Moderate Severe unknown
|
BODY A8 A WNOLE - GENERAL DISORDERS (cont.)
PAIN s63 Days (All) 191 1 (<1¥%) 0.1518 1 1 (100%) 0 0 0
=49 Days (Group 1) 29 1 (3%) 1 1 (100%) [ 0 0
50-56 Days (Group 2) 73 0 0 0 0 0 0
57-63 Days (Group 3) 89 0 0 0 0 0 0
SYNCOPE 563 Days (All) 191 4 (2%) 1.0000 S 1 (20%) 1 (200) 3 (60W) 0
| $49 Days (Group 1) 29 0 0 0 0 0 0
50-56 Days (Group 2) 73 2 (gt) 2 o 1 (50%) 1 (50%) 0
57-63 Days (Group 3) 89 2 ('i) 3 1 (33%) 0 ' 2 (67%) 0
RESISTANCE MECHANISM DISORDERS
ANY EVENT 63 Days (All) 191 S (3%) 0.0457 S 2 (40%) 2  (40%) 1 (20%) 0
549 Days (Group 1) 29 2 (7%) 2 1 (50%) 1 (50%) 0 0
50-56 Days (Group 2) 73 3 (4%) 3 1 (33y) 1 (33%) 1 (33%) 0
57-63 Days (Group 3) a9 0 0 0 0 0 0
INFECTION VIRAL 563 Days (All) 191 S (3%) 0.0457 5 2 (40V%) 2 (40%) 1 (20%) 0
549 Days (Group 1) 29 2 (7%) 2 1  (s50%) 1 (50%) 0 0
50-56 Days (Group 2) 73 3 (4%) 3 1 (33y) 1 (33w) 1 (33y) 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
FINAL
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Gestational Total Number Fisher's
Age Number of Pts exact Number B R R Severity----- - ---- R
Body System/Event (2] Group [3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
L)
ANY EVENT 563 Days (All) 115 115 (100%)  ------ 953 397  (42%) 335 (3s%) 221  (23%) 0
s49 Days (Group 1) 23 23 (100%) 154 64  (42V%) 56 (369%) 34 (22%) 0
50-56 Days (Group 2) S0 50 (100%) 432 163 (38%) 160 (37%) 109 (25%) 0
57-63 Days (Group 3) 42 42 (100%) 367 170 (46%) 119 (32%) 78 (21%) o
SKIN AND APPENDAGES DISORDERS
ANY EVENT ' $63 Days (All) 118 4 (3%) 0.1059 4 0 3 (15%) 1 (25%) 0
s49 Days (Group 1) 2] 0 0 0 0 ! 0- 0
$0-56 Days (Group 2) S0 4 (8%) 4 0 3 (75%) 1 (25%) 0
$7-63 Days (Group 3) 42 0 0 0 0 0 0
RASH 563 Days (All) 118 1 {<1¥%) 1.0000 1 0 1 (100%) 0 0
=49 Days (Group 1) 23 0 0 0 0 0 0
$0-56 Days (Group 2) | so 1 (2%) 1 0 1 (100%) 0 [}
57-63 Days (Group 3) i 42 0 0 0 0 0 0
SKIN DISORDER s61 Days (All) ‘ 115 1 (<1¥%) 1.0000 1 0 1 (100%) 0 s}
s49 Days (Group 1) 23 0 0 0 0 0 0
50-56 Days (Group 2) 50 1 (2%) 1 0 1 (100%) 0 0
$7-63 Days (Group 3) 42 0 0 0 0 ] 0
SWEATING INCREASED =63 Days (All) | 115 2 (2%) 0.6796 2 0 1 (50%) 1 (S0%) 0
549 Days (Group 1) 23 0 0 0 0 ] 0
50-56 Days (Group 2) S0 2 (4%) .2 0 1 (50%) 1 (50%) 0
57-63 Days (Group 3) 42 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 ’
{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.l1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Gestational Total Number Fisher's
Age Number of Pts exact Number  --- -----niaaiill Severity - - - - R
Body System/Event (2} Group (3} of Pts w/Event p-value of Events Mild Moderate Severe ' Unknown
NUSCULO-SKELETAL SYSTEM DISORDERS
ANY EVENT s63 Days (All) 115 3 (3%) 0.7916 3 [} 2 (67%) 1 (33%) [
s49 Days (Group 1) 23 1 (4V) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 50 1 (2v) 1 0 0 1 (100%) 0
57 63 Days (Group 3) 42 1 (2%) 1 0 1 (100%) V] 0
BONE DISORDER =63 Days (All) 115 1 (<1¥%) 1.0000 1 0 0 1 (100%) 0
: 549 Days (Group 1) 23 ] 0 0 0 ° 0
50-56 bays (Group 2) 50 1 (2%) 1 0 0 ' 1-(100%) 0
$7-63 Days (Group 3) 42 0 0 0 0 Y] 0
SKELETAL PAIN 563 Days (All) 115 2 (2%) 0.3173 2 0 2 (100%) 0 0
549 Days (Group 1) 23 1 (4%) 1 4 1 (100%) 0 0
i 50-56 Days (Group 2) 50 0 0 0 0 0 0
. $7-63 Days (CGroup 3) 42 1 (2w 1 0 1 (100%) 0 0
CENTR & PERIPH NERVOUS SYSTEN DISORDERS :
ANY EVENT £63 Days (All) 115 54 (47%) 0.4374 86 37 (43%) 40 (47%) 9 (10%) 0
<49 Days (Group 1) 23 9 (39%) 12 7 (58%) S (42V) 0 0
. $0-56 Days (Group 2) 50 22 (44%) 43 15 (3S%) 21 (49%) 7 (16%) 0
57-63 Days (Group 3) 42 23 (S55%) 31 15 (48%) 14 (45%) 2 (6%) 0
DIZZINESS 263 Days (All) 115 19 (17%) 0.4389, 21 16 (76%) 4 (19%) 1 (5%) 0
49 Days (Group 1) 23 2 (9%) . 2 2 (100%) 0 (] 0
50-56 Days (Group 2) S0 8 (1l6%) ! 10 8 (80%) 2 (20%) 0 0
57-63 Days (Group 13) 42 9 (21%) 9 6 (67%) 2 (22%) 1 (1y) [}
{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, Tablee 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Gestational Total Number Fisher's
Age Number of Pts exact Number  ------------aa-aaanon Severity-------------oaoann
Body System/Event (2] Group (3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
CENTR & PERIPH NERVOUS SYSTEM DISORDERS (comt.)
HEADACHE 63 Days (All) 115 44  (38y) 0.9680 64 21 (33%) 35 (59%) 8 (13%) 0
549 Days (Group 1) 23 8 (35%) 10 5 (50%) s (50%) ] 0
50-56 Days (Group 2) S0 20  (40%) 33 7 (21%) 19 (58%) 7 (21w) 0o
$7-63 Days (Group 3) 42 16 (38%) 21 9 (43W%) 11 (52%) 1 (5%) 0
MIGRAINE %63 Days (All) 115 1 (<1%) 0.5652 1 0 1 (100% 0 0
f s49 Days (Group 1) 23 0 "] 0 0 0 0
50-56 Days (Group 2) 50 0 0 0 (i D 0
$7-63 Days (Group 3) 42 12w 1 0 1 (100%) 0 0
REARING AND VESTIBULAR DISORDERS
ANY EVENT s63 Days (All) 115 1 {<1¥%)} 0.5652 1 1 (100%) 0 0 0
s49 Days (Group 1) 23 0 0 0 0 0 0
50-56 Days (Group 2) 50 0 0 0 0 0 0
57-63 Days (Group 3) 42 1 (2%) 1 1 (100%) 0 0 0
TINNITUS 563 Days (All} 118 1 (<1%) 0.5652 1 1 (100%) 0 0 ]
249 Days (Group 1) 2} 0 0 0 0 0 0
50-56 Days (Group 2) S50 0 0 0 0 0 0
57-63 Days (Group 3) 42 1 (2%) 1 1 (100%) 0 0 0
PSYCHIATRIC DISORDERS
ANY EVENT 563 Days (All) 115 7 (6%) 0.2715 12 4 (33%) 6 (50%) 2 (17%) 0
s49 Days (Group 1) 23 0 0 0 0 0 0
50-56 Days (Group 2) 50 5 (10%) 8 2 (25%) 4 (50%) 2 (25%) 0
57-63 Days (Group 3) 42 2 (5%) 1 2 (50%) 2 (50%) 0 0
(1) Includes all adverse events reported at any point in the study, regardless of causality.
| {2] NOS = Not otherwise specified
\ {3] Geatational 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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Gestational Total Number Fisher's
Age Number of Pts exact Number  -----ee-ceiemea e Severity-------<----sesoo-onn -
Body System/Event (2} Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
PSYCHIATRIC DISORDERS (comt.)
ANOREXIA 563 Days (All) 115 1 (<1¥%) 0.5652 1 1 (100%) 0 0 0
s49 Days (Group 1) 23 ] 0 0 0 0 0
50-56 Days (Group 2) 50 0 0 0 0 0 0
57-63 bays (Group 3) 42 1 (2%) 1 1 (100%) 0 ] 0
ANXIETY $63 Days (All) 115 1 (<1%) 1.0000 1 0 1 (100%) 0 0
) 549 Days (Group 1) 23 0 0 0 [ 0 0
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
DEPRESSION s63 Days (All) 115 k] (3%) 1.0000 5 2 (40%) 2  (40%) 1 (20%) 0
549 Days (Group 1) 23 0 0 0 0 ] 0
50-56 Days (Group 2} S0 2 (4%) 2 1 (50W%) 0 1 (50%) 0
57-63 Days (Group 3) 42 1 (2v) 3 1 (33%) 2 (67%) 0 0
DYSPAREUNIA £63 Days (All) 115 1 (<1%) 1.0000 1 0 1 {(100%) [} 0
549 Days (Group 1) 23 0 0 o 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 0
EMOTIONAL LABILITY s63 Days (All) 115 1 (<1%) 1.0000 1 1 (100%) ] 0 ]
=49 Days (Group 1) 23 0 0 0 0 1] [
50-56 Days (Group 2) 50 1 (2%) 1 1 (100%) 0 0 0
S7-63 Days (Group 3) 42 0 , 0 0 0 b )
[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 vagiqal 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: CREININ (¥28)

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
PSYCHIATRIC DISORDERS (cont.)
INSOMNIA 563 Days (All) 115 1 (<1W¥) 1.0000 1 0 1 (100%) 0 0
s49 Days (Group 1) 23 0 } 0 0 0 0 0
50-56 Days (Group 2) S50 1 (2%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 42 0 0 0 0 0 0
PARONIRIA s63 Days (All) 115 1 (<1%) 1.0000 2 0 1 (50%) 1 (s0%) 0
[ , s49 Days {(Group 1) 23 0 0 0 0 ) 0 0
50456 Days (Group 2) S0 1 (2%) 2 0 1 (50%) 1 (50%) 0
$7-'63 Days {(Group 3) 42 Q ] 0 0 0 0
GASTRO- INTESTINAL SYSTEN DISORDERS
ANY EVENT 563 Days (All) 115 104 (90%) 0.0948 305, 149  (49%) 106  (35%) S0 (16%) 0
549 Days (Group 1) 23 18 (78%) 45| 18 {(40%) 17 (38%) 10 (22%) 0
50-56 Days (Group 2) S0 46  (92%) 140" 61 (44Y) 55 (39%) 2¢ (17W) [}
$7-63 Days (Group 3) 42 40 (95%) 120 70 (58%) 34 (28%) 16 (13%) 0
ABDOMINAL PAIN (STOMACH AND INTESTINAL) s63 Days (All) 118 1 {(<1%)} 0.5652 1 0 0 1 (100%) 0
549 Days (Group 1) 23 0 0 0 0 0 0
50-56 Days (Group 2) S0 0 0 0 0 0 0
$7-63 Days (Group 3) 42 1 (2%) 1 0 0 1 (100%) 0
CONSTIPATION 563 Days (All) 115 3 (3%) 0.5960 3 3 (100%) 0 0 0
549 Days (Group 1) 23 0 0 0 0 0 4]
§0-56 Days (Group 2) 50 1 (2%) v 1 1 (100%) 0 0 0
57-63 Days (Group 3) 42 2 (5%) 2 2 (100%) 0 0 0
{1] Includes all adverse events reported at any point in the study, regardless of causality.
[2} NOS = Nk:: 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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Gestational Total Number Fisher's
Age | Number of Pts exact Number ---------iceiaion o Severity - - - EE - ---
Body System/Event (2) Group (3] ' of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO-INTESTINAL SYSTEM DISORDERS (cont.) !
DIARRHEA 563 Days (All) 115 45 (39V) 1.0000 63 37 (59%) 18 (29%) 8 (13%) ]
s49 Days (Group 1) 23 9 (39%) 13 7 (54%) 4 (31%) 2 (15%) [}
50-56 Days (Group 2) S0 20 (40%) 30 14 (47%) 11 (37%) 5 (17%) 0
57-63 Days (Group 3) 42 16 (38%) 20 16 (80%) 3 (15%) 1 (5%) 0
DYSPEPSIA 563 Days (All) 118 3 (3%) 0.0967 3 2 (67%) 0 1 (33%) [}
s49 Days (Group 1) 23 0 4] 0 0 0 0
50-56 Days (Group 2) 50 0 i 0 0 1] 0. 0
57-63 Days (Group 3) 42 3 (|'7|) 3 2 (67%) (] 1 (33%) o
FLATULENCE s63 Days (All) 115 1 (<1¥) 0.5652 1 1 (100%) 0 0 [
549 Days (Group 1) 23 0 0 0 0 0 0
§0-56 Days (Group 2) 50 0 0 [ 0 0 ]
57-63 Days (Group 3) 42 1 (2%) 1 1 (100%) 0 0 ]
NAUSEA s63 Days (All) 115 93  (81%) 0.0320 178 85 (48%) 61 (34%) 32 (18%) [}
s49 Days (Group 1) 23 14 (61%) 26 ‘8 (31%) 12 (46%) 6 (23%) o
50-56 Days (Group 2) 50 42 (84%) 84 36 (43%) 31 (37W) 17 (20%) 0
57-63 Days (Group 3) 42 37 (88%) 68 41 (60%) 18 (26%) 9 (13%) 0
TOOTH ACHE s63 Days (All) 115 2 (2%) 1.0000 2 [ 2 (100%) 0 0
s49 Days (Group 1) 23 0 "] 0 0 0 0
50-56 Days (Group 2) 50 1 (2%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 42 1 (2%) 1 0 1 (100%) 0 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.1l, Tables 16 and 25
. J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 3JONOV98:10:44 FINAL
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Gestational Total Number Fisher's
Age Number of Pts exact Number  -----------eioiaoionn Severity------------ -------
Body System/Event [2] Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO-INTESTINAL SYSTEN DISORDERS (cont.)
VOMITING 563 Days (All) 115 36 (31%) 0.0905 S4 21 (39%) 25  (46%) 8 (15%) 0
=49 Days (Group 1) 23 3 (13%) 6 3 (50%) 1 (17%) 2 (33%) 0
$0-56 Days (Group 2) 50 17 (34%) 24 10 (42%) 12 (50%) 2 (8%) 0
S7-63 Days (Group 3) 42 16 (38%) 24 8 (33%) 12 (50%) 4 (17%) 0
RESPIRATORY SYSTEM DISORDERS
ANY EVENT s63 Days (All) 115 3 (3%) 1.0000 i3 1 (33%) 2 (67%) 0 0
s49 Days (Group 1) 23 0 ‘o 0 o 0 0
50-56 Days (Group 2) 50 2 (4%) 2 1 (50%) 1 (S0%) 0 0
57-63 Days (Group 3) 42 1 (2%) 1 [ 1 (100%) 0 0
PHARYNGITIS 563 Days (All) 115 1 (<1¥%) 0.5652 1 [ 1 (100%) 0 o
=49 Days (Group 1) 23 0 0 0 0 0 0
50-56 Days (Group 2) 50 0 0 0 0 0 0
57-63 Days (Group 3) 42 1 (2%) 1 [ 1 (100%) 0 0
RHINITIS $63 Days (All} 118 1 (<1¥%) 1.0000 1 1 (100%) 0 0 0
549 Days (Group 1) 23 0 0 0 0 0 0
50-56 Days (Group 2) 50 1 (2%) 1 1 (100%) 0 0 1]
57-63 Days (Group 3) 42 0 0 0 0 0 0
SINUSITIS £63 Days (All) 115 1 (<1%) 1.0000 1 0 1 (100%) [ 0
549 Days (Group 1) 23 0 0 0 0 0 0
50-56 Days (Group 2) S0 1 (2%) . 1 0 1 (100%) 0 0
57-63 Days (Group 3) 42 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
(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
FINAL
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Gestational Total Number Fisher's
Age Number of Pts exact Number  --------c-e-naaonn Severity-----------iaie el
Body System/Event {2) Group (3} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
URINARY SYSTEM DISORDERS
ANY EVENT 563 Days (All) 115 5 (4%) 0.5170 5 2 (40%) 3 (60%) 0 0
549 Days (Group 1) 23 1 (4%) 1 0 ) 1 (100%) 0 0
50-56 Days (Group 2) 50 1 (2%) 1 1 (100%) 0 0 0
§7-63 Days (Group 3) 42 3 (7%) 3 1 (33%) 2 (67W) 0 0
DYSURIA 563 Days (All) 118 1 (<1¥%) 0.56%52 1 1 (100%) 0 0 0
, s49 Days (Group 1) 21 0 0 0 0 (] ]
§0-56 Days (Group 2) 50 0 0 [+] 0 0. 0
57-63 Days (Group 1) 42 1 (2%) 1 1 (100%) [+} 0 0
MICTURITION FREQUENCY s63 Daye (All) 115 1 (<1¥%) 1.0000 1 1 (100%) 0 0 0
549 Days (Group 1) 23 "] 0 0 0 (] ]
. $0-56 Days (Group 2) S0 1 (2%) 1 1 (100%) ] 0 0
' i 57-63 Days (Group 3) 42 ] 0 0 0 ] 0
1
URINARY TRACT INFECTION 563 Days (All) 118 3 (3%) 0.3075 3 0 3 (100%) 0 0
s49 Days (Group 1) 23 1 (4%) 1 0 1 (100%) 4] 0
$0-56 Days (Group 2) 50 0 0 0 0 o 0
. 57-63 Days {(Group 3) 42 2 (5%) 2 0 2 (100%) 0 0
REPRODUCTIVE DISORDERS, FEMALR
ANY EVENT 63 Days (All) 115 27  (23%) 0.8453 30 9 (30%) 2  (40%) 9 (30%) 0
549 Days (Group 1) 23 5 (22%) I 6 2 (33%) 2 (33%) 2 (33Y) 0
$0-56 Days (Group 2) 50 13 (26%) | 13 4 (1v) 6 (46%) 3 (23y) 0
57-63 Days (Group 3) 42 9 (21v) 11 3 (27%) 4 (36%) 4  (36%) 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
FINAL
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Gestational Total Number Fisher's
Age Number of Pts exact Number - -------c-eeoaoon Severity-------.------- oo
Body System/Event (2] Group (3] of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
REPRODUCTIVE DISORDERS, FEMALE (cont.)
BREAST DISCHARGE 561 Days (All) 115 1 (<1%) 1.0000 1 1 (100%) 0 4] 0
' £49 Days (Group 1) 23 ] 0 0 0 0 0
50-56 Days (Group 2) S0 1 (2%) 1 1 (100%) 0 ] 0
57-63 Days (Group 3) 42 0 ] 0 0 0 0
ENDOMETRITIS 63 Days (All) 115 1 (<1%) 0.2000 1 1 (100%) 0 0 0
549 Days (Group 1) 23 1 (4%) 1 1 (100%) 0 , 0 [}
50-56 Days (Group 2) 50 0 0 0 o | '’ 0
57-63 Days (Group 3) 42 0 0 0 0 0 0
LEUKORRHOEA %63 Days (All) 115 2 {(2%) 0.6796 2 1 (50%) 1 (50%) 0 0
549 Days (Group 1) 23 0 0 0 0 0 0
50-56 Days (Group 2) 50 2 (4%) 2 1 (50%) 1 (50%) 0 0
$7-63 Days (Group 3) 42 0 Q 0 0 0 0
PELVIC INFLAMMATION %63 Days (All) 115 1 (<1%) 0.5652 1 0 1 (100%) 0 0
549 Days (Group 1) 23 /] 0 0 0 0 0
50-56 Days (Group 2) 50 0 0 0 0 0 0
57-63 Days (Group 3) 42 1 (2%) 1 0 1 (100%) 0 0
UTERINE HAEMORRHAGE s63 Days (All) 115 8 (7%) 0.8972 9 0 1 (11%) 8 (89%) ]
449 Days (Group 1) 23 2 (9%) 2 0 0 2 (100%) 0
50-56 Days (Group 2) S50 3 (6%) 3 0 1 (33%) 2 (67%) 0
$7-63 Days (Group 3) 42 3 (7%) 4 0 0 4 (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
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS JONOV9B:10:44 FINAL
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Gestational Total Number Fisher's
Age Number of pPts exact Number  ---------ceiioaoian Severity- . cemee s
Body System/Event (2} Group (3] . of Pts w/Event p value of Events Mild Moderate Severe unknown
REPRODUCTIVE DISORDERS, FEMALE (cont.)
VAGINAL DISCOMFORT s63 Days (All) 115 2 (2%) 0.3173 2 1 (50%) 1 (50%) 0 0
549 Days (Group 1) 23 1 (4%) 1 0 1 (100%) 0 0
50-56 Days (Group 2} S0 0 (] 0 0 0 0
$7-63 Days (Group 3) 42 1 (2%) 1 1 (100%) 0 0 0
VAGINITIS 563 Days (All) 115 12 (10%) 0.9261 13 4 (31%) 8 (62%) 1 (8%) 0
49 Days (Group 1) 23 2 (9%) 2 1 (s0%) 1 (s50%) 0 0
50-56 Days (Group 2) 50 6 (12%) [ 1 (17y) 4 (§7|) 1. (17%) 0
57-63 Days (Group 3) 42 4 (10v) s 2 (40%) 3 (60%) 0 0
VULVA DISORDER 563 Days (All) 115 1 («<1¥%) 1.0000 1 1 (100%) 0 0 0
549 Days (Group 1) 23 0 0 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 [4
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT 563 Days (All) 115 115 (100%)  ------ 493 191 (39%) 154 (31%) 148 {30V%) 0
549 Days (Group 1) 23 23 (100%) a9 37 (42VW) 30 (34%) 22 (25%) 0
50-56 bays (Group 2) 50 50 (100%) 214 78 (36%) 66 (31V) 70  (33%) 0
$7-63 Days (Group 3) 42 42 (100%) 190 76  (40%) $8 (31%) 56 (29%) [}
ABDOMINAL PAIN 563 Days (All) 115 114 (>99%) 1.0000 419 144 (34%) 135  (32%) 140 (33%) 0
549 Days (Group 1) 23 23 (100%) 77 30 (39%W) 27 (3s5W) 0 (26%) 0
50-56 Days (Group 2) S0 49 (98%) 183 59 (32%) 57 (31%) 7 (37%) 0
57-63 Days (Group 3) 42 42 (100%) 159 55 (35%) 51 (32%) 53 (33%) 0
(1] Includél 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. i
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
N
w
0N

MIF 007022



The Population Council Page 107 of 120
Protocol 166B

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

Center: CREININ (#28)

Gestational Total Number Fisher's
Age Number of Pts exact Number R I IR Severity- - .- .-
Body System/Event [2] Group (3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENBRAL DISORDERS (cont.)
ASTHENIA =63 Days (All) 115 1 (<1%) 0.5652 1 1 (100%) 0 0 0
549 Days (Group 1) 23 0 0 0 0 0 [
50-56 Days (Group 2) S0 0 0 0 0 0 0
57-63 Days (Group 3) 42 1 (2%) 1 1 (100%) 0 0 0
BACK PAIN 563 Days'(All) 115 21 (18%) 0.54138 25 10 (40%) 9 (36%) 6 (24V) [¢]
' . 549 Days (Group 1) 23 3 (13%) 3 2 (67%) 0 ) 1 (33%) 0
50-56 Days (Group 2) 50 8 (16%) 9 2 (22%) S (36%) 2 (22%) 0
57-63 Days (Group 3) 42 10 (24%) 13 6 (46%) 4 (31y) 3 (23%) 0
CHEST PAIN 563 Days (All) 115 1 (<1%) 1.0000 1 1 (100%) 0 0 [
549 Days (Group 1) 23 0 [1} Q 1] (/] o
50-56 Days (Group 2) 50 1 2y j 1 (100%) 0 0 )
57-63 Days (Group 3) 42 0 0 0 0 0
FATIGUE 563 Days (All) 115 33 (29%) 0.4918 35 29 (83%) 5 (14%) 1 (3%) 0
s49 Days (Group 1) 23 6 (26%) 8 S (63%) 2 (25%) 1 (13%) 0
50-56 Days (Group 2) S0 12 (24%) 12 11 (92%) 1 (8%) 0 0
$7-63 Days (Group 3) 42 15 (36%) 15 13 (87%) 2 (13w) 0 0
FEVER s6) Days (All) 115 2 (2%) 1.0000 2 2 (100%) 0 0 0
%49 Days (Group 1) 23 0 0 0 0 0 0
50-56 Days (Group 2) 50 1 (2%) o1 1 (100%) 0 0 0
$7-63 Days (Group 3) 42 1 (2%) v 1 1 (100%) 0 0 0
{1) Includes all adverse events reported at any point in the study, regardless of causality.
{2} NOS = tot 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)

Center: CREININ (#28)

Gestational Total Number Fisher's
Age i Number of Pts exact Number  -------------e-ioonn Severity-------..-. ---- R
Body System/Event [2} Group (3] of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
T
BODY AS A WNOLE - GENERAL DISORDERS (comt.)
LEG PAIN s63 Days (All) 115 4 (3%) 1.0000 S 1 (20%) 4 (80F%) 0 0
249 Days (Group 1) 23 1 (4%) 1 0 1 (100%) 0 0
S0-56 Days (Group 2) S0 2 (4%) 3 1 (33%) 2 (67%) 0 0
$7-63 Days (Group 3} 42 1 (2%) 1 0 1 (100%) 0 0
MALAISE 563 Days (All) 115 1 (<1¥%) 1.0000 1 0 1 (100%) 0 0
\ ; s49 Days (Group 1) 23 0 0 0 1] ] 0
$0-56 Days (Group 2) 50 1 (2w 1 0 1 (100%) 0 0
57-63 Days (Group 3) 42 (] 0 0 0 ' 0 0
RIGORS 563 Days (All) 115 3 y) 0.2273 3 2 (67%) 0 1 (33%) 0
s49 Days (Group 1) 23 0 1] 0 0 0 0
50-56 Days (Group 2) S0 3 (6%) 3 2 (67%) 0 1 (33%) 0
$7-63 Days (Group 3) 42 0 0 0 0 0 0
SYNCOPE . s63) Days (All) 115 1 (<1%) 1.0000 1 1 (100%) 0 0 0
s49 Days (Group 1) 23 ° 0 0 1] 0 0
50-56 Days (Group 2) 50 1 (2%) 1 1 (100%) [} 0 0
57-63 Days (Group 3) 42 (] 0 1] 1] 0 0
RESISTANCE NECHANISM DISORDERS
ANY EVENT 263 Days (All) 115 9 (8%) 0.3185 10 3 (30%) 7 (70%) 0 0
549 Days (Group 1) 23 0 0 0 0 0 0
50-56 Days (Group 2) 50 5 (10%) .S 1 (20%) 4 (80%) 0 0
57-63 Days (Group 3) 42 4 (10%) S 2 (40%) 3 (60%) 0 0
(1] Includei 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 30NQV98:10:44 FINAL
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Appendix D, Table 5a (Continued)
Adverse Events (1] By Center |
[Safety Evaluable Patients)

Center: CREININ (N28)

Gestational Total Number Fisher's
Age Number of Pts exact Number  ------c----o-oiannannnn severity----------------...---
Body System/Event (2] Group [3] of Pta  w/Event p-value of Events Mild Moderate Severe Unknown
RESISTANCE NECHANISM DISORDERS (comt.)
INFECTION BACTERIAL 563 Days (All) 115 1 (<1¥%) 0.5652 1 0 1 (100%) 0 0
s49 Days (Group 1) 23 V] 0 0 0 0 o}
50-56 Days (Group 2) S0 0 0 0 0 0 o
57-63 Days (Group 3) 42 1 (2v) 1 0 1 (100%) 0 0
INFECTION FUNGAL %63 Days (All) 115 1 (<1%) 1.0000 1 Q 1 (100%) 0 0
' . 549 Days (Group 1) 23 ] 0 0 0 . 0 0
; 50-56 Days (Group 2) 50 1 (2%) 1 0 1 (100%) 0 0
57-63 bays (Group 1) 42 0 0 0 1] 0 0
INFECTION PARASITIC =63 Days (All) 115 2 (2%) 1.0000 2 0 2 (100%) 0 0
s49 Days (Group 1) 23 0 0 0 0 0 [+}
50-56 Days (Group 2) .50 1 (2%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) | 42 1 (2w) 1 o I 1 (1008) o 0
INFECTION VIRAL £63 Days (All) ;115 6 (5%) 0.6523 € 3 (so%w) 3 (50%) 0 0
549 Days (Group 1) 23 0 0 0 0 0 0
50-56 Days (Group 2) S0 3 (6%) 3 1 (33%) 2 (67%) 0 0
57-63 Days (Group 1) 42 3 (7%} 3 2 (67%) 1 (33%) 0 0
SECONDARY TERNS
ANY EVENT $63 Days (All) f11s 1 (<1%) 1.0000 1 0 0 1 (100%) 0
=49 Days (Group 1) 23 0 Y 0 0 (1] 0
50-56 Days (Group 2) 50 1 (2%) v 1 0 0 1 (100%) 0
$7-63 Days (Group 3) 42 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
[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 3ONOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events (1] By Center
[Safety Evaluable Patients]

Center: CREININ (N28)

Gestational Total Number Fisher's
Age Number of Pts exact Number  -----------i-aoooaoonn Severity---------c--ioaaon -
Body System/Event (2] Group (3] of Pts  w/Event p-value of Events Mild Moderate Severe ' Unknown
SECONDARY TBRMS (cont.)
BITE 563 Days (All) 115 1 (<1¥%) 1.0000 1 0 ! 0 1 (100%) 0

s49 Days (Group 1) 23 0 0 4} [ 0 0

50-56 Days (Group 2) S0 1 (2%) 1 o] 0 1 (100%) 0

§7-63 Days (Group 3) 42 [o] 1] 0 0 0 0
[1] Includes all adverse evenys 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
. i
1
' ]
¢,
|
.

Source Data: Appendix A.l, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30ONOV98:10:44 FINAL
N o
(%) '
(=2 ]

MIF 007026



The Population Council
Protocol 1668

Appendix D, Table 5a
Adverse Events [1]

(Continued)
By Center

(safety Evaluable Patients]
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Center: SOGOR (#29)
Gestational Total Number Fisher's
Age Number of Pts exact Number - ------aaaaaaaooa. Severity----- . -
Body System/Event [2] Group (3] of Pts  w/Event p value of Events Mild Moderate Severe Unknown
L]
ANY EVENT 563 Days (All) 83 79 (95%) 1.0000 379 85 (22%) 160 (42%) 133 (3sw) 1 (<1¥%)
549 Days (Group 1) 28 27 (96%) 124 25 (20%) 68 (55%) 30 (24%) 1 (<1¥%)
50-56 Days (Group 2) 37 35  (95%) 165 34 (21%) 64 (19%) 67 (41%) 0
57-63 Days (Group 3) 18 17 (94%) 920 26 {29%) 28 (31y) 36 (40%) 0
SKIN AND APPENDAGES DISORDERS |
ANY EVENT ' s63 Days (All) 83 1 (1%) 0.5542 1 0 1 (IOPN 0 0
=49 Days (Group 1) 28 1 (4y) 1 0 1 (100%) o 0
50-56 Days (Group 2} 37 [ 0 0 0 0 0
57-63 Days (Group 3) 18 "] 0 (] 0 0 0
URTICARIA 63 Days (All) 83 1 (1%) 0.5542 1 0 1 (100%) 0 0
549 Days (Group 1) 28 1 (4%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 37 0 o 0 0 0. ..y 1]
57-63 Days (Group 3) 18 ] 0 0 0 (] 0
CENTR & PERIPH NERVOUS SYSTEN DISORDERS
ANY EVENT 563 Days (All) 83 22 (27W) 0.6226 31 9 (29%) 15 (48%) 7 (23%) 0
s49 Days (Group 1} 28 8 (29%) 11 3 (27W) 7 (64%) 1 (9%) 0
50-56 Days (Group 2) 37 8 (22%) 8 2 (25%) S (63V) 1 (13%) 0
57-63 Dayas (Group 13) 18 6 (33%) 12 4 (33%) 3 (25%) 5 (42%) ]
[1}) Includes all adverse events reported at any point in the study, regardless of causality. N
[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 JONOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events (1) By Center
{Safety Evaluable Patients]

Center: SOGOR (#29)

Gestatjonal Total Number Fisher's
Age Number of Pts exact | Number  ---------. R R Severity-------------coln
Body System/Event {2] Group (3] of Pts  w/Event p value of Events Mild Moderate Severe Unknown
PSYCHIATRIL DISORDERS (cont.)
DEPRESSION s63 Days (All) 83 1 (1%) 0.5542 1 0 1 (100%) 0 0
549 Days (Group 1) 28 1 (a%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 37 0 0 0 0 0 0
§7-63 Days {(Group 3) 18 0 0 0 [ 0 0
GASTRO-INTESTINAL SYSTEM DISORDERS
ANY EVENT s63 Days (All) 83 48 (S8%) 0.8080 115 18 (16%) 43 (37y) 54 (47%) 0
' s49 Days (Group 1) 28 15 (54%) 29 3 (10W) 12 (41%) 14 (48%) 0
S50-56 Days (Group 2! 37 23 (62%) S5 6 (11%) 23 (42%) 26  (47%) 0
57-63 Days (Group 3) 18 10 (56%) 31 9 (29%) 8 (26%) 14 (45%) 0
DIARRHEA ’ ' s63 Days {(All) 83 13 (le%) 0.7334 16 3 (19%) 6 (38%) 7 (44%) 0
s49 Days (Group 1) 28 3 (11W) 3 [} 1 (33) 2 (67%) 0
50-56 Days (Group 2} 37 7 {19V) 9 1 (11%) 5 (56%) 31 (33y) 0
$7-63 Days (Group 3) 18 3 (17%) 4 2 (S0%) 0 2 (S0%) 0
DYSPEPSIA 563 Days (All) 83 2 (2%) 0.0450 2 2 (100%) 0 0 o
s49 Days (Group 1) 28 0 o 0 0 0 ]
50-56 bays (Group 2) 37 0 0 0 0 0 o
57-63 Days (Group 3) 18 2 (11y) 2 2 (100%) 0 0 0
NAUSEA s6) Days (All) 83 39 (47%) 0.5120 5S 10 (18%) 23 (42%) ! 22  (40%) 0
s49 Days (Group 1) 28 12 (43%) 16 3 (19%) 7 (44%) i 6 (38%) /]
50-56 Days (Group 2) 37 20 (54%) 27 S (19%) 11 (41%) |11 (41%) 0
$7-63 Days (Group 1) 18 7 (39%) 12 2 (17%) 5 (42%) 5 (42%) 0
]
(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 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]

Gestational Total Number Fisher's
Age Number of Pts exact Number  -----------oo-aooon- Severity---------- oo
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 563 Days (All) 81 1 (1%) 0.5542 1 0 4] 1 (100%) 0
s49 Days (Group 1) 28 1 (4%) 1 0 0 1 (100%) (]
$0-56 Days (Group 2) 37 "] [ [ 0 0 0
$7-63 Days (Group 3) 18 0 ] 0 ] 0 0
VOMITING $63 Days (All) 83 28 (34%) 0.7612 41 3 (7%) 14 (34%) 24 . (S59%) 0
49 Days (Group 1) 28 8 (29%) 9 0 4 (4a%) 5 (56%) 0
$0-56 Days (Group 2) 37 14 (38%) 19 0 7 (37%) 12 (63%) 0
§7-63 Days (Group 3) 18 6§ (33%) 13 3 (23%) 3 (23%) 7 {(S4¥) 0
!
METABOLIC AND NUTRITIONAL DISORDERS
ANY EVENT ’ . s6) Days (All) 83 1 (1y) 1.0000 1 [} 1 (100|‘) 0 0
<49 Days (Group 1) 28 0 0 0 0 0 0
$0-56 Days (Group 2) 37 1 (3%) il 0 1 (100%) 0 0
$7-63 Days (Group 3) 18 0 0 [+] 0 4] 0
DEHYDRATION $63 Days (All) 83 1 (1%) 1.0000 1 0 1 (100%) 0 0
549 Days (Group 1) 28 0 0 0 0 0 [+
50-56 Days (Group 2) 37 1 (3%) 1 0 1 (100%) 0 0
$7-63 Days (Group 3) 18 0 0 0 0 0 0
HEART RATE AND RRYTHN DISORDERS
ANY EVENT %63 Days (All) 83 1 (1%) 0.5542 1 0 1 (100%) 0 0
=49 Days (Group 1) 28 1 (4%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 37 ] 0 (1] 0 0 0
57-63 Days (Group 3} 18 0 0 0 0 1} 0
'
.0 1
{1] Includes all adverse events reported at any point in the study, regardless of causality.
[2) NOS s 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 3ONOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events (1] By Center
[Safety Evaluable Patients}

Center: SOGOR (#29)

Gestational Total Number Fisher's
Age ) Number of Pts exact Number  --------- e Severity----------------aonn
Body System/Event [2] Group (3] [ of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
HEART RATE, AND RHYTNMN DISORDERS (cont.) !
TACHYCARDIA s63 Days (All) 83 1 (1%) 0.5542 1 0 1 (100%) 0 0
s49 Days (Group 1) 28 1 (4%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 37 0 0 0 0 ) 0
57-63 Days (Group 3) 18 o 0 0 0 0 0
RESPIRATORY SYSTEM DISORDERS
ANY EVENT 63 Days (All) 83 2 (2%) 1.0000 2 0 2 (100%) 0 0
£49 Days (Group 1) 28 1w 1 0 1 (100%) ] 0
$0-56 Days (Group 2) 37 1 !(3!) 1 [} 1 (100%) 0 [
57-63 Days (Group 3) 18 0 : 0 0 0 0 0
ASTHMA ‘ 63 Days (All) 83 1 (v o0.5582 1 0 1 (1008) 0 0
549 Days (Group 1) 28 1 (4%) 1 (1] 1 {(100%} 0 (V]
50-56 Days (Group 2) 37 0 0 0 0 0 [
57-63 Days (Group 13) 18 0 0 0 0 0 0
SINUSITIS €63 Days (All) B3 1 (1y) 1.0000 1 0 1 (100%) 0 0
s49 Days (Group 1) 28 0 0 0 0 (] 0
50-56 Days (Group 2) 37 1 3y 1 0 1 (100%) ] 0
57-63 Days (Group 3) 18 0 0 0 0 0 0
PULATELST, BLEEDING & CLOTTING DISORDERS
ANY EVENT s63 Days (All) 83 1 (1%) 1.0000 1 0 0 1 (100%) 0
549 Days (Group 1) 28 ] 0 0 0 0 0
50-56 Days (Group 2) 37 1 (%) 1 0 0 1 (100%) 0
57-63 Days (Group 3) 18 0 0 0 0 ] 0
|
!
f1) 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 30NOV968:10:44 FINAL
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Appendix D, Table 5a (Continued)
Adverse Events {1] By Center
{Safety Evaluable Patients)

Center: SOGOR (#29) . .

page 116 of 120

Gestational ’ Total Number Fisher's
Age Number of Pts exact Number  -------c----- oo Severjity-------c-----ooan oo
Body System/Event (2] Group [3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
PLATELET, BLEERDING & CLOTTING DISORDERS (comt.)
EPISTAXIFS s63 Days (All) 83 1 (18%) 1.0000 1 [} (] 1 (100%) 0
s49 Days (Group 1) 28 0 0 (] (o] 0 0
$0-56 Days (Group 2) 37 1 (3%) 1 0 [+ 1 (100%) 0
57-63 Days (Group 3) 18 0 0 0 o ] 0
URINARY SYSTEN DISORDERS
ANY EVENT s63 Days (All) 83 1 (1%) 1.0000 1 0 1 (100%) 0 0
%49 Days (Group 1) 28 0 Lo 0 ] 0 0
50-56 Days (Group 2) 37 1 (3%) 1 0 1 (100%) 0 [}
57-63 Days (Group 3) 18 0 0 0 (] o 4]
URINARY TRACT INFECTION , s63 Days (All) B3 1 (1%) 1.0000 1 0 1 (100,|) 0 0
549 Days (Group 1) 28 0 0 0 ] (1] 0
50-56 Days (Group 2) 37 1 (3%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) | 18 ] 0 [4 [} 0 0
|
REPRODUCTIVE DISORDERS, FEMALE I
ANY EVENT s63 Days (All) 83 4 (5%) 1.0000 4 0 2 (sow) 2 (s0%) 0
549 Days (Group 1) 28 1 (4%) 1 0 1 (100%) 0 0
50-56 Days (Group 2} 37 2 (5%) 2 0 1 (sow) 1 (50%) 0
$7-63 Days (Group 3) 18 1 (6%) 1 0 L] 1 (100%) 0
[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 eystem 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: SOGOR (#29)

page 117 of 120

Gestational Total Number Fisher's
Age Number of Pts exact Number - ------- R R R Severity-------------.-. .. .-
Body System/Event [2] Group (3] of Pts w/Event p value of Events Mild Moderate Severe Unkno
RIPIODUCI'I.V! DISORDERS, PEMALE (cont.)
BREAST DISCHARGE s63 Days (All) 83 1 (1%) 1.0000 1 0 ) 1 (100%) 0 [}
49 Days (Group 1) 28 0 0 0 i 0 ] 0
50-56 Days (Group 2) 37 1 (3%) 1 0 ' 1 (100V%) 0 0
57-63 Days (Group 3) 18 0 [ 0 0 0 [
BREAST PAIN FEMALE s63 Days (All) 83 1 (1%) 0.5542 1 0 1 (100%) 0 0
549 Days (Group 1) 28 1 (4a%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 37 0 0 0 0 0 0
57-63 Days (Group 3) 18 0 0 ] 0 (/] 0
UTERINE HAEMORRHAGE .. £63 Days (All) 83 2 (2%) 0.6956 2 0 0 2 (100%) o
549 Days (Group 1) 28 0 0 0 1] ! ° 0
50-56 Days (Group 2) 37 1 Ay 1 0 0 1 (100%) 0
: $7-63 Days (Group 3) 18 1 (6%) 1 0 0 1 (100%) Q
BODY AS A WHOLE - GENERAL DISORDERS )
ANY EVENT %63 Days (All) 83 74 (89%9%) 0.5331 214 58 (27%) 86 (40%) 69 (32%) 1 (<1¥)
=49 Days (Group 1) 28 26  (93%) 75 19 (25%) 40 (53%) 15 (20%) 1 (1)
50-56 Days (Group 2) 37 33 (89%) 94 26 (28%) 30 (32%) 38 (40%) 0
k 57-63 Days (Group 3) 18 15  (83%) 45 13 (29%) | 16  (36%) 16 (36V) 0
!
ABDOMINAL PAIN 563 Days (All) 83 74  (89%) 0.5331 198 53 (27W) 77 {39%) 67 (34%) 1 (<1%)
=49 Days (Group 1) 28 26 (93%) ! 70 17 (24%) 37 (S3%) 15  (21%) 1 (1%)
50-56 Days (Group 2) 37 33 (89Y) 1 87 25 (29%) 26 (30%) 36 (41%) 0
57-63 Days (Group 3) 18 15 (83%) 41 11 (27%) 14 (34%) 16 (39%) 0
3
(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.
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)

page 118 of 120

Gestational Total Number Fisher's
Age i Number of Pts exact Number  -------c--cmaaiaannn Severity--------.-cenoiann
Body System/Event (2] Group (3} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY A8 A WHOLE - GRNERAL DISORDERS (cont.)
ALLERGY * s63 Days (All) 83 1 (1%) 1.0000 1 0 1 (100%) 0 [}
549 Days (Group 1) 28 (1] 0 0 0 0 0
50-56 Days (Group 2) 37 1 (3%) 1 [} 1 (100%) 0 0
$7-63 Days (Group 3) 18 0 0 0 0 ] 0
BACK PAIN $63 Days (All) 83 4 (5%) 0.8173 5 1 (20%) 3 (60%) 1 (20%) 0
s49 Days (Group 1) 28 2 (7%) 2 1 (50%) 1 {50V%) 0 0
50-56 Days (Group 2) 37 1 (3%) 2 o] 1 (50%) -1 (s0%) 0
§7-63 Days (Group 1) 18 1 (6%) 1 0 1 (100%) "] 0
CHEST PAIN 563 Days (All) 83 1 (1%) 0.2169 1 0 1 (100%) 0 0
' 549 Days (Group 1) 28 0 0 0 [} , 0 0
50-56 Days (Group 2) 37 ) 0 0 0 0 0
§7-63 Days (Group 3) 18 1 (6%) 1 0 1 (100%) 0 0
FEVER s6) Days (All) 83 4 {5%) 0.8173 4 2 (50%) 2 (50%) 0 0
349 Days (Group 1) 28 2 (7%) 2 1 (508%) 1 (50%) 0 0
50-56 Days (Group 2) 37 1 (3%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 18 1 (6Y) 1 1 (100%) 0 0 0
MALAISE $63 Days (All) 83 2 (2%) 1.0000 2 0 2 (100%) 0 0
549 Days (Group 1) 28 1 (4%) 1 [ 1 (100%) 0 [}
50-56 Days (Group 2) 37 1 (3%) 1 0 1 (100%) 0 0
57-63) Days (Group 3) 18 0 0 0 0 0 [}
[1) Includes all adverse events reported at any point in the study, regardless qf causality.
[2] NOS = Not otherwime 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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Center: SOGOR (#29)

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

Page 119 of 120

Gestational Total Number Fisher's
Age Number of Pts exact Number S Severity------------ oL
Body System/Event [2]) Group (3) of Pts  w/Event p-valde of Events Mild Moderate Severe Unknown
BODY AS A.IIIOLI -~ GENERAL DISORDERS (cont.)
OEDEMA 63 Days (All) 83 1 (1%) 0.2169 1 1 (100%) 0 0 0
549 Days (Group 1) 28 0 0 0 0 0 0
50-56 Days (Group 2) 37 0 0 0 0 0o 0
$7-63 Days (Group 3) 18 1 (6%) 1 1 (100%) 0 0 0
PAIN s63 Days (All) 83 1 (1%) 1.0000 2 1 (s50%) 0 1 (s0%) [
549 Days (Group 1) 28 0 0 0 0 4] (]
50-56 Days (Group 2) 37 1 (3%) 2 1 (50%) 0 1 (50%) 0
$7-6) Days (Group 3) 18 0 0 0 0 0 0
RESISTANCE NECHANISM DISORDERS
ANY EVENT ' $6) Days (All) 83 4 (S%) 1.0000 S 0 5 (100%) 0o 0
549 Days (Group 1) 28 1 (a%) 2 0 2 (100%) 0 0
50-56 Days (Group 2) 37 2 (5%) 2 0 2 (100%) 0 0
57-63 Days (Group 3) 18 1 (&%) 1 0 1 (100%) ] 0
INFECTION 63 Days (All) 83 1 (1%) 1.0000 1 0 1 (100%) 0 0
s49 Days (Group 1) 28 0 4 0 0 0 0
50-56 Days (Group 2) 37 1 (3%) 1 0 1 (100%) 0 ]
$7-63 Days (Group 3) 18 0 0 0 0 0 0
INFECTION PARASITIC s63 Days (All) 83 1 (1%) 0.5542 1 0 1 (100%) 0 0
s49 Days (Group 1) 28 1 (4v) 1 0 1 (100V) .0 0
50-56 Days (Group 2) 37 0 0 0 0 0 0
57-63 Days (Group 3) 18 0 0 0 0 ) 0
(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 vag'inal 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 | FINAL
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Appendix D, Table 5a (Continued)
Adverse Events (1] By Center
{Safety Evaluable Patients]

Center: SOGOR (#29)

Page 120 of 120

Gestational ) Total Number Fisher's
Age Number of Pts exact Number  ------o.-oiooiailn Severity-------------.--- -
Body System/Event (2] Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
RESISTANCE MECHANISM DISORDERS (cont.)
INFECTION VIRAL 63 Days (All) 83 3 (4%) 1.0000 3 0 3 (100%) 0 0
s49 Days (Group 1) 28 1 (4%) 1 0 1 (100%) 0 0
S0-56 Days (Group 2) 37 1 (3w 1 0 1 (100%) 0 0
§7-63 Days (Group 3) 18 1 (6%) 1 0 1 {100%) o 0
i .
(1) Includes all adverse events reported at any poiﬁt in the study, regardless of causality. :
[2} NOS = Not otherwise specified
[3] Gestational age group was assigned by thel investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
(4) Events in this body system occurred during the study blood sampling.
!
i
X ]
Source Data: Appendix A.l, Tables 16 and 25
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Protocol 166B
Appendix D, Table Sb
Adverse Events Possibly or Probably Related to Mifepristone (1] By Center
[Safety Evaluable Patients)
Center: POINDEXTER (#21) :
Gestational Total Number Fisher's
Age Number of Pts exact Number - ----------ooiiilol Severity-------------co-oaonn
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
ANY EVENT 63 Days (All) 7 48 (68%) 1.0000 103 S1  (50%) 44 (43V) 8 (8%) [}
s49 Days (Group 1) 28 19 (68%) 38 20  (53%) 18 (47%) 0 ]
50-56 Days (Group 2} 26 18 (69%) 36 18 (SO0%) 14 (39%) 4 (11%) 0
$7-63 Days (Group 3) 17 11 (65%) 29 13 (45%) 12 (41%) 4  (14%) [}
CENTR & PERIPN NERVOUS SYSTEM DISORDERS
ANY EVENT s63 Days (All) 7 12 (17%) 0.0639 16 7 (44%) 7 (44%) 2 (11%) [+]
s49 Days (Group 1) 28 7 (25%) .7 4 (57%) 3 (43%) 0 0
50-56 Days (Group 2) 26 1 (4%) ! 1 (33%) 1 (33%) 1 (33%) 0
$7-63 Days (Group 3) 17 4  (24V) 6 2 (33%) 3 (50%) 1 (17%) 0
DIZZINESS s6) Days (All} 71 3 (4%) 0.0119 4 1 (25%) 2 (50%) 1 (25%) 0
549 Days (Group 1) 28 0 ] 0 0 0 0
$0-56 Days (Group 2) 26 0 0 0 0 0 0
$7-6) Days (Group 3) | 17 3 (18%) 4 1 (25%), 2 (50%) 1 (25%) 0
|
HEADACHE 563 Days (All) ! 71 10 (14%) 0.0666 12 6 (50%) S (42%) 1 (8%) 0
s49 Days (Group 1) 28 7 (25%) 7 4 (57%) 3 (43%) 0 0
50-56 Days (Group 2) 26 1 (4%) 3 1 (33%) 1 (33y) 1 (33w) 0
$7-63 Days (Group 3) 17 2 (12%) 2 1 (50%) 1 (50%) 1] 0
PSYCNIATRIC DISORDERS
ANY EVENT 563 Days (All) 71 2 (3%) 0.7070 3 0 2 (67%) 1 (33%) 0
s49 Days (Group 1) 28 1 (4%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 26 0 0 0 0 0 0
57-6) bays (Group 3) 17 1 (6%) 2 0 1 (50%) 1 (50%) 0
[1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1l, Table 25
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|
Appendix D, Table 5b (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1] By Center
[Safety Evaluable Patients]

Center: POINDEXTER (#21)

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------- R R Severity--------------o-. - --
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe . Unknown
PS!CI(IA‘I'R!'C DISORDERS (cont.)
INSOMNIA 563 Days (All) 71 2 {(3%) 0.7070 3 0 2 (67%) 1 (33%) 0
549 Days (Group 1) 28 1 (4%) 1 0 | 1 (100%) 0 0
50-56 Days (Group 2) 26 0 0 ° ) 0 0
$7-63 Days (Group 3) 17 1 (6%) 2 0 1 (50%) 1 (50%) [¢]
GASTRO-INTESTINAL SYSTEN DISORDERS
ANY EVENT <63 Days (All) 7 32 (45%) 0.3318 44 22 (50%) 19 (43%) 3 (7%) 0
549 Days (Group 1) 28 10 (36%) 14 7 (50%) 7 (S50%) 0 0
50-56 Days (Group 2) 26 12 (46%) 16 10 (63%) 5 (31%) 1 (6%) 0
57-63 Days (Group 3) 17 10 (59%) 14 S (36%) 7 (S0%) 2 (14W) 0
DIARRHEA ' s63 Days (All) 71 2 (3%) 0.18SS 2 2 (100%) 0 ' 0 0
s49 Days (Group 1) 28 0 0 0 0 0 0
50-56 Days (Group 2) 26 2 (8y) 2 2 (100%) 0 0 0
57-63 Days (Group 3) 17 0 0 0 0 0 0
FLATULENCE 263 Days (All) 71 2 (3%) 1.0000 2 2 (100%) 0 0 0
549 Days (Group 1) 28 1 (4%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 26 1 (4%) 1 1 (100%) 0 0 0
! 57-63 Days (Group 3) 17 0 0 0 | 0 0 [
|
NAUSEA $63 Days (All) 71 23 (32%) 0.1340 25 11 (44%) 13 (S2%) 1 (4%) 0
<49 Days (Group 1) 28 7 (25%) | 8 4 (50%) 4 (50%) 0 0
50-56 Days (Group 2) 26 7 (27%) | 7 4 (57%) 3 (43%) 0 0
57-63 Days (Group 1) 17 9 (53%) } 10 3 {(30%) 6 (60%) 1 (10%) 0
{1) Includes all events for whiich the relationship to study drug was reported as possibly or probably related to mifepristone.
{2} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1, Table 25
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N
-3
o

MIF 007038



The Population Council page 3 of 49
Protocol 166B
Appendix D, Table Sb (Continued) l
Adverse Events Possibly or Probably Related to Mifepristone [1] By Center
(Safety Evaluable Patients]

Center: POINDEXTER (#21)

Gestational Total Number Fisher's
Age Number of Pts exact Number R R Severity--------cc-ccinianos
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe . Unknown
GASTRO- INTESTINAL SYSTEM DISORDERS (cont.)
VOMITING 63 Days (All) 71 14 (20%) 0.9300 15 7 (47%) 6 (40V) 2 (13%) /]
549 Days (Group 1) 20 s (18%) s 2 (40W) |3 (60W) 0 0
50-56 Days (Group 2) 26 5 (19%) 6 3 (S0%) 2 (33%) 1 (17w 0
57-63 Days (Group 3) 17 4 (24%) L] 2 (50%) 1 (25%) 1 (25%) 0
VASCULAR (EXTRACARDIAC) DISORDERS
ANY EVENT =63 Days (All) 71 1 (1%) 0.6056 1 0 1 (100%) 0 [}
s49 Days (Group 1) 28 0 0 [ o 0 0
50-56 Days (Group 2) 26 1 (4%) 1 0 1 (100%) 0 0
$7-63 Days (Group 3) 17 0 o (] 0 (V] 1]
FLUSHING ' 63 Days (All} 71 1 (1%) 0.6056 1 0 1 (100%) 0 [}
=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
' $7-63 Days (Group 3) 17 0 ] 0 0 ] 0
RESPIRATORY SYSTEM DISORDERS
ANY EVENT 563 Days (All) 71 1 (1%) 1.0000 1 0 1 (100%) 0 1]
s49 Days (Group 1) 28 1 (4%) 1 ] 1 (100%) 0 0
! S0-56 Days (Group 2) 26 [ 0 0 i 0 0 0
$7-63 Days (Group 3) 17 0 0 .0 ! [} 0 0
!
{1} Includes all events for which the relationship to study drug was reported as possibly or p(obably related to mifepristone.
(2) Gestational age group was assigned by the investigator based upon menstrual history, pelvi¢ examination and vaginal ultrasonography.
|
‘ 1
Source Data: Appendix A.l, Table 25
J:\USA\166B\SASPCMS\apdxd\final\ade2.SAS 30NOV98:10:58 FINAL
0N
=
o

MIF 007039



The Population Council
Protocol 166B

Center: POINDEXTER (#21)

Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone {1) By Center
[Safety Evaluable Patients]

Page 4 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  -------ccaiaooonn Severjity---------coooona
Body System/Event Group (2] ! of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
RESPIRATORY SYSTEN DISORDERS {cont.)
PULMONARY CONGESTION 63 Days (All) 71 1 (1%) 1.0000 1 [} 1 (1008%) 4] 0
549 Days (Group 1) 28 1 (4%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 26 0 (1] [ 0 0 0
57-63 Days (Group 3) 17 0 (1] 0 0 0 (]
REPRODUCTIVE DISORDERS, FEMALE
ANY EVENT 563 Days (All) 71 1 (1%) 0.6056 1 1 (100%) 0 0 0
49 Days (Group 1) 28 o 0 o 0 ‘ o 0
50-56 Days (Group 2) 26 1 (4w 1 1 (100%) ()} ] 0
$7-63 Days {Group 3) 17 0 0 [} 0 0 0
LEUKORRHOEA s63 Days (All) 71 1 (1s) 0.6056 1 1 (100%) 0 , 0 0
=49 Days (Group 1) 28 0 0 0 0 0 0
50-56 Days (Group 2) 26 1 (4%) 1 1 (100%) 0 0 0
$7-63 Days {(Group 3) 17 0 (V] 0 (V] ] o]
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT s63 Days (All) 7 33 (46%) 0.2664 37 21 (57W) 4 (38%) 2 (5%) 0
549 Days (Group 1) 28 15  (54%) 15 9 (60%) 6 (40%) 0 (]
50-56 Days (Group 2) 26 13 (so%) 15 6 (40V) 7 (47%) 2 (13%) 0
§7-63 Days (Group 3) 17 5 (29%) 7 6 (B6Y) 1 (14%) 0 0
(1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
' '
Source Data: Appendix A.l, Table 25
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Center: POINDEXTER (#21)

Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1] By Center
[Safety Evaluable Patients)

Page S5 of 49

L L
Gestational Total Number Fisher's ‘
Age Number of Pts exact Number  --------- [EEEEEERERTETE Severjty----------------- See-
Body System/Event Group [2] of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A YWHOLE - GENERAL DISORDERS (cont.)
ABDOMINAL PAIN 63 Days (All) 71 28 (39%) 0.2916 3o 7 (57%) 1 (37%) 2 (7%) 0
549 Days (Group 1) 28 13 (46%) 13 8 (62%) S (38%) 0 0
50-56 Days (Group 2) 26 11 (42%) 13 6 (46%) 5 (38%) 2 (15%) 0
57-63 Days (Group 3} 17 4 (24%) 4 3 (75%) 1 (25%) 0 ’ o
ASTHENIA $63 Days (All)} 7 1 (1%) 0.2394 1 1 (100%) 0 0 ’ 0
s49 Days (Group 1) 28 0 0 0 0 0 0
50-56 Days (Group 2) 26 0 0 0 "] 0 0
$7-63 Days ({(Group 3} 17 1 (6%) 1 1 (100%) 0 0 [+]
BACK PAIN s63 Days (All) 71 2 (3%) 1.0000 2 1 (sow) 1 (sow) 0 0
%49 Days (Group 1) 28 1 (4%) 1 1 (100%) 1] ' 0 0
$0-56 Days (Group 2) 26 1 (4%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 17 0 0 0 0 0 0
FATIGUE s63 Days (All) 71 1 (1%) 0.2394 2 2 (100%) 0 4] [}
549 Days (Group 1) 28 0 (] 0 0 (] 0
50-56 Days (Group 2) 26 0 0 0 0 0 0
$7-63 Days (Group 3) 17 1 (6W) 2 2 (100%) 0 ] 0
: |
FEVER s63 Days (All) 71 1 (1%) 0.6056 1 0 1 (100%) 0 0
549 Days (Group 1) 28 0 0 0 0 0 [}
50-56 Days (Group 2) 26 1 (4%) 1 ] 1 (100%) 0 0
57-63 Days (Group 3) 17 0 0 0 0 0 0
1] Includes all events for which the relationship to study drug was reported as' possibly or probably related to mifepristone.
[2]) Gestational age group was éssigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
|
Source Data: Appendix A.1, Table 25
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1) By Center
[Safety Evaluable Patients]

Center: POINDEXTER (#21)

Gestational ' Total Number Fisher's .
Age Number of Pts exact Number  --------------oaaann Severity-- - ------------ioionn
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS (cont.)
RIGORS * $63 Days (All) 71 1 {(1%) 1.0000 1 0 1 (100%) 0 0
549 Days (Group 1) 20 1 (4%) 1 [V} 1 (100%) 0 0
50-56 Days (Group 2) 26 0 0 0 0 0 0
57-63 Days (Group 3) 17 0 0 o 0 0 0
(1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
{2} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
|
!
1
1
|
N L]
Source Data: Appendix A.1l, Table 25
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Appendix D, Table Sb (Continued) )
Adverse Events Possibly or Probably Related to Mifepristone [1] By Center
(Safety Evaluable Patients)

Center: VARGAS (#22)

Gestational Total Number Fisher's
Age | Number of Pts exact Number  --------- B R Severity-----------.---ao oo
Body System/Event Group (2] [ of Pts w/Event p-value of Events Mild Moderate Severe Unknown
]
L]
ANY EVENT 563 Days (All) 151 122 (81%) 0.9300 278 108 (39%) 139 (50%) 31 (11w) 0
s49 Days (Group 1) 70 S7 (B1%) 132 52 (39%) 69 (52%) 11 (8%) 0
50-56 Days (Group 2) 43 35 (81%) 83 31 (37) 41 (49%) 11 (13%) 0
57-63 Days (Group 1) 38 30 (79%) 63 25  (40%) 29 (46%) 3 (14%) 0
NUSCULO-SKELETAL SYSTEM DISORDERS
ANY EVENT 563 Days (All) 151 1 (<1%) 0.5364 1 0 1 (100%) 0 0
549 Days (Croup 1) 70 ] ; 0 0 0 0 0
50-56 Days {(Group 2) 43 1 yzt) 1 ] 1 (100%) 0 0
57-63 Days (Group 3) 38 0 ! 0 0 0 0 0
ARTHRALGIA s63 Days (All) 151 1. (<1%) 0.5364 1 [ 1 (100%) 0 0
=49 Days (Group 1) 70 0 0 1] (] 0 0
50-56 Days (Group 2) 43 1 (2%) 1 0 1 (100%) 0 0
57-63) Days (Group 3) 38 [} o] 0 0 0 0
CENTR & PERIPK NERVOUS SYSTEM DISORDERS
ANY EVENT s63 Days (All) 151 43  (20%) 0.8219 S0 24 (48%) 21 (42%) 5 (10%) 0
s49 Days (Group 1) 70 19 (27%) 22 13 (S9Y) 8 (36%) 1 (5%) [+]
50-56 Days (Group 2) 43 14 (33%) 16 7 (44%) 8 (50%) 1 (6%) 0
57-63 Days (Group 3) 38 10 (26%) 12 4 (33v) S (42%) 3 (25%) 0
[1) Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
1\
v ]
Source Data: Appendix A.1l, Table 25
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1] By Center
[Safety Evaluable Patients]

Center: VARGAS (#22) '

Page 8 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number B AR LR Severity-----------coool .
Body System/Event Group [2) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
CENTR & PERIPR NBRVOUS SYSTEM DISORDERS (cont.)
DIZZINESS 563 Days (All) 151 14 (9%) 0.9368 14 6 (43%) 7 (50%) 1 {(7%) [}
s49 Days (Group 1) 70 6 (9%) 6 4 (67%) 2 (33%) 0 0
50-56 Days (Group 2) 43 4 (9%) 4 1 (25%) 3 (715%) 0 0
57-63 Days (Group 3) 38 4 (11y) 4 1 (25%) 2 (s0%) 1 (25%) 0
HEADACHE s63 Days (All) 151 34 (23%) 0.6316 35 17  (49%) 14 (40%) 4 (11%) 0
549 Days (Group 1) 70 14 (20%) 15 8 (S3%) 6 (40%) 1 (7%) 0
§0-56 Days (Group 2) 43 12 (28Y%) 12 6 (50%) S (42%) 1 (8%} 0
57-63 Days (Group 3) 18 8 (21%) '8 3 (38%) 3 (38%) 2 (25%) 0
HYPOAESTHESIA . 263 Days (All) 151 1 (<1%) 1.0000 1 1 (100%) 0 0 0
' : 549 Days (Group 1) 70 1 (1%) 1 1 (100%) 0 , 0 0
50-56 Days (Group 2) 43 0 0 0 0 (] 0
$7-63 Days (Group 3) 38 0 0 0 0 0 [
I
REARING AND VESTIBULAR DISORDERS |
ANY EVENT 563 Days (All) 151 1 (<1¥%) 0.2517 1 0 1 (100%) (] 0
s49 Days (Group 1) 70 0 0 (] 0 0 0
50-56 Days (Group 2) 43 0 0 0 0 0 0
57-63 Days (Group 3) 38 1 (3%) 1 0 1 (100%) 0 0
TINNITUS 563 Days (All) 151 1 (<1%) 0.2517 1 0 1 (100%) 0 0
s49 Days (Group 1) 70 ] 0 0 0 0 0
$0-56 Days (Group 2) 43 0 0 0 0 0 0
57-63 Days (Group 3) 38 1 (3%) 1 0 1 (100%) 0 [
(1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1, Table 2%
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Appendix D, Table 5b (Continued) I
Adverse Events Possibly or Probably Related to Mifepristone {1] By Center
[Safety Evaluable Patients)

Center: VARGAS (#22)

Page 9 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  ----.-----o--io-aao.n Severity----------o-coioonn
Body System/Event Group [2] of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
PSYCHNIATRIC DISORDERS
ANY BVEN* s63 Days (All) 151 8 (5%) 0.8096 8 1 (13y) 5 (63%) 2 (25%) 0
549 Days (Group 1) 70 4 (6V) ] 1 (25%) ' 3 (75%) 0 0
50-56 Days (Group 2) 43 3 (1) 3 o 2 (67%) 1 (33%) 0
57-63 Days (Group 3) 38 1 (3%) 1 0 0 1 (100%) 0
ANOREXIA 563 Days (All) 151 2 (1%) 0.2861 2 0 1 (50%) 1 (s0%) 0
=49 Days (Group 1) 70 0 0 0 0 0 0
50 S6 Days (Group 2) 43 1 (2%) 1 0 1 (100%) 0 0
57-63 Days (Group 13) 38 1 (3%) 1 0 0 1 {100%) ]
EMOTIONAL LABILITY ' s63 Days (All) 151 2 (1) 1.0000 2 1 (soW) 0 1 (50%) 0
' 349 Days (Group 1) 70 1 (1%) 1 1 (100%) 0 ! (] 0
50-56 Days (Group 2) 43 1 (2v) 1 0 0 1 (100%) 0
: 57-63 Days (Group 3) 38 0 "] /] 0 0 0
INSOMNIA $63 Days (All} 151 4 (3%) 0.6950 4 0 4 (100%) 0 0
49 Days (Group 1) 70 3 (4y) 3 0 3 (100%) 0 0
50-56 Days (Group 2) 4) 1 (2%) 1 0 1 (100%) 0 0
§7-63 Days (Group 3) i8 0 0 [ 0 0 0
! |
GASTRO-INTESTINAL SYSTEN DISORDERS
ANY EVENT 563 Days (All) 151 75  (S0%) 0.81332 95 30 (32y%) 52 (55%) 3 (14y) [}
s49 Days (Group 1) 70 14 (49%) ! 40 12 (30%) 24 {60%) 4 (10%) 0
50-56 Days (Group 2) 43 23 (S3%) | 31 8 (26%) 17 (55%) 6 (19%) ]
57-63 Days (Group 3) 8 18 (47%) : 24 10 (42V) 11 (46%) 3 (13w) 0
(1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1, Table 25
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Appendix D, Table Sb {(Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1] By Center
[Safety Evaluable Patients)

Page .10 of 49

Gestational Total Number Fisher's
Age ) Number of Pts exact Number  ------------o o Severity--------- ..ol
Body System/Event Group (2] ! of Pts w/Event p-valu of Events Mild Moderxate Severe Unknown
| GASTRO-INTESTINAL SYSTEN DISORDERS {cont.)
DIARRHEA * 63 Days (All) 151 3 (2%)  0.4489 3 1 (33%) 2 (67W) 0 0
549 Days (Group 1) 70 1 (1%) 1 [} 1 (100%) 0 0
50-56 Days (Group 2) 43 2 (s¥) 2 1 (50%) 1 (S0%) 0 0
57-63 Days (Group 3) 38 0 0 0 0 0 0
DYSPEPSIA 63 Days (All) 151 1 (<1¥%) 1.0000 1 0 1 (100%) 0 [}
=49 Days (Group 1) 70 1 (1w) b 0 1 (1001) (] 0
50-56 Days (Group 2) 43 0 0 0’ 0 ! 0 [}
57-63 Days (Group 3) 8 0 0 0 0 lo 0
NAUSEA 563 Days (All) 151 65 (43%) 0.7560 65 25 (38%) 30 (46%) 10 (15%) Q
549 Days (Group 1) 70 28 (40%) 28 11 (39%) 13 (46%) 4 (14%) [}
$0-S6 Days (Group 2) 43 20 (47%) 20 5 (25%) 11 (55%) 4 (20%) 0
$7-63 Days (Group 3) 38 17 (45%) 17 9 (53%) 6 (3sSyn) 2 (12%) 0
VOMITING s6) Days (All) 151 26 (17%) 0.6197 26 4 (15%) 19 (73W) 3 (12w) [}
549 Days (Group 1) 70 10 (14V) 10 1 (10%) 9 (90%) 0 0
50-56 Days (Group 2) 43 9 (21%) 9 2 (22%) 5 (s56%) 2 (22vw) 0
§7-63 Days (Group 3) 38 7 (18%) 7 1 (14%) s (71%) 1 (14%) 1]
METABOLIC AND NUTRITIOMAL DISORDERS
ANY EVENT 563 Days (All) 151 1 (<1¥%) 0.5364 1 0 1 (100%) 0 0
549 Days (Group 1) 70 0 0 0 0 0 (1]
50-56 Days (Group 2) 43 1 (2%) 1 0 1 (100%) 0 0
§7-63 Days (Group 3) 38 0 0 0 0 0 0
{1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
(2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1, Table 25
J:\USA\166B\SASPGMS \apdxd\final\ade2.SAS 30NOV98:10:58 FINAL
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Appendix D, Table 5b (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1] By Center
[safety Evaluable Patients)

Center: VARGAS (#22)

Gestational Total Number Fisher's
Age Number of Pts exact Number IEAEEREEEEEEEEER R S Severjity-----------oano o .
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
METABOLIC A.ID NUTRITIONAL DISORDERS (cont.)
THIRST s6) Days (All) 151 1 (<1¥%) 0.5364 1 0 1 (100%) 0 0
s49 Days (Group 1) 70 0 0 0 (] 0 0
50-56 Days (Group 2) 43 1 (2%) 1 0 1 (100%) 1] 1]
$7-63 Days (Group 3) 38 0 0 0 0 L 0
1
PLATELET, BLEEDING & CLOTTING DISORDERS ' f
ANY EVENT $6) Days (All) 151 1 (<1%) 0.5364 1 1 (100%) 0 0 0
s49 Days (Group 1) 70 0 (4] (4] 0 0 1]
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
EPISTAXIS ' 563 Days (All) 151 1 (<1%) 0.5364 1 1 (100%) 0 ' 0 0
s49 Days (Group 1) 70 (4] 0 [+] 0 ] 0
50-56 Days (Group 2) 43 1 (2y) 1 1 (100%) 0 0 0
57-6) Days (Group 3) 38 0 0 4] 0 1] 0
REPRODUCTIVE DISORDERS, FEMALE
ANY EVENT s6) Days (All) 151 1 (<1¥%) 1.0000 1 0 1 (100%) 0 0
s49 Days (Group 1) 70 1 (1%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 'k (] 0 0 0 ) 0
$7-63 Days (Group 3) 38 (] ' (i 0 0 ) 0
I
(1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography. !
t
[}
Source Data: Appendix A.l, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 30NOV98:10:58 FINAL
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Center: VARGAS (#22)

Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone [1]) By Center
{Safety Evaluable Patients]

Page 12 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  ---------sioioaoaioann Severity---------- - oo .ol
Body System/Event Group {2) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
IIPIODUCTI!l DISORDERS, PEMALE {cont.)
LEUKORRHOEA 63 Days (All) 151 1 (<1%) 1.0000 1 0 1 (100%) 0 0
s49 Days (Group 1) 70 1 (1%) 1 0 1 (100%) 0 (1]
50-56 Days (Group 2) 43 0 ' 0 0 0 0 0
57-63 bays (Group 3) 8 0 0 [} 0 [} [}
BODY AS A WHOLR - GENERAL DISORDERS
ANY EVENT s63 Days?(lll) 151 98 {65%) 0.55619 120 52 {43¥%) 57 (48%) 11 {(9%) 0
549 Days (Group 1) 70 48  (69%) 65 26 (40%) 331 (51%) 6 (9%) [
50-56 Days (Group 2) 43 28 (65%) 30 15 (50%) 12 (40%) 3 (10%) [}
57-63 pays (Group 3) 38 22 (s8%) 25 11 (44%) 12 (48%) 2 (aW) 0
ABDOMINAL PAIN : 563 Days (All) 151 94 (62%) 0.4482 98 39 {40%) 48  (49%) 11 (11%) [
549 Days (Group 1) 70 47 (67%) 5 17 (33%) 28 (SS%) 6 (12%) 0
50-56 Days (Group 2) 43 26 (60%) 2f 13 (50%) 10 (38%) 3 (12w) 0
57-63 Days (Group 3) 8 21 (SS5%) 21 9  (43%) 10 (48%) 2 (10%) [}
BACK PAIN =63 Days (All) 151 8 (5%) 1.0000 8 6 (75%) 2 (25%) 0 | 0
549 Days (Group 1) 70 4 (6%) 4 3 (75%) 1 (25%) 0 0
50-56 Days (Group 2) 43 2 (5%) 2 2 (100%) 0 0 0
57-63 Days (Group 3) 38 2 (S%) 2 1 (50%) 1 (50%) 0 [+}
FATIGUE %63 Days (All) 151 7 (S%) 0.8873 7 2 (29%) 5 (71%) 0 0
549 Days (Group 1) 70 4 (6%) 4 2 (soV) 2 (S0%) 0 0
$0-56 Days (Group 2) 43 2 (S5%) 2 [} 2 (100%) 0 0
$7-63 Days (Group 3) 38 1 (3%) 1 0 1 (100%) 0 0
(1] Includés all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
(21 Gestaﬂional age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS IONOV98:10:58 FINAL
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone [1) By Center
[Safety Evaluable Patients]

Center: VARGAS (#22)

¢ Gestat ional Total Number Fisher's
Age | Number of Pts exact Number  --------- R R TR Severjty------------ceeaaaon
Body System/Event Group (2] L of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
1
BODY AS A !’lﬁ!.l - GENERAL DISORDERS {cont.) !
FEVER $63 Days (All) 151 1 (<1¥%) 1.0000 1 1 (100%) 0 0 0
549 Days (Group 1) 70 1 (1%) 1 1 (1008%) 0 0 0
50-56 Days (Group 2) 43 0 0 0 0 0 0
5$57-63 Days (Group 3) 38 0 0 0 0 0 0
HOT FLUSHES 63 Days (All) 151 k] {(2%) 0.6120 3 2 (67%) 1 (33%) 0 0
549 Days (Group 1) 70 2 (3%) 2 1 (50%) 1 (S0%) 0 [+}
$0-56 Days (Group 2) 43 0 [ (] 0 0 0
57-63 Days (Group 3) 38 1 im) 1 1 (100%) 0 ) 0
RIGORS . ’ 563 Days (All) 151 k] (2%) 0.336S 3 2 (67%) 1 (33%) 0 0
' 49 Days (Group 1) 70 3 (aw) 3 2 (67V) 1 (33%) ] 0
50-56 Days (Group 2) 43 o [ (] 0 ] 0
57-63 Days (Group 3) s ) 0 0 ) ] 0
(1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
{2) Gestational age group was assigned by the investigator baeed upon menstrual history, pelvic examination and vaginal ultrasonography.
|
. 1
Source Data: Appendix A.1, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 30NOV98:10:58 FINAL
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone [1] By Center
(Safety Evaluable Patients)

Center: * = —— . ; ;
Gestational Total Number Fisher's
Age Number of Pts exact Number R R Severjty--------- et
Body System/Event Group (2] of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
L]
ANY EVENT 563 Days (All) 89 75 (84%) 0.7079 210 114 (54%) 82 (39%) 14 (7%) 0
s49 Days (Group 1) 35 28 (80%) 80 45 (56%) 29 (36%) 6 (ey) 0
50-56 Days (Group 2) 4 30 (88y) 83 38 (46%) 37 (45%) 8 (10%) 0
57-63 Days (Group 3) 20 17 (85%) 47 31 (66%) 16 (34%) 0 0
NUSCULO-SKELETAL SYSTEM DISORDERS
ANY EVENT $63 Days (All) 89 1 (1%) 0.2247 .3 3 (100%) 0 0 0
549 Days (Group 1) kL] 0 i o 0 0 0 0
: 50-56 Days (Group 2) 34 0 0 0 0 0 0
57-63 Days (Group 3) 20 1 (5%) 3 3 (100%) 0 o 0
ARTHRALGIA ' ' =63 Days (All) a9 1 (1%) 0.2247 1 1 (100%) [} 1 o 0
549 Days (Group 1) 35 0 0 0 0 0 0
50-56 Days (Group 2) 34 0 0 0 0 0 0
$7-63 Days (Group 3) ; 20 1 (sW) 1 1 (100%) | 0 (V] 0
SKELETAL PAIN 563 Days (All) | a9 1 (1%) 0.2247 -2 2 (100%) 0 0 0
549 Days (Group 1) 3s ] ] ] 0 0 0
50-56 Days (Group 2) 34 0 0 [4 0 0 0
57-63 Days (Group 3) 20 1 (s%) 2 2 (100%) 0 0 0
CENTR & PERIPH NERVOUS SYSTEM DISORDERS
ANY EVENT s63 Days (All) 89 25 (28%) 0.8682 31 14 (45%) 16 (52%) 1 s) 0
549 Days (Group 1) 3s 11 (31v) 12 8 (67%) 4 (33%) 0 0
50-56 Days (Group 2) 34 9 (26%) 14 3 (21w) 10 (71%) 1 (7%) 0
57-63 Days (Group 3) 20 5 (25%) 5 3 (60%) 2 (40%) 0 0
1
4 L
(1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 30NOV98:10:58 ' FINAL
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone [1] By Center
[Safety Evaluable Patients]

Center: o

Gestational ‘ Total Number Fisher's
Age Number of Pts exact Number  ------------ocooioonnn Severity---------.-..-... ERR
Body System/Event Group (2} of Pts w/Event p-value of Events Mild Moderate Severe ;  Unknown

CENTR & PERIPX NERVOUS SYSTEN DISORDERS (cont.)

DI1ZZINESS =63 Days (All) 89 10 (11%) 0.0281 12 8 (67%) 4 (33V) 0 [}
549 Days (Group 1) 35 8 (23%) 9 7 (78%) 2 (22W) 0 0
50-56 D,ays (Group 2) 34 1 (3%) 2 0 2 (100%) 0 0
57-63 Days (Group 3) 20 1 (5%) 1 1 (100%) [} 0 [}
HEADACHE s63 Days (All) 89 15 (17%) 0.2145 19 6 (32%) 12 (63%) 1 (S%) 0
s49 Days (Group 1) 35 3 (9%) 3 1 (33%) 2 (67%) 0 0
50-56 Days (Group 2) 34 8 (24%) 12 3 (25%) 8 (67%) 1 (8%) 0
§7-63 Days (Group 3) 20 4 (20%) 4 2 (so0%) 2 (soW) 0 0
PSYCHIATRIC DISORDERS
ANY EVENT ' 263 Days (All) 89 3 (3%) 0.1772 3 1 (33%) 1 (33%) 1 (33%) 0
%49 Days (Group 1) 35 3 (9%) 3 1 (33%) 1 (33%) 1 (33w) [
50-56 Days (Group 2) 4 0 0 0 1] o 0
57-63 Days (Group 3) 20 4] 0 0 (1] 0 [
ANOREXIA 563 Days (All) 89 t 2 2v) 0.3437 2 1 (50%) 1 (50%) 0 0
s49 Days (Group 1) 35 2 (6%) 2 1 (50%) 1 (S50%) 0 0
$0-56 Days (Group 2) 34 0 0 [ 0 0 0
57-63 Days {(Group 3} 20 0 (4] (] | 0 0 0
)
INSOMNIA <63 Days (All) 89 1 (1%) 1.0000 1 [ [+} 1 (100%) 0
549 Days (Group 1) 35 1 (3%) ! 1 0 0 1 (100%) (]
$0-56 Days (Group 2) 34 (4] l 0 0 o 0 0
$57-63 Days (Group 3) 20 0 ' o 0 0 0 0
{1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
{2) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.l, Table 2§
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 30NOV98:10:58 FINAL
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1} By Center
(Safety Evaluable Patients)

Center: emmem——""

o Gestational Total Number Fisher's
Age ! Number of Pts exact Number  --------- et Severity-------oo-.-. Ll
Body System/Event Group (2] of Pts w/Event p-valuk of Events Mild Moderate Severe Unknown

GASTRO-INTESTINAL SYSTEM DISORDERS

ANY EVENT 63 Days (All) 89 42 (47%) 0.4325 77 39 (51%) 36 (47%) 2 (3%) 0
549 Days (Group 1) 35 14 (40%) 23 12 (52%) 11 (48Y) 0 0
50-56 Days (Group 2) 34 19 (56%) 37 16 (43%) 19  (51%) 2 (s%) 0
57-63 Days (Group 3) 20 9 (45%) 17 11 (65%) 6 (35%) (] 0
ABDOMINAL PAIN (STOMACH AND INTESTINAL) 563 Days (All) 89 1 (1%) 0.6067 1 1 (100%) 0 0 0
=49 Daye (Group 1) 35 0 0 0 0 l 0 0
50-56 Days (Group 2) 34 1 (3%) 1 1 (100%) 0 ! , 0 0
57-63 Days (Group 3) 20 0 0 0 0 ‘o 0
DIARRHEA ) ' s63 Days (All) 89 3 (3%) 1.0000 3 2 (67%) 1 (33%) 0 0
' 549 Days (Group 1) 35 1 {3%) 1 1 (100%) : 0 ) 0 0
50-56 Days (Group 2) 34 1 (3%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 20 1 (5%) 1 0 1 (100%) 0 [}
DYSPEPSIA s63 Days (All) 89 1 (1%) 0.6067 1 1 (loos) 0 0 Q
549 Days (Group 1) k1] 0 0 0 0 V] o
50-56 Days (Group 2) 34 1 (3%) 1 1 (100%) 0 4] 0
57-63 Days (Group 3) 20 0 0 1] 0 (4] 0
NAUSEA 563 Days (All) 89 35 (39%) 0.1987 47 23 (49%) 24 (51%) 0 0
549 Days (Group 1) 3s 10 (29%) 13 6 (46%) 7 (54%) 0 0
$0-56 Days (Group 2) 34 17 (S0%) 23 10 (413%) 13 (S57%) 0 0
57-63 Days (Group 3) 20 8 (40%) 11 7 (64%) 4 (36%) 0 0
{1] Includes all events for which the relationship to study drug was reported as; possibly or probably related to mifepristone.
(2) Gestational age group was assigned by the investigator based upon menstrual history., pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 30NOV98:10:58 FINAL
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. Appendix D, Table 5b (Continued)
Adverse Events Possibly or Probably Related to Mifepristone [1] By Center
[Safety Evaluable Patients)

Center: —
" i
Gestational ‘ Total Number Fisher's ‘
Age Number of Pts exact Number R R T Severjty------c---ciaiaaao.
Body System/Event Group (2] of Pts  w/Event p-value of Events Mila Moderate Severe Unknown
GASTRO-INTESTINAL SYSTEN DISORDERS (comt.)
VOMITING 563 Days (All) 89 18 (20%) 0.4694 25 12 (48%) 11 (44Y%) 2 (8%) 0
549 Days (Group 1) 35 S (14%) 9 S (56%) 4 (44%) 0 0
50-56 Days (Group 2) 34 9 (26%) 11 3 (27V) 6 (55%) 2 (18%) 0
$7-63 Days (Group 1) 20 4 (20%) 5 4 (80VW) 1 (20%) o 0
REPRODUCTIVE DISORDERS, FENMALR ' [
ANY EVENT 563 Days (All) 89 1 (1%) 1.0000 1 0 0 1 (100%) 0
‘ 549 Days (Group 1) 35 1 3y 1 0 0 1 (100%) 0
50-56 Days (Group 2) 34 0 0 1} 0 0 0
$7-63 Days (Group 3} 20 0 0 1] ] 0 [+]
BREAST PAIN FEMALI;‘. ' 563 Days (All) 89 1 {1%) 1.0000 1 0 0 t 1 (100%) 0
549 Days (Group 1) 35 1 (3%) 1 0 0 1 (100%) [}
50-56 Days (Group 2) 34 0 0 0 0 0 0
57-63 Days (Group 3) 20 0 0 0 0 ] 0
BODY AS A WNOLE - GENERAL DISORDERS
ANY EVENT 563 Days (All) 89 61 (69%) 0.9566 94 57 (61%) 29 (31y) 8 (9%) [}
s49 Days (Group 1) 35 23 (66%) 40 24 (60%) 13 (33%) 3 (as) 0
$0-56 Days (Group 2) 34 24 (71%) 32 19  (59%) 8 (25%) S (16%) 0
§7-63 Days (Group 1) 20 14 (70%) 22 14  (64%) 8 (3sy) 4] 0
1
(1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
{2) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
i
' ]
|
Source Data: Appendix A.1, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 3ONOVS8:10:58 | FINAL
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Appendix D, Table S5b (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1] By Center
[Safety Evaluable Patients]

Page 18 of 49

Center: - N gt
Gestational ’ Total Number Fisher's
Age Number of Pts exact Number  -~-------co-ioiiiaaaon Severity--------------.o-oo..
Body System/Event Group {2) of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS (cont.)
ABDOMINAL PAIN 563 Days (All) 89 55 (62%) 0.8865 70 47 (67%) 18  (26%) S (7%) 0
549 Days (Group 1) 35 22 (63%) 27 18 (67%) 7 (26%) 2 (7%) 0
50-56 Days (Group 2) 34 20 (Sgi) 25 16 (64%) 6 (24%) 3 (12%) 0
57-63 Days (Group 3) 20 13 (65V) 18 13 (72%) 5 (28%) 4] 0
BACK PAIN %63 Days (All) 89 2 (2%) 1.0000 2 2 (100%) 0 0 0
549 Days (Group 1) is 1 (W 1 1 (100%) () 0 0
50-56 Days (Group 2) 34 1 (3v) 1 1 (100%) 0 0 0
57-63 Days {(Group 3) 20 0 0 [+] 1] 0 0
|
FATIGUE s63 Days (All) a9 14 (18%) 0.7079 18 6 (33%) 9 (50%) 3 17wy 0
549 Days (Group 1) 35 7 (20%) 9 3 (33%) S (56%) 1 {11%) 0
50-56 Days (Group 2} 4 4 (12%) 'S 2 (40%) 1 (20%) 2 (40%) [
57-63 Days (Group 3) 20 3 (15%) “ 1 (25%) 3 (7IsW) 0 0
FEVER 563 Days (All) 89 2 {2%) 1.0000 2 1 (50%) 1 (50%) 0 0
549 Days (Group 1) 35 1 (%) 1 1 (100%) 0 ] ; 0
50-56 Days (Group 2) 34 1 (W) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 20 0 0 0 0 o 0
LEG PAIN %63 Days (All) 89 1 (1%) 1.0000 1 0 1 (100%) 0 0
549 Days (Group 1) 35 1 (&1} 1 0 1 (100%) 0 0
50-56 Days (Group 2) 34 0 0 0 0 0 0
57-63 Days (Group 3) 20 0 0 0 0 0 0
(1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
‘ .
Source Data: Appendix A.l, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 3O0NOV98:10:58 FINAL
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone [1] By Center
(Safety Evaluable Patients}

Center: —

Gestational Total Number Fisher's
Age | Number of Pts exact Number  --------- R Severjty------------oooo ..
Body System/Event Group (2}, of Pts w/Event p-value of Events Mild Moderate Severe Unknown

T

BODY AS A WHOLE - GENERAL DISORDERS (cont.) |

RIGORS * 563 Days (All) 89 1 (1%) 1.0000 1 1 (100%) ] 0 0
: 549 Days (Group 1) 35 1 Qw) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 34 0 0 0 0 0 0
57-63 Days (Group 3) 20 0 0 0 0 0 0
RESISTANCE NECHANISM DISORDERS
ANY EVENT £6) Days (All) 89 1 (1%) 1.0000 1 0 0 1 (100%) 0
s49 Days (Group 1) is 1.0 1 0 0 1 (100%) 0
50-56 Days (Group 2) 34 0o | 0 0 0 0 0
57-63 Days (Group 3) 20 o ! 0 0 0 0 0
HERPES SIMPLEX ' 263 Days (All) 89 1 (1%)  1.0000 1 ] o ' 1 (100%) 0
549 Days (Group 1) 35 1 (3 1 0 0 1 (100%) [
§0-.56 Days (Group 2) 34 0 0 «] 0 0 1]
57-63 Days {(Group 3) 20 /] 0 0 0 0 0
{1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
i
0 |
Source Data: Appendix A.1, Table 2§
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 30NOV9B:10:58 FINAL
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone {1] By Center
{safety Evaluable Patients)

Center: WESTHOFF (M24)

Gestational ) Total Number Fisher's
Age Number of Pts exact Number B AR Severjity----------------- ===
Body System/Event Group {2} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
ANY EVENT? s6) Days (All) 175 112 (64%) 0.2663 182 91 (50W) 69 (38%) 22 (12%) [}
=49 Days (Group 1) 7 46 (65%) 72 33 (46%) 28 (39%) 11 (15%) 0o
50-56 Days (Group 2) 72 42 (58%) 73 43 (59%) 22 (30%) 8 (11%) 0
57-63 Days (Group 3) 32 24 (75Y) 37 15 (41%) 19 (51%) 3 (8%) 0
CENTR & PERIPH NERVOUS SYSTEN DISORDERS
ANY EVENT s63 Days (All) 175 5 (3y) 0.6146 S 2 (40%) 3 (60%) 0 0
s49 Days (Group 1) 7 1 (1%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 72 3 (4%) "3 2 (67%) 1 (33w (4] 0
57-63 Days (Group 3} 32 1 (3%) 1 0 1 (100%) 0 o
DIZZINESS ' 563 Days (All) 175 1 (<i¥) 1.0000 1 1 (100%) 0 ' 0 9
s49 Days (Group 1) 71 0 0 0 0 0 0
S0-56 Days (Group 2) 72 1 (1w 1 1 (100%) 0 ] 0
5$7-63 Days (Group 3) | 32 0 0 0 i 0 0 0
HEADACHE s63 Days (All) 1 175 4 (2%) 0.8318 4 1 (25%) 3 (75%) 0 [}
549 Days (Group 1) omn 1 W 1 0 1 (100%) 0 0
50-56 Days (Group 2) 72 2 (3%) 2 1 (50%) 1 (50%) (] 0
57-63 bays (Group 3) 32 1 (3y) 1 0 1 (100%) 0 0
GASTRO-INTESTINAL SYSTEM DISORDERS
ANY EVENT 63 Days (All) 175 41  (23%) 0.7746 65 24 (37%) 27 (42%) 14 (22%) [}
=49 Days (Group 1) n 16 (23%) 26 10 (38%) 9 (3sH) 7 (27%) o
50-56 Days (Group 2) 72 16 (22%) 28 12 (43%) 11 (39%) S (18%) 0
$7-63 Days (Group 3) 32 9 (28%) 11 2 (18%) 7 (64%) 2 (18%) 0
]
(1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 30NOV98:10:58 N A FINAL
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Center: WESTHOFF (¥24)

i

Appendix D, Table 5b (Continued) i
Adverse Events Possibly or Probably Related to Mifepristone [1] By Center
[safety Evaluable Patients]

Page 21 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------- -t Severjty--------- ool .
Body System/Event Group [2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
mno-nrn.sn)m. SYSTEN DISORDERS (cont.)
ABDOMINAL PAIN (STOMACH AND INTESTINAL) 63 Days (All) 175 1 (<1¥%) 0.1829 1 0 1 (100%) o 0
349 Days (Group 1) 71 0 0 (] 0 (4] 0
50-56 Days (Group 2) 72 0 0 0 0 0 0
57-63 Days (Group 3) 32 1 (3%) 1 0 1 (100%) 0 [
DIARRHEA s63 Days (All) 178 4 (2%) 0.6779 4 1 (25%) 3 (75%) 0 0
549 Days (Group 1) 71 2 (3%) 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 1 (3w 1 0 1 (100%) (] 0
DYSPEPSIA s63 Days (All) 175 3 (2%) 0.40132 3 1 (33%) 2 (67%) 0 0
s49 Days (Group 1) 71 0 0 0 0 ' ] 0
50-56 Days (Group 2) 72 2 (3%) 2 1 (50%) 1 (50%) 1] 0
57-6) Days (Group 3) 32 1 (3%) 1 0 1 (100%) 0 0
NAUSEA %63 Days (All) 175 32 (18%) 0.9013s 36 15 (42%) 13 (36%) 8 (22w) 0
s49 Days (Group 1) 73 ‘14 (20%) 17 9 (S53¥%) 5 (29%) 3 (18%) 0
50-56 Days (Group 2) 72 13 (18%) 14 6 (43%) S (36%) 3 {21%) 0
57-63 Days (Group 1) 32 S (16%) S 0 3 (e0%) 2 (40%) 0
!
VOMITING ) 63 Days (All) 175 20 (11%) 0.7771 21 7 (33W) 8 (38%) 6 (29%) 0
s49 Days (Group 1) 71 7 (10%) 7 1 (l4%) 2 (29%) 4 (57%) 0
50-56 Days (Group 2) 72 10 (14%) : 11 4 (36%) S (45%) 2 (18%) 0
5§7-63 Days (Group 3) 32 3 (9%) { 3 2 (67%) 1 (33%) 0 [+}
(1) Includes all events for which the relationehip to study 'drug was reported as'possibly or probably related to mifepristone.
(2] Gestational age group was dssigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1, Table 25
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Appendix D, Table Sb {(Continued)
Adverse Events Possibly or Probably Related to Mifepristone {1} By Center
[Safety Evaluable Patients)

Center: WESTHOFF (#24)

Gestational Total Number Fisher's
Age } Number of Pts exact l Number R R AR R Severity--------------iionon
Body System/Event Group (2] of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
REPRODUCTIVE DISORDERS, FENALS
ANY EVENT 563 Days (All) 175 1 (<1¥%) 0.5886 1 0 0 1 (100%) 0
549 Days (Group 1) 71 1 (1) 1 0 (1] 1 (100%) 0
50-56 Days (Group 2} 72 0 1] 0 [ 0 0
§7-63 Days (Group 3} 32 (1] 4] 0 ] 0 1]
UTERINE HAEMORRHAGE 563 Days (All) 175 1 (<1%) 0.5886 1 0 [ 1 (100%) (¢}
s49 Days (Group 1) 71 1 (%) 1 o 0 1 (100%) 0
50-56 Days (Group 2) 72 0 ¢} o’ 0 . 0 0
§7-63 Days (Group 3) 32 0 (] (] 0 o 0
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT ' s61 Days (All) 175 96 (55%) 0.0655 111 65 (S9%) 39 (3%%) 7 (6%) 0
549 Days (Group 1) 71 39 (55%) 4“ 23 (S2%) 18 (41%) 3 (7v) 0
50-56 Days (Group 2) 72 34 (47%) 42 29 (69%) 10 (24%) 3 (7%) 4]
$7-63 Days (Group 3) 32 23 (72%) 2S5 13 (52%) 11 (44%) 1 (4%) 0
ABDOMINAL PAIN s63 Days (All) 175 93  (53%) 0.0947 102 61 (60%) 35 (34%) 6 (6%) 0
s49 Days (Group 1) 71 38 (54%) 41 22 (54%) 16 (39%) 3 (7%) 0
50-56 Days (Group 2) 72 33 (46Y) 38 27 (71%) 9 (24%) 2 (S5%) 0
57-63 Days (Group 3) 32 22 (69%) 23 12 (S2%) 10 (43%) 1 (4%) [
BACK PAIN s63 Days (All) 175 S (3%) 0.7278 S 2  (40%) 2 (40%) 1 (20%) 0
=49 Days (Group 1) 71 3 (4%) 3 1 (3w) 2 (67%) 0 0
50-56 Days (Group 2) 72 2 (3%) 2 1 (50V) 0 1 (50%) 0
57-6) Days (Group 3) 32 0 0 0 0 0 0
[1) Includes all events for which the relationship to study drug Hasvtepotted as possibly or probably related to mifepristone.
(2) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1, Table 25
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Appendix D, Table 5b (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1] By Center
[Safety Evaluable Patients)

Center: WESTHOFF (#24)

Gestational Total Number Fisher's '
Age Number of Pts exact Number  ---------go-.ooa.o.. Severjty-------------.ooooo
Body System/Event Group (2] of pPts w/Event p-value of Events Mild Moderate Severe Unknown

BODY AS A WHOLE - GENERAL DISORDERS (cont.)
FEVER ' =63 Days (All) 175

1 (<1%) 0.1829 1 1 (100%) 0 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 1 (100%) [} 0 f L
MALAISE 563 Days (All) 178 2 (1%) 0.3331 2 1 (s50%) 1 (S0%) 0 I l 0
549 Days (Group 1)} 71 0 0 0 0 0 0
50-56 Days (Group 2) 72 1 (1%) 1 1 (100%) 1] 0 0
57-63 Days (Group 3) 12 1 (v 1 0 1 (100%) ° [
TEMPERATURE CHANGED SENSATION 563 Days (All) 175 1 (<1%) 1.0000 1 0 1 (100%) 0 0
' s49 Days (Group 1) 71 ] 0 0 0 1 ] 0
$0-56 Days (Group 2) 72 1 (1%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 32 0 0 0 (] 0 0
{1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
(2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
' |
Source Data: Appendix A.1, Table 25
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone [1) By Center
[safety Evaluable Patients)

Center: NICHOLS (#2S)

Gestational Total Number Fisher's '
Age Number of Pts exact Number R R R Severjty------------iooiaionn
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
ANY EVEN'? s63 Days (All) 178 52  (29%) 0.0176 72 40 (56%) 21 (29%) 11 (1s%) 0
s49 Days (Group 1) 72 13 (18%) 19 9 (47%) 5 (26%) 5 (26%) [}
50-56 Days (Group 2) S4 18 (313%) 23 15  (65%) S (22%) 3 (13%) 0
57-63 Days (Group )3) 52 21  (40%) 30 16 (53%) 11 (37%) 3 (10W) 0
SPECIAL SENSES OTNER, DISORDERS .
ANY EVENT 563 Days (All) 178 1 (<l¥) 1.0000 1 0 0 1 (100%) [}
s49 Days (Group 1) 72 1 (1y) 1 0 0 1 (100%) 0
$0-56 Days (Group 2) 54 0 0 0 0 0 0
S7-63 Days (Group 3) 52 0 () 0 0 0 0
TASTE PERVERSION . ; 563 Days (All) 178 1 (<1%) 1.0000 1 0 0 [ 1 (100%) 0
s49 Days (Group 1) 72 1 1y 1 0 0 1 (100%) 0
$0-56 Days (Group 2) 54 0 4] (] (V] 0 0
$7-63 Days (Group 3) 52 0 0 0 0 (1] 0
GASTRO-INTESTINAL SYSTEN DISORDERS i
ANY EVENT 563 Days (All) 178 27 (15%) 0.4218 36 16 (44%) 13 (36%) 7 (19%) 0
s49 Days (Group 1) 72 8 (11%) 12 6 (50%) 3 (25%) 3 (2%%) 0
50-56 Days (Group 2) 54 9 (17%) 10 6 (60%) 2 (20%) 2 (20%) 0
57-63 Days (Group 3) 52 10 (19%) 14 4 (29%) 8 (57%) 2 (14%) 0
(1) Includes all events for which the relatjonship to study drug was reported as possibly or probably related to mifepristone.
(2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
|
M |
Source Data: Appendix A.1, Table 25
J:\USA\166B\SASPGMS \apdxd\final\ade2.SAS 30NOV98:10:58 FINAL
N
|
o

MIF 007060



The Population Council Page 25 of 49
Protocol 166B

Appendix D, Table Sb (Continued)
Advergse Events Possibly or Probably Related to Mifepristone (1] By Center
[Safety Evaluable Patients}

Center: NICHOLS (#25)

Gestational Total Number Fisher's
Age | Number of Pts exact Number  --------- R Severity------------ ..o
Body System/Event Group (2] [ of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GllTIO-INT!STIlAL SYSTEM DISORDERS {cont.)
NAUSEA 63 Days (All) 178 25  (14%) 0.1595 30 14 (47%) 11 (37%) S (17%) 0
: s49 Days (Group 1) 72 6 (8Y) ) 8 4 (50%) 2 (25%) 2 (25%) 0
50-56 Days (Group 2) 5S4 9 (17%) 10 6 (60%) 2 (20%) 2 (20%) 1]
57-63 Days (Group 3) 52 10 (19%) 12 4 (33%) 7 (58%) 1 (8%) 0
VOMITING %63 Days (All) 178 ‘ S (3%) 0.3309 6 2 (33%) 2 (33y) 2 (33w 0
%49 Days (Group 1) 72 3 (a%) 4 2 (sow) 1 (25%) 1 (25%) ]
50-56 Days (Group 2} 54 o 0 0 (] 0 1]
57-61 Days (Group 3) 52 2 ﬁl!) 2 0 1 (50%) 1 {50%) 0
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT 563 Days (All) 178 312 {18%) 0.0007 35 24 (69%) 8 (23%) 3 (9%) 0
s49 Days (Group 1) 72 4 (6%) 6 3 (S0%) 2 (33%) 1 (17%) 0
50-56 Days (Group 2) 54 13 (24%) 13 9 (69%) 3 (23%) 1 (8y%) 0
57-63 Days (Group 3) 52 15 (29%) 16 12 {75%) 3 (19%) 1 (6%) 0
ABDOMINAL PAIN s63 Days (All) 178 32 (18%) 0.0007 35 24 (69%) 8 (23%) 3 (9%) [
549 Days (Group 1) 72 4 (6%) 6 3 (s0%) 2 (33%) 1 (17%) 0
50-56 Days {(Group 2) S4 13 (24%) 13 9 (69%) 3 (23%) 1 (as) 0
57-63 Days (Group 13) 52 15  (29%) 16 12 (75%) 3 (19%) 1 (6%) 0
{1} Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
(2) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
t
' [}
Source Data: Appendix A.1l, Table 25
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1] By Center
{safety Evaluable Patients]

Center: SHEEHAN (#26) : !

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------- LR Severity----------ee-iaiaon
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
ANY EVENT 563 Days (All) 179 164 (92%) 0.1663 359 161 (45%) 149 (42%) 47 (13%) 2 (<1¥%)
549 Days (Group 1) 63 SS (87%) 120 59 (49%) 45 (38%) 15 (13%) 1 (<1¥)
50-56 Days (Group 2) 59 57 (97%) 126 S1  (40%) 57 (45%) 17 (13%) 1 (<1¥%)
57-63 Days (Group 3) 57 52 (91%) 113 51 (45%) 47 (42%) 15 (13%) 0
SKIN AND APPENDAGES DISORDERS
ANY EVENT 563 Days (All) 179 1 (<1%) 1.0000 1 0 1 (100%) 0 0
s49 Days (Group 1) 63 1 (2%) (S 0 1 (100%) 0 0
50-56 Days (Group 2) 59 0 0 0 0 (4] [}
§7-63) Days (Group 3) 57 0 0 0 0 /] 0
SWEATING INCREASED ' s63 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 1] 0 ] 0
57-63 Days (Group 3) | S7 0 0 0 0 o 0
CENTR & PERIPN NERVOUS SYSTEN DISORDERS H
ANY EVENT s63 Days (All) 179 26 (15%) 0.1804 29 9 (31y) 17  (S59%) 3 (10%) 0
549 Days (Group 1) 63 13 (21%) 16 6 (38%) 7 (449) 3 (19%) 0
50-56 Days (Group 2) 59 S (8%) S 1 (20%) 4 (80%) 0 0
§7-63 Days (Group 3) 57 8 (14%) 8 2 (25%) 6 (75%) o 0
(1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
{2) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
'
N L]
Source Data: Appendix A.1l, Table 25
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Appendix D, Table 5b (Continued) I
Adverse Events Possibly or Probably Related to Mifepristone (1] By Center
(Safety Evaluable Patients]

Center: SHEEHAN (#26)

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------- R LR LR Severjty------- .-t
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe ; Unknown

CENTR & PERIPH NERVOUS SYSTEN DISORDERS (cont.)

D1zZINESS 63 Days (All) 179 10 (6%) 0.0008 11 S (45%) 3 (27%) 3 (27y) 0
=49 Days (Group 1) 63 9 (14%) 10 4 (40%) | 3 (30%) 3 (30%) 0
50-56 D'ay! (Group 2) 59 1 (2%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 57 0 0 0 0 0 0
HEADACHE s63 Days (All) 179 17 (9%) 0.4097 18 4 (22%) 14 (78%) (] 0
549 Days (Group 1) 63 5 (8%) 6 2 (33%) 4 (67%) 0 0
50-56 Days (Group 2) 59 4 (7%) 4 0 4 (100%) 1] 0
57-63 Days (Group 3} s7 8 (14%) 8 2 {25%) 6 (75%) (1] (1]
VISION DISORDERS :
ANY EVENT ) ' 563 Days (All) 179 1 (<1%) 1.0000 1 0 0 ' 1 (r00%) 0
s49 Days (Group 1) 6) 1 (2%) 1 0 0 1 (100%) 0
’ 50-56 Days (Group 2) 59 ] 0 (] 0 ] 0
‘ 57-63 Days (Group 3) 57 0 0 0 0 ] 0
VISION ABNORMAL 563 Days (All) 179 "1 (<1%) 1.0000 1 0 [ 1 (100%) 0
s49 Days (Group 1) 61 1 (2%) 1 0 0 1 (100%) 0
50-56 Days (Group 2) 59 [\] 0 0 [ 0 0
! 57-63 Days (Group 3) 57 '] 0 0 | 0 0 0
!
PSYCNIATRIC DISORDERS
ANY EVENT %63 Days (All) 179 3 (2%) 0.774]6 3 2 (67%) 0 1 (33v) 0
549 Days (Group 1) 61 2 (3%) | 2 1 (50%) 0 1 (50%) 0
50-56 Days (Group 2) 59 1 (2%) i 1 1 (100%) 0 0 0
$7-63 Days (Group 3) 57 0 0 0 0 0 0
! I
[1) Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1l, Table 25
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1) By Center
[Safety Evaluable Patients]

Center: SHEEHAN (#26)

Gestational Total Number Fisher's
Age i Number of Pts exact | Number - -------- pmmeee e Severity--«-ceccoccaiaiaaas
Body System/Event Group [2]) of Pts w/Event p-valuL of Events Mild Moderate Severe Unknown
PSYCHIATRIG DISORDRRS (cont.)
ANOREXIA 563 Days (All) 179 1 (<1%) 1.0000 1 1 (100%) 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 0 4}
57-63 Days (Group 3) 57 0 0 0 0 0 0
DEPRESSION s63 Days (All) 179 1 (V) 0.6480 1 1 (100%) 0 0 0
%49 Days (Group 1) 63 0 0 0 0 ! 0 0
50-56 Days (Group 2) s9 1 (2%) 1 1 (100%) 0 |0 0
$7-63 Days (Group 3) 57 0 0 0 0 0 0
EMOTIONAL LABILITY ’ 363 Days (All) 179 1 {<1%) 1.0000 1 0 0 1 (100%) o
' $49 Days (Group 1) 63 1 Qv 1 0 0 ' 1 (100%) 0
50-56 Days (Group 2) 59 0 0 0 1] /] | 0
$7-63 Days (Group 3) 57 0 0 [ 0 0 0
GASTRO-INTESTINAL SYSTEMN DISORDERS
ANY EVENT s63 Days (All) 179 123 (69%) 0.0422 192 86 (45%) 78 (41%) 27 (14%) 1 (<1%)
=49 Days (Group 1) 63 36 (57%) 54 28 (S2%) 22 (41%) 4 (%) 0
50-56 Days (Group 2) S9 46 (78%) 75 30 (40%) 31 (41%) 13 (17%) 1 (1%)
$7-63 Days (Group 3) 57 41  (72%) 63 28 (44%) 25 (40%) 10 (16%) 0
ABDOMINAL PAIN (STOMACH AND INTESTINAL) 563 Days (All) 179 2 (1%) 0.7667 2 1 (50%) 0 1 (S0%) 0
s49 Days (Group 1) 63 1 (2%) 1 1 (100%) 0 (1] 0
50-56 Days (Group 2) 59 0 0 0 0 0 0
57-63 Days (Group 3) 57 1 (2%) 1 0 0 1 {100%) [

.

(1] Includés all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
(2} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.

Source Data: Appendix A.1, Table 25
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone {1] By Center
[Safety Evaluable Patients)

Page 29 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  -----------c--oaol-.. Severjty-------------cal o
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO-INTESTINAL SYSTEN DISORDERS {cont.)
DIARRHEA * s63 Days (All) 179 4 (2%) 1.0000 5 1 (20%) 4 (80%) 0 0
s49 Days (Group 1) 63 2 (3%) 2 1 (50%) 1 (50%) 0 0
50-56 Days (Group 2) 59 1 (2%) 2 0 2 (100%) 0 0
$7-63 Days (Group 3) s7 1 (2%) 1 0 1 (100%) o 0
T
DYSPEPSIA £63 Days (All)} 179 k] 2%) 0.5336 3 1 (33%) 1 (33%) 1 (33w) 0
549 Days (Group 1) 63 1 (2%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 59 2 (3%) 2 0 1 (S0%) 1 (50%) [
57-63 Days (Group 3) 57 o 0 [} 0 0 0
NAUSEA s6) Days (All) 179 114 (64%) 0.0393 141 68 (48%) 55 {(39%) 17 (12%) 1 (<1¥%)
<49 Days (Group 1) 63 33 (s2w) 42 24 (57%) 16 (38%) 2 (S%) 0
$0-56 Days (Group 2) s9 44  (75%) 56 24 (43%) 23 (41%) 8 (14%) 1 (2%)
57-63 Days (Group 3) s7 37 (65%) 43 20 (47%) 16 (37%) 7 (16%) 0
VOMITING £63 Days (All) 179 36 (20%) 0.1848 41 15  (37%) 18 (44%) 8 (20%) 0
=49 Days (Group 1) 63 8 (13%) 8 1 (13v) 5 (63%) 2 (25V) 0
50-56 Days (Group 2) S9 14 (24%) 15 6 (40%) S (33y) 4 (27v) [+}
57-63 Days (Group 3) 57 14 (25%) 18 8 (44%) 8 (44%) 2 (11%) 0
NETABOLIC AND NUTRITIONAL DISORDERS :
ANY EVENT 263 Days (All) 179 1 (<1%) 1.0000 1 1 (100%) 0 0 0
s49 Days (Group 1) 63 1 (2w 1 1 (100%) 0 . 0 0
50-56 Days (Group 2) 59 0 0 0 0 0 0
57-63 Days (Group 3) $7 0 0 0 0 0 0
(1) Includés all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vagilnal ultrasonography.
Source Data: Appendix A.1, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 30NOV98:10:58 [ FINAL

no
-~J
(42}

MIF 007065



The Population Council Page 30 of 49
Protocol 166B

Appendix D, Table 5b (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1] By Center
[Safety Evaluable Patients)

Center: SHEEHAN (#26)

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------- R Severity------------aoonn
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown

METABOLIC AND NUTRITIONAL DISORDERS {comt.)

DEHYDRATION 263 Days (All) 179 1 (<1¥%) 1.0000 1 1 (100%) 0 0 0
s49 Days (Group 1) 63 1 (2%) 1 1 (100%) 0 0 0
$0-56 Days (Group 2) 59 0 ; 0 [ 0 0 0
$7-63 Days (Group 3) 57 0 0 ] 0 (] 0
VASCULAR (BXTRACARDIAC) DISORDERS )
ANY EVENT 263 Days (All) 179 1 (<l¥) 0.6480 1 1 (100%) 0 0 0
549 Days (Group 1) 63 0 (] 0 (] o [+]
5p-56 Days (Group 2) 59 1 (2w 1 1 (100%) ) 0 0
57-63 Days (Group 3} 57 V] 0 0 0 0 0
VEIN DISORDER ' s63 Days (All) 179 1 (<l¥) 0.6480 ‘1 1 (100%) 0 ! 0 0
549 Days (CGroup 1) 63 0 ‘iO 0 0 o 0
$0-56 Days (Group 2} 59 1 (2%) i1 1 (100%) 0 /] 0
57-63 Days {(Group 3} 57 0 0 0 0 (] 0
RED BLOOD CELL DISORDERS H
ANY EVENT %63 Days (All) 179 1 (<1¥%) 0.3184 1 1 (100%) 0 0 [}
=49 Days (Group 1) 61 0 ] 0 (1] (] ]
50-56 Days (Group 2) 59 0 (] 0 0 +] 0
57-63 Days (Group 3) s7 1 (2%) 1 1 (100%) 0 0 0
(1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
{2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
o '
Source Data: Appendix A.1, Table 25
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1] By Center
[Safety Evaluable Patients)

Center: SHEEHAN (#26)

Gestational Total Number Fisher's
Age . Number of Pts exact Number R LT Severity---------- -t
Body System/Event Group (2) ‘ of Pts w/Event p-value of Events Mild Moderate Severe Unknown
RED BLOOD CELL DISORDERS (cont.) !
ANAEMIA * 563 Days (All) 179 1 (<1%) 0.3184 1 1 (100%) 0 0 0
549 Days (Group 1) 63 0 0 0 1] 0 (]
50-56 Days (Group 2) 59 0 4] 0 0 0 0
57-63 Days (Group 3) 57 1 (2%) 1 1 (100%) 0 0 ]
REPRODUCTIVR DISORDERS, FEMALE
ANY EVENT 563 Days (All) 179 1 (<1%) 1.0000 1 1 (100%) 0 0 0
s49 Days (Group 1) 63 1 i(2!) 1 1 (100%) 0 0 0
50-56 Days (Group 2) s9 0 i 0 0 0 0 [}
57-63 Days (Group 3) 57 0 I 0 0 (1] 0 [
LEUKORRHOEA ’ ’ s63 Days (All) 179 ly (<1%) 1.0000 1 1 (100%) 0 ' 0 0
s49 Days (Group 1) 63 1 (2%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 59 o 0 0 1] 0 0
57-63 Days (Group 3) 57 0 0 0 o ., 0 0
BODY AS A WROLE - GENERAL DISORDERS
ANY EVENT s63 Days (All) 179 117  (65%) 0.9040 128 60 (47%) 52 (41%) 15 (12%) 1 (<1¥)
$49 Days (Group 1) 63 40 (63%) 44 22 (50%) 15 (34%) 6 (14%) 1 (2v)
50-56 Days (Group 2) 59 40 (68%) 43 18 (42¥) 21 (49%) 4 (9%) 0
57-63 Days (Group 3) s7 37 (65%) 41 20 (49%) 16 (39%) S (12%) 0
{1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
{2]) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
!
) [}
Source Data: Appendix A.1, Table 25
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1) By Center
[Safety Evaluable Patients)

Page 132 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------- e Severjty-----cc-cercecaa i
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A YHOLE - GENERAL DISORDERS (cont.)
ABDOMINAL PAIN 563 Days (All) 179 116 (65%) 0.9800 122 58 (48%) 51 (42%) 12 (10%) 1 (<1¥)
s49 Days (Group 1) 63 40 (63%) 43 22 (51%) 15  (35%) S (12%) 1 (2%)
50-56 Days (Group 2) 59 39 (66%) 39 17 {44%) 20 (S1%) 2 (5%) 0
57-63 Days (Group 3) 57 37 (65%) 40 19 (48%) 16 (40%) S (13%) 0
ASTHENIA s6) Days (All) 179 2 {(1%) 1.0000 2 0 [+] 2 (100%) 0
549 Days (Group 1) 63 1 (2%) 1 0 0 1 (100%) 0
50-56 Days {(Group 2) 59 1 (2%) 11 0 0 1 (100%) 0
57-63 Days (Group 3) 57 0 1] 0 0 o 0
BACK PAIN s63 Days (All) 179 2 (1%) 0.54113 2 1 {50%) 1 (50%) 4] 0
549 Days (Group 1) 63 1] 0 0 0 ' 0 0
$0-56 Days (Group 2) 59 1 (2%} 1 0 1 (100%) 0 0
57-63 Days (Group 3) 57 1 (2%) 1 1 (100%) 0 0 0
|
FATIGUE s6) Days (All) 179 2 (1%) 0.2076 2 1 (s0%) 0 1 (S0%) o
s49 Days (Group 1) 63 0 -0 ] 0 4] 0
50-56 Days (Group 2) 59 2 (3%) 2 1 (50%) 0 1 (S0%) 0
57-63 Days (Group 1) 57 (1] 0 0 ] 0 0
RESISTANCE MECRANISN DISORDERS
ANY EVENT s63 Days (All) 179 1 (<1%) 0.6480 1 0 1 (100%) 0 0
549 Daye (Group 1) 63 0 0 0 0 ] 0
50-56 Days (Group 2) 59 1 (2%) 1 0 1 (100%) 0 0
$7-63 Days (Group 3) 57 0 0 0 o ] 0
(1] Includés all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1, Table 25
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Appendix D, Table Sb (Continued) |
Adverse Events Possibly or Probably Related to Mifepristone {1] By Center
[Safety Evaluable Patients]

Center: SHEEHAN (#26)

Gestational ) Total Number Fisher's
Age Number of Pts exact Number  ----------ocoo-oooooo- Severity-------------o--. R
Body System/Event Group [2} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
RESISTANCE MECHANISN DISORDERS (cont.) .
INFECTION VIRAL s63 Days (All) 179 1 (<1¥) 0.6480 1 0 1 (100%) [ 0
%49 Days (Group 1) 63 0 0 0 0 (4] 0
50-56 Days (Group 2) 59 1 (2%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 57 0 ] 0 0 0 0
(1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
|2]) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
i
!
‘ I
|
|
1
" |
Source Data: Appendix A.l, Table 25
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Appendix D, Table 5b (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1] By Center
[Safety Evaluable Patients]

Center: DEAN (#27)

Page 34 of 49

Gestational Total Number Fisher's
Age i Number of Pts exact L Number  --------- [T Severfty------- .-
Body System/Event Group (2] of Pts w/Event p-valu of Events Mild Moderate Severe Unknown
ANY EVEN" s63 Days (All) 191 v138 (72%) 0.2852 385 136 (35%) 170 (44%) 71 (18%) 8 (2%)
s49 Days (Group 1) 29 24 (83%) 68 24 (35%) 37 (54%) 7 (10%) 0
50-56 Days (Group 2) 73 49 (67%) 142 47  (33V) 68 (48Y) 25 (18%) 2 (1%)
§7-63) Days (Group 3) 89 65 (73%) 175 65 (37%) 65 (37%) 39 (22%) 6 (3%)
SKIN AND APPENDAGES DISORDERS
ANY EVENT 263 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 0 0 0 ‘o 0
§7-63 Days (Group 1) 89 1 (1%) 1 1 (100%) 1] 0 0
PRURITUS ' %63 Days (All) 191 1 (<1¥%) 1.0000 1 1 (100%) 0 ' 0 0
s49 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%) 1 1 (100%) [} 0 0
NUSCULO-SKELETAL SYSTEM DISORDERS
ANY EVENT 563 Days (All) 191 1 {<1%) 0.5340 2 0 2 (100%) 0 0
s49 Days (Group 1) 29 0 0 0 0 0 0
50-56 Days (Group 2) 73 1 (1%) 2 0 2 (100%) 0 0
57-63 Days (Group 3) 89 1] 0 0 1] 0 0
(1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
t
. |
Source Data: Appendix A.1, Table 25
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. Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1) By Center

{safety Evaluable Patients|

|Page 35 of 49

Gestational Total Number Fisher's '
Age Number of Pts exact Number  --------a-li-aaaoaao Severity---------. - ...
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
NUSCULO-SKBLETAL SYSTEM DISORDERS (cont.)
MYALGIA 23 63 Days (All) 191 1 (<1%) 0.5340 2 0 2 (100%) 0 0
49 Days (Group 1) 29 0 0 0 0 0 0
50-56 Days (Group 2) 73 1 (1%) 2 0 2 (100%) 0 0
§7-63 Days (Group 3) 89 0 (] 0 0 o 0
i .
CENTR & PERIPH NERVOUS SYSTEM DISORDERS . |
ANY EVENT s63 Days (All) 191 33 Q17y) 0.9010 49 14 (29%) 29 (S59%) S (10%) 1 2%)
=49 Days {(Group 1) 29 S (17v) 7 1 (14%) 6 (86%) 0 0
50-56 Days (Group 2) 73 14 (19%) 18 7 (39%) 9 (50%) 1 (6%) 1 (6%)
57-63 Days (Group 3) 89 14  (16%) 24 6§ (25%) 14 (58%) 4 (17%) 0
DIZZINESS ' ' s63 Days (All) 191 10 (s%) 0.7536 11 2 (18%) 8 (73y) 1 (sy) 0
=49 Days (Group 1) 29 1 (3%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 73 3 (a%) 3 1 (33%) 2 (67%) 0 0
57-63 Days (Group 3) 89 6 (7%) 7 1 (14%) 5 (71%) 1 (14%) 0
HEADACHE s63 Days (All) 191 29  (15%) 0.8248 17 11 (30%) 21 (57%) 4 (11%) 1 (3%}
%49 Days (Group 1) 23 S (17%) 3 1 (17W) S (83%) 0 0
50-56 Days {Group 2) 73 12 (16%) 14 S (36%) 7 (s0%) 1 (7%) 1 (7%)
$7-63 Days (Group 3) 89 12 (13%) 17 5 (29%) 9 (S3%) 3 (18%) 0
. 1
MUSCLE CONTRACTIONS INVOLUNTARY £63 Days (All) 191 1 (<1%) 0.5340 1 1 (100%) 0 i 0 0
=49 Days (Group 1) 29 0 0 o 0 0 0
50-56 Days (Group 2) 73 1 {1%) 1 1 (100%) 0 0 0
57-6) Days (Group 3) 89 0 0 0 0 0 0
{1) Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone. ,
[2) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vagilnal ultrasonography.
|
Source Data: Appendix A.1, Table 25
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone {1] By Center
[safety Evaluable Patients]

Center: DEAN (#27)

Gestational Total Number Fisher's
Age Number of Pts exact Number B Rl R Severjty--------------oo-o ...
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
VISION DISORDERS
ANY EVENnt s63 Days (All) 191 1 (<1%) 0.1518 1 0 1 (100%) 0 0
549 Days (Group 1) 29 1 (3%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 73 (4] . 0 0 0 0 0
$7-63 Days (Group 3) 89 0 0 0 0 0 0
MYDRIASIS s63 Days (All) 191 1 (<1%) 0.1518 1 0 1 (100%) 0 0
s49 Days (Group 1) 29 1 (3%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 73 0 o 0 (] (] 0
S7-63 Days (Group 3) 89 o (] 0 0 (] 0
|
SPECIAL SEWSES OTHER, DISORDERS
ANY EVENT ! s6) Days (All) 191 1 (<1%) 1.0000 1 0 1 (100%) 0 0
<49 Days (Group 1) 29 ] 0 0 0 0 0
$0-56 Days (Group 2) 73 ) 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 (100%) 0 0
549 Days (Group 1) 29 0 0 0 0 o 0
50-56 Days (Group 2} 73 V] 0 0 (1] 0 0
§7-63 Days (Group 3) 89 1 (1%) 1 0 1 (100%) 0 0
PSYCHIATRIC DISORDRRS
ANY EVENT 563 Days (All) 191 2 (1%) 0.6419 2 0 2 (100%) 0 0
s49 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 2 (2%) 2 0 2 (100%) ] 0
I
—
(1) lncludes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
(2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1l, Table 25
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Appendix D,

Table Sb (Continued)

Adverse Events Possibly or Probably Related to Mifepristone (1] By Center
[Safety Evaluable Patients]

Page 37 of 49

Gestational Total Number Fisher's
Age ) Number of Pts exact Number  ---------miiieiiloloon Severity-------- .-
Body System/Event Group (2] ’ of Pts w/Event p-value of Events Mild Moderate Severe Unknown
PSYCHIATRIC DISORDERS (cont.) ,
ANOREXIA 56) Days (All) 191 1 (<1¥%) 1.0000 1 0 1 (100%) (] 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 (1%) 1 0 1 (100%) +] 0
INSOMNIA 563 Days (All) 191 ‘ 1 (<1%)} 1.0000 1 0 1 (100%) 0 0
549 Days (Group 1) 29 0 0 0 ] 0 0
50-56 bays {(Group 2) 73 o 4] (4] 1] 1] 0
$7-63 Days (Group 13) 89 1 i(l\) 1 0 1 (100%) 0 0
GASTRO-INTRSTINAL SYSTEM n:son}'ns
ANY EVENT <63 Days (All) 191 80 (42%) 0.9796 161 42 (26%) 74 (46%) 4  (27%) 1 (<1%)
549 Days (Group 1) 29 12 (41y) 30 11 (37%) 15  (S0%) 4 (13%) 0
50-56 Days (Group 2) 73 30 (41%) 57 12 (21%) 31 (54%) 14 (25%) 0
§7-63 Days (Group 3) 89 38 (43%) 74 19 (26%) 28 (38%) 26 (35W) 1 (1%)
DIARRHEA 563 Days (All) 191 3 (2%) 0.1818 3 1 (33%) 1 (33y) 1 (33%) 0
549 Days (Group 1) 29 1 (3%) " 1 (100%) () 0 0
50-56 Days (Group 2) 73 2 (3%) 2 0 1 (s0%) 1 (50%) 0
57-63) Days (Group 3) 89 0 0 0 (4] 0 0
DYSPEPSIA 63 Days (All) 191 1 (<1¥%) 0.5340 1 0 0 1 (100%) 0
s49 Days (Group 1) 29 0 0 0 0 0 0
50-56 Days (Group 2) 73 1 (1%) 1 0 0 1 (100%) 0
$7-63 Days (Group 3) 89 0 0 0 0 0 0
!
1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1l, Table 25
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Center: DEAN (#27)

Appendix D, Table 5b (Continued)

Adverse Events Possibly or Probably Related to Mifepristone (1] By Center
[Safety Evaluable Patients]

'

page 318 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number - ---------eceonooaon Severity---------- ---oaaon
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO-INTSSTINAL SYSTEM DISORDERS (cont.)
FLATULENCE 563 Days (All) 191 2 (1%) 0.641% 2 [} 1 (50%) 0 1 (50%)
549 Days (Group 1) 29 0 0 0 0 0 0
50-56 Days (Group 2) 73 0 0 (4] 0 0 0
57-63 Days (Group 3) 89 2 (2%) 2 0 1 (50%) 0 1 (s0%)
NAUSEA 563 Days (All) 191 66 (35%) 0.9566 99 33 (33%) 46 (46%) 20 (20%) 0
s49 Days (Group 1) 29 10 (34%) 22 8 (36%) 12 (SS%) 2 (9%) 0
50-56 Days {(Group 2) 73 24 (33%) 133 9 (27%) 18 (55%) 6 (18%) 0
57-63 Days (Group 3) 89 32 (3&%) ‘44 16 (3I6Y) 16 (36%) 12 (27%) 0
VOMITING $63 Days (All) 191 38 (20%) 0.9103 56 8 (14%) 26 (46%) 22 (39%) 0
549 Days (Group 1) 29 s (17%) 7 2 (29%) 3 (43%) 2 (29%) [
50-56 Days (Group 2) 73 14 (19%) 21 3 (14%) 12 (57%) 6 (29%) 0
57-63 Days (Group 3) 89 19 (21%) 28 3 (11%) 11 (39%) 14 (50%) 0
RESPIRATORY SYSTEM DISORDERS I
ANY EVENT 563 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
$0-S6 Days (Group 2) 73 0 0 0 ) 0 0
57-63 bays (Group 3) 89 0 0 0 - 0 o 1]
DYSPNOEA %63 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) 73 o 0 0 0 ] 0
57-63 Days (Group 3) 89 0 0 0 0 0 [
{1} Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
(2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1, Table 25
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Appendix D, Table S5b (Continued)

Adverse Events Possibly or Probably Related to Mifepristone {1) By Center

[Safety Evaluable Patients]

Page 39 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------- et Severfty---------------. . .-
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
REPRODUCTIYE DISORDERS, FEMALE
ANY EVENT 563 Days (All) 191 k] (2%) .0607 3 1 (33%) 1 (33%) 1 (33%) 0
s49 Days (Group 1) 29 2 (7%) 2 1 (s0%) 1 (50%) 0 0
50-56 Days (Group 2) 73 0 0 ] 0 0 0
57-63 bDays (Group 3) 89 1 (1%) 1 0 1] 1 (100%) 0
LEUKORRHOEA s63 Days (All) 191 1 (<1¥%) 1518 1 1 (100%) 0 0 0
=49 Days (Group 1) 29 1 (3%) 1 1 (100%) 0 0 [}
50-56 Days (Group 2) 73 1] 0 0 0 (4] [+]
57-63 Days (Group 3) 89 4] 0 0 ] 0 0
UTERINE HAEMORRHAGE s63 Days (All) 191 1 (<1¥) .1518 1 0 1 (100%) 0 0
s49 Days (Group 1) 29 1 (3y) 1 0 1 (1008) ] 0
50-56 Days (Group 2) 73 0 0 0 0 1] 1]
i 57-63 Days (Group 3) 89 0 0 [} 0 (] 0
VAGINAL DISCOMFORT s63 Days (All) 191 1 (<1%) .0000 1 0 0 1 (100%) 0
549 Days (Group 1) 29 0 0 0 0 4] 0
50-56 Days (Group 2) 73 o 0 0 0 0 0
57-63 Days (Group 3) 89 1 (1%) 1 0 [ 1 (100%) 0
!
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT 563 Days (All) 191 105 (55%) L7532 164 77T (47V%) 60 (37%) 21 (13y) 6 (4%)
549 Days (Group 1) 29 18 (62%) ; 27 10 (37%) 14 (52%) 31 (1) 0
50-56 Days (Group 2) 73 39 (53%) | 65 28 (43V) 26  (40V) 10 (15%) 1 (2%)
57-63 Days (Group 3) 89 48  (54%) ’ 72 39 (54%) 20 (28%) 8 (11%) S (7%)
(1) Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
{2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1, Table 25
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Appendix D, Table 5b (Continued)

Adverse Events Possibly or Probably Related to Mifepristone [1] By Center

[safety Evaluable Patients]

Page 40 of 49

Gestational Total Number Figsher's
Age ) Number of Pts exact | Number  -------ci-iiceimanns Severity----------. --o-- -
Body System/Event Group (2} ! of Pts w/Event p value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS {cont.)
ABDOMINAL PAIN s63 Days (All) 191 103 (54%) 0.6419 147 71 (48%) S0 (34%) 0 (14%) 6 (4%)
s49 Days (Group 1) 29 18 (62%) 23 8 (35%) 12 (52%) 3 (13y) 0
50-56 Days (Group 2) 73 38  (52%) 58 27 (47%) 21 (36%) 9 (16%) 1 (2%)
$7-63 Days (Group 3) 89 47 (53%) 66 36 (55%) 17 (26%) 8 (12%) S (8%)
ASTHENIA s63 Days (All) 191 4 (2%)  0.808S 4 1 (25%) 3 (75%) 0 [}
549 Days (Group 1) 29 0 0 0 0 ‘ 0 0
50-56 Days (Group 2) 7 1 (1%) 1 o 1 (100}) 0 0
S7-63 Days {(Group 1) 89 3 (3%) 3 1 (33%) 2 (67%) ] 0
BACK PAIN s63 Days (All) 191 8 (4%) 0.0551 9 4 (44%) 4 (449) 1 (11%) 0
s49 Days (Group 1) 29 3 (10%) k] 2 (67%) 1 (JJI!) 0 0
S0-56 Days (Group 2) 73 4 (S%) 5 1 (20%) 3 (60%) 1 (20%) 0
$7-63 Days (Group 3) 89 1 {(1%) 1 1 (100%) 0 0 0
FATIGUE s63 Days (All) 191 3 (2%) 0.5453 3 0 3 (100%) ] 0
s49 Days (Group 1) 29 1 (3%) 1 0 1 (100%) ' 0 (]
50-56 Days (Group 2) 73 1 () 1 0 1 (100%) 0 (]
57-63 Days (Group 3) 89 1 (1) 1 0 1 (100%) 0 0
FEVER s63 Days (All) 191 1 (<1W) 1.0000 1 1 (100%) 0 0 0
s49 Days (Group 1) 29 0 0 4 0 0 0
50-56 Days (Group 2) 73 0 0 0 0 0 0
§7-63 Days (Group 3) 89 1 (1%) 1 1 (100%) 0 0 0
{1} Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
{2) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1, Table 2S5
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone {1] By Center
(safety Evaluable Patients]

Center: CREININ (#28)

Gestational Total Number Fisher's
Age Number of Pts exact Number  -------- LR Severity-------------.. oo
Body System/Event Group [2) of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
%
ANY EVENT 563 Days (All) 115 94 (82%) 0.4921 216 110 (51%) 68 (31%) 38 (18%) [}
s49 Days (Group 1) 23 19 (83%) 46 24 (52%) 16 (35%) 6 (13%) 0
50-56 Days (Group 2) S0 43 (86%) 97 42 (43%) 34 (35%) 21 (22%) [}
57-63 Days (Group 3) 42 32 (76%) 73 44 (60%) 18 (25%) 11 (15%) | 0
N 1
SKIN AND APPENDAGES DISORDERS '
ANY EVENT £63 Days (All) 115 1 (<1%) 1.0000 1 0 1 (100%) 0 0
=49 Days (Group 1) 23 0 0 4] 0 (] 0
50-56 Days (Group 2) S0 1 (2%) 1 0 1 (100%) 0 0
57-61 Days (Group 3) 42 (] 0 0 [1] 0 0
SWEATING INCREASED . £63 Days (All} 115 1 (<1¥%) 1.0000 1 0 1 (100%) 0 0
549 Days (Group 1) 23 0 0 1] 0 0 0
50-56 Days (Group 2) S0 1 (2%) 1 [+} 1 (100%) 0 0
57-63 Days (Group 3) 42 0 0 0 0 0 [}
CENTR & PERIPH NERVOUS SYSTEM DISORDERS
ANY EVENT s63 Days (All) 115 21  (18%) 0.7389 25 15 (60%) 7 (28%) 3 (12v) 0
=49 Ddys (Group 1) 23 3 (13%) 3 3 (100%) 0 0 0
50-56 Days (Group 2) 50 9 (18%) 12 S (42%) 5 (42%) 2 (17%) [}
57-63 Days (Group 3) 42 9 ({(21W) 10 7 (70%) 2 (20%) 1 (10%) [}
(1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
{2]) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
]
t
i
Source Data: Appendix A.1, Table 25
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1] By Center
[Safety Evaluable Patients]

Center: CREININ (#28)

Page 42 of 49

Gestational ’ Total Number Figher's
Age Number of Pte exact Numbey  --------c-anoacnoaooo. Severity-----------a-aoann
Body System/Event Group (2] of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
CENTR & PERIPH NERVOUS SYSTEN DISORDERS (comt.)
DIZZINESS s63 Days (All) 115 7 (6%) 1.0000 7 6 (B6%) 1 (14%) o 0
$49 Days (Group 1) 23 1 (4%) 1 1 (100%) 0 ° 0
50-56 Days (Group 2) S0 3 (6%) 3 3 (100%) 0 0 0
57-63 Days (Group 3) 42 3 (%) 3 2 (67%) 1 (33%) 0 0
HEADACHE £63 Days (All) 115 15 {(13%) 0.8756 18 9 (50%) 6 (33%) 1 (17w) 0
s49 Days (Group 1) 23 2 (9%) 2 2 (100%) 0 0 0
50-56 Days (Group 2) 50 7 (law) 9 2 (22%) S (56%) 2 (22w) 1}
§7-63 Days (Group 3) 42 6 {14%) 7 5 (71v) 1 (14%) 1 (l4aw) 0
|
GASTRO-INTESTINAL SYSTEM DISORDERS
ANY EVENT ’ . 363 Days (All) 115 49 (43%) 0.6670 72 31 (43W) . 25 (35}) 16  (22%) 0
549 Days (Group 1) 23 11 (48%) 19 7 (37%) 8 (42V) 4 (21y) 0
50-56 Days (Group 2) 50 19 (38%) 28 11 (39%) 8 (29%) 9 (3a2v) 0
$7-63 Days (Group 3) 42 19 (45%) is 13 (52%) 9 (36%) 3 {12w) 0
CONSTIPATION s63 Days (All) 115 2 (2%) 1.0000 2 2 (100%) 0 0 [}
549 Days (Group 1) 23 0 0 0 0 0 0
50-56 Days (Group 2) S0 1 (2%) 1 1 (100%) 0 0 [
57-63 Days (Group 3) 42 1 (2%) 1 1 (100%) 0 0 0
DIARRHEA s63 Days (All) 118 7 (6%) 0.3142 10 6 (60%) 3 (30%) 1 (10%) 0
549 Days (Group 1) 23 3 (13w) 4 3 (75%) 1 (25%) 0 [}
50-56 Days (Group 2) S0 2 (a%) 4 2 (50%) 1 (25%) 1 (25%) 0
57-63 bays (Group 3) 42 2 (s%) 2 1 (50%) 1 (S0%) ] 0
(1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
{21 Gestarional age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1, Table 25
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone [1) By Center
[Safety Evaluable Patients}

Center: CREININ (¥28)

Gestational Total Number Fisher's
Age | Number of Pts exact Number  --------eamnaaaaoon Severjity-----------iooiioinn

Body System/Event Group (2)[ of pts  w/Event p-value of Events Mild Moderate Severe Unknown

GASTRO-INTESTINAL SYSTEN DISORDERS (cont.) !

DYSPEPSIA s63 Days (All) 115 2 (2%) 0.1699 2 2 (100%) 0 0 0
<49 Days (Group 1) 23 0 0 0 0 0 0
50-56 Days (Group 2) S0 0 0 0 0 0 0
57-63 Days (Group 3) 42 2 (5%) 2 2 (100%) [} 0o 0

NAUSEA 563 Days (All) 115 30 (26%) 0.7897 39 13 (33%) 15 (38%) 11 (28%) 0
s49 Days (Group 1) 23 7 (30%) 12 3 (25%) 6 (S0%) 3 (25Y) 0
50-56 Days (Group 2) S0 12 {24%) 14 4 (29%) 4 (29%) 6 (43%) 0
57-63 Days (Group 13) 42 11 5(26\) 13 6 (46%) S (38%) 2 (15%) 0

VOMITING . ;‘ s63 Days (All) 115 17 (15%) 0.7018 19 8  (42%) 7 (37%) 4 (21v) 0
549 Days (Group 1) 23 2 (9%) 3 1 (33%) 1 (33%) 1 (33w) 0
$0-56 Days (Group 2} S0 8 (16%) 9 4 (44%) 3 (33y) 2 (22v) 0
57-63 Days (Group 1) 42 7 (1Y) 7 3 (43W) 3 (43Y) 1 (14W) 0

REPRODUCTIVE DISORDERS, PEMALE

ANY EVENT 563 Days (All) 115 1 (<1%) 1.0000 1 0 0 1 (100%) 0
s49 Days (Group 1) 23 V] (1] 0 0 0 0
50-56 Days (Group 2) S0 1 2y) 1 0 0 1 (100%) 0
57-63 Days (Group 3) 42 0 0 0 (1] o 0

UTERINE HAEMORRHAGE s63 Days (All) 115 1 (<1%) 1.0000 1 0 0 1 (100%) 0
249 Days (Group 1) 23 0 0 0 0 0 0
50-56 Days (Group 2) 50 1 (2%) 1 0 0 1 (100%) 0
57-63 Days (Group 3) 42 0 0 0 0 o] 0

]

(1] Includes all events for wHich the relationship to study drug was reported as possibly or probably related to mifepristone.
{2) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.

Source Data: Appendix A.1, Table 25
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1] By Center
[Safety Evaluable Patients)

Page 44 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------c----aaniannn Severity-------. - ---oceaaon
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLR - GENERAL DISORDERS
ANY EVENT s63 Days (All} 115 . 85 (74%) 0.4191 117 64 (55%) 35 (30%) 18 (15%) 0
549 Days (Group 1) 23 16  (70%) 24 14 (58%) 8 (33%) 2 (8%) 0
50-56 Days (Group 2) 50 40 (80%) 55 26 (47%) 20 (36%) 9 (16%) 0
57-63 Days (Group 3) 42 29 (69%) 3B 24  (63%) 7 (18%) 7 (18%) o
ABDOMINAL PAIN 563 Days (All) 115 83 (72%) 0.4705 102 57 (56¥%) 29 (28%) 16 (16%) [}
549 Days (Group 1) 23 16 (70%) 19 10 (53%) T (37Y) 2 (11%) 0
50-56 Days (Group 2) 50 19 (78%) 47 24 (51%) 15 (32%) 8 (17%) 0
57-63 Days (Group 3) 42 28 (67%) ' 36 23 (64%) 7 (19%) 6 (17%) 0
BACK PAIN 563 Days (All} 115 9 (8%) 0.6621 9 4 (44%) 3 (33%) 2 (22%) 0
s49 Days (Group 1) 23 2 (9%) 2 2 (100%) 0 , (/] 0
50-56 Days (Group 2) 50 5 (10%) S 1 (20%) 3 (60%) 1 (20%) 0
$7-63 Days (Group 3) 42 2 (5%) 2 1 (sov) 0 1 (50%) 0
|
FATIGUE £63 Days (All) ' 115 3 (3%) 0.1479 3 2 (67%) 1 (33y) o 0
£49 Days (Group 1) ’ 23 2 (9%) 2 2 (100%) 0 0 0
50-56 Days (Group 2) S0 1 (2%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 42 0 0 (4] 4] (] ]
LEG PAIN s63 Days (All) 115 2 (2%) 0.4928 2 0 2 (100%) 0 0
€49 Days (Group 1) 23 1 (4%) 1 0 1 (100%) 0 0
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
(1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
(2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.l, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2,SAS 30NOV98:10:58 FINAL
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone [1] By Center
[Safety Evaluable Patients)

Center: CREININ (#28)

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------- R Severity----:---------o---oo-
Body System/Event Group [2] of Pts w/Event p-value of Events Mild Moderate Severe . Unknown

BODY AS A rﬂOLl - GENERAL DISORDERS (cont.)

SYNCOPE $63 Days (All) 115 1 (<1¥%) 1.0000 1 1 (100%) 0 0 0
549 Days (Group 1) 23 0 0 0 0 o 0
S0 56 Days (Group 2) S0 1 (2y) 1 1 (100%) b 0 0
S$7-63 Days (Group 3) 42 1] 0 0 (4] 0 0

{1) Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
(2) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.

Source Data: Appendix A.l1, Table 2§

J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 3IONOV98:10:58 FINAL
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Appendix D, Table Sb (Continued)

Adverse Events Possibly or Probably Related to Mifepristone (1] By Center

[Safety Evaluable Patients]

Page 46 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  ------------c-cannnn Severity--------------o-oo oo
Body System/Event Group (2) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
ANY EVENYT 563 Days (All) 83 55 (66%) 0.9552 107 28 (26%) S0 (47%) 28 (26%) 1 (<1%)
549 Days (Group 1) 28 18  (64%) 3s 10 (29%) 18 (S1%) 6 (17%) 1 (3v)
50-56 Days (Group 2) 37 25 (68%) 42 10  (24%) 16 (38%) 16 (38%) 0
57-63 Days (Group 3) 18 12 (67%) 30 8 (27%) 16 (538} 6 (20%) 0
CENTR & PERIPN NERVOUS SYSTEN DISORDERS
ANY EVENT s63 Days (All) 83 9 (11%) 1.0000 9 3‘ (33%) 4 (44p) 2 (22%) 0
549 Days (Group 1) 28 311y 3 1 (33y) 2 (67V) ° 0
50-56 Days (Group 2) 37 4 (11%) 4 2 (50%) 1 (25%) 1 (25%) 0
57-63 Days (Group 3) 18 2 (11%) 2 [ 1 (Ss0%) 1 (50%) 0
DIZZINESS s63 Daye (All) 83 S (6%) 0.7091 S 2 (40%) 2 (40%) 1 {20%) 0
=49 Days (Group 1) 28 2 (7%) 2 0 2 (100%) 0 0
50-56 Days (Group 2) 17 3 (8%) 3 2 (67%) o 1 (33y) [
57-63 Days (Group 3) 18 0 0 0 0 0 0
HEADACHE =63 Days (All) 83 k] (4%) 1.0000 3 1 (33y) 2 (67%) 0 0
s49 Days (Group 1) 28 1 (4%) 1 1 (100%) ] 0 0
50-56 Days (Group 2) 37 1 (3%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 18 1 (6%) 1 0 1 (100%) 0 0
MIGRAINE 563 Days (All) 83 1 (1%) 0.2169 1 0 [ 1 (100%) 0
s49 Days (Group 1) 28 0 0 0 0 0 0
50-56 Days (Group 2) 37 0 0 0 0 e [}
57-63 Days (Group 3) 18 1 (6%) 1 0 0 1 (100%) [
{1} Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
{2) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 3I0NOV98:10:58 FINAL
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1] By Center
[Safety Evaluable Patients]

Page 47 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------- R R Severity---------- - .o
Body System/Event Group (2]. of pPts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO- INTESTINAL SYSTEM DISORDERS
ANY EVENT 63 Days (All) 83 30 (36%) 0.87137 48 11 (23%) 22 (46%) 15 (31%) 0
249 Days (Group 1) 28 9 (32%) 13 3 (23%) T (54%) 3 (23%) 0
50-56 Days (Group 2) 37 14 (38%) 20 3 (15%) 8 (40%) 9 (45%) [
$7-63 Days (Group 3) 18 7 (39%) 15 S (33%) 7 (47%) 3 {20%) 0
' .
DIARRHEA 263 Days (All) 83 3 (4%) 1.0000 3 1 (33%) 2 (67V) 0 [ o
549 Days (Group 1) 28 1 (4%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 37 1 (3%) 1 [} 1 (100%) 0 0
57-63 Days (Group 3) 18 1 (6%} 1 1 (100%) 0 0 0
NAUSEA s63 Days (All) 81 24 (29%) 0.9503 28 8 (29%) 13 (46%) 7 (25%) 0
549 Days (Group 1) 28 9 (32%) 10 3 (30%) 5 (50%) 2 (20%) 0
$0-56 Days (Group 2) 37 10 (27%) 11 3 (27%) 4 (36%) 4 (36%) 0
57-63 Days (Group 3) 18 S (28%) 7 2 (29%) 4 (57%) 1 {14%) 0
VOMITING s63 Days (All) a3 14 (17%) 0.2069 17 2 (12%) 7 (41%) 8 (47%) 0
=49 Days (Group 1) 28 2 (7%) 2 ] 1 (s50%) 1 (50%) 0
S50-56 Days {(Group 2) 37 8 (22%) 8 0 3 (38%) S (63%) 0
57-63 Days (Group 3) 18 4 (22%) ? 2 (29%) 3 {43y) 2 (29%) 0
HEART RATE AND RNYTHM DISORDERS
ANY EVENT $63 Days (All) 83 1 {(1%) 0.5542 1 0 1 (100%) 0 0
s49 Days (Group 1) 28 1 (4%) 1 0 1 (100%) : 0 0
50-56 Days (Group 2) 37 0 0 0 0 0 0
57-63 Days (Group 3) 18 0 0 0 0 0 (]
‘ .
[1) Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone. '
[2}] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vagi'nal ultrasonography.
Source Data: Appendix A.l, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 30NOV98:10:58 i FINAL
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Center: SOGOR (#29)

Appendix D, Table Sb (Continued)

Adverse Events Possibly or Probably Related to Mifepristone (1] By Center

[Safety Evaluable Patients]

Page 4B of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------- R LR Severity----------ioocaonn
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
KRART RATE AND RNYTHN DISORDERS (cont.)
TACHYCARDIA s63 Days (All) 83 1 (1) 0.5542 1 0 1 (100%) 0 [
%49 Days (Group 1) 28 1 4%) 1 0 1 (100%) (4] 0
50-56 Days (Group 2) 37 0 . 0 0 0 ] 0
57-63 Days (Group 3) 18 (] 0 (4] 0 o 0
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT 563 Dayé (All) 83 42 (S1v) 0.7469 49 14 (29%) 23 (47%) 11 (22%) 1 (2%)
549 Days (Group 1) 28 15  (54%) 18 6 (33%) 8 (44%) 3 (17w) 1 (6%)
50-56 Days (Group 2) 37 17 (46%) 18 S (28%) 7 {(39%) 6 (33%) 0
5’7-63 Days (Group 3) 18 10 (S6%) 13 3 (23%) 8 (62%) 2 (15%) 0
ABDOMINAL PAIN s63 Days (All) 83 42 (51%) 0.7469 46 14 (30%) 20  (438) 11 (24%) 1 (2%)
549 Days (Group 1) 28 15 (S4%) 1‘7 6 (35%) 7 (41%) 3 {(18%) 1 (e%)
50-56 Days (Group 2) 37 17  (46%) 18 5 (28%) 7 (39%) 6 (33%) [
57-63 Days (Group 3) 18 10 (S6%) 11 3 (27%) 6 (s5%) 2 (18%) 0
BACK PAIN 563 Days (All) 83 1 (1%) 0.2169 1 0 1 (100%) [+ B 0
=49 Days (Group 1) 28 0 0 0 0 ] (]
50-56 Days (Group 2) 37 0 0 0 0 0 0
57-63 Days (Group 3) 18 1 (6%) 1 0 1 (100%) 0 0
CHEST PAIN =63 Days (All) a3 1 (1%) 0.2169 1 0 1 (100%) 0 0
=49 Days (Group 1) 28 0 0 0 (/] 4] 0
50-56 Days (Group 2) 37 0 0 0 0 0 0
$7-63 Days (Group 3) 18 1 (6%) 1 0 1 (100%) 0 0
(1] Includes all events for which the relatjonship to study drug was reported as possibly or probably related to mifepristone.
(2) Gesta’:lonal age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 30NOV98:10:58 FINAL

no
(de
L~

MIF 007084



The Population Council Page 49 of 49
Protocol 166B

Appendix D, Table 5b (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1] By Center
[Safety Evaluable Patients)

Center: SOGOR (#29)

Gestational Total Number Fisher's
Age ) Number of Pts exact Number  --------- A AR Severity-------------------.--

Body System/Event Group (2][ of Pts  w/Event p-value of Events Mild Moderate Severe Unknown

BODY AS A‘mon - GENERAL DISORDERS (cont.) ’

FEVER 563 Days (All) 83 1 (1%) 0.5542 1 0 1 (100%) 0 (/]
. s49 Days (Group 1) 28 1 (4%) 1 0 1 (100%) 0 [
50-56 Days (Group 2) 37 0 0 0 0 0 0
57-63 Days (Group 3) 18 (¢] 1] (] 0 0 0
(1} Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
{2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
|
i
'
. 1
Source Data: Appendix A.1, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 3IONOV98:10:58 FINAL
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Protocol 166B
Appendix D, Table Sc '
Adverse Events Possibly or Probably Related to Misoprostol [1] By Center
[safety Evaluable Patients]

Center: POINDEXTER (¥21)

Gestational Total Number Fisher's
Age Number of Ptes exact Number  --------- SRR LR R Severjty------------coininoo
Body System/Event (2] Group (3] of Pts w/Event p-value of Events Milgd Moderate Severe : Unknown
ANY BVEN’I" s63 Days (All) 7 61 (86%) 0.5665 213 76 (36%) 109 (51%) 28 (13%) 0
s49 Days (Group 1) 28 24 (B6Y) 64 24 (l8v%) i 38  {(59%) 2 (%) [}
50-56 Days (Group 2) 26 21 (81%) 73 22 (30%) 34 (47W) 17 (23%) 0
$7-63 Days (Group 3) 17 16 (94%) 76 30 (39%) 37 (49%) 9 (12%) 0
SKIN AND APPENDAGES DISORDERS
ANY EVENT s63 Days (All) n 1 (1%) 0.2394 1 0 1 (100%) 0 0
549 Days (Group 1) 28 (] 0 0 [ 0 0
50-56 Days (Group 2) 26 0 0 0 [ 0 0
57-63 Days (Group 3) 17 1 (6%) 1 0 1 (100%) ] 0
SWEATING INCREASED ' s63 Days (All) 7 1 (1%) 0.2394 1 0 1 (100%) 0 0
s49 Days (Group 1) 28 0 0 0 0 0 0
50-56 Days (Group 2) 26 0 0 0 0 0 ]
57-63 Days (Group 3) 17 1 (6%) 1 0 1 (100%) o 0
CENTR & PERIPR NERVOUS SYSTEM DISORDERS
ANY EVENT £63 Days (All) 7 14 (20%) 0.3532 21 7 (33%) 11 (S2%) 3 (14%) 0
s49 Days (Group 1) 28 6 (21%) 6 2 (33%) 4 (67%) 0 0
! 50-56 Days (Group 2) 26 3 (12%) 4 0 2 (s0%) 2 (S50%) (1]
$7-63 Days (Group 3) 17 5 (29%) 11 S (45%) ! S (45%) 1 (9%) 0
{1] Includes nausea, vomiting, diarrhea and abdominal pain reported during the pouc-miuoproutcil observation period and all events for which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mifepristone and misoprostol or
for which the relationship was not assessed.
(2] NOS = Not otherwise specified '
3] Gestational age group was ‘assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1l, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV9B:11:19 FINAL
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The Population Council
Protocol 166B

Appendix D, Table Sc (Continued)
Adverse Events Possibly or Probably Related to Misoprostol (1] By Center
[Safety Evaluable Patients)

Center: POINDEXTER (#21)

Page 2 of 66

Gestational Total Number Fisher's
Age Number of Pts exact | Number R Rl Severity--------------~.c......
Body System/Event [2] Group (3] ’ of Pts w/Event p-value of Events Mild Moderate Severe Unknown
CENTR & PERIPN NERVOUS SYSTEM DISORDERS (cont.)
HEADACHB 563 Days (All) 71 14 (20%) 0.3532 20 7 (35%) 10 (SOW) 3 (15%) 0
s49 Days (Group 1) 28 6 (21%) 6 2 (33%) 4 (67%) 0 0
50-56 Days (Group 2) 26 3 (12%) 4 0 2 {(S0%) 2 (S0%) 0
57-63 Daye (Group 3) 17 S (29%) 10 S (S0%) 4 (40%) 1T (10%) 0
MIGRAINE s6) Days (All) 71 1 (1%) 0.2394 1 0 1 (100%) o] 0
549 Days (Group 1) 28 0 0 ] ] I (1] 0
50-56 Days (Group 2) 26 ] 0 0 0 | -0 0
$7-63 Days (Group 3) 17 1 (6%) 1 0 1 (100%) ] 0
GASTRO-INTESTINAL SYSTEN DISORDERS
ANY EVENT ' : %63 Days (All) 71 315 (49%) 0.7211 66 23 {(3s5%) . 31 (47%) 12 (18%) 0
s49 Days (Group 1) 28 12 (43%) 14 6 (43%) 7 (s50%) 1 (7%) ]
50-56 Days (Group 2} 26 14 (S4%) 28 7 (25%) 13 (46%) 8 (29%) 0
57-63 Days (Group 3) 17 9 (53%) 24 10 (42%) 11 (46Y) 3 (13w) 0
ABDOMINAL PAIN (STOMACH AND INTESTINAL) s63 Days (All) 71 1 {1%) 1.0000 1 1 (100%) 0 0 0
549 Days (Group 1) 28 1 (4%) 1 1 (100%) 0 (1] 0
50-56 Days (Group 2) 26 0 0 0 0 1] 0
57-63 Days (Group 3) 17 0 ] 0 0 ] 0
{1] Includes nausea, vomiting, diarrhea and abdominal pain reported during the post-misoprostol observation period and all events for which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mitepristone and misoprostol or
for which the relationship was not assessed.
[2] NOS = Not otherwise specified
3] Gestational age group was assigned by the investigator based upon menstrual jhistory, pelvic examination and vaginal ultrasonography.
0 !
Source Data: Appendix A.1, Tables 16 and 2S5
J:\USA\166B\SASPGMS\apdxd\final\ade3.SAS 30NOV98:11:19 FINAL
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Protocol 166B

Appendix D, Table Sc (Continued)
Adverse Events Possibly or Probably Related to Misoprostol (1) By Center
{safety Evaluable Patients]

Center: POINDEXTER (#21)

Gestational Total Number Fisher's
Age Number of Pts exact Number R R R R Severity-----------.--.oo..
Body System/Event (2) Group (3] of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
mno-xquum SYSTEN DISORDERS (cont.)
DIARRHEA 563 Days (All) 71 6 (8%) 0.5594 6 3 (S0%) 3 (50%) 0 0
s49 Days (Group 1) 28 1 (4y) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 26 3 (12%) 3 1 (33%) 2 (67%) 0 0
§7-63 Daye (Group 3) 17 2 (12%) 2 1 (50%) 1 (50%) 0 0
DYSPEPSIA 561 Days (All) 71 2 (3%) 0.5155 2 1 (s50%) o 1 tsowy | 0
49 Days (Group 1) 28 0 [ 0 0 0 [}
50-56 Days (Group 2) 26 1 (4%) 1 0 ] 1 (100%) 0
57-63 Daye (Group 1) 17 1 (6%) 1 1 (100%) 0 0 [
NAUSEA . ) 563 Days (All) 71 27  (38%) 0.7787 34 11 (32%) 15 (44%) 8 (24%) 0
’ 549 Days (Group 1) 28 9 (32%) 9 3 (33w 5 (56%) 1 (11w 0
50-56 Days (Group 2) 26 11 (42%) 14 4 (29%) S (36%) S (36%) [}
$7-63 Days (Group 1) 17 7 (41%) 11 4 (36%) S (45%) 2 (18%} 0
VOMITING | s6) Days (All) k2 16 (23%) 0.1143 23 7 (30%) 13 (S7%) 3 (13%) 0
s49 Days (Group 1) 28 3 (11w) 3 1 (33y) 2 (67%) 0 0
50-56 Days (Group 2) 26 7 (27%) 10 2 (20W%) 6 (60%) 2 (20%) [}
$7-63 ‘Days (Group 1) 17 6 (35%) 10 4 (40%) S (50%) 1 (10%) o
PLATELET, BLERDING & CLOTTING DISORDERS .
ANY EVENT s63 Days (All) 7 1 (1%) 1.0000 1 0 1 (100%) 0 0
49 Days (Group 1) 28 1 (4%) 1 0 1 (100%) .0 0
50-56 Days (Group 2) 26 0 0 0 0 0 0
57-63 Days (Group 3) 17 0 0 0 0 0 0
A
(1] Includes nausea, vomiting! diarrhea and abdominal pain reported during the post-misoprostol observation period and all events for which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mifepristone and misoprostol or
for which the relationship was not assessed. '
[2) NOS = Not otherwise specified ‘
(3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.l, Tables 16 and 25 ’
J:\USA\IGGB\SASPGJS\apdxd\final\adel.SAS IONOV98:11:19 I FINAL
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Appendix D, Table 5c (Continued)
Adverse Events Possibly or Probably Related to Misoprostol {1] By Center
[Safety Evaluable Patients)

Center: POINDEXTER (#21)

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

PLATELET, BLEEDING & CLOTTING DISORDERS (cont.)
ep1sTAX{S $63 Days (All) 71

1 (1%) 1.0000 1 0 1 (100%) 0 0
s49 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 (4] 0 0 0 0
REPRODUCTIVE DISORDERS, FENALE
ANY EVENT 63 Dayi (All) 71 2 (3%) 1.0000 2 0 1 (50%) 1 (50%) 0
549 Days (Group 1) 28 1 (4%) 1 0 1 (100%) 0 [
#0-56 Days (Group 2) 26 1 (4%) 1 [ 0 1 (100%) 0
$7-63 Days (Group 3) 17 0 0 0 0 ] 0
UTERINE DISORDER NOS ' s63 Days (All) 71 1 (1%) 1.0000 1 Q 1 (10Q%) 0 0
%49 Days (Group 1) 28 1 (4%) [ 0 1 {100W%) 0 0
50-56 Days (Group 2) 26 0 0 0 0 0 [
57-63 Days (Group 3) 17 (1] 0 (1] 0 0 0
UTERINE HAEMORRHAGE £63 Days (All) 7 1 (1%) 0.6056 1 0 0 1 (100%) 0
549 Days (Group 1) 28 ] 0 0 0 0 0
50-56 Days (Group 2) 26 1 (4%) 1 0 0 1 (100%) 0
57-63 Days (Group 3) 17 0 0 0 0 0 0
(1) Includes nausea, vomiting, diarrhea and abdominal pain reported during the post-misoprostol observation period and all events for which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mifepristone and misoprostol or
for which the relationship was not assessed.
[2) NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
o )
|
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\ade}.SAS 30NOV98:11:19 FINAL
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Center: POINDEXTER (#21)

Appendix D, Table Sc (Continued)
Adverse Events Possibly or Probably Related to Misoprostol (1] By Center
(Safety Evaluable Patients]

Page S of 66

Gestational Total Number Fisher's
Age i Number of Pts exact Number B R Severity--------------caoo
Body System/Event (2] Group (3]§ of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVE&T s63 Days (All) 7 59 (83%) 0.6130 122 46 (38%) 64 (52%) 12 (10%) 0
s49 Days (Group 1) 28 24 (86Y%) 42 16 (38%) 25 (60%) 1 (2%) 0
50-56 Days (Group 2) 26 20 (77%) 40 15 (38%) 19 (48%) 6 (15%) 0
$7-63 Days (Group 3) 17 15 (88%) 40 15 (38%) 20 (50%) 5 (13%) 0
ABDOMINAL PAIN s63 Days (All) 71 59  (83%) 0.6130 115 42 (37%) 63 (55%) 10 (9%) [}
549 Days (Group 1) 28 24 (86Y%) 39 14 (36%) 24 (62%) 1 (3%) 0
50-56 Days (Group 2) 26 20 (77%) is 14 (37%) 19 (50%) S (13%) 1]
57-63 Days (Group 3) 17 15 !88\) i8 14 (37%) 20 (53%) 4 (11v) 0
ASTHENIA s63 Days (All) 71 1 (1%) 0.2394 1 1 (100%) 0 0 0
249 Days (Group 1) 20 0 ] 0 0 ' 0 0
50-56 Days (Group 2) 26 0 0 ] 0 0 0
57-63 Days (Group 3) 17 1 (6%) 1 1 (100%) 0 0 0
BACK PAIN s63 Days (All) 71 H] (7%) 0.8396 S 3 (60%) 1 (20%) 1 (20%) 0
549 Days (Group 1) 28 3 (11%) 3 2 (67%) 1 (33%) 0 0
50-56 Days (Group 2) 26 1 (4%) 1 1 (100%) 0 0 ]
$7-63 Days (Group 3) 17 1 (6%) 1 0 0 1 (100%) (]
RIGORS s63 Days (All) 7n 1 (1%) 0.6056 1 1] 0 1 (100%) 0
%49 Days (Group 1) 28 0 0 0 0 0 0
50-56 Days (Group 2) 26 1 (4%) 1 0 0 1 (100%) 4]
57-63 Days (Group 3) 17 0 0 (] 0 0 0
{1} Includes nausea, vomiting, diarrhea and abdominal pain reported during the post-misoprostol observation period and all events for which the
relationship to study drud was reported as possibly or probably related to misoprostol or the combination of mifepristone and misoprostol or
for which the relationship was not assessed.
[2] NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1l, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\ade3.SAS 30NOV98:11:19 FINAL
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Center: VARGAS (#22)
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Appendix D, Table Sc (Continued)
Adverse Events Possibly or Probably Related to Misoprostol [1) By Center
(Safety Evaluable Patients)

Page 6 of 66

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------e-ieaLLL Severity------------.....on
Body System/Event (2] Group (3} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
ANY EVENT s63 Days (All) 151 137 (91%) 0.1814 513 162 (32%) 201 (39%) 150 (29%) 0
=49 Days (Group 1) 70 60 (86%) 187 59 (32%) B2 (44v) 46 (25%) 0
50-56 Days (Group 2) 43 41  (95%) 174 58 (33%) 64 (37Y) 52 (30%) 0
57-63 Days (Group 3) k}:} 36  (95%) 152 45 (30%) 55  (36%) 52 (34%) o
SKIN AND APPENDAGES DISORDERS
ANY EVENT 563 Days (All) 151 1 (<1%) 0.5364 1 1 (100%) 0 0 0
s49 Days (Group 1) 70 0 [} 0 0 0 0
50-56 Days (Group 2) 43 1 (2%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) k.} ] 0 0 0 0 0
RASH 563 Days (All) 151 1 (<1¥%) 0.5364 1 1 (100%) 0 ) 0 [}
s49 Days (Group 1) 70 0 0 (/] 0 0 0
50-56 Days (Group 2) 43 1 (2%) 1 1 (100%) 0 0 (]
57-63 Days (Group 3) | 8 0 0 0 | 0 0 0
NUSCULO-SKELETAL SYSTEN DISORDERS l
ANY EVENT 563 Days (All) 151 1 (<1¥%) 0.2517 1 0 1 (100%) 0 0
s49 Days (Group 1) 70 1] 0 0 0 0 0
50-56 Days (Group 2) 4) 0 0 ] 0 ] 0
§7-63 Days (Group 3) 38 1 (3%) 1 0 1 (100%) V] 0
(1] Includes nausea, vomiting, diarrhea and abdominal pain reported during the post -misoprostol observation period and all events for which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mifepristone and misoprostol or
for which the relationship was not assessed.
(2} NOS = Not otherwise specified I
(3) Gestational age group was 'assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\ade3.SAS 30NOV98:11:19 FINAL
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Appendix D, Table Sc (Continued)
Adverse Events Possibly or Probably Related to Misoprostol (1) By Center
[safety Evaluable Patients]

Center: VARGAS (#22)

Gestational Total Number Fisher's
Age Number of Pts exact Number  -------- B R ] Severity--------- .-l
Body System/Event (2] Group (3] of Pts  w/Event p-value of Events Mild Moderate Severe ! Unknown
NUSCULO-SRELETAL SYSTEM DISORDERS (cont.)
MYALGIA 63 Days (All) 151 1 (<1%) 0.2517 1 [ : 1 (100%) 0 0
s49 Days (Group 1) 70 (] 0 0 ! 0 0 0
50-56 Days (Group 2) 43 0 0 0 ' 0 0 0
57-63 Days (Group 3) 8 1 (3y) 1 0 1 (100%) 0 0
CENTR & PERIPN NRRVOUS SYSTENX DISORDERS
ANY EVENT 263 Days (All) 151 29 (19%) 0.0650 37 9 (24%) 25 (68%) k] (es) 0
s49 Days (Group 1) 70 8 (11%) 11 2 (18%) 8 (73%) 1 (9%) 0
50-56 Days (Group 2) 43 11 (26%) 13 6 (46%) 7 (54%) 0 0
57-63 Days (Group 3) 38 10 (26%) 13 1 (ay) 10 (77%) 2 (1s%) 0
DIZZINESS ' s63 Days (All) 151 11 (7%) 0.8507 13 4  (31y) 9 (69%) 0 0
549 Days (Group 1) 70 S (7%) 7 2 (29%) S (71%) o 0
50-56 Days (Group 2) 43 4 (9%) 4 2 (50%) 2 (50%) 0 0
57-63 Days (Group 3) 38 2 (5%) 2 0 2 (100%) 0 0
HEADACHE $63 Days (All) 151 20 (13%) 0.0182 24 5 (21%) 16  (67%) 3 (13%) 0
s49 Days (Group 1) 70 4 (6%) 4 0 3 (715%) 1 (25%) 0
50-56 Days (Group 2) 43 7 (16%) 9 4 (44y) S (56%) 0 0
: 57-63 Days (Group 3) 38 9 (24W) 11 1 (9v) ! g8 (73%) 2 (18%) 0

{1] Includes nausea, vomiting, diarrhea and abdominal pain reported during the post~mlaoptoatdl observation period and all events for which the
relationship to study drug was reported as possibly or probably related to misoprostol orLthe combination of mifepristone and misoprostol or
for which the relationship was not assessed.

[2] NOS = Not otherwise specified .

[3]) Gestational age group was assigned by the investigator based upon menstrual 'history, pelvic examination and vaginal ultrasonography.

' |

Source Data: Appendix A.l, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:11:19 FINAL
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Appendix D, Table Sc (Continued)
Adverse Events Possibly or Probably Related to Misoprostol [1] By Center
[Safety Evaluable Patienta)
Center: VARGAS (#22) .
Gestational - Total Number Fishey's
Age ! Number of Pts exact’ Number R e LT Severjty--------.-. ...
Body System/Event [2) Group {3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
VISION DISORDERS
ANY EVENT 563 Days (All) 151 1 (<1V) 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 (2%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 38 0 0 0 0 0 0
VISION ABNORMAL 563 Days (All} 151 1 (<1%) 0.5364 1 1 (100%) 0 0 (]
549 Days (Group 1) 70 0 0 d 0 ' 0 0
50-56 Days (Group 2) 43 1 (2%) 1 1 (100%) [} 0 0
57-63 Days (Group 3) i8 [ 0 0 ] Q 0
GASTRO-INTESTINAL SYSTEM D!!OI,i’llS ,
ANY EVENT 563 Days (All) 151 99 (66%) 0.0669 211 93  (44%) 76 (36%) 42 (20%) 0
s49 Days (Group 1) 70 39 (56%) 76 31 (41%) 33 (43%) 12 (16%) 0
50-56 Days (Group 2) 43 32 (74w) 72 33 (46%) 23 (32v) 16 (22%) 0
57-63 Days (Group 3) 38 28 (74%) 63 29 (46%) 20 (32%) 14 (22%) ]
CONSTIPATION 563 Days (All) 151 1 (<1¥%) 0.5364 1 [ 1 (100%) 0 0
s49 Days (Group 1) 70 0 o 0 0 0 0
50-56 Days (Group 2) 43 1 (2y) 1 0 1 (100V) 0 0
57-63 Days (Group 3) 38 0 0 0 0 4] ]
{1} Includes nausea, vomiting, diarrhea and abdominal pain reported during the post -misoprostol observation period and all events for which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mifepristone and misoprostol or
for which the relationship was not assessed.
[2) NOS = Not otherwise specified . }
[3) Gestational age group was lausigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1, Tables 16 and 25
J: \USA\ISGB\SASPGMS\apdxd\final \adel.SAS 3IONOV98:11:19 FINAL
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Appendix D, Table Sc (Continued)
Adverse Events Possibly or Probably Related to Misoprostol [1] By Center
[Safety Evaluable Patients)

Center: VARGAS (#22)

Gestational ' Total Number Fisher's
Age Number of Pts exact Number  --------. R R Severity------ ... RN
Body System/Event (2) Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO- INTRSTINAL SYSTEM DISORDERS {cont.)
DIARRHEA' 563 Days (All) 151 47  (31%) 0.2075 [+ 33 (51%) 23 (35%) 9  (l4v) 0
549 Days (Group 1) 70 17 (24%) 23 11 (48%) 9 (39%) 3 (13w) 0
$0-56 Days (Group 2) 43 17  (40%) 22 10 (45%) 9 (41%) 3 (l4y) 0
$7-63 Days (Group 3) 38 13 (3a4%n) 20 12 (e0%) S (25%) 3 (15%) 0
l
. |
NAUSEA %63 Days (All) 151 80 (53%) 0.2462 95 44  (46%) 33 (3s%) 18 (19%) i o
=49 Days (Group 1) 70 12 (46%) 36 16  (44%) 15  (42%) S (14%) 0
50-56 Days (Group 2) 43 26 (60%) 32 16 (50%) 10 (31%) 6 (19%) 0
$7-63 Days (Group 3) k}:] 22 (sS8%) 27 12 (44%) 8 (30%)} 7 (26%) 0
VOMITING . ’ £63 Days (All) 151 43 (28%) 0.1960 50 16 (32%) 19  (38%) 15 (30%) 0
' 549 Days (Group 1) 70 15 (21%) 17 4 (24y) 9 (53%) 4 (24%) 0
50-56 Days (Group 2) 43 15 (35%) 17 7 (41%) 3 (18%) 7 (41%) 0
$7-63 Days (Group 3) 38 13 (34%) 16 5 (31%) T (44%) 4 (25%) 0
METABOLIC AND NUTRITIONAL DISORDERS
ANY EVENT $63 Days (All) 151 1 (<1%) 0.2517 1 1 (100%) 0 o 0
s49 Days (Group 1) 70 0 0 0 0 0 0
S0-56 Days (Group 2) 43 ] 0 (] 0 ] 0
57-63 Days (Group 3) 18 1 03Y 1 1 (100%) 0 (] 0
{1] Includea nausea, vomiting, diarrhea and abdominal pain reported during the post -misoprostol observation period and all events for which {he
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mifepristone and misoprosto]l or
for which the relationship was not assessed. !
(2] NOS = Not otherwise specified
(3] Gestational age group was assigned by the investigator based upon menstrual ‘history, pelvic examination and vaginal ultrasonography.
' '
Source Data: Appendix A.l, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\ade3.SAS 3ONOV98:11:19 | FINAL
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Appendix D, Table Sc (Continued)
Adverse Events Possibly or Probably Related to Misoprostol {1] By Center
{Safety Evaluable Patients) |

Center: VARGAS (#22)

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------q-iciooiaaann Severity---------------- oo
Body System/Event [2} Group (3] of Pts w/Event p-value of Evente Mild Moderate Severe Unknown

NETABOLIC AND NUTRITIONAL DISORDERS {cont.)

DEHYDRATION s63 Days (All) 151 1 (<1%)  0.2517 1 1 (100%) 0 0 0
=49 Days (Group 1) 70 0 ' 0 0 0 ] [+
50-56 Days (Group 2) 493 0 . 0 0 0 0 0
$7-63 Days (Group 3) 38 1 (3W) 1 1 (100%) 0 0 0
URINARY SYSTEN DISORDERS ,
ANY EVENT 563 Days (All) 151 1 (<1%) 0.5364 1 1 (100%) 0 ] 0
s49 Days (Group 1) 70 o 0 0 0 (1] 0
40-56 Days (Group 2) 43 1 (2% 1 1 (100%) 0 0 0
§7-63 Days (Group 3) 38 0 0 0 0 i} 0
MICTURITION DISORDER ) 563 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 (2w) i1 1 (100%) (] 0 0
$7-63 Days (Group 3) 38 0 o 0 0 0 0
REPRODUCTIVE DISORDERS, FEMALE
ANY EVENT 563 Days (All) 151 7 (S%)  1.0000 7 1 (14%) 2 (29%) 4 (57%) 0
s49 Days (Group 1) 70 3 (4%) 3 1 (33%) 1 (33%) 1 (33w) 0
50-56 Days (Group 2) 43 2 (sW) 2 o 1 (50%) 1 (50%) 0
57-63 Days (Group 3) 38 2 (sW) 2 0 0 2 (100%) 0

(1] Includes nausea, vomiting, diarrhea and abdominal pain reported during the post-misoprostol observation period and all events for which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mifepristone and misoprostol or
for which the relationship was not assessed.

{2] NOS = Not otherwise specified !

{3) Gestﬁéional age group was 'assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.

Source Data: Appendix A.1, Tables 16 and 25

J:\USA\166B\SASPGMS\apdxd\final\ade3.SAS 30NOV98:11:19 FINAL
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Appendix D, Table 5¢ (Continued)
Adverse Events Possibly or Probably Related to Misoprostol (1] By Center
(safety Evaluable Patients)

Center: VARGAS (#22)

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
IIPIODUC‘I'*VI DISORDERS, PEMALE {cont.) ’
LEUKORRHOEA =63 Days (All) 151 1 (<1%) 1.0000 1 1 (100%) 0 0 0
549 Days (Group 1) 70 1 (1y) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 43 0 0 0 0 0 0
57-63 Days {(Group 3) k1] (1] 0 0 0 ] 0
UTERINE HAEMORRHAGE 563 Days (All) 151 S (3%) 0.7184 5 0 1 (20%) 4 (BOVY) [}
s49 Days (Group 1) 70 2 (3%) 2 0 1 (soWw) 1 (sow) 0
50-56 Days (Group 2) 43 1 (2 1 0 0 1 (100%) 0
$7-63 Days (Group 1) k] 2 ](sn 2 (] 0 2 (100%) 0
VAGINITIS . ' s63 Days (All) 151 1 (<1%) 0.5364 1 0 1 (100%) 0 0
' =49 Days {(Group 1) 70 0 0 0 0 ' 0 0
$0-56 Days (Group 2) 43 1 (2%) 1 s} 1 (100%) 0 [
57-63 Days (Group 3) 38 0 0 0 0 0 0
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT s63 Days (All) 151 137 (91%) 0.1814 253 55 (22%) 97 (38%) 101 (40%) 0
s49 Days (Group 1) 70 60 (86%) 97 25 (26%) 40 (41%) 32 (33y) 0
50-56 Days (Group 2) 43 41 (95%) 84 16 (19%) 33 (39%) 35 (42v) 0
$7-63 Days (Group 3) 38 36  (95%) 72 14 (19%) 24 (33%) 34 (47Y%) 0
11) Includes nausea, vomiting, diarrhea and abdominal Pain reported during the post-misoprostol observation period and all events for which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mifepristone and misoprostol or
for which the relationship was not assessed. '
(2] NOS = Not otherwise specified
[3) Gestational age group was assigned by the investigator based upon menstrual ‘hlsr.ory, pelvic examination and vaginal ultrasonography.
‘' 1
Source Data: Appendix A.l, Tables 16 and 25
) J:\USA\ISGB\SASPGHS\apdxd\Hnal \adel.SAS 3I0NOV98:11:19 FINAL
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Center: VARGAS (#22)

Appendix D, Table Sc (Continued)
Adverse Events Possibly or Probably Related to Misoprostol (1] By Center
[Safety Evaluable Patients)

Page 12 of 66

Gestational Total Number Fisher's
Age Number of Pts exact Number R R Severity-------------aliolln
Body System/Event (2] Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY A8 A.ﬂOLl - GENERAL DISORDERS (cont.)
ABDOMINAL PAIN 563 Days (All) 151 137 (91¥%) 0.1814 236 47 (20%) 88 (37%) 101 (43%) 0
549 Days (Group 1) 70 60 (86%) 94 24 (26%) 38 (40%) 32 (34y) 0
50-56 Days (Group 2) 43 41 (95%) 74 11 (15%) 28  (a8w) 35 (47%) 0
57-63 Days (Group 3) 38 36  (95%) €8 12 (18%) 22 (32%) 34 (S0%) 0
BACK PAIN 563 Days (All) 151 6 (4%) 0.5591 7 3 (43%) 4 (57%) [ 0
=49 Days (Group 1) 70 2 (3%) 2 1 (50%) 1 (S0%) 0 0
S0-56 Days (Group 2) 43 3 (MW P4 2 (s0%) 2 (50%) 0 0
57-63 Days (Group 3) l8 1 (3%) 1 0 1 (100%) 0 0
FATIGUE ! <63 Days (All) 151 2 (1%) 0.1418 2 0 2 (100W%) 4] [
' 549 Days (Group 1) 70 0 ] ] ] ' ] (]
50-56 Days (Group 2) 43 2 (S%) 2 0 2 (100%) 0 0
57-63 Days {(Group 3) l 38 Y] 0 0 | 0 0 0
FEVER =63 Days (All) l 151 2 (1%) 0.2861 2 2 (100%) 0 0 0
549 Days (Group 1) ‘ 70 0 [} 0 0 0 0
$0-56 Days (Group 2) 43 1 (2%) 1 1 (100%) 0 0 0
57-63 Daye (Group 3) is 1 (3%) 1 1 (100%) 0 0 0
LEG PAIN s63 Days (All) 151 1 (<1¥%) 0.2517 1 [ 1 (100%) 0 0
549 Days (Group 1) 70 0 0 0 0 0 1]
50-56 Days (Group 2) 43 0 0 0 0 0 0
57-63 Days (Group 3) 38 1 (3%) 1 0 1 (100%) 0 0
(1] Includes nausea, vomiting, diarrhea and abdominal pain reported during the post-misoprostol observation period and all events for which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mjifepriastone and misoprostol or
for which the relationship was not assessed.
{2] NOS = Not otherwise specified
{3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\ade3.SAS I0NOV98:11:19 FINAL
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Appendix D, Table S5c (Continued)
Adverse Events Possibly or Probably Related to Misoprostol {1] By Center
[safety Evaluable Patients]

Center: VARGAS (#22)

Gestational Total Number Fisher's
Age Number of Pts exact | Number  ------c-e-iociaonooon Severity---------.- .. --.--. --
Body System/Event [2) Group [3) of Pts  w/Event p-value of Events Mild Moderate Severe i Unknown

BODY AS A #HOLE - GENERAL DISORDERS {comt.)

RIGORS 563 Days (All) 151 3 (2%) 0.1517 3 2 (67%) , 1 (33%) 0 0
s49 Days (Group 1) 70 0 0 0 ’ 0 0 0
50-56 Days (Group 2) 43 2 (5%) 2 1 (S0%) 1 (50%) 0 0
$7-63 Days (Group 3) 38 1 (3%) 1 1 (100%) 0 ] 0
SYNCOPE s63 Days (All) 151 2 (1%} 1.0000 2 1 (50%) 1 (50%) 0 0

549 Days (Group 1) 70 1 (1%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 43 1 (2%) 1 1 (100%) 0 0 0
57-63 Daye (Group 3) 38 0 0 0 0 0 0

{1] Includes nausea, vomiting, diarrhea and abdominal pain reported during the post-misoprostol observation period and all events for which the

relatjonship to study drug was reported as possibly or probably related to misoprostol or the combination of mifepristone and misoprostol or
for which the relationship was not assessed.
[2) NOS = Not otherwise specified
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
'
|
|
|
N |

Source Data: Appendix A.1, Tables 16 and 25
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Appendix D, Table Sc (Continued)

Adverse Events Possibly or Probably Related to Misoprostol (1] By Center
[satety Evaluable Patients])

page 14 of 66

Gestational | Total Number Fisher's
Age ! Number of Pts exact Number - -------- R Severity--- - -- . - -
Body System/Event [2} Group (1) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
L]
ANY EVENT %63 Days (All) 89 88 (99%) 1.0000 505 165 (33%) 204 (40%) 135 (27%) 1 (<1¥%)
549 Days {(Group 1) 35 3¢ (97Y) 175 59 (34%) 66 (38%) 49 (28%) 1 {<1W)
$0-56 Days (Group 2) 34 34 (100%) 210 67 (32%) 91  (43%) 52 (25%) 0
57-63 Days (Group 3) 20 20 (100%) 120 39 (33%) 47  (39%) 34 I2ew) 0
SKIN AND APPENDAGES DISORDERS
ANY EVENT 563 Days (All) 89 1 (1%) 1.0000 1 0 [} 1 1 (100%) 0
=49 Days (Group 1) 35 1 (3w 1 0 0 i 1 (100%) 0
50-56 Days (Group 2) 34 0 0 0 0 0 0
57-63 Daya (Group 3) 20 0 0 0 0 0 0
SWEATING INCREASED %63 Days (All) 89 1 (1%) 1.0000 1 [ [ ! 1 (100%) 0
549 Days (Group 1) 5 1 (3%) 1 0 0 1 (100%) 0
$0-56 Days (Group 2) i1 0 0 0 0 0 ]
$7-63 Days (Group 3) 20 ] 0 1] 0 0 4]
NUSCULO- SKELETAL SYSTEN DISORDERS
ANY EVENT %63 Days (All) a9 1 (1%) 0.6067 1 0 0 1 (100%) 0
=49 Days (Group 1) 35 (4] 0 [¢] 0 0 0
$0-56 Days (Group 2) 34 1 Qw 1 0 0 1 (100%) 0
57-63 Days (Group 3) 20 0 0 0 0 0 [}
(1] Includes nausea, vomiting, diarrhea and abdominal pain reported during the post-misoprostol observation period and all events for which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mifepristone and misoprostol or
for which the relationship was not assessed.
[2) NOS = Not otherwise epecified
(3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Data: Appendix A.l, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:11:19 FINAL
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