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Appendix D, Table 5a (Continued)
Adverse Events (1) By Center
[Safety Evaluable Patients]
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Center: CREININ (#28) , p
T » v
N . "!Gestatlonal ‘ Total Number Fisher's : C
i “ Age Number of Pts exact Number - ---- - - Severity-----z--.-- . ...
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  (38%) 0.9680 64 21 (33%) 35 (55%) 8 (13%) 0
549 Days (Group 1) 23 a8 (35%) 10 5  (50%) Pos (50%) 0 0
50-56 Days (Group 2) 50 20  (40%) 33 7 (21%) 119 (58%) 7 (21%) 0
§7-63 Days (Group 3) 42 16 (38%) 21 9  (43%) 11 (52%) 1 ' (s%) 0
MIGRAINE s63 Days (All) 115 1 (<1¥%) 0.5652 1 V] 1 (100%) 0 0
549 Days (Group 1) 23 0 0 0 [+] 0 (1]
) . 50-56 Days (Group 2) 50 0 o [} (1] 0 0
57-63 Days (Group 3) 42 1 (2%) 1 0 1 (100%) 0 0
HBARING AND VESTIBULAR DISORDERS
ANY EVENT ' $63 Days (All) 115 1 (<1¥) 0.5652 1 1 (100%) 0 , 0 0
=49 Days (Group 1) 23 4] 1] 0 0 0 0
50-56 Days (Group 2) 50 0 0 0 0 0 0
f 57-63 Days (Group 3) 12 1 (2%) 1 1 (100%) 0 0 0
TINNITUS 63 Days (All) 115 1 (<1%) 0.5652 1 1 (100%) 0 ] 0
549 Days (Group 1) 23 0 o 0o 0 [} 0
S0-56 Days (Group 2) 50 0 0 0 0 0 0
) 57-63 Days (Group 3) 42 1 (2%) 1 1 (100%) | 0 0 0
i
PSYCHIATRIC DISORDERS
ANY EVENT ‘63 Days (All) ' 115 7 (6%) 0.2715 12 4 (33%) 6 (50%) 2 (17%) 0
549 Days (Group 1) 23 0 i 0 o 0 0 0
50-56 Days (Group 2) 50 s (10%) i -] 2 (25%) 4 (50%) 2 (25%) 0
$7-63 Days (Group 3) 42 2 (5%) 4 2 (50%) 2 (50%) o 0
- |
T
{1] Includes all adverse events reported at any point in the study, regardless of causality.
[2) NOS = Not otherwise specified
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
(4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
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Center: CREININ (#28)

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

Page 100 of 120

* Gegtational

e Total Number Fisher's i Yo
i Age i Number of Pta exact Number - ------ e Severity’-- . .. . ...
Body System/Event [2) Group {3} of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
PSYCHIATRIC DISORDERS (cont.)
ANOREXIA s63 Days (All) 115 1 (<1W) 0.5652 1 1 (100%) 0 0 L )
=49 Days (Group 1) 23 0 0 [ 0 0 []
S0-56 Days (Group 2) 50 0 [ (] 0 0 0
§7-63 Days (Group 3) 42 1 (2%) 1 1 (100%) 0 0 o]
ANXIETY 563 Days (All) 115 1 (<1%) 1.0000 1 0 1 (100%) 0 4]
49 Days (Group 1) 23 0 4 3} 0 | 0 0
! 50 S6 Days {Group 2) 50 1 (2%) 1 0 1 (100%) 0 0
§7-63 Days {(Group 3) 42 0 0 [ 0 0 0
DEPRESSION . <63 Days (All) 115 3 (3%) 1.0000 S 2  (40%) 2 (40%) 1 (20%) 0
549 Days (Group 1) 21 0 [ 0 0 ' [ 0
. 50-56 Days (Group 2) 50 2 (4%) 2 1 (50%) 0 1 (50%) 0
! : 57-63 Days (Group 3) 42 1 (2%) 3 1 (33%) 2 (67%) 0 0
|
i
DYSPAREUNIA s63 Days (All) 115 1 (<1%)  1.0000 1 0 1 (100%) 0 0
£49 Days (Group 1) 23 0 0 0 0 0 0
50-56 Days (Group 2) 50 1 (2%) 1 1] 1 (100%) 0 0
57-63 Days (Group 3) 42 0 0 0 (] 0 0
EMOTIONAL LABILITY 563 Days (All) 115 1 (<1¥%) 1.0000 1 1 (100%) 0 0 0
. s49 Days (Group 1) 23 0 0 [ [ [¢] [}
50-56 Days (Group 2) 50 1 (2%) 1 1 (100%) 0 0 0
57-63 bays (Group 3) 42 0 [¢] 0 0 0 [+]
.
{1) Includes all adverse events reported at any point in the_ study, regardless bf causality.
{2) NOS ='Not otherwise specitfied
{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 IONOVS8:10:44 FINAL
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Appendix D, Table 5a (Continued)
Adverse Events {1} By Center
{Safety Evaluable Patients}

Center: CREININ (428) , J
. A ;
1 .
- 1 ! Gestational Total Number Fisher's ' T
e - . :
i ' 7 hge Number of Ptas exact Number S mee s e Severity -. - -» - - -
Body System/Event (2] ) Group (3) of Pts  w/Event p value of Events Mild Moderate Severe Unknown

PSYCHIATRIC DISORDERS (cont.)

lNSOMNIK 563 Days (All) 115 1 (<1%) 1.0000 1 0 1 (100%) 0 0
=49 Days (Group 1) 23 0 0o 0 0 0 0
50-56 Days (Group 2) 50 1 (2%) 1 0 1 (100%) 1] o]
$7-63 Days (Group 3) 42 0 o 0 o o 0
PARONIRIA 563 Days (All) 115 1 (<1%) 1.0000 2 0 1 (50%) 1 (50%) 0
549 Days (Group 1) 23 o 0 0 0 0 (o]
¢ . 50-56 Days (Group 2) 50 1 (2%) 2 0 1 (50%) 1 (50%) 0
57-63 Days (Group 3) 42 0 1] 0 0 0 1]
GASTRO-INTRSTINAL SYSTEM DISORDERS
ANY EVENT ! =63 Days (All) 115 104 (90%) 0.0948 305 149  (49%) 106 (35%) 50 (16%) 0
s49 Days (Group 1) 23 18 (78%) 45 18 (40%) 17  (38%) 10 (22%) 0
50-56 Days (Group 2) 50 46 (92%) 140 61 (44%) 55 {(39%) 24 (17%) 0
57 63 Days (Group 3) 42 40 (95%) 120 70 (58%) 34 (28Y%) 16 (13%) 0
ABDOMINAL PAIN (STOMACH AND INTESTINAL) 563 Days (All) 115 1 (<1¥%) 0.5652 1 0 0 1 (100%) 0
%49 Days (Group 1) 23 0 1] 0 1] 0 ]
"50-56 Days {(Group 2) 50 0 0 (] 0 0 0
57-63 Days {Group 3) 42 1 (2}) 1 0 4] 1 (1o0%) 0
CONSTIPATION 63 Days (All) 115 3 (31%) 0.5960 E) 3 (100%) [ ] 0
' s49 Days (Group 1) 23 0 ] 0 0 0 0
50-56 Days (Group 2) 50 1 (2%) ) 1 1 (100%) 0 0 0
$7-63 Days (Group 13) 42 2 (5%) . 2 2 (100%) 0 0 (4]
{1) Includes all adverse evenbs 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 vaglinal ultrasonography.
{4) Events in this body system occurred during the study blood sampling. .
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events (1} By Center
{safety Evaluable Patients) !
|

Center: CREININ (#28) ' .
- | v ; - v .
ie "y ~ Gestational Total Number Figsher's , ! v
b Age Number of Pts exact Number S - -Severity S - -
Body System/Event (2} Group (3] of Pts  w/Event p value of Events Mild Moderate Severe Unknown

GASTRO-INTESTINAL SYSTEM DISORDERS (comt.)

DIARRHEA s63 Days (All) 115 45 (39\) 1.0000 63 37 (59%) 18 (29%) 8 (13%) ]
s49 Days (Group 1) 23 9 (39%) 13 7 (54%) 4 (31%) 2 (15%) 0
50-56 Days (Group 2) 50 20 (40%) 30 14 (47W) 11 7y 5 {17%) 0
57-63 Days (Group 3) 42 16 (38%) 20 16 (80%) 3 (15%) 1 (5%) [}
DYSPEPSIA <63 Days (All) 115 3 (3%) 0.0967 3 2 (67%) 0 1 (33y) 0
, 549 Days (Group 1) 23 0 0 0 [ 0 1]
Sp—56 Days (Group 2) S0 0 0 0 0 0 (1]
57-63 Days (Group 3) 42 3 (7%) 3 2 (67%) 0 1 (33v) 0
FLATULENCE ) <63 Days (All) 115 1 (<1%) 0.5652 1 1 (100%) 0 0 0
=49 Days (Group 1) 23 0 0 0 0 [ 0 0
50-56 Days {(Group 2) S0 0 0 V] 0 1] 0
57-63 Days (Group 3) 42 1 (2%) i 1 (100%) 0 0 0
NAUSEA . 563 Days (All) 115 93 (81%) 0.0320 178 85 (48%) 61 (34%) 32 (18%) 0
=49 Days (Group 1) 23 14 (61%) 26 8 (31%) 12 (46%) 6 (23%) [}
50-56 Days (Group 2) 50 42 (84%) 84 36 (43%) 31 (37y) 17 (20%) 0
57-63 Days (Group 3) 42 37 (88%) 68 41 (60%) 18  (26%) 9 (13%) 0
TOOTH ACHE =63 Days (All)} 115 2 (2%) 1.0000 2 0 2 (100%) 0 0
.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 1 (2%) . 1 0 1 (100%) 1] 0
.
(1] Includes all adverse events reported at any point in the .study, regardless of causality.
{2) NOS = |Not otherwise specitked
[3) Gestaiional age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
(4} Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table 5a (Continued)
Adverse Events [1] By Center
{safety Evaluable Patients]

| !

Page 103 of 120

Center: CREININ (#28) | J
' .
i .
o 4 !Gestational Total Number Fisher's . LI
e * & Age Number of Pts exact Number - --------oaaoooo. --Severity .-, ---
Body System/Event [2) Group I]]i of Pts  w/Event p-val&e of Events Mild Moderate Severe Unknown
GASTRO- INTESTINAL SYSTEM DISORDERS {cont.) '
VOMITINCG 63 Days (All) 115 36 (31%) 0.0905 54 21 (39%) 25 (46%) 8 (15%) 1}
249 Days (Group 1) 23 3 (13%) 6 3 (50W) 1 (17y) 2 (33 ]
50-56 Days (Group 2) 50 17 (34%) 24 10 (42%) 12 (s50%) 2 (8%) ]
57-63 Days {(Group 3) 42 16 (38%) 24 8  (33%) 12 (S0%) 4 {17%) 0
RESPIRATORY SYSTEN DISORDERS
ANY EVENT 563 Days (All) 115 3 (3%) 1.0000 3 1 (33%) 2 (67%) 0 0
' . s49 Days (Group 1) 23 0 1} 0 o 0 0
50-56 Days (Group 2) 50 2 (av) 2 1 (50%) 1 (50%) 0 0
57-63 Days (Group 3) 42 1 [2%) 1 4] 1 (100%) 0 0
PHARYNGITIS ' s63 Days (All) 115 1 {(<1¥) 0.5652 1 0 1 (109%) 0 0
s49 Days (Group 1) 23 1] 0 0 0 0 ]
50-56 Days (Group 2) 50 [+] 0 0 (1] [} [
57-63 Days (Group 3) 42 1 (2%) 1 [+} 1 (100%) 0 0
RHINITIS s61 Days (All) 115 1 (<1%) 1.0000 1 1 (100%) 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 0
57-63 bays (Group 1) 42 [+] [+] 0 (1] 0 0
SINUSITIS <63 Days (All) 115 1 (<1¥%) 1.0000 1 0 1 (100%) 0 0
‘549 Days (Group 1) 23 (1] 0 0 4] 1] 1]
50-56 Days (Group 2) 50 1 {(2%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 42 0 . 0 0 0 0 0
T
{1} Includes all adverse eventus reported at any point in the "study, regardless of causality.
{2] NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.l, Tables 16 and 25
J: \USA\166B\SASPGMS \apdxd\final\adel.SAS 3IONOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events [1] By Center
[safety Evaluable Patients] |

¢
Center: CREININ (#28) ) l 4.

V. . [} . " . .
Qe ', . Gestational Total Number Fisher's i Yoo
o Age Number of Pts exact Number  ------------oo.oo..... Severity---- - ... .. .. ...
Body System/Event (2} Group [3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
URINARY SxSTIU DISORDERS
ANY EVENT : 63 Days (All) 115 S (4%) 0.5170 5 2 (40%) 3 (s0W) 0 )
549 Days (Group 1) 23 1 (4%) 1 1] 1 (100%) 0 0
50-56 Days (Group 2) S0 1 (2%) 1 1 (100%) 0 [ 0
$7-63 Days (Group 3) 42 3 (7%) 3 1 (33%) 2 (67%) o 0
DYSURIA =63 Days (All) 115 1 (<1%) 0.5652 1 1 (100%) [ 0 - ! 0
549 Days (Group 1) 23 0 1] 0 0 0 0
! . 50-56 Days (Group 2) 50 0 ] (] 0 0 (4]
: 57-63 Daya (Group 3) 42 1 2%) 1 1 (100%) 0 0 0
MICTURITION FREQUENCY s63 Days (All) 115 1 (<1¥) 1.0000 1 1 (100%) 0 0 0
! 549 Days (Group 1) 23 0 0 0 0 f 0 0
50-56 Days (Group 2) 50 1 (2%) 1 1 (100%) 0 0 0
$7-63 Days (Group 1) 42 0 [ 0 | 0 ] 0
|
URINARY TRACT INFECTION =63 Days (All) 115 3 (3%) 0.131075 3 0 3 (100%) 0 0
s49 Days (Group 1} i 23 1 (4%) 1 ‘o 1 (100%) 0 0
50-56 Days (Group 2) 50 0 0 0 0 0 0
57-63 Days (Group 3) 42 2 (5%) 2 0 2 {(100%) 0 0
REPRODUCTIVE DISORDERS, PEMALE
ANY EVENT 63 Days (All) 115 27 (23%) 0.8453 30 9 (30%) 12 (40%) 9 (30%) 0
' 49 Days (Group 1) 23 5 (22%) 6 2 (33y) 2 (33%) 2 (33%) 0
50-56 Days (Group 2) 50 13 (26%) o 4 (31%) 6 (46%) 3 (23w) 0
57-63 Days (Group 3) 42 9 (21%) ¢ 11 3 (27v) 4 (36%) 4 (3sv) 0
{1] Includes all adverse evenus 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 3ONOV9B:10:44 ' FINAL
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Appendix D, Table Sa (Continued)
Adverse Events {1} By Center
[Safety Evaluable Patients}

Center: CREININ (#28)

Gestational Total Number Fisher's
Age ‘ Number of Pts exact Number - ----- R I Severity- - R
Body System/Event [2} Group (31 of pts w/Event p value of Events Mild Moderate Severe Unknown
REPRODUCTIVE DISORDERS, FEMALR (cont.)
VAGINAL *DI SCOMFORT s63 Days (All) 115 2 (2%) 0.3173 2 1 (50%) 1 (50%) 0 0
<49 Days (Group 1)} 23 1 (4%) 1 0 1 (100%) o [+]
50 56 Days (Group 2) 50 0 0 [ 0 [} 0
57-63 Days (Group 1) 42 1 (2%) 1 1 (100%) 0 0 0
VAGINITIS s63 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 (50%) 0 [
)
) ) 50-56 Days (Group 2} 50 6 (12%) 6 1 (17y) 4 (67%) 1 (17%) 0
57-63 Days (Group 3) a2 4 (10v) s 2 (40%) 3 leow) "o 0
VULVA DISORDER s63 Days (All) 115 1 (<1¥) 1.0000 1 1 (100%) 0 0 0
' <49 Days (Group 1) 23 0 [} 0 0 I 0 0
50-56 Days {(Group 2) 50 1 (2%) 1 1 (100%) 4] [ [}
. 57-63 Days (Group 3) 42 0 0 0 0 0 0
H
BODY AS k IKOLI’- GENERAL DISORDERS
ANY EVENT 63 Days (All) 115 115 (100%) R 493 191 (39%) 154 (31%) 148 (30%) 0
' 249 Days (Group 1} 23 23 {(100%) 89 37 {42%) 30 (34W) 22 (25%) 0
50-56 Days (Group 2) 50 50 (100%) 214 78 (36%) 66 (31%) 70  (33%) 0
, . 57-63 Days (Group 1) 42 42 (100%) 190 76 {40%) 58  {(31%) 56 {(29%) 0
ABDOMINAL PAIN <63 Days (All) 115 114 (>99%) 1.0000 419 144 (34%) 135 (32%) 140  (33%) 0
' © €49 Days (Group 1) 23 23 (100%) 77 30 (39%) 27  {35%) 20 (26%) 0
. 50-56 Days (Group 2) S0 49 (98%) 183 59 (J%\)‘ 51 4(31\) 67 (37%) [}
o ' $7-63 Days (Group 3) 42 42 (100%) . 159 55  (35%) 51, (32%) 51 (33Y) ]
C N .
. : '
[1) Includes all adverse events reported at any point in the study, regardless of causality. i !
[2]) NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4] Events in this bedy 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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Center: CREININ (#28)

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

Page 107 of 120

Gestational Total Number Fisher's
Age Number of Pts exact Number - - ----- EEREE ---Severity------ -
Body System/Event [2] Group (3] of Pts w/Event p value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENRRAL DISORDERS (cont.)
ASTHENIA s63 Days (All) 118 1 {(<1V%) 0.5652 1 1 (100%) [y Q 0
49 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 1 (100%) 4] 0 0
BACK PAIN £63 Days {(All) 115 21 (18%) 0.5438 25 10 (40%) 9 (36%) 6 (24%) (4]
, <49 Days (Group 1) 23 3 (13y) k] 2 (67%) 0 1 (33%) 0
50 56 Days (Group 2) 50 8 (16%) 9 2 (22w 5 {56%) 2 (22¥) 0
57-63 Days (Group 3) 42 10 (24%) 13 6 (46%) 4 (31%) 3 (23%) 0
CHEST PAIN 263 Days (All) 115 1 (<1%) 1.0000 1 1 (100%) 0 0 0
£49 Days (Group 1) 23 0 0 0 0 ! [ 0
50-56 Days {(Group 2} 50 1 (2%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 42 ] ] 0 0 0 0
FATIGUE <63 Days (All) 115 33 (29%) 0.4918 35 29 (83Y) S (14%) 1 (%) 0
<49 Days {Group 1) 23 6 {26%) ] S (63%) 2 {25%) 1 (13%) 0
50-56 Days (Group 2} 50 12 (24%) 12 11 (92%) 1 (8%) 0 0
'S$7-63 bays (Group 3) 12 15 (36%) 15 13 (87%) 2 (13%) 0 0
FEVER <63 Days (All) 115 2 (2%) 1.0000 2 2 (100%) 0 0 0
. %49 Days (Group 1} 23 0 ) 0 0 0 0
N 50-56 Days (Group 2) 50 1 (2%) 1 1 (100%) 0, 0 0
" 57.63 Days (Group 3) 42 1 @v S | 1 (100%) ¢ o, 0 0
. . i ; .
- 4
[1] Includes all adverse events reported at any point in the study, regardless df causality. ;
{2] NOS = Not otherwise speciflied
13) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaqfnal 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] '
i
Center: CREININ (#28)

+
Gestational Total Rumber Fisher's
Age Number of pts exact Number  -------------- --- - -Severjty-------- S
Body System/Event [2] Group [3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS (cont.)
LEG PAIN s63 Days (All) 115 4 (3%) 1.0000 S 1 (20%) 4 (80%) 0 0
s49 Days (Group 1) 23 1 (4%) 1 0 1 (100%) 0o 0
50-56 Days (Group 2) S0 2 (a%) 3 1 (33%) 2 (67V) 0 [
57.63 Days (Group 3) 42 1 (3 1 0 1 (100%) 0 0
MALAISE 63 Days {All) 115 1 {<1¥) 1.0000 1 0 1 (100%) ] /]
£49 Day$ (Group 1) 23 0 0 0 (/] 0 1]
' . 50-56 Days (Group 2) 50 1 (2) 1 (] 1 (100%) ] 0
57-63 Days {(Group 1) 42 ] ] 0 ] 0 1]
'
RIGORS s6) Days (All) ) 115 3 (3%) 0.2273 3 2 (67%) 0 1 (33%) 0
<49 Days {(Group 1) 23 4] 0 0 o , ] [
50-56 Days {Group 2) 50 3 (6%) '3 2 (67%) 0 1 (33y) 0
57-63 Days (Group 3) 42 0 Eo 0 0 o 0
SYNCOPE s63 Days (All) 115 1 (<1¥%) 1.0000 1 1 (100%) 0 0 [}
s49 Days (Group 1) 23 0 0 0 [ 0 0
50-56 Days {(Group 2) S0 1 (2%) 1 1 (100%) (1] 0 0
57-63 Days {Group 3) 42 0 0 0 0 0 [1]
RESISTANCE MECHANISM DISORDERS
ANY EVENT 561 Days (All) 115 9 (8%) 0.3185 10 3 (30%) 7 (0w) 0 [}
' £49 Days (Group 1) 23 0 o] 0 [ 0 0
. 50-56 Days (Group 2) 50 5  (1lud) 5 1 (20%) ‘4 (80%) 0 [i]
e 57-63 Days (Group 3) 42 4 (10%) . 5 2 (40V) 17 eom) 0 [}
'
1
(1] Includes all adverse events reported at any point in the study, regardless of causality. i !
12} Nos -}Not otherwise specified
[31] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
[4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 3IONOVI8:10:44 FINAL
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Appendix D, Table Sa {(Continued)
Adverse Events [1] By Center
[Safety Evaluable Patients)

|

Center: CREININ (#28)

Gestational Total Number Fisher's
Age ' Number of Pts exact | Number - -------- R Severity------------- R
Body System/Event (2] Group (3] of pts w/Event p value of Events Mild Moderate Severe Unknown
T
RESISTANCE, MECHANISM DISORDERS (cont.)
INFECTION BACTERIAL 63 Days (All) 115 1 (<1%) 0.5652 1 0 1 (100%) 0 1]
549 Days (Group 1) 23 0 0 0 0 [} 1]
50-56 Days (Group 2} 50 0 0 0 4] V] 0
57-63 Days (Group 3) 42 1 (2%) 1 0 1 (100%) 0 0
INFECTION FUNGAL <63 Days {(All) 115 1 (<1%) 1.0000 1 [} 1 (100%) 0 0
\ %49 Days (Group 1) 23 0 0 (4] [} o 0
50-56 Days (Group 2) 50 1 i(z‘) 1 0 1 (100%) 0 0
57.63 Days (Group 3) 42 o | 0 0 0 0 0
INFECTION PARASITIC , £63 Days (All) 115 2 (2%) 1.0000 2 0 2 (100%) [} 0
s49 Days (Group 1) 23 o] (] 0 ] ! 0 0
$0-%56 Days (Group 2) 50 1 (2%) 1 0 1 (100%) 1] 0
$7-63 Days (Group 13) 42 1 2%) 1 [ 1 (100%) 0 0
INFECTION VIRAL s63 Days (All) 115 6 (5%) 0.6523 6 3 (S50%) 3 (s50%) o 0
' <49 Days (Group 1) 23 0 0 0 0 0 0
50-56 Days (Group 2) 50 3 (6%) 3 1 (33y) 2 (67%) 0 0
. ; 57-63 Days (Group 3) 42 3 (7%) k] 2 (67W) 1 (33%) 0 0
SECONDARY TERMS
ANY EVENT .s63 Days (All) 115 1 (<1¥%) 1.0000 1 0 0 1 (100%) 0
: ) =49 Days (Group 1) 23 0 0 0 0 . 0 0
v ‘ 50-56 Days (Group 2) 50 1 (2v) B | 0 o b 1 (100%) 0
. 57-63 Days (Group 3) 42 0 v 0 0o ‘ 0 0 0
] r '
i 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: Abpendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Center: CREININ (#28)

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

Page 110 of 120

Gestational Total Number Fisher's
Age Number of Pts exact Number - - .- ... L. Severity------- - R
Body System/Event [2] Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
SECONDARY TERMS (cont.)
BITE . <63 Days (All) 115 1 (<1¥) 1.0000 1 0 0 1 (100%) 0
549 Days (Group 1) 23 0 0 [ 0o 0 0
50-56 Days (Group 2) 50 1 (2%) 1 0 0 1 (1o0%) 0
57-63 Days (Group 3) 42 0 ] (] 0 0 0
(1] Includes all adverse events reported at any point in the study, regardless of causality.
{2) NOS = Not otherwise specified ) A
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examihation and vaginal ultrasonogrhphy.
{4] Events in this body system occurred during the study blood sampling.
t
|
v. . -:,
e i “
r )
' ’ 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]
[Safety Evaluable Patients}

|

By Center

Page 111 of 120

Center: SOGOR (#29) .
Gestational Total Number Fisher's
Age Number of Pts exact Number B - -Severity- --- - -
Body System/Event (2] Group (3] of Pts w/Event p value of Events Mild Moderate Severe Unknown
]
ANY EVENT <63 Days (All) 83 79 (95%) 1.0000 379 85 (22%) 160 (42%) 133 (3S%) 1 (<1%)
<49 Days (Group 1) 28 27  (96%) 124 25  (20%) 68 (55%) 30 {24%) 1 (<1¥%)
50-56 Days (Group 2) 37 15 (95¢%) 165 34 (21W) 64 (39%) 67 (41%) ]
57-63 Days (Group 3) 18 17 {94%) 90 26 (29%) 28 (31%) 36 (40%) 0
SKIN AND APPENDAGES DISORDERS
ANY EVENT . s63 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 0 0 [ 0 0
57-63 Days (Group 3) 18 0 o 0 Q 0 0
URTICARIA <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 []
50-56 Days (Group 2} 37 0 0 0 0 0 ]
57-63 Days (Group 3) 18 0 0 0 0 0 (1]
CENTR & PERIPH NERVOUS SYSTEM DISORDERS
ANY EVENT =63 Days (All) 83 22 (27%) 0.6226 3 9 (29%) 15 (48Y%) 7 (23%) [}
, <49 Days (Group 1} 28 8 (29%) 11 3 (27%) 7 (64%) 1 (9%) 0
50-56 Days (Group 2) 37 8 (22%) 8 2 (25%) | 5 (63%) 1 {13w) 0
57-63 Days (Group 3} 18 6 (33%) 12 4 (33%) ! 3 (25%) s (42%) 0
I
7 : —
[1) Includes all~ad%erse'events reported at any point in the study, regardless of causality. \ »” “_ '
[2] NOS = Not ofherwise specified ' ' { ’
13] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vagipal ulLrasohoqraphy.
(4] Events in this body system'occurred during the study blood sampling. ' H
Source Data: Abpendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table 5a (Continued)
Adverse Events [1] By Center
[safety Evaluable Patients] )

)
Center: SOGOR (#29) ’

Gestational Total Number Fisher's ‘
Age Number of Pte exact Number R Severity- --- - .-
Body System/Event (2] Group {3) ' of Pts w/Event p-value of Events Mild Moderate Severe Unknown

CENTR & PRRIPH NERVOUS SYSTEM DISORDERS (cont.)

DIZZINESEG s63 Days (All) 83 10 (12%) 0.9102 10 S (50%) 4 (40%) 1 (10%) 0
%49 Days (Group 1} 28 4 (1ay) 4 2 {50%) 2 (50%) 0 0
50-56 Days (Group 2) 37 4 (11v) 4 2 (s0W) 1 (25%) 1 (25%) 0
57-63 Days (Group 3) 18 2 (11%) 2 1 (50%) 1 (50%) 0 0
HEADACHE <63 Days (All) 83 14 (17%) 0.2640 19 4 (21%) 11  (58%) 4 (21V) 0
<49 Days (Group 1) 28 5 (18%) 6 1 (17%) 5 {83%) 0 [+]
. . 50-56 Days (Group 2) 37 4 (1Y 4 0 4 (10dw) 0 0
57-63 Days (Group 3) 18 5 (28%) 9 3 (33%) 2 (22v) 4 (4ay) 0
MIGRAINE 63 Days (All) 813 2 (2%) 0.3041 2 [} 0 2 (100%) 0
' s49 Days (Group 1) 28 1 (4%) 1 0 0 , 1 (100%) 0
50-56 Days (Group 2) 37 0 0 0 (4] 0 (1]
i 57-63 Days (Group 1) 18 1 (6%) 1 0 [} 1 (100%) 1]
PSYCHIATRIC DISORDERS
ANY EVENT <63 Days (All) B3 3 (4%) 0.0445 3 0 3 (100%) 0 0
s49 Days (Group 1) 28 3 (11%) 3 0 3 {(100%) 0 0
50-56 Days (Group 2) 37 0 0 () 0 0 0
. : 57-63 Days (Group 3) 18 0 0 0 [ 0 0
ANXTETY 63 Days (All) 83 2 (2%) 0.1560 2 0 2 (100%) 0 0
' 549 Days (Group 1) 28 2 (7%) 2 0 2 (100%) 0 0
. 50-56 Days {(Group 2) 37 0 4] 1] . 0 o 0
A ‘ 57-63 Days (Group 3) 18 0 .0 o .’ ) 0! 0 0
i 1
T T T
f1] Includes all adverse events reported at any point in the study, regardless of causality. H |
{2] NOS = Not otherwise specified
3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
14] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa {(Continued)
Adverse Events [1] By Center
[Safety Evaluﬁble Patients)

Center: SOGOR (#29)

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
PSYCHIATRRC DISORDERS (cont.)
DEPRESSION =63 Days (All) 83 1 (1%) 0.5542 1 [} 1 (100%) [ 0
549 Days (Group 1) 28 1 (4%) 1 0 1 (100%) 0 (]
50-56 Days (Group 2) 37 [o] ] [ [4] [} 0
57-63 Days (Group 3) 18 o] 0 [ 0 0 0
GASTRO- INTESTINAL SYSTEM DISORDERRS
ANY EVENT , s63 Days (All) 83 48 (S8%) 0.8080 115 18 (16%) 43 (37%) 5S4 (47%) 0
' 549 Days (Group 1) 28 15  (54%) 29 3 (10%) 12 (41%) 14 (48%) 0
50-56 Days (Group 2) 37 23 (62%) 55 6 (11%) 23 (42%) 26  (47%) V]
57-63 Days (Group 3) 18 10 (56%) 31 9 (29%) 8 (26%) 14 (45%) 0
DIARRHEA <63 Days (All) 83 13 (16%) 0.7334 16 3 (19%) 6 (34%) 7  (44Y%) 0
s49 Days (Group 1) 28 3 (11w) 3 0 1 (33W) 2 (67%) 0
50-56 Days (Group 2) 37 7 (19%) 9 1 (11y) S (56%) 3 {33y) V]
57-63 Days (Group 3) 18 3 Ay 4 2 (50%) 0 2 (s0%) o
DYSPEPSIA ' s63 Days (All) 83 2 (2%) 0.0450 2 2 (100%) 0 0 0
<49 Days (Group 1) 28 [ 0 0 0 o (1]
, 50-56 Days (Group 2) 37 0 0 0 0 0 0
$7-63 Days (Group 3) 18 2 (11y) 2 2 (100%) 0 [} 4]
NAUSEA ' . 63 Days (All) 83 39 (47%) 0.5120 55 10 (18%) 23 (42%) ; 22 (40%) 0
e <49 Days (Group 1) 28 12 (43%) 16 3 (19%) .7 (44%) . 6 {318%) [}
S ' 50-56 Days (Group 2) 37 20 (54%) ; 27 s (19%) ‘ 11 ! (41%) 11 (41%) 0
¢ 57-63 Days {(Group 3) 18 7?7 (39Y) 12 2 (17y) 5 (42v) S (42%) 0
Col
{ . ; }
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 vadlnal ultrasonography.
[4] Events in this body system occurred during the study blood sampling. :
Source Data: Ahpendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 3I0NOV98:10:44 | FINAL
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Appendix D, Table 5a (Continued)
Adverse Events {1} By Center
[Ssafety Evaluable Patients} |
[
Center: SOGOR (#29)

Gestational Total Numbery Figher's
Age Number of Pts exact Number - -------- R Severity--------- B .-
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 s63 Days (All) 83 1 (1%)  0.5542 1 0 0 1 (100%) 0
<49 Days (Group 1) 28 1 (4%) 1 0 (4] 1 (100%) 0
50-56 Days (Group 2) 37 0 ' 0 0 0 0 0
57-63 pPays (Group 3) 18 0 ' 0 0 0 0 0
VOMITING £63 Days (All) 83 28 (34%) 0.7612 411 3 (7%} 14 (34%) 24 (59%) 0
<49 Days (Group 1) 28 B {29%) 9 0 4 (44%) 5 (56%) 0
' . 50-56 Days (Group 2) 37 14 (39%) 19 o 7 (37%) 12 (63%) 0
57-63 Days (Group 3} 18 6 (33%) 13 3 (213%) 3 (23y) 7 (54%) 0
|
METABOLIC AND NUTRITIONAL DISORDERS
ANY EVENT ’ s63 Days {(All) 83 1 (1%} 1.0000 1 0 1 (100%) ] 0
<49 Days (Group 1} 28 0 By 0 0 0 0
50-56 Days {(Group 2) 17 1 (3%) i1 0 1 {100%) 0 0
57-63 Days (Group 1) 18 0 0 0 0 [} 0
DEHYDRATIdN . £63 Days {(All) 83 1 (1%) 1.0000 1 0 1 (100%) 0 0
£49 Days (Group 1) . 28 0 0 0 0 0 0
50-56 Days (Group 2} 37 1 (1y) 1 0 1 (100%) 0 i}
' ' 57-63 Days (Group 3) 18 0 0 0 0 0 0
ARART RATE AND RAYTHM DISORDERRS
ANY EVENT ‘263 Days (All) 83 1 (1%) 0.5542 1 0 1 (100V) 0 0
- , ‘ £49 Days (Group 1) 28 1 (ay) 1 0 . 1 (100%) 0 0
L e 50-56 Days (Group 2) 37 0 .0 o ‘ 0. o 0
' 57-63 Days (Group 3) 18 0 0 0 . P 0 0
f
T j '
[1} Inclu@es 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\SASPCMS\apdxd\final\adel.SAS 30NOV98:10:44 ' FINAIL
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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 I Severity-------- ... ...
Body System/Event (2] Group I3)' of Pts w/Event p-value of Events Mild Moderate Severe Unknown
T
HEART RATE AND RHYTHM DISORDERS (cont.) !
TACHYCAﬁbIA =63 Days (All) 83 1 (1%) 0.5542 1 0 1 (100%) 0 0
s49 Days (Group 1) 28 1 (a%) 1 [+] 1 (100%) 4] 0
50-56 Days (Group 2) 37 0 [} [+] [} 0 0
57-63 Days (Group 3) 18 (4] 0 1] 4] 0 0
RESPIRATORY SYSTEM DISORDERS
ANY EVENT s63 Days (All) 83 2 (2%) 1.0000 2 [+ 2 (100%) o o
' €49 Days (Group 1) 28 14y 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 o 0 [ 0 0 0
ASTHMA ' <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 0 0 0 0 0
57-63 Days (Group 3) 18 0 0 0 0 (i} 0
SINUSITIS . s63 Days (All) 83 1 (1%) 1.0000 1 0 1 (100%) 0 0
<49 Days (Group 1) 28 [+] 0 0 0 0 0
50 56 Days (Group 2) 37 ] (3%) 1 0 1 (100%) 0 0
' 57-63 Days (Group 3) 18 0 0 0 0 0 0
PLATELET, BLEEDING & CLOTTING DISORDERS
ANY EVENT 61 Days (All) 83 1 (1%) 1.0000 1 0 o . 1 (100%) 0
i . ‘ 549 Days (Group 1) 28 0 0 0 P 4, 0 0
SR 50-56 Days (Group 2) 37 1 (W) R | o ; 0. 1 (100%) 0
$7-63 Days (Group 3) 18 o' 0 o ’ 0 0 0
. ] . i !
(1] Includes all adverse events reported at any point in the study, regardless of causality.
[2) NOS = Not otherwise specified
(3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
(4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS I0NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events {1] By Center
[safety Evaluable Patients])

Center: SOGOR (H29) ‘
Gestational Total Number Fisher's
Age Number of Pts exact Number AL LR Severity--- - ---- -
Body System/Event (2] Group {3] of Pts w/Event p value of Events Mild Moderate Severe Unknown
PLATELRT, BLEEDING & CLOTTING DISORDERS (cont.)
EPISTAXfS <63 Days (All) 83 1 (1%) 1.0000 1 4} 1} 1 (100%) 0
549 Days (Group 1) 28 0 [ 0 0 0 0
$0-56 Days (Group 2) 37 1 (3%) 1 0 0 1 (100%) 0
57-63 Days (Group 3) 18 0 0 0 0 (s I 0
URINARY SYSTEM DISORDERS
ANY EVENT <63 Days (All) 83 1 (1%) 1.0000 1 0 1 (100%) 0 0
! <49 Days (Group 1) 28 0 .0 ] [ . 0 0
50-56 Days (Group 2) 37 1 (3%) 1 V] 1 (100%) 0 4]
57-63 Days (Group 3) 18 o 0 0 0 0 0
URINARY TRACT INFECTION s63 Days (All) 83 1 (1%) 1.0000 1 0 1 (100Q%) 0 0
<49 Days (Group 1) 28 ] 0 0 0 o [¥]
50-56 Days {(Group 2) 37 1 (3%) 1 (4] 1 (100%) 0 0
57-63 Days (Group 3) 18 0 0 0 0 0 0
REPRODUCTIVE DISORDERS, PEMALRE !
ANY EVENT <63 Days (All) 83 4 (5%) 1.0000 4 0 2 (S50%) 2 (50%) 0
) <49 Days (Group 1) 28 1 (4w) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 37 2 (%) 2 ] 1 (50%) 1 (50%) 0
57-63 bays (Group 3) 18 1 (6%) 1 0 0 1 (100%) 0
[1}] Includes a&l adverse events reported at any point in the study, regardless of causality. ) O ‘i‘
{2] NOS = Not 8therwise specified . i - .
(3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal uPtraspnography.
[4) Events in this body system occurred during the study blood sampling. | f !
+
' i
Source Data: Appendix A.1l, Tables 16 and 25
J: \USA\ IGGB\SASPGMS\apdxd\final\adel .SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events (1) By Center
fsafety Evaluable Patients]

1

Page 117 of 120

Gestational Total Number Fisher's
Age Number of Pts exact Number  -------- R e Severity---- --- - ----- - - -
Body System/Event [2] Group (3] of pts w/Event p value of Events Mild Moderate Severe Unknown
REPRODUCTRVE DISORDERS, FEMALE (cont.)
BREAST DISCHARGE =63 Days (All) 83 1 (1%) 1.0000 1 0 1 (100%) L] 0
s49 Days (CGroup 1) 28 0 0 0 0 0 0
50 56 Daya (Group 2) 37 1 (W) 1 0 1 (100%) 0 0
57-63 Days (Group 1) 18 0 0 0 0 o 0
BREAST PAIN FEMALE <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 0 Q o 0 0
57-63 bays (Group 3) 18 0 1] 4] 0 0 [
UTERINE HAEMORRHAGE s63 Days (All) 81 2 (2%) 0.6956 2 0 1] 2 (100%) 0
49 Days (Group 1) 28 0 Q 0o 0 ' 0 0
50-56 Days (Group 2} 37 1 (3%) 1 0 0 1 (100%) 0
57-63 Days (Group 3) 18 1 (6%) 1 0 0 1 (100%) 0
BODY AS A WHOLE - GENERAL DISORDERS )
ANY EVENT ' 563 Days (All) 83 74 (89%) 0.5331 214 58  (27%) 86 (40%) 69 (32%) 1 (<1¥%)
s49 Days (Group 1) 28 26 (93y) 75 19 (25%) 40 (S53%) 15  (20%) 1 (1)
50-56 Days (Group 2) 37 33 (89%) 94 26 (28%) 30 (32%) 38 (40%) 0
57-631 Days (Group 3) 18 15  (83%) 45 13 (29 | 16 {3sY) 16 {(16%) 0
!
ABDOMINAL PAIN , s63 Days (All) i 83 74 (89%) 0.5331 198 53 (27%) 77 (39%) 67 (34%) 1 (<1¥%)
: 549 Days (Group 1) 28 26 (93%) | 70 17 (24%), 37 ' (53%) 15 (21%) 1 (v
, 50-56 Days (Group 2) 37 33 (89%) \ 87 25 (??\) | 28 ° (ow) 36 (41%) 0
. 57-63 Days (Group 3) 18 15 (83V) 41 11 (27%) 14 (34%) 16 (319%) 0
. '
; |
{11 !ncludes all adverse events reported at any point in the study, regardless of causality.
[2] NOS = Not otherwise gpecified
{3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4) Events in this body syatem occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel . SAS I0ONOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events [1} By Center
[Safety Evaluable Patients]

Page 118 of 120

Center: SOGOR (#29)
Gestational Total Number Fisher's
Age i Number of Pts exact Number R Severfty------- ---- .-
Body System/Event (2] Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS (cont.)
ALLERGY s63 Days (All) 83 1 (1%) 1.0000 1 0 1 (100%) o o
<49 Days (Group 1) 28 0 0 0 0 o 0
50-56 Days (Group 2) 37 1 (3%) 1 0 1 (100%) [} 0
57 63 Days (Group 3) 18 0 0 [ 0 4] [
BACK PAIN 563 Days (All) 83 4 (S%) 0.8173% 5 1 (20%) 3 (60%) 1 (20%) [}
s49 Days (Group 1) 28 2 (7%) 2 1 (50%) 1 (53!) 0 0
' 50-S6 Days (Group 2} 37 1 () 2 6 1 (50%) 1 (sov) 0
57- 63 Days {(Group 3) 18 1 (6%) 1 0 1 (100W%) 0 o]
CHEST PAIN s63 Days (All) 83 1 (1%) 0.2169 1 [4} 1 (100%) 0 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 [} 1 (100%) 0 0
FEVER £631 Days (All) 83 4 (5%) 0.8173 4 2 (50%) 2 (s50%) 0 0
<49 Days (Group 1) 28 2 (7%) 2 1 (50%) 1 (50%) (1] (]
50-56 Days (Group 2} 37 1 (3%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 18 1 (&%) 1 1 (100%) 0 0 )
MALAISE <63 Days (All) 83 2 (2%) 1.0000 2 0 2 (100%) o 0
549 Days (Group 1) 28 1 (4%) 1 (] 1 (100%) ] ]
' 50-56 Days (Group 2) 37 1 (3%) 1 0 1 (100%) 0 0
- 57-63 Days (Group 3) 19 0 0 0 . o 0 0
Y H i oy
: |
[1] Includes all adverse events reported at any point in the study, regardless of causality. ! L '
{2] NOS =‘'Not otherwise specified
(3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4) Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa (Continued)
Adverse Events {1) By Center
[Safety Evaluable Patients) '
1

Center: SOGOR (#29)

Gestational Total Number Figher's
Age Number of Pts exact Number R R R T Severity-------- I IRIRIRIRI
Body System/Event {2} Group [3] of pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A FHOLI - GENERAL DISORDERS {(cont.)
OEDEMA 563 Days (All) 83 1 (1%) 0.2169 1 1 (100%) 0 0 4]
£49 Days (Group 1) 28 0 0 0 0 0 o
50 56 Days (Group 2) 37 0 0 0 0 0 ]
57-63 Days (Group 3) 18 1 (6%) 1 1 (100%) 0 0 [}
PAIN s63 Days (All} 83 1 (1%) 1.0000 2 1 (s0%) 1} 1 (S0%) o
<49 Days (Group 1) 28 0 0 ] [ 0 0
! 50 56 Days (Group 2) 17 1 (3w 2 1 (50%) o . 1 (so0%) 0
57-63 Days {Group 3) 18 0 0 4] o 0 (4]
RESISTANCRE MECHANISM DISORDERS
ANY EVENT <63 Days (All) 83 4 (5%) 1.0000 5 0 S (100%) 0 0
£49 Days (Group 1) 28 1 (4%) 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 (6%) 1 [1} 1 (100%) 0 0
INFECTION . s63 Days (All) 83 1 (1%) 1.0000 1 0 1 (100%) 1] 0
€49 Days (Group 1) 28 [} 0 0 0 0 0
'50-56 Days (Group 2) 37 1 (3%) 1 0 1 (100%) 0 o]
' 57 63 pPays (Group 3) 18 0 0 0 0 0 0
INFECTION PARASITIC .563 Days (All) 83 1 (1y) 0.5542 1 0 1 (100%) ' [} 0
. =49 Days (Group 1} 28 1 {4%) 1 0 1 (100%) 0 0
T . S0-56 Days (Group 2) 37 0 ) 0 0 P q . 0 0
- - 57 63 Days (Group 3) 18 0 ' 0 o : 0. 0 0
. S
!
{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 vaghnal ultrasonography.
(4] Events in this body system occurred during the study blood sampling.
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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Appendix D, Table Sa {(Continued)

Adverse Events (1) By Center

[Safety Evaluable patients]
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Gestational Total Number Fisher's
Age Number of Pts exact Number  -------- R R R Severity----- B R
Body System/Event {[2]) Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
RESISTANCE MECHANISM DISORDERS (cont.)
INFECTIdN VIRAL <63 Days (All) 83 3 (4%) 1.0000 3 o 3 (100%) 0 1}
<49 Days {(Group 1) 28 1 (4%) 1 0 1 (100%) 0 0
50-56 pays (Group 2) 37 1 (3%) 1 [} 1 (100%) 0 0
57-63 bays (Group 3) 18 1 (6%) 1 o 1 (100%} 0 [¢]
(11 Includes all adversge evgnta reported at any poiht in the study, regardless of causality.
[2) NOS = Not otherwise specified
{3) Gestational age group was assigned by th# investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
{4] Events in this body system occurred during the study blood sampling.
! '
|
v . .
. . B K .
. '
. H |
' t
Source Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPCMS\apdxd\final\adel.SAS 30NOV98:10:44 FINAL
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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 - ----- P R Severfty-- - ----- . - ...
Body System/Event Group (2] of Pts w/Event p value of Events Mild Moderate Severe Unknown
ANY EVENT <63 Days (All) 71 48 {68Y%) 1.0000 103 51 (50%) 44 {43y) 8 (as) 0
<49 Days {(Group 1) 28 19 (68%) k1] 20 (53%) 18 (47%) 0 0
50-56 Days (Group 2) 26 18 (69%) 36 18 (50%) 14 (39%) 4 (11y) 0
57-63 Days (Group 3) 17 11 (65%) 29 13 (45%) 12 (41%) 4 (14a%) 0
1
. )
CENTR & PRRIPH NERVOUS SYSTEM DISORDERS 1
ANY EVENT <63 Days (All) 71 12 (17%) 0.0639 16 7  (4a%) 7 (44%) 2 (13%) 0
B ) s49 Days (Group 1) 28 7 (25%) 0 7 4 (57%) 3 (43y) 0 0
50-56 Days (Group 2) 26 1 (a%) k) 1 (33w 1 (3 1 (33V) 0
57-63 Days (Group 3) 17 4 (24%) 6 2 (33y) 1 (50%) 1 () 0
D1ZZINESS ' £63 Days (All) 71 3 (ay) 0.0119 4 1 (25%) 2 (s0%) 1 (25%) [}
=49 Days (Group 1) 28 [4] 0 ) 0 [} ]
S0-56 Days (Group 2) 26 [ 0 0 0 0 0
57-63 Days (Group 3) | 17 3 (18%) 4 1 (25%)} 2 (50%) 1 (25%) 0
HEADACHE . <61 Days {(All1) ! 71 10 (14%) 0.0666 12 6 (S0%) 5 (42%) 1 (8%) o
$49 Days (Group 1) 28 7 (25%) ? 4 (57%) 3 (43%) 0 0
50-56 Days (Group 2) 26 1 (4%) 3 1 (33%) 1 (33%) 1 (33%) 0
' ' 57-61 Days (Group 3) 17 2 (12w) 2 1 {50%) 1 (50%) 0 0
PSYCNIATRIC DISORDERS
ANY EVENT + $63 Days (All} 71 2 (3%) 0.7070 3 0 2 . (67%) 1 (33%) 0
“ ) ' s49 Days (Group 1) 28 1 (4%) 1 0 N § (100%) 0 0
e 50-56 Days (Group 2) 26 0 . 0 0o . 0. o 0
57 63 Days (Group ) 17 1 (6V) 2 0o - ' 1 (50m) 1 (s0%) 0
| r
s 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.1, Table 25
JéQySA\IGGB\SASPGMS\apdxd\final\adez.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
[satety Evaluable Patients] .

Center: POINDEXTER (#21)

Gestational Total Number Fisher's
Age Number of Pts exact Number - -------..-oLoolo Lo Severity- ---------.a- ol
Body System/Event Group (2} of Pts w/Event p value of Events Mild Moderate Severe Unknown
GASTRO-INTRESTINAL SYSTEM DISORDERS (comt.)
VOMITING s63 Days (All) 71 14  (20%) 0.9300 15 7 (47%) 6 (40%) 2 (13%) 0
s49 Days (Group 1) 28 5 (18%) 5 2 (40%) 3 (60%) 0 (]
50-56 Days (Group 2) 26 5 (19%) 6 3 (50%) 2 (33%) 1 (17%) 0
57 63 Days {Group 3) 17 : 4 (24%) 4 2 (50%) 1 (25%) 1 (25%) 0
VASCULAR (EXTRACARDIAC) DISORDERS
ANY EVENT , s63 Days (All) 71 1 (1%) 0.6056 )} 0 1 (100%) 0 0
’ <49 Days (Group 1) 28 [+} 0 0 0 ' 0 0
50-56 Days (Group 2) 26 1 (4%) 1 1] 1 (1o00%) 0 0
57-63 Days (Group 3) 17 0 0 0 0 0 4]
FLUSHING [ 563 Days (All) 71 1 (1%) 0.6056 1 0 1 (100%) 0 0
549 Days (Group 1) 28 0 0 0 0 0 0
- 50-56 Days (Group 2) 26 1 (4%) 1 0 1 (100%) 0 [
57-63 Days (Group 3) 17 1] 0 [ 0 0 0
RESPIRATORY SYSTENM DISORDERS
ANY EVENT 63 Days (All) 71 1 (1%) 1.0000 1 0 1 (100%) o [
' %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 [ o]
. | t
i ‘ : - -
T " —r
{1} Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone. :
(2] Geatational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal;ultra onogyaphy .
i |
+
Source Data: Appendix A.1, Table 25
J:\USA\1668\SASPGMS\apdxd\tinal\ade2.SAS JONOV98:10:58 FINAL
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Appendix D, Table Sb (Continued)
Adveérse 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  --------- -l Severity--------- ----.--... -
Body System/Event Group (2] of Pts  w/Event p-value of Events Mild Moderate Severe unknown
RESPIRATORY SYSTEM DISORDERS {cont.)
PULMONARY CONGESTION 63 Days (All) 71 1 (1%) 1.0000 1 1] 1 (100%) 0 0
549 Days (Group 1) 28 1 (4%) 1 0 1 (100%) 0 (4]
50-56 Days (Group 2) 26 [ (] 0 0 0 0
57 63 Days (Group 3) 17 0 o] 4] 0 0 0
REPRODUCTIVE DISORDERS, FPEMALE
ANY EVENT ' <63 Days (All) 71 1 (1%) 0.6056 1 1 (100%) 0 [} 0
49 Days (Group 1) 28 ] 0 1] 0 ' ] 0
50-56 Days (Group 2) 26 1 (4%) 1 1 (100%) 0 [} 0
57-63 Days (Group 13) 17 0 0 0 ] [ 0
LEUKORRHOEA 563 Days (All) 71 1 (1%) 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 (av) 1 1 (100%) 0 o 0
: $7-63 Days (Group 3) 17 ] 0 0 [ 0 0
BODY AS A WHOLE - GENBRAL DISORDERS
ANY EVENT s63 Days (All) 71 33 (46%) 0.2664 37 21 (57%) 14 (38%) 2 (5%) 0
49 Days (Group 1) 28 15 (54%) 15 9 {60%) 6 (40%) 0 y 0
50-56 Daye (Group 2) 26 13 {50%) 15 6 (40%) 7 (47%) 2 (13%) 0
57-63 Days {(Group 3) 17 5 (29%) 7 6 (86%) 1 (14%) 0 ]
. ; ) ' !
— T
{1} Includes all évents for which the relationghip to study drug was reported as possibly or probably related to mifeppistone. .
[2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultr+sonogtaphy‘
; |
)
Source Data: Appendix A.1, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 30NOV98:10:58 FINAL
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Center: POINDEXTER (#21)
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Appendix D, Table 5b (Continued)

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

[Safety Evaluable Patients]

Page S of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  ---------------------- Severity----------------- S
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) n 28  (39%) 0.2916 30 7 (S7%) 11 (37%) 2 (7%) [1}
549 Days (Group 1) 28 13 {46%) 13 B (62%) 5 (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 563 Days (All) j 71 1 (1%) 0.2394 1 1 (100%) 0 0 [
' 549 Days {(Group 1) 28 0 0 0 0 , 0 0
50-56 Days (Group 2) 26 0 0 0 0 0 0
S$7-63 Days (Group 3) 17 1 (6%) 1 1 (100%) 0 0 0
I
|
BACK PAIN 563 Days (All) 71 2 (3%) 1.0000 2 1 (50%) 1 (50%) 1] 0
<49 Days (Group 1) 28 1 (4%) 1 1 (100%) 0 0 (¢}
50-56 Days (Group 2) 26 1 (4%) 1 0 1 (100%) 0 1]
57-63 Days {(Group 3) 17 0 0 0 0 0 0
FATIGUE =63 Days (All) 71 1 (1%) 0.2394 2 2 (100%) 0 0 ]
549 Days (Group 1) 28 0 0 0 0 0 0
. 50-56 Days (Group 2) 26 0 0 [ 0 1] 0
57-63 Days (Group 1) 17 1 (6%) 2 2 (100%) 0 0 Yo
FEVER 63 Days (All) 71 1 (1%) 0.6056 1 ] 1 (100%) 0 0
. €49 Days (Group 1) 28 0 0 0 [ 0 0
L 50-56 Days (Group 2) 26 1 (4%) 1 0 ] 1 (200%) 0 0
v : $7-63 Days (Group 3) 17 0 0 0 N o 0 ]
, '
+ t
[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 ultrascnography.
!
Source Data: Appendix A.1l, Table 25
h:\USA\IGGB\SASPGMS\apdxd\final\adeZ‘SAS 30NOV9B:}0:58 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: POINDEXTER (#21)

Gestational Total Number Figsher's
Age Number of Pts exact Number  ---------------ooo Severity--------- B
Body System/Event Group (2] of Pts  w/Event p-value of Eventsa Mild Moderate Severe Unknown
BODY A8 A WHOLE - GENERAL DISORDERS (cont.)
RIGORS <63 Days (All) 71 1 (1%) 1.0000 1 0 1 (100%) [} 1]
=49 Days (Group 1) 28 1 (4%) 1 0 1 (100%) 0 ]
50-56 Days (Group 2) 26 0 0 0 0 0 0
57-63 Days {(Group 3) 17 0 (1] 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.
[
- ! '
N X L n, ot
L " ' ! .
L] [
t
r
H !
'
Source Data: Appendix A.1l, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 30NOV98:10:58 FINAL
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Appendix D, Table Sb (Continued)
Adverge 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  ---------- oo Severity--------- - ---- -
Body System/Event Group {2] of Pts w/Event p value of Events Mild Moderate Severe Unknown
ANY EVENT 63 Days (All) 151 122 (81%) 0.9300 278 108 (39%) 139 (50%) 31 (11%) 1]
<49 Days (Group 1) 70 S7 (81%) ; 132 52  {(39%) 69 (S52%) 11 (8%) 0
50-56 Days (Group 2) 43 35 (81%) 83 31 (37%) 41  (49%) 11 (13%) 0
| 57-63 Days (Group 3) 38 30 (79%) ! 63 25  (40%) 29 (46%) 9 (14%) 0
NUSCULO - SKBLETAL SYSTEN DISORDERS
ANY EVENT ' . s63 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%) 0 0
57-63 Days (Group 3) 38 0 0 0 ] 0 0
ARTHRALGIA 563 Days (All)} 151 1 (<1%) 0.5364 1 0 1 (100%) 0 0
=49 Days {(Group 1) 70 0 0 0 [} 0 0
50-56 Days (Group 2) 43 1 (2%) 1 0 1 (100%) 0 4]
57-63 Days (Group 3) 38 1] 0 [{] 0 0 0
CENTR & PERIPE NERVOUS SYSTEKM DISORDERS
ANY EVENT ‘ %63 Days (All) 151 43 (28%) 0.8219 50 24 (48%) 21 (42%) S (10%) 0
%49 Days (Group 1) 70 19 (27%) 22 13 (59%) 8 (}6!) 1 (5%) Yo
50-56 Days (Group 2) 43 14 (33%) 16 T {44%) 8 (50%) 1 (6%) 0
57-63 Days (Group 3) kY:] 10 (26%) 12 4 (33%) S (42v) 3 (25%) 0
. . : K 'i,«
yo - K T
{1] Includes all e%ents‘tor which the relationship to study drug was reported as possibly or probably related to mifeptistonj.
[2) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginalr ultr sonodraphy .
; i:
Source Data: Appendix A.1, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 30NOV98:10:58 FINAL
rno e
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Appendix D, Table Sb (Continued)

Page 8 of 49

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  ------------“cc------- Severity----------------------
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
CENTR & PERIPH NERVOUS SYSTEM DISORDERS (cont.)
DIZZINESS s63 Days (All) 151 14 (9%) 0.9368 14 6 (43%) 7 (50%) 1 (7%) 0
s49 Days (Group 1) 70 6 (9%) 6 4 (67%) 2 (33w) o 0
50 56 Days (Group 2) 43 4 (9%) 4 1 (25%) 3 (75%) [} 0
57-63 Days (Group 3) 38 4 (11%) 4 1 (25%) 2 (50%) 1 (25%) 0
HEADACHE s63 Days (All) 151 34 (23%) 0.6316 35 17 (49%) 14 (40%) 4 (11%) 0
' £49 Days (Group 1) 10 14  (20%) 15 8 (53%) 6 (40%) 1 (7%) 0
50-56 Days (Group 2) 43 12 (28%) 12 6 (50%) 5 (42%) 1 (8%) o
57-63 Days (Group 3) 38 8 (21%) 8 3 (38%) 3 {(38%) 2 (25%) [}
HYPOAESTHESIA <63 Days (All) 151 1 (<1%) 1.0000 1 1 (100%) 4] 0 0
s49 Days (Group 1) 70 1 (1%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 43 0 0 0 0 0 0
57-63 Days (Group 3) 38 o 0 0 0 0 0
HEARING AND VESTXBULAR DISORDERS i
ANY EVENT s63 Days (All) 151 1 (<1¥%) 0.2517 1 0 1 (100%) 0 [
249 Days (Group 1) 70 0 [ 0 0 0 0
! 50-56 Days (Group 2) 43 4] 0 o] 0 0 [¢]
57 63 Days (Group 3) 38 1 (3%) 1 (] 1 (100%) 0 ]
TINNITUS <63 Days (All)} 151 1 (<1%) 0.2517 1 o 1 (100%) 0 0
- I . 549 Days (Group 1) 70 0 [ ] K O'i , 0 0
I . 50-56 Days (Group 2) 13 0 0 ] i Y . 0 0
' 57-63 Days (Group 3) 38 1 (3%) 1 0 ) 1 §100\) 0 0
r
H |
[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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Center: VARGAS (#22)

Appendix D, Table 5b
Adverse Events Possibly or Probably Related to Mifepristone [1]
{Safety Evaluable Patients]

(Cont inued)

By Center

Page 9 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  ------------c-----no Severity----------------------
Body System/Event Group (2] of PLs w/Event p-value of Events Mild Moderate Severe Unknown
PSYCHIATRIC DISORDERS
ANY EVENT <63 Days (All) 151 8 (5%) 0.8096 8 1 (13%) 5 (63%) 2 (25%) 0
<49 Days {(Group 1) 70 4 (6%) 4 1 (25%) 3 (75%) 0 0
50-56 Days {(Group 2) 43 3 (7%) 3 0 2 (67%) 1 (33%) [¢]
57-63 Days (Group 3) 38 1 (3%) 1 4] [ 1 (100%) 1]
ANOREXIA <63 Days (All) 151 2 (18%) 0.2861 2 0 1 (50%) 1 (50%) 0
' s49 Days (Group 1) 70 0 [} 0 0 ) 0 0
50 56 Days (Group 2) 43 1 (2%) 1 0 1 (100%) 0 V]
57-63 Days (Group 1) 38 1 (3%) c1 0 0 1 (100%) 0
EMOTIONAL LABILITY <63 Daye (All) 151 2 {1%) 1.0000 2 1 (50%) 0 1 {50%) 0
=49 Days (Group 1) 70 1 (1%) 1 1 (100%) 0 0 4]
50-56 Days (Group 2) 43 1 (2%) 1 0 0 1 (100%) 0
57-63 Days (Group 3} 38 0 ] 0 0 1] [
INSOMNIA <63 Days (All) 151 4 {3%) 0.6950 4 0 4 (100%) 0 0
s49 Days (Group 1) 70 3 (4%) 3 [ 3 (100%) 0 0
50-56 Days (Group 2) 43 1 (2%) 1 0 1 (100%) 0 0
' 57-63 Days (Group 3) 38 0 [} 0 4} 0 0
GASTRO-INTRSTINAL SYSTEM DISORDERS
ANY EVENT X <63 Days (All) 1151 75 (50%) 0.8332 95 30 (32%) 52 '{55‘) 13 (14%) 0
T £49 Days (Group 1) 70 34 (49%) 40 12 (30%) ' 24 {60%) 4 (10%) 0
I w i 50-56 Days (Group 2) 43 23 (53%) s 31 8 (26%) 17 (55%) 6 (19%) 0
57-63 Days (Group 3) 38 18 (47%) 24 10 (42!) | 11 4(46%) 3 {13%) 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
3 FINAL
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Appendix D, Table 5b {(Continued)
Adverse Events Possibly or Probably Related to Mifepristone [1) By Center

[Ssafety Evaluable Patients)

Center: VARGAS (§22)

Page 10 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------------"-------- Severity----------------~
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO-INTESTINAL SYSTEM DISORDERS (cont.)
DIARRHEA s63 Days (All) 151 3 (2%) 0.4489 3 1 (33%) 2 (67%) 0 0
549 Days (Group 1) 70 1 (1%) 1 o] 1 (100%) 4] 0
50-56 Days (Group 2) 43 2 (5%) 2 1 (50%) 1 (50%) 0 0
57-63 Days (Group 3) 18 0 0 0 0 0 0
DYSPEPSIA s63 Days (All) 151 1 (<1%) 1.0000 1 0 1 (100%) 0 0
) . s49 Days (Group 1) 70 1 (1w 1 0 1 (100%) 0 0
50-56 Days (Group 2) 43 0 (i} 0 0 ' 0 0
57-63 Days (Group 3) 38 [ 0 0 0 0 0
NAUSEA <63 Days (All) 151 65 {43%) 0.7560 65 25 (38%) 30 (46%) 10 (15%) 0
549 Days (Group 1) 70 28 (40%) 28 11 (39%) 13 (46%) 4 {(14%) 0
50-56 Days (Group 2) 43 20 (47%) 20 5 (25%) 11 (55%) 4 (20%) 0
57-63 Days (Group 3) kY| 17  (45%) 17 9 (53%) 6 (35%) 2 (12%) 0
VOMITING . =63 Days (All} 151 26  (17%) 0.6197 26 4 (15%) 19 (73%) 3 (12%) 0
s49 Days (Group 1) 70 10 (14%) 10 1 (10%) 9 (90%) 0 o}
50-56 Days (Group 2) 43 9 (21%) 9 2 (22%) S (56%) 2 (22%) 0
' : 57 63 Days (Group 3) 18 7 (18%) 7 1 (14%) s (71¥%) 1 (14%) 0
METABOLIC AND NUTRITIONAL DISORDERS
ANY EVENT =63 Days (All) 151 1 (<1%) 0.5364 1 0 1 (100%) 0 0
- . ) <49 Days (Group 1) 70 0 0 0 . 0 . 0 0
el 50-56 Days (Group 2) 43 1 (2%) .1 0 ; .1 (Y0ow) 0 0
' 57 63 Days (Group 3) 38 0 ] 0 Y 1] 0 0
. ]
H 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.
Source Data: Appendix A.l1, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 30NOV9B:10:58 FINAL
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Appendix D, Table 5b (Continued)
Adverse Events Possibly or Probably Related to Mifepristone [1]) By Center I
[Safety Evaluable Patients] .

Center: VARGAS (#22)

Gestational Total Number Fisher's
Age Number of Pts exact Number  ------------------o--- Severity---------------- .- -
Body System/Event Group {2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
NETABOLIC AND NUTRITIONAL DISORDERS (cont.)
THIRST 63 Days (All) 151 1 (<1%) 0.5364 1 0 1 (100%) 0 0
<49 Days (Group 1) 70 0 1] 0 [o] 0 0
50-56 Days (Group 2) 43 1 (2%) 1 ] 1 (100%) 0 ]
57-63 Days (Group 3) 38 0 0 [} 0 0 0
PLATELET, BLEEDING & CLOTTING DISORDERS
ANY EVENT ! . <63 Days (All) 151 1 (<1%) 0.5364 1 1 (100%) 0 . 0 [}
%49 Days (Group 1) 70 0 0 0 1] 0 0
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 s63 Days (All) 151 1 (<1%) 0.5364 1 1 (100%) 0 0 0
<49 Days (Group 1) 70 0 0 [+] 0 [ 0
50-56 Days {(Group 2) 43 1 (2%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) i8 0 0 o] 0 0 0
REPRODUCTIVE DISORDERS, FEMALE
ANY EVENT , =63 Days (All) 151 1 (<1¥) 1.0000 1 1] 1 (100%) i} 0
<49 Days (Group 1) 70 1 (1%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 43 0 0 4] [+] [o] (4]
57-63 Days (Group 3) 38 0 0 0 0 0 0
- . -
. R T T
{1] Includes all evenfs for which the relationship to study drug was reported as possibly or probably.related to mifepristonk.
[2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultr sonography .
r
i |
+
Source Data: Appendix A.1, Table 25
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
I
[Satety Evaluable Patients)
Center: VARGAS (#22)
Gestational Total Number Fisher's
Age Number of Pts exact Number  ---------- ----------- Severity------------------
Body System/Event Group (2} of Pts w/Event p-value of Events Mild Moderate Severe unknown
REPRODUCTIVE DISORDERS, FEMALE (cont.}
LEUKORRHOEA 563 Days (All) 151 1 (<1%) 1.0000 1 0 1 (100%) 0 0
=49 Days {(Group 1} 70 1 (1) 1 0 1 (100%) 0 0
S0-56 Days (Group 2) 43 0 [ 0 0 o 0
57-63 Days (Group 3} 38 0 0 0 0 0 0
BODY AS A WHOLEK - GENERAL DISORDERS
ANY EVENT , 563 Days (All) 151 98 (65%) 0.5519 120 52  {43%) 57 (48%) 11 (9%) 0
549 Days (Group 1) 70 48 (69%) 65 26 (40%) 33 (51%) 6 (9%) 0
50-56 Days (Group 2) 43 28 (65%) 30 15 (50%) 12 (40%) 3 (10%) 0
57-63 Days (Group 3) 38 22 (58%) 25 11 (44%) 12 (48%) 2 (8%) 0
ABDOMINAL PAIN =63 Days (All) 151 94 (62%) 0.4483 98 39  (40%) 48  (49%) 11 (11%) 0
=49 Days (Group 1) 70 47 (67%) 51 17 (33%) 28 (55%) 6 (12%) 0
50-56 Days (Group 2) 43 26 (60%) 26 13 (50%) 10 (38%) 3 (12%) 0
57-63 Days (Group 3) 38 21 (55%) 21 9 (43%) 10 (48%) 2 (10%) 0
BACK PAIN 563 Days (All) 151 8 (5%} 1.0000 8 6 (75%) 2 (25%) [} 0
<49 Days (Group 1) 70 4 (6%) 4 3 (75%) 1 (25%) 0 s}
! 50-56 Days (Group 2) 43 2 (5%) 2 2 (100%) 0 0 0
57-63 Days (Group 3) 38 2 (5%} 2 1 (s0%) 1 (50%) 0 0
FATIGUE . %63 Days (All) 151 7 (5%) 0.8873 7 2 (29%) 5 (71%) 0 0
A <49 Days (Group 1) 70 1 (6%) 4 2 (s0%) 2., (50%) 0 0
TS : 50-56 Days (Group 2) 43 2 (5%) 2 0 ; L2 libow) 0 ]
57-63 Days {(Group 3) 18 1 (3%) 1 0 " 1 (100%) 0 0
. '
H {
{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 5 FINAL
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Appendix D, Table 5b (Continued)
Adverse Events Possibly or Probably Related to Mifepristone {1} By Center [

{Ssafety Evaluable Patients} .

Center: VARGAS (#22)

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------uemnianaaaan Severity------------------~----
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS (cont.)
FEVER s63 Days (All) 151 1 (<1%) 1.0000 1 1 (100%) 0 0 0
<49 Days (Group 1) 70 1 (1%) 1 1 (100%) 4] 0 0
50-56 Days (Group 2) 43 ] 0 0 4] 0 (]
57-63 Days (Group 3) 38 - 0 0 0 [ 0 0
HOT FLUSHES <63 Days (All) 151 3 (2%) 0.6120 3 2 (67%) 1 (33%) 0 4
! . s49 Days (Group 1) 70 2 (3%) 2 1 (50%) 1 (50%) 0 0
50-56 Days (Group 2) 43 0 0 0 0 0 0
57-63 Days (Group 3) 38 1 (3%) 1 1 (100%) 0 0 0
RIGORS s63 Days (All) 151 3 (2%) 0.3365 3 2 (67%) 1 (33y) 0 0
<49 Days (Group 1) 70 3 (4%) 3 2 (67%) 1 (33y) 0 0
50-56 Days (Group 2) 43 0 0 0 0 0 0
57-63 Days (Group 3) 38 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.
k3 )
v , * W
Io. N i -
P [
i !
]
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]

hal
Center: e ~==""TT
Gestational Total Number Fisher's
Age Number of Pts exact Number  ---------------------- Severity- - - ---- - -
Body System/Event Group [2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
ANY EVENT 63 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  (3s%) 6 (8%) 0
50-56 Days (Group 2) 34 30 (88B%) 83 38 (46%) 37  (45%) 8 (10%) 0
57-63 Days (Group 3) 20 17 (85%) 47 31 (66%) 16 (34%) 0 0
MUSCULO- SKELETAL SYSTEN DISORDERS
ANY EVENT ) <63 Days (All) 89 1 (1%) 0.2247 3 3 (100%) [ 0 0
s49 Days (Group 1) 35 0 0 0 0 0 0
50-56 Days (Group 2) 34 0 0 0 0 0 [¢]
57-63 Days (Group 3) 20 1 (5%) 3 3 (100%) 4] 0 0
ARTHRALGIA s63 Days (All) 89 1 (1%) 0.2247 1 1 (100%) ] o 0
s49 Days (Group 1) 35 o 0 0 0 [ 0
50-56 Days ({(Group 2) 34 [\ 0 0 0 0 4]
57 63 Days (Group 3) 20 1 (5%) 1 1 (100%) 0 0 0
SKELETAL PAIN ‘ <63 Days (All) 89 1 (1%) 0.2247 2 2 (100%) 0 0 0
s49 Days (Group 1) 35 0 0 0 0 0 0
' ’ 50-56 Days (Group 2) 34 0 0 0 0 0 0
57-63 Days (Group 3) 20 1 (s%) 2 2 (100%) [¢] 0 0
CENTR & PERIPH NBRVOUS SYSTEM DISORDERS
ANY EVENT “ . ‘ <63 Days (All) 89 25 (28%)  0.8682 31 14 (45%) 16 . (52%) 1 (3%) 0
el £49 Days (Group 1) 35 11 (31%) 12 8 (s7t|)’ R T & 1 ) 0 0
50-56 Days (Group 2) 34 9 (26%) 14 3 (21%) 10 (71%) 1 (7%) 0
$7-63 Days (Group 3) 20 5 (25%) 5 3 (60%) 2 ‘Y(40%) 0 [0}
i |
[1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
(21 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 [l] By Center
fsafety Evaluable Patients] .

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

CENTR & PERIPH NERVOUS SYSTEM DISORDERS (cont.)

DIZZINESS <63 Days (All) 89 10 (11y) 0.0281 12 8 (67%) 4 (33%) 0 0
s49 Days (Group 1) 35 8 (23y%) 9 7 (78%) 2 (22%) 0 4}
50-56 Days (Group 2) 34 1 (3%) 2 0 2 (100%) o 0
57-63 Days (Group 3) 20 - 1 (5%) 1 1 (100%) ] 0 0
HEADACHE =63 Days (All) 89 15 (17%) 0.2145 19 6 (32%) 12 (63%) 1 (5%) 0
[ , 49 Days (Group 1) 35 3 (9%) 3 1 {33y) 2 (67%) 0 0
50-56 Days (Group 2) 34 8 (24%) 12 3 (25%) 8 (67%) 1 (8%) 0
57-63 Days (Group 3) 20 4 (20%) 4 2 (50%) 2 (50%) 0 [}
PSYCHIATRIC DISORDERS
ANY EVENT <63 Days (All) 89 3 (3%) 0.1772 3 1 (33%) 1 (33%) 1 (33%) 0
<49 Days {(Group 1) 3s 3 (9%) 3 1 (33%) 1 (33%) 1 (33%) 0
50-56 Days (Group 2) 34 0 0 0 0 o] 0
57-63 Days (Group 3) 20 ] 0 0 0 [o] 4]
ANOREXIA £63 Days (All) 89 2 (2%) 0.3437 2 1 (s0%) 1 (50%) 0 0
, <49 Days (Group 1) 35 2 (6%) 2 1 (50%) 1 (50%) 0 0
50-56 Days (Group 2) 34 0 0 0 ] 0 0
57-63 Days (Group 3) 20 Y 0 0 0 0 0
INSOMNIA 2 s63 Days (All) " 89 1 (1%) 1.0000 1 0 0‘I 1 (100%) [}
. ; ' 549 Days {(Group 1) 35 1 (3%) 1 0 R 0 . 1 (100%) [}
. 50-56 Days (Group 2) 34 0 .0 0 i o 0 0
57-63 Days (Group 3) 20 0 0 0 , 0, 0 0
i 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.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 Evaluab}e Patients}

Page 16 of 49

center: we————————"
Gestational Total Number Fisher's
Age Number of pte exact Number  ----------------a---o- Severity--------------.---
Body System/Event Group (2] of Pts w/Event p value of Events Mild Moderate Severe Unknown
GASTRO-INTESTINAL SYSTEM DISORDERS
ANY EVENT s63 Days (All) 89 42 {47%) 0.4325 17 39 (51%) 36 {47%) 2 (3%) V]
<49 Days {(Group 1) 35 14 (40%) 23 12 (52%) 11 (48%) /] 0
50-56 Days (Group 2) 34 19 (56%) 37 16 (43%) 19  (51%) 2 {5%) 0
57-63 Days (Group 3) 20 9  (45%) 17 11 (65%) 6 (35%) 0 "]
ABDOMINAL PAIN (STOMACH AND INTESTINAL) =63 Days (All) 89 1 (1%) 0.6067 1 1 {100%) /] 0 0
, 549 Days (Group 1) 35 0 0 0 ] 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 0 0
DIARRHEA %63 Days (All) 89 3 (3%) 1.0000 3 2 (67%) 1 (33%) 0 0
<49 Days (Group 1) 35 1 (3%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 34 1 (3%) 1 1 (100%) [ [o] 0
57-63 Days (Group 3) 20 1 (5%) 1 0 1 (100%) 0 0
DYSPEPSIA =63 Days (All) 89 1 (1%) 0.6067 1 1 (100%) 1] o 0
<49 Days (Group 1) 35 0 0 0 0 0 (4]
50-56 Days (Group 2) 34 1 (3%) 1 1 (100%) 0 0 0
! 57-63 Days (Group 3) 20 0 0 0 0 0 0
NAUSEA <63 Days (All) 89 35  (39%) 0.1987 47 231 (49%) 24 (51%) 0 0
<49 Days (Group 1) 15 10 (29%) 13 6 (46%) 7 (54%) ] 0
i 50-56 Days (Group 2) 34 17 (50%) 23 10 (43%). 13 " {(57%) 0 0
e 57-63 Days (Group 3) 20 8 (40%) ;1 7 {64%) L4 .(36%) 0 0
, ]
. i |
[1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepkistone.
{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:

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------- -------.---. Severity - --- -------- oo
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) 89 18 (20%) 0.4694 25 12 (48%) 11 (44%) 2 (8%) 1]
549 Days (Group 1) 35 5 (14%) 9 5 (56%) 4 (44%) 0 0
50-56 Days (Group 2} 34 9 (26%) 11 3 (27v) 6 (55%) 2 (18%) 0
57-63 Days (Group 3) 20 - 4 (20%° 5 4 (80%) 1 (20%) 0 0
REPRODUCTIVE DISORDERS, PFEMALE
ANY EVENT | . <63 Days (All) 89 1 (1%) 1.0000 1 o 0 } 1 (100%) 0
<49 Days (Group 1) 35 1 (1%) 1 0 ] 1 (100%) 0
50-56 Days (Group 2) 34 0 1] 0 0 4] 0
57-63 Days (Group 3) 20 0 0 0 0 0 0
BREAST PAIN FEMALE =63 Days (All) 89 1 (1%) 1.0000 1 0 0 1 (100%) [
<49 Days (Group 1) 35 1 (3%) 1 V] 0 1 (100%) 0
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 WHOLE - GENERAL DISORDERS
ANY EVENT ) =63 Days (All) 89 61 (69%) 0.9566 94 57 (61%) 29 (31%) 8 (9%) 0
! <49 Days (Group 1) 35 23 (66%) 40 24 (60%) © 13 (33%) 3 (8¥W) 0
50-56 Days (Group 2} 34 24 (71%) 32 19 (59%) 8 (25%) 5 (16%) 0
57-63 Days (Group 3) 20 14 (70%) 22 14 (64%) 8 (36%) 0 0
-, . 4
. T R ""’
{1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristore. BN
[2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrksonography.
T !
i |
4
Source Data: Appendix A.1l, 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]

Page 18 of 49

Center: ~
Gestational Total Number Fisher's
Age Number of Pts exact Number  -----------------...-.- Severity--------------- -
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) 89 55 (62%) 0.8865 70 47  (67%) 18 (26%) 5 (7%) 0
49 Days {(Group 1) 35 22 (63%) 27 18 (67%) 7 (26%) 2 (7%) o]
50-56 Days (Group 2) 34 20 (59%) 25 16 (64%) 6 (24%) 3 (12%) 0
57-63 Days (Group 3) 20 13 (65%) 18 13 (72%) S (28%) 0 0
BACK PAIN <63 Days {(All) 8% 2 (2%} 1.0000 2 2 (100%) 0 0 0
| £49 Days (Group 1) 35 1 (3%) 1 1 (100%) 0 [} 0
50 56 Days (Group 2) 34 1 (3%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 20 o} 0 0 0 0 0
FATIGUE <63 Days (All) 89 14 (16%) 0.7079 18 6 (33%) 9 (50%) 3 (17%) 0
549 Days (Group 1) s 7 (20%) 9 3 (33%) S (56%) 1 (1) 0
50-56 Days (Group 2) 34 4 (12%) 5 2 {(40%) 1 (20%) 2 (40%) 0
57 63 Days (Group 3) 20 3 (15%) 4 1 (25%) 3 (75%) 0 0
FEVER s63 Days (All) 89 2 (2%) 1.0000 2 1 (50%) 1 {50%) 0 0
<49 Days (Group 1) 35 1 (3%) 1 1 (100%) [} 0 0
50-56 Days (Group 2) 34 1 (3%) 1 0 1 (100%) 0 0
' 57-63 Days (Group 3) 20 0 0 0 0 0 0
LEG PAIN <63 Days (All) 89 1 (1%) 1.0000 1 0 1 (100%) 0 0
. 249 Days (Group 1) 35 1 (3%) 1 0 1 {100%) 0 0
A 50-56 Days {(Group 2) 34 0 0 0 . 0. 0 0
(B . 57-63 Days (Group 3) 20 0 . 0 0 ; (R 0 0
.
[1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifeﬁristoﬂe.
{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]
{Safety Evaluable Patients}

By Center

Page 19 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  ---------------------- Severity------
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) 89 1 (1%) 1.0000 1 1 (100%) 0 0 0
=49 Days (Group 1) 3s 1 (3%) 1 1 (100%) 0 [ 0
50-56 Days (Group 2) 34 o] ] 0 0 [ 0
57-63 Days (Group 3) 20 0 0 0 0 4] s}
RESISTANCE MECHANISM DISORDERS
ANY EVENT ' £63 Days (All) 89 1 (1%) 1.0000 1 0 0 1 (100%) 0
549 Days (Group 1) 35 1 (3%) 1 0 0 1 (100%) 0
50-56 Days (Group 2) 34 0 0 0 0 0 0
57-63 Days (Group 3) 20 0 [ 0 0 0 0
HERPES SIMPLEX <63 Days (All) 89 1 (1%) 1.0000 1 0 0 1 (100%) 0
£49 Days (Group 1) 35 1 (3%) 1 0 0 1 (100%) 0
50-56 Days (Group 2) 34 1] 0 0 0 0 0
57-63 Days (Group 3) 20 o o 0 0 0 ]
[1] Inclydea 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 b
boe i o
. t
i
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: WESTHOFF (#24)

Gestational Total Number Fisher's
Age Number of Pts exact Number  ----- S e oo Severity-------------
Body System/Event Group {2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
ANY EVENT =63 Days (All) 175 112 (64%) 0.2663 182 91 (50%) 69 (38%) 22 (12%) 0
£49 Days (Group 1) 71 46 (65%) 72 33 (46%) 28 (39%) 11 (15%) 0
50-56 Days (Group 2) 72 42 (58%) 73 43 (59%) 22 (30%) 8 (11%) 0
57-63 Days (Group 3) 32 . 24 (75%) 37 15 (41%) 19 (51%) 3 (8%) 0
CENTR & PERIPH NERVOUS SYSTEM DISORDERS
ANY EVENT , s63 Days (All) 175 5 (3%) 0.6146 3 2 (40%) 3 (60%) 0 0
’ s49 Days (Group 1) 71 1 (1%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 72 3 (4%) 3 2 (67%) 1 (33%) 0 0
57-63 Days (Group 3) 32 1 (3%) 1 0 1 (100%) 4] 0
DIZZINESS =63 Days (All) 175 1 (<1%) 1.0000 1 1 (100%) 0 o 0
<49 Days (Group 1) 71 [} 0 0 0 0 0
50-56 Days (Group 2) 72 1 (1%) 1 1 (100%) [+] 0 0
57-63 Days (Group 3) 32 0 0 0 [ 0 0
HEADACHE <63 Days (All) 175 4 (2%) 0.8318 4 1 (25%) 3 (75%) [ ]
<49 Days (Group 1) 71 1 (1%) 1 0 1 (100%) 0 0
' ' 50-56 Days (Group 2) 72 2 3y 2 1 (50%) 1 (50%) 0 0
57-63 Days (Group 3) 32 1 (3%) 1 0 1 (100%) 0 0
GASTRO-INTESTINAL SYSTEN DISORDERS . )
ANY EVENT - . , <63 Days (All) 175 41 (23%) 0.7746 65 24 (37%), 27 'KtZ\) 14 (22%) 0
. v L)
[T " s49 Days (Group 1) 71 16 (23%) . 26 10 (38%) 9 (35W) 7 (27%) 0
50-56 Days (Group 2) 72 16 (22%) 28 12 (43%) 11 .(39§) 5 (18%) 0
57-63 Days (Group 3) 32 9 (28%) 11 2 (18%) I 7 (64%) 2 (18%) 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.1, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.5AS 30NOV98:10:58 FINAL
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Appendix D, Table S5b (Continued)

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

{Safery Evaluable Patients)

Page 21 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  ------------io-ooo Severity-------- -
Body System/Event Group [21} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO-INTESTINAL SYSTEM DISORDERS (cont.)
ABDOMINAL PAIN (STOMACH AND INTESTINAL) s63 Days (All) 175 1 (<1%) 0.1829 1 0 1 (100%) [} (4]
$49 Days (Group 1) 71 0 0 0 0 0 0
50-56 Days (Group 2) 72 0 [+] 0 [1] 0 0
57-63 Days (Group 3) 32 1 (3%) 1 0 1 (100%) ¢] 0
DIARRHEA <63 Days (All) 175 4 (2%) 0.6779 4 1 (25%) 3 (75%) [} 0
) s49 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
§7-63 Days (Group 3) 32 1 (3%) 1 0 1 (100%) [¢] 0
DYSPEPSIA s63 Days (All) 17% 3 (2%) 0.4032 3 1 (33%) 2 (67%) [} 0
<49 Days {(Group 1} 71 1] 0 [+] 0 0 0
50-56 Days (Group 2) 72 2 (3%) 2 1 (50%) 1 (50%) 0 o}
57-63 Days (Group 3) 32 1 (3%) 1 0 1 (100%) 0 0
NAUSEA =63 Days (All) 175 32 (18%) 0.9035 36 S (42%) 13 (36%) 8 (22%) 0
s49 Days {(Group 1) 71 14  (20%) 17 9 (53%) 5  (29%) 3 (18%) 0
. 50-56 Days (Group 2) 72 13 (18%) 14 6 (43%) S (36%) 3 (21%) a
57-63 Days (Group 3) 32 5 (16%) 5 0 3 (60%) 2 (40%) 0
VOMITING =63 Days (All) 175 20 (11w) 0.7771 21 7 (33%) 8 (38%) 6 (29%) 0
<49 Days (Group 1) L 7 (10%) 7 1 (14%) 2 (29%) 4 (57%) 0
. ; 50-56 Days (Group 2} 72 10 (14%) 11 4 (36%) 5'5(}5‘) 2 (18%) 0
57-63 Days (Group 3) 32 k] (9%) 3 2 (67%) | 1 . {33%) 0 0
L
{11 Includes all events for which the relationship to study drug was reported as possibly or probably related to mifeériatoée.
[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: WESTHOFF (#24)

Gestational Total Number Fisher's
Age Number of Pts exact Number — -------------- Lo--.-- Severity------------------. -
Body System/Event Group [2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
REPRODUCTIVE DISORDERS, FEMALE
ANY EVENT s63 Days (All) 175 1 (<1%) 0.5886 1 0 0 1 (100%) 0
£49 Days (Group 1) 71 1 (1%) 1 0 0 1 (100%) 0
50-56 Days (Group 2) 72 0 [¢] 0 [o] 0 0
57-63 Days (Group 3) 32 0 0 0 0 0 0
UTERINE HAEMORRHAGE s63 Days (All) 175 1 (<1¥%) 0.5886 1 0 0 1 (100%) 0
i . =49 Days (Group 1) 71 1 (1%) 1 0 [ 1 {(100%) 0
50-56 Days (Group 2) 72 0 0 0 0 0 0
57-63 Days (Group 3) 32 0 ¢] 0 0 (4] 0
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT s63 Days (All) 175 96 (55%) 0.0655 111 65  (59%) 39 (35%) 7 (6%) Q
s49 Days (Group 1) 71 39 (55%) 44 23 (52%) 18 (41%) 3 (7%) 0
50-56 Days (Group 2) 72 34 (47%) 42 29 (69%) 10 (24%) 3 (7%) i}
57-63 Days (Group 3) 32 23 (72%) 25 13 (52%) 11 (44%) 1 (4%) 0
ABDOMINAL PAIN <63 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%) [s}
' 50-56 Days (Group 2) 72 33 (46%) 38 27 (71%) 9 (24%) 2 (5%) 0
57-63 Days (Group 3) 32 22 (69%) 23 12 (52%) 10 (43%) 1 (4%) 0
BACK PAIN R <63 Days (All) 175 5 (3%) OA7278 5 2 (40%) 2 (40%) 1 (20%) 0
T . =49 Days (Group 1) 71 3 (a%) 3 1 (33%) 2 7 1(67%) 0 0
. : 50-56 Days (Group 2) 72 2 (3%) . 2 1 (50%) " o - 1 (50%) 0
57-63 Days (Group 3) 32 0 0 0 , ' o, 0 0
7
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.1, Table 25
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Appendix D, Table Sb {Continued)
Adverse Events Possibly or Probably Related to Mifepristone [1] By Center
[safety Evaluablp Patients]

Page 23 of 49

Gestational Total Number Fisher's
Age Number of Pta exact Number  ----------------~-~~~--- Severity----------------------
Body System/Event Group [2} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS (cont.)
FEVER s63 Days (All) 175 1 (<1%) 0.1829 1 1 (100%) 0 0 [}
<49 Days (Group 1) 71 0 0 [ 0 0 0
50-56 Days (Group 2) 72 0 0 4] 0 0 0
57-63 Days (Group 3) 32 1 (3%) 1 1 (100%) 0 ] 0
MALAISE s63 Days (All) 175 2 (1%} 0.3331 2 1 (50%) 1 (50%) ] 0
<49 Days (Group 1) 71 0 0 0 0 [ 4]
50-56 Days (Group 2) 72 1 (1%) 1 1 (100%) 0 ' [} 0
57-63 Days (Group 3) 312 1 (3%) 1 0 1 (100%) 0 0
TEMPERATURE CHANGED SENSATION <63 Days (All) 175 1 (<1%) 1.0000 1 0 1 (100%) 0 0
=49 Days {Group 1) 71 [ 0 0 0 o] 0
50 56 Days (Group 2) 72 1 (1%) 1 [} 1 (100%) 0 0
57-63 Days (Group 13} 32 1] 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
. E W
[A ] i .
r ]
i
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: NICHOLS (#25)

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------------~-------_ Severity-------------------- -
Body System/Event Group [2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
ANY EVENT <63 Days (All) 178 52 (29%) 0.0176 72 40 (56%) 21 (29%) 11 (15%) 0
s49 Days (Group 1) 72 13 (18%) 19 S (47%) 5 (26%) 5 (26%) 0
50 S6 Days (Group 2) 54 18 (33%) 23 15 (65%) 5 (22%) 3 (13%) 0
57-63 Days (Group 3) 52 - 21 (40%) 30 16 (53%) 11 (37%) 3 (10%) 0
SPECIAL SENSES OTHER, DISORDERS
ANY EVENT ' . <63 Days (All) 178 1 (<1%) 1.0000 1 0 0 1 (100%) 0
£49 Days {(Group 1) 72 1 (1%) 1 0 0 1 (100%) 0
50 56 Days {(Group 2) 5S4 0 - ] 1] 0 0 0
57-63 Days {(Group 3) 52 0 0 0 0 0 0
TASTE PERVERSION <63 Days (All) 178 1 (<1%) 1.0000 1 0 0 1 (100%) 0
s49 Days (Group 1) 72 1 (1%) 1 0 o] 1 (100%) 0
50-56 Days (Group 2) 54 0 0 0 0 0 0
57-63 Days (Group 3) 52 0 0 0 0 0 0
GASTRO-INTESTINAL SYSTEM DISORDERRS
ANY EVENT ’ =63 Days (All) 178 27 (15%) 0.4218 36 16 (44%) 13 (36%) 7 (19%) 0
' <49 Days (Group 1) 72 8 (11%) 12 6 (50%) 3 (25%) 3 (25%) 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 (14w) 0
7 ; .
v N = M .t
{1) Includes all events for which the relationship to study drug was reported as possibly or probably, related to mifepiistone. B
[2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrksonography.
f
H |
i
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 Evaluablie Patients]

Center: NICHOLS (#2S)

Gestational Total Number Fisher's
Age Number of Pts exact Number  ---------------~-.--._- Severity----- R B
Body System/Event Group (2] of Pts w/Event p value of Events Mild Moderate Severe Unknown
GASTRO- INTESTINAL SYSTEM DISORDERS (cont.)
NAUSEA <63 Days (All) 178 25 (14%) 0.1595 30 14 (47%) 11 (37%) S (17%) 0
<49 Days (Group 1) 72 6 (8%) 8 4 (50%) 2 (25%) 2 (25%) 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%) 12 4 (33%) 7 (58%) 1 (8%) 0
VOMITING 563 Days (All) 178 S (3%) 0.3309 6 2 (33%) 2 (33%) 2 (33%) [
! ) €49 Days {(Group 1) 72 3 (4%) 4 2 (50%) 1 (2%!) 1 (25%) 0
50-56 Days (Group 2) 54 0 0 0 s} 0 4]
57-63 Days (Group 3) 52 2 (4%) 2 0 1 (50%) 1 (50%) 0
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT s63 Days (All) 178 32 (18%) 0.0007 35 24 (69%) 8 (23%) 3 (9%) 0
<49 Days (Group 1) 72 4 (6%) 6 3 (50%) 2 (33y%) 1 (17%) 0
50-56 Days (Group 2) 54 13 (24%) 13 9 (69%) 3 (23%) 1 (8%) 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%) 0
<49 Days (Group 1) 72 4 (6%) 6 3 (50%) 2 (33%) 1 (17%) 0
' ) 50-56 Days (Group 2) 54 13 (24%) 13 9 (69%) 3 (23v) 1 (8V) 0
57 63 Days (Group 3) 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 mifepristqne. 4
[2] Gestat)onal;age group was assigned by the investigator based upon menstrual history, pelvic examipation and vaglna1 ultrasonographyA
. [
H {
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] .

Page 26 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  ------------- .- Severity--------------- -
Body System/Event Group [2] of Ppts 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%)
<49 Days (Group 1) 63 55 (87%) 120 59 (49%) 45  (38%) 15 (13%) 1 (<1%)
50-56 Days {(Group 2) 59 57 (97%) 126 51 (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 <63 Days (All) 179 1 (<1%) 1.0000 1 0 1 (100%) 0 0
s49 Days (Group 1) 63 1 (2%) 1 0 1 (100%) [} 0
50-56 Days (Group 2) 59 0 0 0 ] 0 [¢]
57-63 Days (Group 3) 57 0 0 0 0 0 0
SWEATING INCREASED s63 Days (All) 179 1 (<1%) 1.0000 1 0 1 (100%) 0 0
%49 Days (Group 1) 63 1 (2%) 1 [ 1 (100%) [] 0
50-56 Days {(Group 2) 59 o 0 4] o] o] 4]
57-63 bays (Group 3) 57 0 0 0 o] 0 0
CENTR & PERIPH NERVOUS SYSTEM DISORDERS
ANY EVENT <63 Days (All) 179 26 (15%) 0.1804 29 9 (31%) 17 (59%) 3 (10%) [
' £49 Days (Group 1) 63 13 (21%) 16 6 (38%) 7  (44%) 3 (19%) 0
50-56 Days (Group 2) 59 5 (8%) 5 1 (20%) 4 (80%) 0 0
57-63 Days (Group 3) 57 8 (14%) 8 2  (25%) 6 (75%) 0 0
-, . -y
* \ . B a7
{1} Includes all ewvents for which the relationship to study drug was reported as possibly or probably.related to mifepristond. i
[2) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal® ultr gonography.
14 !
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
[Ssafety Evaluable Patients]

Page 27 of 49

Gestational Total Number Figher's
Age Number of Pts exact Number  ------ --------------- Severity-------------- L
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
CENTR & PERIPH NERVOUS SYSTEM DISORDERS (cont.)
DIZZINESS =63 Days (All) 179 10 (6%) 0.0008 11 5 {45%) 3 (27%) 3 (27%) 0
<49 Days (Group 1) 63 9 (1aY) 10 4 (40%) 3 (30%) 3 (30%) 0
50-56 Days (Group 2) 59 1 (2%) 1 1 (100%) 0 o] 0
57-63 Days (Group 3) 57 0 V] o 0 0 0
HEADACHE <63 Days (All) 179 17 (9%) 0.4097 18 4 (22%) 14 (78%) 0 0
. =49 Days (Group 1) 63 5 (8%) 6 2 (33y) 4 (67%) 0 0
50-56 Days (Group 2) 59 4 (7%) 4 0 4 (100%) 0 0
57-63 Days (Group 3) 57 8 (14%) 8 2 (25%) 6 (75%) [} 0
VISION DISORDERS
ANY EVENT s63 Days (All} 179 1 (<1%) 1.0000 1 0 0 1 (100%) [4]
549 Days (Group 1) 63 1 (2%) 1 0 0 1 (100%) 0
50-56 Days (Group 2) 59 0 0 0 0 0 (4]
57-63 Days (Group 3) 57 [ 0 ] o] 0 0
VISION ABNORMAL 563 Days (All) 179 1 (<1%) 1.0000 1 0 [ 1 (100%) 0
s49 Days (Group 1} 63 1 (2%) 1 0 o] 1 (100%) 1}
50-56 Days (Group 2) 59 0 0 0 [ 4] 0
57-63 Days (Group 3) 57 0 0 1] 0 0 0
PSYCHIATRIC DISORDERS |
ANY EVENT q" i =63 Days (All) 179 3 (2%) 0.7746 3 2 (67§L R 0! 1 (33%) 0
e £49 Days (Group 1) 63 2 (3w 2 1 (50%) o U, 1 (s0%) 0
50-56 Days (Group 2) 59 1 (2%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 57 0 0 0 r 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.1, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 30NOV98:10:58 FINAL
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Adverse Events Possibly or Probably Related to Mifepristone

Appendix D, Table S5b

{Continued)

{Safety Evaluable Patients]

[1] By Center

Page 28 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  -----------“------+---- Severity------------
Body System/Event Group [2) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
PSYCHIATRIC DISORDERS (cont.)
ANOREXIA <63 Days (All) 179 1 {(<1¥%) 1.0000 1 1 (100%) 0 o] 0
s49 Days (Group 1) 63 1 (2%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 59 0 0 4] 0 0 0
57-63 Days (Group 3) 57 0 1] 0 0 0 0
DEPRESSION s63 Days (All) 179 1 (<1%) 0.6480 1 1 (100%) 0 0 0
. s49 Days (Group 1) 63 0 0 0 4] 0 0
50 56 Days (Group 2) 59 1 (2%) 1 1 (100%) o} [} 0
57-63 Days (Group 3) 57 0 0 Q Q [¢] 4]
EMOTIONAL LABILITY <63 Days (All) 179 1 (<1%) 1.0000 1 ] 0 1 (100%) 0
=49 Days (Group 1)} 63 1 (2%) 1 0 ] 1 (100%) 4}
50-56 Days (Group 2} 59 o 0 0 0 o 0
57 63 Days (Group 3) 57 [} 0 0 0 0 0
GASTRO-INTESTINAL SYSTEM 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 (52%) 22 (41%) 4 (7%) 0
! 50-56 Days (Group 2) 59 46 (78%) 75 30 (40%) 31 (41%) 13 (17%) 1 (1%)
57-63 Days (Group 3) 57 41 (72%) 63 28 (44%) 25 (40%) 10 (16%) 0
ABDOMINAL PAIN (STOMACH AND INTESTINAL) =63 Days (All) 179 2 {1%) 0.76867 2 1 (50%) 0 1 {50%) 0
. ; <49 Days {(Group 1) 63 1 (2%) 1 1 (100%). . 0! 0 0
sy . 50-56 Days (Group 2) 59 V] . 0 0 K L B 0 0
57-63 Days (Group 3) 57 1 (2%) 1 0 ' 0 1 (100%) 4}
r
. 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.1, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 30NOV98:10:58 FINAL
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Appendix D, Table 5b

(Cont inued}

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 Ptg exact Number  -------------~------ - Severity------------------ .-
Body System/Event Group [2] of Pts w/Event p value of Events Mild Moderate Severe Unknown
GASTRO-INTESTINAL SYSTEM DISORDERS (cont.)
DIARRHEA =63 Days (All) 179 4 (2%) 1.0000 S 1 (20%) 4 (80%) 0 0
£49 Days (Group 1) 63 2. (3%) 2 1 {(s50%) 1 (50%) 0 0
50-56 Days (Group 2) 59 1 (2%) 2 0 2 (100%) 0 0
57-63 Days (Group 3) 57 1 (2%) 1 [¢] 1 (100%) 0 0
DYSPEPSIA <63 Days (All) 179 3 (2%) 0.5336 3 1 (33%) 1 (33%) 1 (33%) 0
1 549 Days (Group 1) 63 1 (2%) 1 1 (100%) 0 0 ]
50-56 Days (Group 2) 59 2 (3%) 2 0 1 (50%) 1 (50%) 0
57-63 Days (Group 3) 57 4] 0 0 ] 1] 0
NAUSEA %63 Days (All) 179 114 (64%) 0.0393 141 68 (48%) 55 (39%) 17 (12%) 1 (<1¥)
<49 Days (Group 1) 63 33 (52Y) 42 24 (57%) 16 (38%) 2 (5%) 0
50-56 Days (Group 2) 59 44 (75%) 56 24 {(41%) 23 (41y) 8 (14%) 1 (2%
57-63 Days (Group 3) 57 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 {(13%) 5 {63%) 2 (25%) 0
50-56 Days (Group 2) 59 14 (24%) 15 6 (40%) S (33%) 4 (27%) 0
! 57-63 Days (Group 3) 57 14 (25%) 18 8 (44%) 8  (44%) 2 (11%) 0
METABOLIC AND NUTRITIONAL DISORDRERS
ANY EVENT . <63 Days (All) 179 1 (<1%) 1.0000 1 1 (100%) 0 1] 0
e s49 Days (Group 1) 63 1 (2%) 1 1 (100%). o ! 0 0
I . 50-56 Days (Group 2) 59 [1} . 0 0 i Lo . 0 [3}
57-63 Days (Group 3) 57 0 0 0 0 . 0 0
14
H |
11] 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: SHEEHAN (#26)

Gestational Total Number Fisher's
Age Number of Pts exact Number  ----- e -1 -2 - o B 5
Body System/Event Group [2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
METABOLIC AND NUTRITIONAL DISORDERS {cont.)
DEHYDRATION <63 Days (All) 179 1 (<1%) 1.0000 1 1 (100%) 0 0 0
49 Days (Group 1) 63 1 (2%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 59 0 0 0 0 0 0
57 63 Days {(Group 3) 57 0 0 (] 0 0 0
VASCULAR (EXTRACARDIAC) DISORDERS
ANY EVENT [ . <63 Days (All) 179 1 (<1%) 0.6480 1 1 (100%) 0 [} 4]
549 Days (Group 1) 63 0 0 0 0 ‘ 0 0
50-56 Days (Group 2) 59 1 (2%) 1 1 (100%) [ 0 0
57-63 Days (Group 3) 57 0 0 0 0 0 (]
VEIN DISORDER <63 Days (All) 179 1 (<1%) 0.6480 1 1 (100%) 0 0 0
=49 Days (Group 1) 63 0 0 0 0 0 (]
50-56 Days (Group 2) 59 1 (2%) 1 1 (100%) 0 ] 0
57-63 Days (Group 3) 57 0 0 0 4] 0 [
RED BLOOD CELL DISORDERS
ANY EVENT %63 Days (All) 179 1 (<1%) 0.3184 1 1 (100%) 0 0 0
' ’ <49 Days (Group 1) 63 0 ] 0 0 0 0
50-56 Days (Group 2) 59 0 0 0 1] 0 0
57-63 Days (Group 3) 57 1 (2%) 1 1 (100%) o] 0 0
T "
. N ! ” . ‘
[1] Includes alil events for which the relationship to study drug was reported as possibly or probably, related to mifepristone. o
[2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrreonography.
¥
r
H |
)
Source Data: Appendix A.l1, 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: SHEEHAN (#26)

Page 31 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  -------------------... Severity----- ---------~-------
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
RED BLOOD CELL DISORDERS (cont.)
ANAREMIA 63 Days (All) 179 1 (<1%) 0.3184 1 1 (100%) 0 0 0
<49 Days (Group 1) 63 0 4] 0 1} [} 0
50-56 Days (Group 2) 59 0 0 0 0 0 0
57-63 Days (Group 3) 57 1 (2%) 1 1 (100%) 0 0 0
REPRODUCTIVE DISORDERS, PFEMALE
ANY EVENT ' ) <63 Days (All) 179 1 (<1¥%) 1.0000 1 1 {100%) 0 4] 0
=49 Days (Group 1) 63 1 (2%) 1 1 (100%) [} 0 0
50-56 Days (Group 2) 59 0 0 0 [ 0 1]
57-63 Days (Group 3) 57 0 0 0 (] 0 0
LEUKORRHOEA <63 Days (All) 179 1 (<1%) 1.0000 1 1 (100%) 0 0 0
549 Days (Group 1) 63 1 (2%) 1 1 (100%) 0 0 0
50-56 Days {(Group 2) 59 0 0 (4] 0 0 0
57-63 Days (Group 3) 57 0 0 0 [o] 0 0
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT ) 563 Days (All) 179 117 (65%) 0.9040 128 60 (47%) 52  (41%) 5 (12%) 1 (<1%)
' <49 Days (Group 1) 63 40  (63%) 44 22 (s50%) 15 (34%) 6 (14%) 1 (2%)
50-56 Days (Group 2) 59 40 (68%) 43 18 (42%) 21 (49%) 4 (9%) 0
57-63 Days (Group 3) 57 37  {65%) 41 20 (49%) 16 (39%) 5 (12%) 0
-, -4
R N T 4 M “. !
{1} Includes all events for which the relationship to study drug was reported as possibly or probably, related to mifepristonk. s
[2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrksonography.
r
; i
+
Source Data: Appendix A.1, Table 25
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Appendix D, Table 5b (Continued)

Page 32 of 49

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  ---------------------- Severity--------------. -
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) 179 116 (65%) 0.9800 122 58  (48%) 51 {42%) 12 (10%) 1 (<1%
549 Days (Group 1) 63 40 (63%) 43 22 {51%) 15 (35%) ) (12%) 1 (2%)
50-56 Days (Group 2) 59 39 (66%) 39 17 (44%) 20  (51%) 2 (s%) 0
57-63 Days (Group 3) 57 37 (65%) 40 19 (48%) 16 (40%) 5 (13%) 0
ASTHENIA 563 Days (All) 179 2 (1%) 1.0000 P 0 0 2 (100%) 0
. <49 Days (Group 1)} 63 1 (2%) 1 0 0 1 (100%) o]
50-56 Days (Group 2) 59 1 (2%) 1 0 0 ' 1 (100%) 0
57-63 Days (Group 3) 57 0 0 0 0 4] 0
BACK PAIN s63 Days (All) 179 2 (1%) 0.5413 2 1 (50%) 1 (50%) [ 0
<49 Days (Group 1) 63 0 0 0 0 0 0
50-56 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 <63 Days (All) 179 2 (1%) 0.2076 2 1 {50%) 0 1 {50%) 0
s49 Days (Group 1) 63 0 (4] 0 0 0 0
50-56 Days (Group 2) 59 2 (3%) 2 1 (50%) 0 1 (50%) 0
! 57-63 Days (Group 3) 57 0 0 0 0 0 o}
RESISTANCE MECHANISN DISORDERS
ANY EVENT =63 Days (All) 179 1 (<1%) 0.6480 1 0 1 (100%) 0 [
. <49 Days (Group 1) 63 4] 0 0 K 0'{ , 0 0
TS 50-56 Days (Group 2) 59 1 (2%) , 1 0 i 1 (igow) 0 0
57-63 Days (Group 1) 57 0 1] 0 . 0 . 1] [
r
H
[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: SHEEHAN (#26)

Gestational Total Number Fisher's
Age Number of Pts exact Number  ---------------.-.-oo Severity----------------- -
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
RESISTANCE MECHANISM DISORDERS (cont.)
INFECTION VIRAL £63 Days (All) 179 1 (<1%) 0.6480 1 0 1 (100%) 0 0
%49 Days (Group 1) 63 0 0 0 4} 0 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 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 L . ‘i T
. '
; |
]
Source Data: Appendix A.1, Table 25
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Appendix D,
Adverse Events Possibly or Probably Related to Mifepristone (1]

Table Sb

(Cont inued)

[Safety Evaluable Patients]

By Center

Page 34 of 49

Center: DEAN (#27)
Gestational Total Number Fisher's
Age Number of Pts exact Number  --------- - Severity ------ - - -
Body System/Event Group {2} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
ANY EVENT 563 Days (All) 191 138 (72%) 0.2852 385 136 (35%) 170 (44%) 71 (18%) B (2%)
549 Days (Group 1) 29 24  (83%) 68 24 (35%) 37 (54%) 7 (10%) 0
50-56 Days (Group 2) 73 49 (67%) 142 47 (33%) 68 (48%) 25 (18%) 2 (1%)
5763 Days (Group 3) 89 65 (73%) 175 65 (37%) 65 (37%) 39 (22v) 6 (3%)
SKIN AND APPENDAGES DISORDERS
ANY EVENT =63 Days (All) 191 1 (<1%) 1.0000 1 1 (100%) 0 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 -63 Days (Group 3) 89 1 (18%) 1 1 (100%) 0 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 (4] [s}
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 0
MUSCULO-SKELETAL SYSTEM DISORDERS
ANY EVENT s63 Days (All) 191 1 (<1%) 0.5340 2 0 2 (100%) 0 0
' 549 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 0 0 0 0 0 0
[1] Includes alp gvenbs for which the relationship to study drug was reported as possibly or probably, related to mlfeprlstone "
[2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vagxnal ultrrsonography
r
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]

Page 35 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number ~ -----------eo-ooon Severity------- - S
Body System/Event Group (2] of pts w/Event p-value of Events Mild Moderate Severe Unknown
MUSCULO-SKERLETAL SYSTEM DISORDERS (cont.)
MYALGIA <63 Days (All) 191 1 (<1%) 0.5340 2 0 2 (100%) 0 0
=49 Days (Group 1) 29 0 o 0 0 0 0
50-56 Days (Group 2) 73 1 {1%) 2 0 2 (100%) 0 0
57-63 Days (Group 3) 89 0 0 0 o] 0 4]
CENTR & PERIPH NERVOUS SYSTEM DISORDERS
ANY EVENT ! s63 Days (All) 191 33 (17y) 0.9010 49 14 (29%) 29 (59%) 5 (10%) 1 (2%)
<49 Days (Group 1) 29 5 (17%) 7 1 (14%) 6 (B6%) 0 [1}
50-56 Days (Group 2) 73 14 (19%) ‘18 7 (39%) 9 (S0%) 1 (6%) 1 (6%)
57-63 Days (Group 3) 89 14 (16%) 24 6 (25%) 14 (58%) 4 (17%) 0
DIZZINESS 563 Days (All) 191 10 (5%) 0.7536 11 2 {(18%) 8 (73%) 1 (9%) 0
549 Days (Group 1) 29 1 (3%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 73 3 (4%) 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 37 11 (30%) 21 (57%) 4 (11%) 1 (3%)
. s49 Days (Group 1) 29 S (17%) 6 1 {(17%) 5 (83%) 4] 0
50-56 Days (Group 2) 73 12 (16%) 14 5 (36%) 7 (50%) 1 (7%) 1 (7%)
57-63 Days (Group 3) 89 12 (13%) 17 s (29%) 9 (53%) 3 (18%) 0
MUSCLE CONTRACT}ONS INVOLUNTARY %63 Days (All) 191 1 (<1¥) 0.5340 1 1 (100%) 0 ., 0 0
L : <49 Days (Group 1) 29 0 0 0 Tt 0 0 0
e 50-56 Days (Group 2) 73 1 (1w v 1 (100%) o 0 0
57-63 Days (Group 3) 89 0 Y 0 12 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.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: DEAN (#27)

Gestational Total Number Fisher's
Age Number of Pts exact Number  -------------- ..o Severity---------------- - ---.
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
VISION DISORDERS
ANY EVENT s63 Days (All) 191 1 (<1%) 0.1518 1 o 1 (100%) 0 0
<49 Days (Group 1) 29 1 (3%) 1 0 1 (100%) 0 [
50-56 Days (Group 2) 73 0 0 0 0 o 1]
57-63 Days (Group 3) 89 0 (4] [¢] 1] (] o
MYDRIASIS <63 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
5056 Days (Group 2} 73 0 0 0 0 [4] 0
57-63 Days (Group 3) 89 0 o] [¢] 0 o] 0
SPECIAL SENSES OTHER, DISORDERS
ANY EVENT <63 Days (All) 191 1 (<1%) 1.0000 1 0 1 (100%) 0 0
<49 Days (Group 1) 29 0 0 0 0 0 0
50-56 Days (Group 2) 73 0 0 0 ¢} 0 0
57-63 Days (Group 3) 89 1 (1%) 1 0 1 (100%) 0 0
TASTE PERVERSION =63 Days (All) 191 1 (<1%) 1.0000 1 0 1 (100%) 0 0
s49 Days (Group 1) 29 0 0 0 0 0 0
' 5056 Days (Group 2) 73 0 0 0 0 0 0
57-63 Days (Group 3) 89 1 (1%) 1 [ 1 (100%) 0 0
PSYCHIATRIC DISORDERS .
ANY EVENT m_ ; . s63 Days (All) 191 2 (1%) 0.6419 2 0 e 2 (}Opi) 0 [}
. " 49 Days (Group 1) 29 0 . 0 0 i o .. 4} 0
‘ 50-56 Days (Group 2) 73 0 0 0 , { o, 0 0
57-63 Days (Group 3) 89 2 (2%) 2 0 r | 2 (100%) 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]

Page 37 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  -------------o--o- - Severity------- - --------- .- -
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
PSYCHIATRIC DISORDERS (cont.)
ANOREXIA s63 Days (All) 191 1 (<1%) 1.0000 1 [} 1 (100%) 0 0
=49 Days (Group 1) 29 0 0 0 1] 0 0
50-56 Days (Group 2) 73 0 0 0 0 0 0
57-63 Days (Group 3) 89 1 (1%) 1 -0 1 (100%) 0 0
INSOMNIA s63 Days (R11) 191 1 (<1%) 1.0000 1 0 1 (100%) 0 0
<49 Days (Group 1) 29 4] 0 0 [] ) (] 0
50 56 Days (Group 2) 73 1] 0 0 [ (4] 4]
57-63 Days (Group 3) 89 1 (1%) -1 0 1 (100%) 0 0
GASTRO-INTESTINAL SYSTEN DISORDERS
ANY EVENT <63 Days (All) 191 B0 (42%) 0.9796 161 42 (26%) 74 (46%) 44 (27%) 1 (<1%)
£49 Days (Group 1) 29 12 (41%) 30 11 (37%) 15 (50%) 4 (13%) 0
50-56 Days (Group 2} 73 30 (41%) 57 12 (21%) 31 (54%) 14 (25%) 0
57-63 Days (Group 3) 89 38 (43%) 74 19 (26%) 28 (38%) 26 (35%) 1 (1%)
DIARRHEA =63 Days (All) 191 3 (2%) 0.1818 3 1 (33%) 1 (33%) 1 (33%) 0
. <49 Days (Group 1) 29 1 (3%) 1 1 (100%) 0 ] ]
50-56 Days (Group 2) 73 2 (3%) 2 0 1 (50%) 1 (50%) 0
57-63 Days {(Group 3) 89 0 0 0 0 0 0
DYSPEPSIA K 563 Days (All) 191 1 (<1%) 0.5340 1 0 0 o 1 (100%) 0
.o s49 Days (Group 1) 29 0 0 0 ) 0 w4 0 0
e 50-56 Days (Group 2) 73 1 (1%) vl 0 N o 1 (100%) 0
57-63 Days (Group 3) 89 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.1, Table 25
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 38 of 49

Gestational Total Number Figher's
Age Number of Pts exact Number  ------------------- ---Severity----- -
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO-INTESTINAL SYSTEM DISORDERS (cont.)
FLATULENCE %63 Days (All) 191 2 (1%) 0.6419 2 ] 1 (50%) 0 1 (50%)
<49 Days (Group 1) 29 0 0 4] 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 1 (50%) [} 1 (50%)
NAUSEA <63 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 (55%) 2 (9%) 0
50 S6 Days (Group 2) 73 24 (33%) 33 9 (27%) 18 (53%) 6 (18%) 0
57-63 Days (Group 3) 89 32 (36V) 44 16  (36%) 16 (36%) 12 (27%) 0
VOMITING 63 Days (All) 191 38 (20%) 0.9103 Sé 8 (14%) 26 {(46%) 22 (39%) 0
s49 Days (Group 1) 29 s (17%) 7 2 (29y) 3 (43%) 2 (29%) 0
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
ANY EVENT £63 Days (All) 191 1 (<1%) 0.1518 1 1 {(100%) 0 V] 0
%49 Days (Group 1) 29 1 (3%) 1 1 (100%) 0 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
DYSPNOEA . %63 Days (All) 191 1 (<1%) 0.1518 1 1 (100%) 0 0 0
549 Days (Group 1) 29 1 (3%) 1 1 (100%) 0 0 0
. 50-56 Days (Group 2) 73 0 .0 0 ; o' 0 0
57-61 Days (Group 3) 89 4] 0 0 0 0 0
]
r
H |
{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 3IONOV98:10:58 FINAL
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Appendix D, Table S5b (Continued)
Adverse Events Possibly or Probably Related to Mifepristone [1] By Center [

Isafety Evaluable Patients] -

Center: DEAN (#27)

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------------.. ----Severity------ -
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
REPRODUCTIVE DISORDERS, FEMALE
ANY EVENT 63 Days (All) 191 3 (2%) 0.0607 3 1 (33v) 1 (33%) 1 (33%) [}
=49 Days (Group 1) 29 2 (7%) 2 1 (s0%) 1 (50%) 0 0
50-56 Days (Group 2) 73 0 0 0 [ 0 o
57-63 Days (Group 3) 89 1 (1%) 1 0 0 1 (100%) 0
LEUKORRHOEA <63 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
UTERINE HAEMORRHAGE s63 Days (All) 191 1 {<1¥) 0.1518 1 0 1 (100%) 0 0
=49 Days (Group 1) 29 1 (3%) 1 0 1 (100%) [ 0
50-56 Days (Group 2) 73 0 0 0 0 0 0
57-63 Days (Group 3) 89 0 0 0 0 0 ]
VAGINAL DISCOMFORT <63 Days (All) 191 1 (<1%) 1.0000 1 0 o] 1 (100%) Q
s49 Days (Group 1) 29 0 0 0 0 0 )
50 56 Days (Group 2) 73 [ 0 0 0 [ 0
! 57-63 Days (Group 3) 89 1 (1%) 1 0 0 1 (100%) 0
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT . s63 Days (All) 191 105 (S5%) 0.7532 164 77 (47%) 60 _g37i) 21 (13%) 6 (4%)
" . <49 Days (Group 1) 29 18 (62%) 27 10 (37%)7 * 14 {5p%) 3 (11y) 0
R Y " 50-56 Days (Group 2) 73 39 (53%) + 65 28 (43V) [ 26 (40%) 10 (15%) 1 (2%)
’ 57-63 Days (Group 3) 89 48  (54%) 72 39 (54%) I 20 (28%) 8 (11%) 5 (7%)
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.1, Table 25
J: \USA\166B\SASPGMS\apdxd\final\ade2.5AS 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]

Page 40 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number — - - ----------. .- Severity------------ S
Body System/Event Group [2] of Pts w/Event p value of Events Mild Moderate Severe Unknown
BODY AS A WHOLRE - GENERAL DISORDERS (cont.)
ABDOMINAL PAIN %63 Days (All) 191 103 (54%) 0.6419 147 71 (48%) 50 (34%) 20 (14%) 6 (4%)
49 Days (Group 1) 29 18 (62%) 23 8 (35%) 12 (52%) 3 (13%) 0
50-56 Days {(Group 2) 73 38 (52%) 58 27 (47%) 21 (36%) 9 (16%) 1 (2%)
57-63 Days (Group 3) 89 47 (53%) 66 36 (55%) 17 (26%) B (12%) S (8%)
ASTHENIA s63 Days (All) 191 1 (2%) 0.8085 4 1 (25%) 3 (75%) 0 0
. =49 Days (Group 1) 29 0 [} 0 0 0 0
50-56 Days (Group 2) 73 1 Q1y) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 89 3 (3%) 3 1 (33%) 2 (67%) 0 [+]
BACK PAIN s63 Days (All) 191 8 (4%) 0.0551 9 4 (44%) 4 (44%) 1 (11%) /]
%49 Days (Group 1) 29 3 (10%) 3 2 (67%) 1 (33%) 0 0
50-56 Days (Group 2) 73 4 (5%) 5 1 (20%) 3 (60%) 1 (20%) 0
57 63 Days (Group 3) 89 1 (1%) 1 1 (100%) 0 0 (]
FATIGUE =63 Days (All) 191 3 (2%) 0.5453 3 0 3 (100%) 0 0
<49 Days (Group 1) 29 1 (3%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 73 1 (1%) 1 0 1 (100%) 0 0
' 57 63 Days (Group 3) 89 1 (1) 1 0 1 (100%) 0 0
FEVER =63 Days (All) 191 1 (<1¥%) 1.0000 1 1 (100%) 0 0 0
%49 Days (Group 1) 29 ] 0 0 0 0 4]
. , 50-56 Days (Group 2) 73 0 0 0 . 0! 0 0
coal 57-63 Days (Group 3) 89 1 (W) D1 1 (100%) N 0 0
L J
[1]1 Includes all events for which the relationship to study drug was reported as possibly or probably related to mifep&istong.
[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: CREININ {#28)

Gestational Total Number Fisher's
Age Number of Pts exact Number  ----------------~----- Severity------------------- - -
Body System/Event Group [2] of Pts w/Event p-value of Events Milad Moderate Severe Unknown
ANY EVENT <63 Days (All) 115 94 (B2%) 0.4921 216 110 (51%) 68 (31%) 38 (18%) 0
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%) 0
57 63 Days (Group 3) 42 . 32 (76%) 73 44 (60%) 18 (25%) 11 (15%) 0
SKIN AND APPENDAGES DISORDERS
ANY EVENT 1 . <63 Days (All) 115 1 (<1¥%) 1.0000 1 0 1 (100%) 0 0
s49 Days (Group 1) 23 0 0 0 [o] 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
SWEATING INCREASED 563 Days (All) 115 1 (<1%) 1.0000 1 [} 1 (100%) 0 0
%49 Days (Group 1) 23 0 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] 0 ] 0 0 0
CENTR & PERIPH NERVOUS SYSTEM DISORDERS
ANY EVENT , =63 Days (All) 115 21 (18%) 0.7389 25 15 (60%) 7 {(28%) 3 (12%) 0
' 549 Days (Group 1) 23 3 (13%) 3 3 (100%) (] o 0
50-56 Days (Group 2} S0 9 (18%) 12 5 (42%) 5 (42%) 2 (17%) 1]
57-63 Days (Group 3) 42 9 (21%) 10 7 (70%) 2 (20%) 1 (10%) 0
o d
{1] Includes all évent's for which the relationship to study drug was reported as possibly or probably, related to mifep;istoﬂe. T[
[2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultr?sono?raphy.
r
; [
i
Source Data: Appendix A.1l, 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
[Saf=ty Evaluab%e Patients]

Center: CREININ (#28)

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------------o-o--- --Severity--- --------- - -
Body System/Event Group (21 of Pts  w/Event p-value of Events Mild Moderate Severe Unknown

CENTR & PERIPH NERVOUS SYSTEM DISORDERS (cont.)

DIZZINESS s63 Days (All) 115 7 (6%) 1.0000 7 6 (86%) 1 (14%) 0 0
549 Days (Group 1) 23 1 (a%) 1 1 (100%) [ 0 0
50-56 Days (Group 2) 50 3 (6%) 3 3 (100%) 0 4] 0
57-63 Days (Group 3) 42 3 (7%) 3 2 (67%) 1 (33%) 0 4]
HEADACHE <63 Days (All) 115 15 (13%) 0.8756 18 9 (50%) 6 (33%) 3 (17%) [}
, <49 Days (Group 1) 23 2 (9%) 2 2 (100%) 0 0 0
’ 50-56 Days {(Group 2} 50 7 (14%) 9 2 {22%) S5 (568%) 2 (22%) 0
57 63 Days (Group 3) 42 6 (14%) 7 5 (71%) 1 (14%) 1 (14%) 0
GASTRO-INTESTINAL SYSTEM DISORDERS
ANY EVENT <63 Days (All) 118 49 (43%) 0.6670 72 31 (43%) 25 (35%) 16  (22%) 0
s49 Days (Group 1) 23 11 (48%) 19 7 (37%) 8 (42%) 4 (21v) 0
50 56 Days (Group 2) 50 19 (38%) 28 11 (39%) 8 (29%) 9 (22%) 0
57-63 Days (Group 3) 42 19  (45%) 25 13 (52%) 9 (36%) 3 (12%) 0
CONSTIPATION s63 Days (All) 115 2 (2%) 1.0000 2 2 (100%) [ 0 0
<49 Days (Group 1) 23 [s} 0 0 0 0 0
' ’ 50-56 Days (Group 2) 50 1 (2%) 1 1 (100%) 0 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
e : . 549 Days (Group 1) 23 3 (13%) 4 3 (75%) 1. ,(25%) 0 1}
e S0-56 Days (Group 2) 50 2 4w 1 2 (5087 . 1 s(BSW) 1 (25%) 0
: 57-63 Days (Group 3) 42 2 (5%) ‘o2 1 (50%) 1 " (50%) 0 0
r t
+ +
(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
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 30NOV98:10:58 FINAL
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Appendix D,

Table Sb
Adverse Events Possibly or Probably Related to Mifepristone
[Safety Evaluable Patients]

{Continued)

(1) By Center

Page 43 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  ---------------------- Severity------------- -
Body System/Event Group [2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO-INTESTINAL SYSTEM DISORDERS (cont.)
DYSPEPSIA s63 Days (Aall) 115 2 (2%) 0.1699 2 2 (100%) 0 0 0
s49 Days (Group 1) 23 0 0 0 0 1] 0
50-56 Days (Group 2) 50 0 0 0 0 [ [
57-63 Days (Group 3) 42 2 (5%) 2 2 (100%) 0 0 0
NAUSEA s63 Days (All) 115 30 (26%) 0.7897 39 13 (33%) 15 (38%) 11 (28%) 0
! £49 Days (Group 1) 23 7 (30%) 12 3 (25%) 6 (50%) 3 (25%) 0
50-56 Days (Group 2) S0 12 (24%) 14 4 (29%) 4  (29%) 6 (43%) 0
57-63 Days (Group 3) 42 11 (26%) 13 6 (46%) S (38%) 2 (15%) 0
VOMITING s63 Days (All) 115 17 (15%) 0.7018 19 8 (42%) 7 (37%) 4 (21%) 0
<49 Days {(Group 1) 23 2 (9%) 3 1 (313%) 1 (33%) 1 (33%) 0
50-56 Days (Group 2) 50 8 (l6%) 9 4 (44%) 3 (33y) 2 (22%) 0
57-63 Days (Group 3) 42 7 (17%) 7 3 (43%) 31 (43%) 1 (14%) 0
REPRODUCTIVE DISORDERS, FEMALE
ANY EVENT =63 Days (All) 115 1 (<l¥%) 1.0000 1 ] 0 1 (100%) 0
, <49 Days (Group 1) 23 o 0 0 0 0 (4]
50-56 Days (Group 2) 50 1 (2%) 1 4] 0 1 (100%) 0
57-63 Days (Group 3) 42 0 0 0 [¢] 0 (o]
UTERINE HAEMORRHAGE £63 Days (All) 115 1 (<1%) 1.0000 1 [} 0 - 1 (100%) 0
, N =49 Days (Group 1) 23 0 -0 0 0 . 0 0
o 50-56 Days (Group 2) 50 1 (2y) 1 0 t 0o 1 (100%) 0
57-63 Days (Group 3) 42 0 0 ] . 1] o] 0
’ H
{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
FINAL
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Appendix D, Table Sb

(Cont inued)

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  ----------..-oo Lo Severity---------
Body System/Event Group [2] of Pts w/Event p value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT s6) 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%) 38 24 (63%) 7 (18%) 7 (18%) 0
ABDOMINAL PAIN =63 Days (All) 115 83 (72%) 0.4705 102 57 (56%) 29 (28%) 16 (16%) 0
) 249 Days (Group 1) 23 16 (70%) 19 10 (53%) 7 (3?\) 2 (11%) 0
50-56 Days (Group 2) 50 39 (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 <63 Days (All) 115 9 (8%) 0.6621 9 4 (44%) 3 (33%) 2 (22%) 0
=49 Days (Group 1) 23 2 (9%) 2 2 (100%) 0 1] 0
50-56 Days (Group 2) 50 5 (10%) 5 1 (20%) 3 (60%) 1 (20%) 0
57-63 Days (Group 3) 42 2 (5%) 2 1 (50%) 0 1 (50%) 0
FATIGUE <63 Days (All) 115 3 (3%) 0.1479 3 2 (67%) 1 (33%) 0 0
£49 Days (Group 1) 23 2 (9%) 2 2 (100%) 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 V] 0 0 0
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%) 1} 4]
4 ; 50-56 Days (Group 2) 50 1 (2% 1 0 1 (q00W) 0 0
;. : 57 63 Days (Group 3) 42 0 .0 0 i Lo - 0 0
S
; |
[1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepfistone.
[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 Evaluabie Patients) -

Center: CREININ (H28)

Gestational Total Number Fisher's
Age Number of Pts exact Number R Severity------------- -
Body System/Event Group [2) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS {(cont.)
SYNCOPE 563 Days (All) 115 1 (<1%) 1.0000 1 1 (100%) o] 0 0
<49 Days (Group 1) 23 0 0 0 0 [} 0
50 56 Days (Group 2) 50 1 (2%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 42 - 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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Appendix D, Table 5b (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 — -------------.. . .... Severijity-------..-- -- - -
Body System/Event Group [2) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
ANY EVENT s63 Days (All} 83 55 (66%) 0.9552 107 28 (26%) 5S¢ (47%) 28 (26%) 1 {<1%)
<49 Days (Group 1) 28 18 (64%) 35 10 (29%) 18  (51%) 6 (17%) 1 (3%)
50-56 Days (Group 2) 37 25 (68%) 42 10 (24%) 16 (38%) 16 (38%) 0
57-63 Days (Group 3) 18 12 (87%) 30 8 (27%) 16 (53%} 6 (20%) 0
CENTR & PERIPH NERVOUS SYSTEM DISORDERS
ANY EVENT | <63 Days (All) 83 9 (11%) 1.0000 9 3 (33W) 4 (44%) 2 (22%) 0
549 Days (Group 1) 28 3 (11y) 3 1 (33%) 2 (67%) 0 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 0 1 (50%) 1 (50%) 0
DIZZINESS <63 Days (All) 83 5 (6%) 0.7091 S 2 (40%) 2 (40%) 1 (20%) 0
<49 Days (Group 1) 28 2 (7%) 2 4] 2 (100%) V] 0
50-56 Days (Group 2) 37 3 (8%) 3 2 (67%) 0 1 {(33%) 4}
57-63 Days (Group 3} 18 [} [ 0 0 [} 0
HEADACHE %63 Days (All) a3 3 (4%) 1.0000 3 1 (33%) 2 (67%) g 4]
%49 Days (Group 1) 28 1 (4%) 1 1 (100%) 0 0 0
! 50-56 Days (Group 2) 37 1 (3%) 1 4] 1 (100%) 0 s}
57 63 Days (Group 3) 18 1 (6%) 1 0 1 (100%) 0 0
MIGRAINE s63 Days (All) a3 2 (1%) 0.2169 1 0 0 1 (100%) 0
- =49 Days (Group 1) 28 0 0 0 P 0 0 0
N "
i - 50-56 Days (Group 2) 37 0 0 0 i o ., 0 0
57-63 Pays (Group 3) 18 1 (6%) 1 0 | 0 1 (100%) 0
r
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.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: SOGOR (#29)

Page 47 of 49

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------------no Severity-------------~-------~--
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO-INTESTINAL SYSTEM DISORDERS
ANY EVENT =63 Days (All) 83 30 (36%) 0.8737 48 11 (21%) 22 (46%) 5 (31%) 0
<49 Days (Group 1) 28 9 (32%) 13 3 (23%) 7  (54%) 3 (23%) 0
50-56 Days (Group 2) 37 14 (38%) 20 3 (15%) 8 (40%) 9 (45%) 0
57-63 Days (Group 3) 18 - 7 (39%) 15 5 (33%) 7 (47%) 3 (20%) 0
DIARRHEA s63 Days {All) 83 3 (4%) 1.0000 3 1 (33%) 2 {67%) 0 0
) ) 549 Days (Group 1) 28 1 (4%) 1 0 1 (100%) [ 0
50-56 Days (Group 2) 37 1 (3%) 1 0 1 (100%) 0 0
S7 63 Days {(Group 3) 18 1 (6%) 1 1 {(100%) o 0 0
NAUSEA %63 Days (All) B3 24 (29%) 0.9503 28 8  (29%) 13 (46%) 7 (25%) 0
<49 Days (Group 1) 28 9 (32%) 10 3 (30%) S (50%) 2 (20%) 0
50 56 Days (Group 2} 37 10 (27%) 11 3 (27%) 4 (36%) 4 (36%) [
57 -63 Days (Group 3) 18 5 (28%) 7 2 (29%) 4 (57%) 1 (14%) 0
VOMITING . =63 Days (All) 83 14 (17%) 0.2069 17 2 (12%) 7 (41%) 8 (47%) 0
£49 Days (Group 1) 28 2 (7%) 2 0 1 (50%) 1 (50%) 0
50-56 Days (Group 2) 37 8 (22%) 8 0 3 (38%) 5 (63%) 0
' 57-63 Days (Group 3) 18 4 (22%; 7 2 (29%) 3 (43%) 2 (29%) 0
HEART RATE AND RHYTHM DISORDERS
ANY EVENT . <63 Days (All) 83 1 (1%) 0.5542 1 [} 1 {100%) 0 0
A : 249 Days (Group 1) 28 1 (4w 1 0 w4 1700w 0 0
Cyoe 50-56 Days (Group 2) 37 0 . 0 0 i o - 0 0
57-63 Days (Group 3) 18 o 0 0 B 0, 0 0
.
H t
[t} 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: SOGOR (#29)
Gestational Total Number Fisher's
Age Number of Pts exact Number - -------------------- Severity----------------- .- ..
Body System/Event Group [2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
HEART RATE AND RHYTHM DISORDERS {(cont.)
TACHYCARDIA <63 Days (All) 83 1 (1%) 0.5542 1 0 1 (100%) ] 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 0
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT | s63 Days (All) 83 42 (51%) 0.7469 49 14 (29%) 23 (47%) 11 (22%) 1 (2%)
<49 Days (Group 1) 28 15 (54%) 18 6 (33%) 8 (44%) 3 am 1 (&%)
50-56 Days (Group 2) 37 17  (46%) 18 5 (28%) 7 (39%) 6 (33%) 0
57-63 Days (Group 3) 18 10 (56%) 13 3 {23v) 8 (62%) 2 (15%) 0
ABDOMINAL PAIN s63 Days (All) 83 42 (51%) 0.7469 46 14 (30%) 20 (43%) 11 (24%) 1 (2%)
s49 Days (Group 1) 28 15 (54%) 17 6 (35%) 7 (41%) 3 {18%) 1 (6%)
50-56 Days (Group 2) 37 17 (46%) 18 5 (28%) 7 (39%) 6 (33%) 0
57-63 Days (Group 3) 18 10 (56%) 11 3 (27%) 6 (55%) 2 (18%) 0
BACK PAIN =63 Days (All) 83 1 (1%) 0.2169 1 0 1 (100%) 0 0
<49 Days (Group 1) 28 0 0 0 0 0 0
! 50-56 Days (Group 2) 37 o] 0 0 [ 0 0
57-63 Days (Group 3} 18 1 (6%) 1 0 1 (100%) 0 0
CHEST PAIN 263 Days (All) a3 1 (1%) 0.2169 1 0 1 (100%) 0 0
- , s49 Days (Group 1) 28 0 0 0 ; 0!, 0 0
o 50-56 Days {(Group 2) 37 0 .0 0 B (R 0 0
57-63 Days (Group 3) 18 1 (6%) 1 0 ' 1 }100&) 0 0
r
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.1, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 3I0ONOV98:10:58 FINAL

r\g'
w
o

MIF 001169



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  -----------------o--- Severity-------- S
Body System/Event Group [2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS (cont.)
FEVER <63 Days (All) 83 1 (1%) 0.5542 1 0 1 (100%) 0 0
49 Days {(Group 1) 28 1 (4%) 1 [} 1 (100%) 0 0
50 56 Days (Group 2} 37 0 o] o] o] o] 0
57-63 Days (Group 3) 18 0 0 0 0 0 0
i1} 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 j
. . - ' .t
. . U b S
. '
i |
i
Source Data: Appendix A.1l, Table 25
J:\USA\166B\SASPGMS\apdxd\final\ade2.SAS 30NOV98:10:58 FINAL
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Appendix D, Table Sc
Adverse Events Possibly or Probably Related to Misoprostol
[Safety Evaluable Patients]

[1] By Center

Page 1 of 66

Center: POINDEXTER (#21)
Gestational Total Numberx 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
ANY EVENT s63 Days (All) 71 61 (86%) 0.5665 213 76 (36%) 109 (51%) 28 {(13%) 0
=49 Days (Group 1) 28 24 (86%) 64 24 (38%) 38  (59%) 2 (3%) 0
50-56 Days (Group 2) 26 21 (81%) 73 22 (30%) 34 (47%) 17  (23%) 0
57-63 Days (Group 3) 17 16 (94%) 76 30 (39%) 37 (49%) 9 (12%) 0
SKIN AND APPENDAGES DISORDERS
ANY EVENT =63 Days (All) 71 1 (1%) 0.2394 1 0 1 (100%) 0 0
%49 Days (Group 1) 28 0 [ 1] 4] 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 0
SWEATING INCREASED <63 Days (All) 71 1 (1%) 0.2394 1 0 1 (100%) ] 0
<49 Days (Group 1) 28 [4] 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%) 0 0
CENTR & PERIPH NERVOUS SYSTEN DISORDERS
ANY EYENT <63 Days (All) 71 14 (20%) 0.3532 21 7 (33%) 11 (52%) 3 (14w) 0
<49 Days (Group 1) 28 6 (21%) 6 2 (33%) 4 (67%) 0 [
50-56 Days (Group 2) 26 3 (12%) 4 0 2 (50%) 2  (50%) 0
57-63 Days (Group 3) ;1T 5  (29%) 11 S (45%) 5 (45%) 1 (9%) 0
2 e L
- -t
[1} Includes ntuéba, vomltlng, diarrhea and abdominal pain reported during the post-misoprostol observat:on period and all events for which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mxfegr1sto e and misoprostcl or
for which the relationship was not assessed. H
[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\f1na1\ade3 SAS 30NOV98:11:19 FINAL
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Appendix D, Table Sc (Continued)
Adverse Events Possgibly 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 pPts exact Number  ---------------cc--n-- Severity----------------------
Body System/Event (2] Group {3} of Pts w/Event p-value of Events mMild Moderate Severe Unknown
CENTR & PERIPH NERVOUS SYSTEM DISORDERS (cont.)
HEADACHE <63 Days (All) 71 14 (20%) 0.3532 20 7  (35%) 10 (50%) 3 (15%) 0
=49 Days (Group 1) 28 6 (21%) 6 2 (33y) 4 (67%) ] 4]
50-56 Days (Group 2) 26 3 {12%) 4 [} 2 (50%) 2 (50%) 1}
57-63 Days (Group 3) 17 - S (29%) 10 . 5 (50%) 4 (40%) 1 (10%) o
MIGRAINE <63 Days (All) 71 1 (1%) 0.2394 1 0 1 (100%) o 0
[ . =49 Days (Group 1) 28 0 0 1] 0 } 0 [
50-56 Days (Group 2) 26 [ 0 0 o] 0 0
57-63 Days (Group 3) 17 1 (6%) 1 0 1 (100%) (] o]
GASTRO- INTESTINAL SYSTEM DISORDERS
ANY EVENT <63 Days (All) 71 35 (49%) 0.7211 66 23 (35%) 31 (47%) 2 (18%) 0
s49 Days (Group 1) 28 12 (43%) 14 6 (43%) 7 (50%) 1 (7%) 0
50-56 Days (Group 2) 26 14 (54%) 28 7  (25%) 13 (46%) 8 (29%) 0
57-63 Days {(Group 3) 17 3 (53%) 24 10 (42%) 11 (46%) 3 (13%) 0
ABDOMINAL PAIN (STOMACH AND INTESTINAL) 563 Days (All) 71 b (1%) 1.0000 1 1 (100%) 0 0 0
s49 Days (Group 1) 28 1 (4%) 1 1 (100%) 0 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
[1] Includes nausea vomiting, diarrhea and abdominal pain reported during the post-misoprostol observation period and aill.events’ ﬁqr which the
relationship ®o Bﬁudy drug was reported as possibly or probably related to misoprostol or the combination of mxfepristonb and misoprostol or
for which the relationship was not assessed. '
[2] NOS = Not otherwise specified 4
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vagxnai 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 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  ---------------------- Severity---------- - -
Body System/Event [2] Group {3} of Pts w/Event p -value of Events Mild Moderate Severe Unknown
GASTRO-INTESTINAL SYSTEM DISORDERS {cont.)
DIARRHEA =63 Days (All) 71 6 (8%) 0.5594 6 3 (50%) 3 (50%) 0 0
£49 Days (Group 1) 28 1 (4%) 1 1 (100%) o 0 0
50-56 Days (Group 2) 26 3 (12w) 3 1 (33%) 2 (67%) 0 [4]
57-63 Days (Group 3) 17 2 (12%) 2 1 (50%) 1 (50%) 0 0
DYSPEPSIA 63 Days (All) 71 2 (3%) 0.5155 2 1 (50%) 0 1 (50%) 0
! . <49 Days (Group 1) 28 0 0 0 0 ' 4] 0
50-56 Days (Group 2) 26 1 (4%) 1 0 0 1 {100%) 0
57-63 Days (Group 3) 17 1 (6%) 1 1 (100%) 0 Q [¢]
NAUSEA 563 Days (All) 71 27 (38%) 0.7787 34 11 (32%) 15 (44%) 8 (24%) 0
49 Days (Group 1) 28 9 (32%) 9 3 (33w) 5 (56%) 1 (11%) [
S0-56 Days (Group 2) 26 11 (42%) 14 4 (29%) S (36%) 5 (36%) 0
57-63 Days (Group 3) 17 7 (41%) 11 4 (36%) S  (45%) 2 (18%) 0
VOMITING . . s63 Days (All) 71 16 (23%) 0.1143 23 7 (30%) 13 (57%) 3 (13%) 0
=49 Days (Group 1) 28 3 {11%) 3 1 (33%) 2 (67%) 0 0
50-56 Days {(Group 2) 26 7 (27%) 10 2 (20%) 6 (60%) 2 (20%) Q
' 57-63 Days (Group 3) 17 6 (35%) 10 4 (a0V) 5 (50%) 1 (10%) 0
PLATELET, BLEEDING & CLOTTING DISORDERS
ANY EVENT . 63 Days (All) 71 1 (1%) 1.0000 1 0 I'QIOO\) 0 0
T : s49 Days (Group 1) 28 1 (ay) 1 0 T 1 6190%) 0 0
. - 50-56 Days (Group 2) 26 0 ¢ 0 0 K o 0 0
57-63 Days (Group 3) 17 o] 0 0 P 0 0 o
- i '
[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.l1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\ade3.SAS 30NOV98:11:19 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  ---------------oaoooo Severity------------. -
Body System/Event {2} Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
PLATELET, BLEEDING & CLOTTING DISORDBRS (cont.)
EPISTAXIS s63 Days (All) 71 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
57-63 Days (Group 3) 17 0 0 0 0 0 0
REPRODUCTIVE DISORDERS, FEMALE
ANY EVENT ' <63 Days (All) 71 2 {3%) 1.0000 2 0 1 (5p%) 1 (50%) 0
49 Days (Group 1) 28 1 (4%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 26 1 (4%) 1 ] 0 1 (100%) 0
57-63 Days (Group 3) 17 0 0 0 0 0 0
UTERINE DISORDER NOS s63 Days {(All) 71 1 (1%) 1.0000 1 Q 1 (100%) 0 4]
s49 Days (Group 1) 28 1 (4%) 1 [ 1 (100%) 0 0
50-56 Days (Group 2) 26 0 [+] 0 0 0 0
57-63 Days (Group 3) 17 0 4] 0 0 0 o
UTERINE HAEMORRHAGE s63 Days (All) 71 1 (1%) 0.6056 1 0 0 1 (100%) 0
s49 Days (Group 1) 28 ] 0 0 0 [ 0
' 50-56 Days (Group 2) 26 1 (4%) 1 0 v} 1 (100%) 0
57-63 Days (Group 3) 17 0 0 0 0 0 0
[1] Includes naudba, womiting, diarrhea and abdominal pain reported during the post-misoprostol observation period and all.events fqr which the
relationship ) study drug was reported as possibly or probably related to misoprostol or the combination of mlfeptlstonb and misoprostol or
for which the relationship was not assessed. .
[2] NOS = Not otherwise specified
[3]1 Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaglnal ultrasonography.
Souxce Data: Appendix A.1, Tables 16 and 25
J:\USA\166B\SASPGMS\apdxd\final\adel.SAS 30NOV98:11:19 FINAL

Do,
w ,
w

MIF 001174



The Population Council
Protocol 166B

Center: POINDEXTER (#21)

Wbk 7

Appendix D, Table 5c (Continued)
Adverse Events Possibly or Probably Related to Misoprostol [1] P'y Center
[safety Evaluable Patients] )

Page S of 66

Gestational Total Number Fisher's
Age Number of Pts exact Number B Severity-------------------- -
Body System/Event [2] Group [3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT s63 Days (All) 71 59 (83%) 0.6130 122 46 (38%) 64 (52%) 12 (10%) 0
49 Days (Group 1) 28 24 (B86%) 42 16 (38%) 25 (60%) 1 (2%) 0
50-56 Days (Group 2) 26 20 (77%) 40 15 (38%) 19 (48%) 6 (15%) 0
57-63 Days (Group 3) 17 15 (88%) 40 15 (38%) 20 (S0%) 5 (13%) 0
ABDOMINAL PAIN 563 Days (All) 71 59  (83%) 0.6130 118 42 (37%) 63 (55%) 10 (9%) 0
! =49 Days (Group 1) 28 24 (86Y%) 39 14 (36%) 24 (62%) 1 (3%) 0
50-56 Days (Group 2) 26 20 (77%) 38 14 (37%) 19 (50%) 5 (13%) 0
57-63 Days (Group 3) 17 15 (88%) 38 14 (37%) 20 (53%) 4 (11y) 0
ASTHENIA s63 Days (All) 71 1 (1%) 0.2394 1 1 (100%) 0 0 0
=49 Days (Group 1) 28 0 0 0 0 0 0
50-56 Days {(Group 2) 26 0 0 0 Q [ 0
57-63 Days (Group 3) 17 1 (6%) 1 1 (100%) 0 [4] 0
BACK PAIN =63 Days (All)} 71 S (7%) 0.8396 S 3  (60%) 1 (20%) 1 (20%) 0
€49 Days (Group 1) 28 3 (11%) 3 2 (67%) 1 (33%) 0 [
, 50-56 Days (Group 2) 26 1 (4%) 1 1 (100%) [ (] 0
57-63 Days {Group 3) 17 1 (6%) 1 0 0 1 (100%) 0
RIGORS s63 Days (All) 71 1 (1%) 0.6056 1 0 0 1 (100%) 0
: s49 Days (Group 1) 28 1] [o] 0 . 0. 0 0
oo 50-56 Days (Group 2) 26 1 (&%) 1 0 ; o ! 1 (100%) 0
. 57-63 Days (Group 3) 17 0 0 0 : 0 0 0
r
{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.
12} 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 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  ---------------------- Severity-----------------
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%) 82 (44%) 46 (25%) 0
50-56 Days (Group 2) 43 41 (95%) 174 58 (33%) 64 (37%) 52  (30%) 0
57-63 Days (Group 3) 38 36 {95%) 152 45 (30%) 55 (36%) 52 (34%) 0
SKIN AND APPENDAGES DISORDERS
ANY EVENT s63 Days {(All) 151 1 (<1%) 0.5364 1 1 {(100%) 0 0 0
=49 Days (Group 1) 70 0 1] [ 0 [¢] 0
50-56 Days (Group 2) 43 1 (2%) 1 1 (100%) 0 0 [¢]
57-63 Days (Group 3) 38 1} 0 0 0 0 0
RASH <63 Days (All) 151 1 (<1%) 0.5364 1 1 (100%) 0 0 0
<49 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) 38 1] 0 [ 0 0 0
MUSCULO-SKELETAL SYSTEM DISORDERS
ANY EVENT <63 Days (All) 151 1 (<1%) 0.2517 1 0 1 (100%) 0 0
549 Days (Group 1) 70 4] 0 0 0 0 0
S0-56 Days (Group 2) 43 0 b} 0 0 0 0
57-63 Days (Group 3) 38 1 (3%) 1 0 1 (100%) 0 o
- ‘ oy
DR W
[1] Includes nauséa, quiting, diarrhea and abdominal pain reported during the post-misoprostol obseryation period andiall events for which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mifepristong 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 2S5
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)

Page 7 of 66

Gestational Total Number Fisher's
Age Number of Pts exact Number  -----------------oo--- Severity---------------- oo
Body System/Event ({2] Group (3] of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
MUSCULO-SKELETAL SYSTEM DISORDERS (cont.)
MYALGIA s63 Days (All) 151 1 (<1%) 0.2517 1 0 1 (100%) 0 0
249 Days (Group 1) 70 0 0 0 [ 0 0
50-56 Days (Group 2) 43 0 0 o] [ 0 0
57-63 Days (Group 3) 38 1 (3%) 1 0 1 (100%) 0 0
CENTR & PERIPH NERVOUS SYSTEM DISORDERS
ANY EVENT ' . <63 Days (All) 151 29 (19%) 0.0650 37 9 (24%) 25 (68%) 3 (8%) 0
549 Days (Group 1) 70 8 (11%) 11 2 (18%) 8 (73%) 1 (9%) ]
50-56 Days (Group 2) 43 11 (26%) - 13 6 (46%) 7 (54%) 0 o]
$7-63 Days (Group 3) 38 10 (26%) 13 1 (8%) 10 (77%) 2 (15%) 0
DIZZINESS s63 Days (All) 151 11 (7%) 0.8507 13 4 (31%) 9 (69%) 0 0
£49 Days (Group 1) 70 S (7%) 2 {(29%) s (71%) 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 (13y) 0
s49 Days (Group 1) 70 4 (6%) L} 0 3 (75%) 1 (25%) o]
50-56 Days (Group 2) 43 7 {(1é%) 4 (44%) 5 (56%) 0 0
57-63 Days (Group 3) a8 9 (24%) 11 1 (9%) 8 (73%) 2 (18%) o
i
. . ; ; . . : X . i .
(1] Includes nausea, vomiting, diarrhea and abdominal pain reported during the post-misoprostol observation period and 41l events.for which the
relationship %o sﬁudy drug was reported as possibly or probably related to misoprostol or the combination of mifepristonje and misoprostol or
for which the relationship was not assessed. ; T '
[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.1l, Tables 16 and 25
FINAL

J:\USA\166B\SASPGMS\apdxd\final\ade3.SAS 30NOV98:11:19
(%) f

O
no

MIF 001177



bk T,

The Population Council Page 8 of 66
Protocol 166B
Appendix D, Table Sc (Continued)
Adverse Events Possibly or Probably Related to Misoprostol [1]) By Center !
[Safety Evaluable Patients} -
Center: VARGAS (H22)
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
VISION DISORDERS
ANY EVENT 63 Days (All) 151 1 (<1%) 0.5364 1 1 (100%) [ 0 0
=49 Days (Group 1) 70 0 0 1] o] ] o]
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 [v]
VISION ABNORMAL s63 Days (All) 151 1 (<1%) 0.5364 1 1 (100%) 0 0 0
! 549 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 4] 0 0
GASTRO-INTESTINAL SYSTEM DISORDERS
ANY EVENT <63 Days (All) 151 99 (66%) 0.0669 211 93 (44%) 76  (36%) 42 (20%) 0
‘ =49 Days (Group 1) 70 39 (56%) 76 31 (41%) 33 (43%) 12 (1l6%) 0
50-56 Days (Group 2) 43 32 (74W) 72 33 (46%) 23 (32%) 16 (22%) o
57-63 Days (Group 3) 38 28 (74%) 63 29 (46%) 20 (32%) 14 (22%) 0
CONSTIPATION =63 Days (All) 151 1 (<1%) 0.5364 1 0 1 (100%) 0 0
) <49 Days (Group 1) 70 0 0 0 0 4] 0
50-56 Days (Group 2) 43 1 (2%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) kY] 0 0 0 0 0 0
e i N s . N - : . gt :, i <
[1] Includes nausea, yomlting, diarrhea and abdominal pain reported during the post -misoprostol observation period and all events_for which the
relationship %o study drug was reported as possibly or probably related to misoprostol or the cothbination of mifepristoTe and misoprostol or
for which the relationship was not assessed. r '
{2] NOS = Not otherwise specified H
[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
FINAL

J:\USA\166B\SASPGMS\apdxd\final\ade3.SAS 30NOV98:11:19
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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 R Severity--- - - - S
Body System/Event [2] Group [3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO-INTESTINAL SYSTEM DISORDERS (cont.)
DIARRHEA %63 Days (All) 151 47 (31%) 0.2075% 65 33 (51%) 23 (35%) 9 (1a%) 0
<49 Days (Group 1) 70 17 (24%) 23 11 (48%) 3  {39%) 3 (13%) 0
50-56 Days (Group 2) 43 17 (40%) 22 10 (45%) 9 (41%) 3 (14%) 0
57-63 Days (Group 3) 38 13 (34%) 20 12 (60%) S (25%) 3 (15%) 0
NAUSEA <63 Days {All) 151 80 (S3%) 0.2462 95 44 (46%) 33 (35%) 18 (19%) 0
' : £49 Days (Group 1) 70 32 (46%) 36 16 (44%) 15 (42%) 5 (14%) 0
50-56 Days (Group 2) 43 26 (60%) 32 16 (50%) 10 (31%) 6 (19%} aQ
57-63 Days (Group 3) 38 22 (58%) 27 12 (44¥%) 8 (30%) 7 (26%) o]
VOMITING s63 Days (All) 151 43 (28%) 0.1960 50 16 {(32¥%) 19 (38%) 15 (30%) 0
<49 Days (Group 1) 70 15 (21%) 17 4 (24%) 9 (51%) 4 (24%) 0
50-56 Days (Group 2) 43 15  (35%) 17 7 (41%) 3 (18%) 7 (41%) ]
57-63 Days (Group 3) 38 13 (34%) 16 5  (31%) 7 (44%) 4 (25%) 0
METABOLIC AND NUTRITIONAL DISORDERS
ANY EVENT %63 Days (All) 151 1 (<1%; 0.2517 1 1 (100%) 0 0 0
. : <49 Days (Group 1) 70 0 0 0 0 0 0
50-56 Days (Group 2) 43 0 V) V] V] 0 0
S7-63 Days (Group 3) 38 1 (3%) 1 1 (100%) 0 0 0
' i
“«, s .
{1] Includes nausea, vomltxng. diarrhea and abdominal pain reported during the post-misoprostol observation period and;all events for which the
re]atlonshxp to study drug was reported as possibly or probably related to misoprostol or the combination of mlfeprlstonF and’mxsoprostol or
for which the relationship was not assessed. y
[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
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Adverse Events Possibly or Probably Related to Misoprostol {1] By Center
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Appendix D, Table 5¢ (Continued)

[Safety Evaluable Patients}

Page 10 of 66

Gestational Total Number Fisher's
Age Number of Pts exact Number - -----------... o .. Severity---------- --
Body System/Event [2] Group (3} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
METABOLIC AND NUTRITIONAL DISORDERS (cont.)
DEHYDRATION 63 Days (All) 151 1 (<1%) 0.2517 1 1 (100%) 0 0 0
<49 Days (Group 1) 70 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 1 (100%) 0 0 0
URINARY SYSTEM DISORDERS
ANY EVENT f s63 Days (All) 151 1 (<1%) 0.5364 1 1 (100%) 0 [ 0 0
=49 Days (Group 1) 70 0 1] 0 0 0 0
50-56 Days (Group 2) 43 1 (2%) 1 1 (100%) 0 [+] (]
57-63 Days (Group 3) 38 0 [s} 0 0 [} 0
MICTURITION DISORDER 63 Days (All) 151 1 (<1%) 0.5364 1 1 (100%) 0 1] 0
<49 Days {(Group 1) 70 [] 0 0 [o] [ (]
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
REPRODUCTIVE DISORDERS, PEMALE
ANY EVENT <63 Days (All) 151 7 (5%) 1.0000 7 1 (14%) 2 (29%) 4 (57%) 0
' s49 Days (Group 1) 70 3 (4%) 3 1 (33%) 1 (33y) 1 (33%) 0
50-56 Days (Group 2) 43 2 (5%) 2 0 1 (50%) 1 (50%) 0
57-63 Days (Group 3) 38 2 (5%) 2 0 [} 2 (100%) 0
o . !
0 AR
[1] Includes nausea, VOmltxng, diarrhea and abdominal pain reported during the post- misoprostol obserVatlon period and all évents for which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of m1fepk13toqe 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 30NOV98:11:19 FINAL
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Appendix D, Table 5c (Continued)
Adverse Events Possibly or Probably Related to Misoprostol [1] By Center
[Safety Evaluable Patients]) .

Page 11 of 66

Gestational Total Number Fisher's
Age Number of Pts exact Number  -----------~-~.--s--o- Severity---------- - eon o -
Body System/Event [2] Group (3] of Pts  w/Event p-value of Events Mild Moderate Severe unknown
REPRODUCTIVE DISORDERS, FEMALE (cont.)
LEUKORRHOEA s63 Days (All) 151 1 (<1¥%) 1.0000 1 1 (100%) ¢} [} 0
s49 Days (Group 1) 70 1 (1%) 1 1 (100%) 0 [o] [
50 S6 Days (Group 2) 43 o] 0 o 0 0 0
57-63 Days (Group 3) 18 0 0 0 0 0 0
UTERINE HAEMORRHAGE 63 Days (All) 151 S {3%) 0.7184 S 0 1 (20%) 4 (80%) 0
[ =49 Days (Group 1) 70 2 (3%) 2 0 1 (50%) 1 (50%) 0
50-56 Days (Group 2) 43 1 (2%) 1 0 0 1 (100%) 0
57-63 Days (Group 3) is 2 (5%) 2 0 0 2 (100%) 0
VAGINITIS <63 Days (All) 151 1 (<1%) 0.5364 1 0 1 (100%) 0 0
€49 Days (Group 1) 70 0 0 0 1] o 0
50-56 Days {(Group 2) 43 1 (2%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 38 0 0 4 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 (33v) 0
50-56 Days (Group 2) 43 41 (95%) B4 - 16 (19%) 33 (39%) 35 (42%) 0
57 63 Days (Group 3) 38 36 (95%) 72 14 (19%) 24 (33%) 34 (47%) 0
(1) Includes nausea, vomiting, diarrhea and abdominal pain reported during the post-misoprostol observation period and all. events!for which the
relationship %o 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 r |
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginSI ultrasonography.
Source Data: Appendix A.1, Tables 16 and 25
FINAL
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Appendix D, Table 5c (Continued)

Page 12 of 66

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  --------“-s-w---o-o--- Severity - ------------ - -
Body System/Event [2] Group (3} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS (cont.)
ABDOMINAL PAIN s63 Days (All) 151 137 (91%) 0.1814 236 47 (20%) 88 {37%) 101 (43%) 0
<49 Days (Group 1) 70 60 (86%) 94 24 (26%) 38 (40%) 32 (34%) Q
50-56 Days (Group 2) 43 41 (95%) 74 11 (15%) 28 {38%) 35 (47%) 0
57 63 Days (Group 3) 38 36 (95%) 68 }12 (18%) 22 (32%) 34 (50%) 0
BACK PAIN s63 Days (All) 151 6 (4%) 0.5591 7 3 (43%) 4 (57%) 0 0
! s49 Days (Group 1) 70 2 (3%) 2 1 (50%) 1 (50%) 0 0
50-56 Days (Group 2) 43 3 (7%) 4 2 (50%) 2 (50%) V] 0
57-63 Days (Group 3) 38 1 (3%) 1 0 1 {100%) 0 0
FATIGUE s63 Days (All) 151 2 (1%) 0.1418 2 0 2 (100%) 0 0
549 Days (Group 1) 70 0 0 0 0 0 0
50-56 Days (Group 2) 43 2 (5%) 2 0 2 (100%) 0 0
57-63 Days (Group 3} 38 0 0 0 0 0 0
FEVER <63 Days (All) 151 2 (1%) 0.2861 2 2 (100%) 0 0 0
549 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) 38 1 (3%) 1 1 (100%) 0 0 0
LEG PAIN =63 Days {All) 151 1 (<1%) 0.2517 1 [ 1 (100%) 0 4
i £49 Days (Group 1) 70 0 0 ] 0 0 0
o 50-56 Days (Group 2) 43 0 0 o . 0 0 0
. 57-63 Days (Group 3} 38 1 (3%) . 1 0 i 1 (1p0Y) 0 0
[ [
{1] Includes nausea, vomiting, diarrhea and abdominal pain reported during the post-misoprostol observation period and'all ebents 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.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~
Adverse Events Possibly or Probably Related to Misoprnstol
[Safety Evaluable Patients]

(Cont inued)

[1) By Center

Page 13 of 66

Gestational Total Number Fisher's
Age Number of Pts exact Number  ---------- oo o---n Severity------- -
Body System/Event [2] Group [3} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS (cont.)
RIGORS <63 Days (All) 151 3 (2%) 0.1517 3 2 (67%) 1 (33%) 0 0
<49 Days (Group 1) 70 0 0 0 0 0 0
50-56 Days (Group 2) 43 2 (5%) 2 1 (s0%) 1 (50%) 0 4
§7-63 Days (Group 3) 38 1 (3%) 1 1 (100%) 0 0 0
SYNCOPE 563 Days (All) 151 2 (1%) 1.0000 2 1 (50%) 1 (50%) 0 0
! £49 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
57 63 Days (Group 3) 38 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.
. . : - 4.t
- - . ‘i .
T
i
Source Data: Appendix A.1, Tables 16 and 25
FINAL
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Appendix D, Table 5S¢

{Cont inued)

Adverse Events Possibly or Probably Related to Misoprostol
[Safety Evaluable Patients]

{1} By Center

Page 14 of 66

Center: o "=
Gestational Total Number Fisher's
Age Number of pts exact Number  ---------v-cmaiaa Severity- - -------- -
Body System/Event (2] Group [3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
ANY EVENT =63 Days (All) 89 88 (99%) 1.0000 505 165 (33%) 204 (40%) 135 (27%) 1 (<1%)
s49 Days (Group 1) 35 34 (97%) 175 59 (34%) 66 (38%) 49 (28%) 1 (<1¥)
50-56 Days (Group 2) 34 34 (100%) 210 67 {32%) 91 (43%) 52 (25%) 0
57-63 Days (Group 3) 20 . 20 (100%) 120 39 (31%) 47 (39%) 34 (28%) 0
SKIN AND APPENDAGES DISORDERS
ANY EVENT . <63 Days (All) 89 1 (1%) 1.0000 1 0 0 1 (100%) 0
£49 Days (Group 1) 35 1 (3%) 1 0 [} 1 (100%) 0
50-56 Days (Group 2) 34 [ 0 0 0 0 o]
57-63 Days (Group 1) 20 0 0 0 0 0 0
SWEATING INCREASED 63 Days (All) 89 1 (1%) 1.0000 1 0 0 1 (100%) 0
<49 Days (Group 1) 35 1 (3%) 1 ] 0 1 (100%) 0
50-56 Days (Group 2) 34 0 0 0 0 o] 0
! 57-63 Days (Group 3) 20 0 0 0 0 0 0
MUSCULQ- SKELETAL SYSTEM DISORDERS
ANY EVENT s63 Days (All) 89 1 (1%) 0.6067 1 0 0 1 (100%) 0
' <49 Days (Group 1) 15 0 0 o 0 o ]
50-56 Days (Group 2) 34 1 (3%) 1 0 4] 1 (100%) 0
57-63 Days (Group 3) 20 0 0 0 0 0 0
-
- . ‘ S ).
{1} Includes nausea, vomiting, diarrhea and abdominal pain reported during the post-misoprostol obseryvation period angd all éventsffbr which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mifepristoTe an? misoprostol or
for which the relationship was not assessed. ’
[2] NOS = Not otherwise specified |
{31] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source bata: 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 stoprostol [1] By Center
[{Safety Evaluable Patients]

Page 15 of 66

Gestational Total Number Fisher's
Age Number of Pts exact Number — -----------------o Severity--- - ------- - -
Body System/Event (2] Group [3) of Pts w/Event p- value of Events Mild Moderate Severe Unknown
MUSCULO- SKELETAL SYSTEM DISORDERS {cont.)
MYALGIA <63 Days (All) 89 1 (1%) 0.6067 1 0 0 1 (100%) 0
549 Days (Group 1) 35 0 0 0 0 0 0
50-56 Days (Group 2) 34 1 (3%) 1 0 0 1 {(100%) 4]
57-63 Days {(Group 3) 20 0 0 0 0 0 1]
CENTR & PERIPH NERVOUS SYSTEM DISORDERS
ANY EVENT ' : <63 Days (All) 89 33 (37y) 0.3615 61 15 (25%) 30 (49%) 16 (26%) 0
s49 Days (Group 1) 35 11 (31%) 17 3 (18%) 10 (59%) 4 (24%) 0
50-56 Days (Group 2) 34 12 (35%) 19 7 (37%) 7 (37%) 5 (26%) [o]
57-63 Days (Group 3) 20 10 (50%) 25 5 (20%) 13 (52%) 7 (28%) a
DIZZINESS <63 Days (All) 89 13 (15%) 0.5865 17 5 (29%) 4 (24%) 8 (47%) 0
<49 Days (Group 1) 35 7 (20%) ] 2 (25%) 2 (25%) 4 (50%) 0
50-56 Days (Group 2) 34 4 (12%) 5 2 (40%) 2 {40%) 1 (20%) 0
57-63 Days (Group 3) 20 2 (10%) 4q 1 (25%) 0 3 (75%) 0
HEADACHE =63 Days (All) 89 24 (27%) 0.0079 14 10 (23%) 26 (59%) 8 (18%) 0
: ' 549 Days (Group 1) 3s 4 (11%) 9 1 (11%) 8 (89%) 0 0
50-56 Days (Group 2) 34 10  {29%) 14 5 (36%) 5 (36%) 4 (29%) 0
57-63 Days (Group 3) 20 10 (50%) 21 4 (19%) 13 (62%) 4 (19%) 0
{1] Includes naugea, VOmltlng diarrhea and abdominal pain reported during the post-misoprostol observation period and a1y events"fbr which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mifepristone and mxsoprostol or
for which the relationship was not assessed. r
{2) NOS = Not otherwise specified i
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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 5c (Continued)
Adverse Events Possibly or Probably Related to Misoprostol
{safety Evaluable Patients]

[1] By Center

Page 16 of 66

Center: r
Gestational Total Number Fisher's
Age Number of Pts exact Number - ----------oaa s Severity-- -- - I
Body System/Event [2] Group {3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
VISION DISORDERS
ANY EVENT s63 Days (All) 89 17 (1y) 0.6067 1 o 1 (100%) 0 0
549 Days (Group 1) 35 0 0 0 0 0 0
50-56 Days (Group 2) 34 1 (3%) 1 0 1 (100%) ] 0
57-63 Days (Group 3) 20 0 0 0 0 0 0
BLEPHARITIS =63 Days (All) 89 1 (1%) 0.6067 1 0 1 (100%) 0 0
49 Days {Group 1) 35 0 ] 0 0 ! ] 0
50-56 Days (Group 2) 34 1 (3%) 1 [ 1 (100%) 0 0
§7-63 Days (Group 3) 20 Y 0 0 0 0 o
PSYCHIATRIC DISORDERS
ANY EVENT %63 Days (All) 89 5 (6%) 1.0000 6 3 (50%) 1 (17%) 2 (33%) 0
<49 Days (Group 1) EX) 2 (6%) 2 1 (s0%) 0 1 (50%) 0
50-56 Days (Group 2) 34 2 (6%) 3 1 (33%) 1 (33%) 1 (33%) 0
57-63 Days (Group 3) 20 1 (5%) 1 1 {100%) 0 0 0
ANOREXIA <63 Days (All) 89 2 (2%) 0.6961 2 2 (100%) 0 0 0
<49 Days (Group 1) 35 1 (3%) 1 1 (100%) 0 0 0
' 50-56 Days (Group 2) 34 0 0 0 0 0 0
57-63 Days (Group 3) 20 1 (5%) 1 1 (100%) 0 o 0
(1) Includes nausea, vomiting, diarrhea and abdominal pain reported during the post-misoprostol observation period and a1 events“fbr which the
relationstip %o study drug was reported as possibly or probably related to misoprostol or the combination of mlfeprlsto and misoprostol or
for which the relationship was not assessed. P
[2] NOS = Not otherwise specified H
(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 5c (Continued)
Adverse Events Possibly or Probably Related to Misoprostol {1]) By Center
[Safety Evaluabie Patients]

Center:
Gestational Total Number Fisher's
Age Number of Pts exact Number  ---------------------- Severity- - - - - IR
Body System/Event [2] Group [3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
PSYCHIATRIC DISORDERS (cont.)
DEPRESSION 563 Days (All) 89 3 (3%) 0.6123 4 1 (25%) 1 (25%) 2  (50%) 0
<49 Days (Group 1) 35 1 (3%) 1 0 ] 1 (100%) o]
50-56 Days (Group 2) 34 2 (6%) 3 1 (33%) 1 (33%) 1 (33%) 0
S7-63 Days (Group 3) 20 0 0 0 0 0 0
GASTRO- INTESTINAL SYSTEM DISOFDIRS
ANY EVENT ’ s63 Days (All) 89 57 (64%) 0.5184 126 42 (33%) 62  (4Hv) 22 (17%) [
s49 Days (Group 1) 35 22  (63%) 40 11 (28%) 17  (43%) 12 (30%) 0
50-56 Days (Group 2) 34 24 (71%) 56 18  (32%) 32 (57%) 6 (11%) ]
57-63 Days (Group 3} 20 11 (55%) 30 13 (43%) 13 (43%) 4 (13%) 0
ABDOMINAL PAIN (STOMACH AND INTESTINAL) <63 Days (All) 89 1 (1%) 0.2247 1 0 0 1 (100%) Q
%49 Days (Group 1) 35 0 0 0 ] 0 0
50-56 Days (Group 2) 34 0 0 0 0 0 0
57-63 Days (Group 3) 20 1 (5%) 1 0 0 1 (100%) 0
DIARRHEA %63 Days (All) 89 24 (27%) 0.7512 30 13 (43%) 13 (43%) 4 (13%) Q
: s49 Days (Group 1) 35 10 (29%) 12 7 (58%) 4 (33%) 1 (8%) 0
50-56 Days (Group 2) 34 10 (29%) 13 5 (38%) 7 (54%) 1 (BY) 0
57-63 Days (Group 3) 20 4 (20%) 5 1 (20%) 2  (40%) 2 (40%) 0
Ca ; - B :, i
[1] Includes nausea, yomiting, 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 mifeﬁristonr and.misoprostol or
for which the relationship was not assessed. r
[2] NOS = Not otherwise specified i
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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

1

[Safety Evaluable Patients)

Page 18 of 66

Gestational Total Number Fisher's
Age Number of Pts exact Number - ----------- .- ----- Severity ----------- -
Body System/Event {2} Group {3} of pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO-INTESTINAL SYSTEM DISORDERS {(cont.)
DYSPEPSIA s63 Days (All) 89 2 (2%) 0.6961 4 1 (25%) 3 (75%) 0 ¢}
<49 Days (Group 1) s 1 (3%) 1 0 1 (100%) 0 0
50- 56 Days (Group 2) 34 1] 0 0 [ o] o]
57-63 Days (Group 3) 20 1 (5%) 3 1 {(33%) 2 (67%) 0 0
FLATULENCE s63 Days (All) 89 1 (1%) 1.0000 1 /] 0 1 (100%) o}
Ll
s49 Days (Group 1) 35 1 (3%) 1 [ 0 1 {100%) 0
50-56 Days (Group 2) 34 [ 0 0 0 0 0
57-63 Days (Group 3} 20 0 0 0 ] [] ]
NAUSEA =63 Days (All) 89 50 {56%) 0.4256 66 25 (38%) 27  (41%) 14 (21%) 0
<49 Days (Group 1) a5 17 (49%) 21 4 {19%) 9 (43%) 8 (38%) 0
50-56 Days (Group 2) 34 22 (65%) 30 12 (40%) 13 (43%) 5 (17%) 0
57-63 Days (Group 3) 20 11 (55%) 15 9 (60%) S (33%) 1 (7%) 0
SALIVA INCREASED <63 Days (All) 89 1 {1%) 0.2247 1 0 1 (100%) 0 0
49 Days (Group 1)} as 0 0 0 0 0 0
. : 50-56 Days (Group 2) 34 0 0 0 [+] 0 0
57-61 Days ({(Group 1) 20 1 {5%) 1 0 1 (100%) 0 0
VOMITING £63 Days (All) 89 22 (25%) 0.1241 23 3 (13%) 18 (78%) 2 (9%) V]
2 s49 Days (Group 1) 35 5 {(14%) 5 0 N 31{60%) 2 (40%) 0
.‘ i S0-56 Days (Group 2) 34 12 (35%) 13 1 (8%) 12 .(92%) 0 0
57-63 Days (Group 3) 20 S5  (25%) 5 2 (40V%) 3 '(Goi) 0 0
r
i |
[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.1, Tables 16 and 25
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Appendix D, Table 5c (Continued)
Adverse Events Possibly or Probably Related to Misoprostol (1) By Center

Wbk

{Safety Evaluable Patients]

Page 19 of 66

——
Center:
Gestational Total Number Fisher's
Age Number of Pts exact Number  -----------cotaaa Severity------------. Ceee -
Body System/Event [2] Group (3} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
CARDIOVASCULAR DISORDERS, GENERAL
ANY EVENT <63 Days (All) 89 2 (2%) 0.5174 2 0 1 (50%) 1 (50%) 0
£49 Days (Group 1) 35 0 0 0 0 1] 1]
50-56 Days (Group 2) 34 1 (3%) 1 4] 0 1 (100%) 0
57-63 Days (Group 3) 20 1 (5%) 1 [ 1 (100%) 0 0
HYPOTENSION 563 Days (All) 89 2 (2%) 0.5174 2 0 1 (50%) 1 (50%) 0
! <49 Days (Group 1) 15 0 0 0 0 0 )
50-56 Days (Group 2) 34 1 (3%) 1 0 0 1 (100%) 0
57-63 Days (Group 3) 20 1 (5%) 1 0 1 (100%) 0 0
HEART RATE AND RHYTHM DISORDERS
ANY EVENT s63 Days {(All) 89 1 (1%) 0.2247 1 0 0 1 (100%) 0
49 Days (Group 1) 35 0 0 0 0 0 0
50-56 Days (Group 2) 34 0 0 0 4] 0 0
57-63 Days (Group 3) 20 1 (5%) 1 0 0 1 (100%) 0
PALPITATION s63 Days (All) 89 1 (1%) 0.2247 1 0 0 1 (100%) 0
<49 Days (Group 1) 35 0 0 0 [] 0 o]
50-56 Days (Group 2) 34 0 0 [o] 0 0 0
57-63 Days (Group 3) 20 1 (5%) 1 0 [ 1 (100%) 0
: !
[1] Includes nausea, VOmltxng, diarrhea and abdominal pain reported during the post-misoprostol observation period and ail~events tor which the
relationship €o study drug was reported as possibly or probably related to misoprostol or the combination of m1fept15ton 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 vaglnai ultrasonography.
Source Data: Appendix A.1, Tables 16 and 25
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Adverse Events Possibly or Probably Related to MlSOprOStOl

Appendix D, Table Sc (Continued)

[Safety Evaluable Patients}

{1] By Center

Page 20 of 66

Center: —
Gegtational 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
RESPIRATORY SYSTEM DISORDERS
ANY EVENT <63 Days (All) 89 1 (1%) 0.2247 1 0 1 (100%) 0 0
=49 Days (Group 1) 35 o 0 0 4} 4] 0
50-56 Days (Group 2) 34 0 0 ] 0 0 0
57-63 Days (Group 3) 20 1 (5%) 1 0 1 (100%) 0 0
PULMONARY CONGESTION =63 Days (All) 89 1 (1%) 0.2247 1 0 1 (100%) 0 0
' <49 Days (Group 1) 35 0 0 0 0 0 0
50-56 Days (Group 2} 34 0 o] 0 0 [] o]
57-63 Days (Group 3) 20 1 (5%) 1 0 1 (100%) 0 0
URINARY SYSTEM DISORDERS
ANY EVENT <63 Days (All) 89 1 (1%) 0.6067 2 1 (50%) 0 1 (50%) 0
' 549 Days (Group 1) 35 o 0 0 0 0 0
50-56 Days (Group 2) 34 1 (3%) 2 1 (S50%) 0 1 (50%) 0
57-63 Days (Group 3) 20 0 0 0 0 0 0
MICTURITION URGENCY s63 Days (All} 89 1 (1%) 0.6067 1 1 (100%) Qo Q Q
, / =49 Days (Group 1) 35 0 0 1] 0 0 4]
50-56 Days (Group 2) 34 1 (3%) 1 1 (100%) 0 [} 0
57-63 bays (Group 3) 20 o] 0 [o] 0 0 0
= —
{1] Includes nausea, vomltxng, diarrhea and abdominal pain reported during the post-misoprostol obcexrvation period and a1t events’ for which the
relationship to study drug was reported as possibly or probably related to misoprostol or the cotbination of m1fepr15to e and mxsoprostol or
for which the relationship was not assessed. r
{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
FINAL
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Appendix D, Table Sc (Continued)
Adverse Events Possibly or Probably Related to Misoprostol (1] By Center
[safety Evaluable patients} N

Center: T — ’
Gestational Total Number Figher's
Age Number of Pts exact Number  -------------~--------- Severity---------- BRI
Body System/Event (2] Group [3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
URINARY SYSTEM DISORDERS {cont.)
URINARY TRACT INFECTION 63 Days (All) 89 1 (1%) 0.6067 1 0 0 1 (100%) 0
549 Days (Group 1) 35 0 0 0 0 1] 0
50-56 Days {Group 2) 34 1 (3%) 1 0 0 1 (100%) 0
57-63 Days (Group 3) 20 0 0 0 0 0 0
REPRODUCTIVE DISORDERS, FEMALE
ANY EVENT ! : s63 Days (All) 89 11 (12%) 0.0587 14 4 (29%) 0 ' 10 (71%) 0
s49 Days (Group 1) 35 2 (6%) 2 2 (100%)} [ 0 0
50-56 bays (Group 2} 14 8 (24%) 11 2 (18%) 0 9 (82W) 0
57-63 pDays (Group 3) 20 1 (5%) 1 0 [ 1 (100%) 0
BREAST DISCHARGE s63 Days (All) 89 1 (1%) 1.0000 1 1 (lo0%) 0 0 ¢
49 Days (Group 1) 15 1 (3%) 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
BREAST PAIN FEMALE 63 Days (All) 89 1 (1%) 0.6067 1 0 0 1 (100%) 0
, £49 Days (Group 1) 35 0 0 0 0 0 0
50-56 Days (Group 2) 34 1 (3%) 1 0 0 1 (100%) 0
57-63 Days (Group 3) 20 0 0 0 0 0 0
P =T
(1] Includes nausea, vom1ting, diarrhea and abdominal pain reported during the post-misoprostol observation period and an’ events”fbr which the
relatlonshlp Yo study drug was reported as possibly or probably related to misoprostol or the combination of mxfeprlstoqe and mlsoproscol or
for which the relationship was not assessed. ¢
{2] NOS = Not otherwise specified H |
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Source Dbata: Appendix A.1, Tables 16 and 25
J: \USA\lGGB\SASPGMS\apdxd\flnal\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: €

. Gestational Total Number Fisher's
M 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
REPRODUCTIVE DISORDERS, FEMALE {cont.)
LEUKORRHOEA s63 Days (All) a9 1 (1%) 0.6067 1 1 (100%) 0 V] 0
%49 Days (Group 1) s 0 0 0 0 0 0
50-56 Days (Group 2) 34 1 (3%) 1 1 (100%) 0 o 0
57-63 Days (Group 3) 20 0 0 0 [ 0 0
OVARIAN DISORDER 63 Days (All) 89 1 (1%) 1.0000 1 1 (100%) 0 0 0
! . s49 Days (Group 1) 35 1 (3%) 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 Q [ [ 0
UTERINE HAEMCRRHAGE s63 Days (All) 89 7 (8%) 0.0113 10 1 (10%) 0 9 (90%) 0
£49 Days (Group 1) 35 0 0 0 0 0 0
50 -56 Days (Group 2) 34 6 (18%) 9 1 (11%) o 8 (89%) 0
57-63 Days (Group 3) 20 1 (5%) 1 Q 0 1 (100%) 0
NEOPLASN .
ANY EVENT 63 Days (All) 89 1 (1%) 1.0000 1 1 (1o0%) 0 0 0
549 Days (Group 1) 35 1 (3%) 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 o]
[1] Includes nauééa, vomltxng, diarrhea and abdominal pain reported during the post-misoprostol observation period and all'events"for which the
relationship 4o study drug was reported as possibly or probably related to misoprostol or the comMbination of m1£ep¥1sto and misgoprostol or
for which the relationship was not assessed. . je '
[2] NOS = Not otherwise specified H |
[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 5c¢ {Continued)
Adverse Events Possibly or Probably Related to stoprostol {1} By Center
[Safety Evaluable Patients]

Center: = & ————n
Gestational Total Number Fisher's
Age Number of Pts exact Number  --------~------------- Severity--- - ------ - o
Body System/Event [2] Group [3} of Pts w/Event p value of Events Mild Moderate Severe Unknown
NEOPLASM (cont.)
OVARIAN CYST <63 Days (All) 89 1 (1%) 1.0000 1 1 (100%) 0 0 0
49 Days (Group 1) 35 1 (3%) 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
BODY AS A WHOLE - GENERAL DISO&DIRS
ANY EVENT : %63 Days (All) 89 87 (98%) 1.0000 288 99 (34%) 108 (38%) 80 (28%) 1 (<1%)
s49 Days (Group 1) 35 34 (97%) 112 41  (37%) 39 (35%) 31 (28%) 1 (<1%)
50-56 Days (Group 2) 34 33 (97%) 116 38 {(33%) 50 (43%) 28 (24%) 0
57-63 Days {Group 3) 20 20 (100%) 60 20 (33%) 19  (32%) 21 (35%) 0
ABDOMINAL PAIN 63 Days (All) a9 87 (98%) 1.0000 260 89 (34%) 99 (38%) 71 (27%) 1 (<1%)
=49 Days (Group 1) 35 34 (97%) 101 38 (38%) 33 (33%) 29 (29%) 1 (<1%)
50-56 Days (Group 2) 34 33 (97%) 103 32 (31%) 48  (47%) 23 (22w) [i]
57-63 Days (Group 3) 20 20 (100%) 56 19  (34%) 18 (32%) 19 (34%) 0
ASTHENIA 63 Days (All) 89 k] (3%) 0.6123 5 1 (20%) 2 (40%) 2 (40%) 0
, <49 Days (Group 1) a5 1 (3%) 2 1 (50%) 1 {(so%) ] 0
50-56 Days (Group 2) 34 2 (6%) 3 0 1 (33%) 2 (67%) 0
57-63 Days (Group 3) 20 0 0 0 0 0 0
[1] Includes nauéea vom1t1ng, diarrhea and abdominal pain reported during the post-misoprostol observation period and a1l events“fbr which the
relatxonshlp *to study drug was reported as possibly or probably related to misoprostol or the cotbination of m1fepr1sto e and misoprostol or
for which the relationship was not assessed. ’ T '
{2] NOS = Not otherwise specified : H |
[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
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Appendix D, Table Sc

{Continued)

. Adverse Events Possibly or Probably Related to Misoprostol [1] By Center
[Safety Evaluable Patients]

.

Page 24 of 66

Center:
Gestational Total Number Fisher's
Age Number of Pts exact Number  ---------------------- Severity-------- B
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.)
BACK PAIN s63 Days (All) 89 7 (8%) 0.6016 7 2 (29%) 1 (14%) 4 (57%) 0
<49 Days (Group 1) 35 2 (6%) 2 0 1  (50%) 1 (50%) 0
50-56 Days (Group 2) 34 4 (12%) 4 2 (50%) [¢] 2 (50%) 0
57-63 Days (Group 3) 20 1 (5%) 1 0 0 1 (100%) 0
CHEST PAIN , s63 Days (All) 89 1 (1%) 0.6067 2 1 (S0%) 1 (50%) 0 0
49 Days (Group 1) a5 0 0 [ 0 0 0
50-56 Days (Group 2) 34 1 (3%) 2 1 (50%) 1 (50%) 0 0
57-63 Days (Group 3) 20 0 0 0 ] 1] 0
FATIGUE =63 Days (All) 89 6 (7%) 0.2181 6 2 (33%) 2 (33%) 2 (33%) 0
£49 Days (Group 1) 35 2 (6%) 2 0 1 (50%) 1 (s0%) 0
50-56 Days {Group 2) 34 1 (3%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 20 3 (15%) 3 1 (33%) 1 (33%) 1 (33%) 0
FEVER s63 Days (All) 89 2 (2%) 1.0000 2 2 (100%) 0 0 0
<49 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 0 1] 0 0 0 0
LEG PAIN . %63 Days (All) 89 1 (1%) 1.0000 2 0 2 (100%) 0 0
T . s49 Days {Group 1) is 1 (3%) 2 0 - 2" (100%) 0 0
S " S0-56 Days (Group 2) 34 0 0 0 i L o .. 0 0
57-63 Days {(Group 3) 20 0 0 0 ' 0 0 [
r
i |
[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.1, Tables 16 and 25
FINAL

J:\USA\166B\SASPGMS\apdxd\final\ade3.SAS 30NOV98:11:19

(W8} ,
prnt.
w

MIF 001194



The Population Council
Protocol 166B

Adverse Events Possibly or Probably Related to Misoprostol

Center: 3’"“"‘“"————"
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Appendix D, Table 5c (Continued)

{Safety Evaluable Patients]

{1] By Center

Page 25 of 66

Gestational Total Number Fisher's
Age Number of Pts exact Number  ------------“------o.n Severity--------------ooaona
Body System/Event (2} Group [3]} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS (cont.)
PAIN s63 Days (All) 89 1 (1%) 0.6067 1 1 (100%) 0 0 0
<49 Days (Group 1) 35 0 0 0 4] 0 [}
50-56 Days (Group 2) 34 1 (3%) 1 1 (100%) [ 0 (4]
57-63 Days (Group 3) 20 0 0 0 0 0 0
RIGORS . =63 Days (All) 89 2 (2%) 1.0000 2 1 (50%) 0 1 (50%) 0
' 49 Days (Croup 1) 15 1 (3%) 1 1 (100%) 0 ‘ ] 0
50-56 Days (Group 2) 34 1 (3%) 1 [ [] 1 (100%) 0
57-63 Days (Group 3) 20 0 0 0 [} 0 0
SYNCOPE s63 Days (All) 89 1 (1%) 1.0000 1 0 1 (100%) o 0
%49 Days (Group 1) 35 1 (3%) 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
[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 assgsigned by the investigator based upén menstrual history, pelvic examination and vaginal ultrasonography.
.
s . e ')
. . K .
r
i
Source Data: Appendix A.1, Tables 16 and 25
FINAL

J:\USA\166B\SASPGMS\apdxd\final\ade3.SAS 30NOV98:11:19

(oS .
N
o

MIF 001195



The Population Council
Protocol 1668

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

l

Center: WESTHOFF (#24) ‘- | ¥

Page 26 of 66

‘o

Gestational Total Number Fisher's
Age Number of Pts exact Number - -------. - L Severity - -
Body System/Event [2] Group [3] of Pts w/Event p value of Events Mild Moderate Severe Unknown
ANY EVENT 563 Daya (All) 175 151 (86%) 0.0366 428 184 (43%) 176  (41%) 66 (15%) 2 (<1%
49 Days (Group 1) 71 56 (79%) 136 55 (40%) 57  (42%) 24 (18%) 0
50-56 Days (Group 2) 72 64 (B9%) 202 94  (47%) 80 (40%) 27  (13%) 1 (<1%)
57-63 Days {(Group 3) 32 31 (97%) 90 35 (39%) 39 (43%) 15 (17%) 1 (1%
SKIN AND APPENDAGES DISORDERS
ANY EVENT ! . 563 Days (All) 175 1 (<1%) 1.0000 1 [} 1 (100%) 0 0
<49 Days (Group 1) 71 0 0 0 0 [¢] 0
S0-56 Days (Group 2) 72 1 (1%) 1 [ 1 (100%) 0 0
57-63 Days (Group 3) 32 0 0 0 0 0 0
SWEATING INCREASED s63 Days (All) 175 1 (<1%) 1.0000 1 0 1 (100%) 0 0
! ' 549 Days (Group 1) 71 0 0 0 0 1] 0
; 50-56 Days ({(Group 2) 72 1 (1%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 32 0 ] 0 0 0 0
CENTR & PERIPH NERVOUS SYSTEM DISORDERS
ANY EVENT 563 Days (All) 175 2 (1%) 0.3331 2 2 (100%) 0 0 0
=49 Days (Group 1) 71 0 0 0 [o] 0 0
50 56 Days (Group 2) 72 1 (1%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 32 1 (3%) 1 1 (100%) 0 0 o]
{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.1l, Tables 16 and 25
e
! FINAL
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Appendix D, Table Sc¢ (Continued)
Adverse Events Possibly or Probably RFIated_to Misoprostol {1] By Center

, J {Safety Evaluable patients]
Center: WESTHOFF (#24) A | v ;o
Gestational Total Number Fisher's
Age Number of Pts exact Number - -------.-- e e Severity . o
Body System/Event (2] Group ({3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown

i

CENTR & PERIPH NERVOUS SYSTEM DISORDERS (cont.)

DIZZINESS 563 Days (All) 175 1 (<1%) 0.1829 1 1 (100%) 0 0 0
549 Days (Group 1)} 71 0 0 0 0 0 Q

50-56 Days (Group 2) 72 0 0 0 0 0 0

57-63 Days (Group 3) 32 1 (3%) 1 1 (100%) 0 0 0

HEADACHE =63 Days (All) 175 1 {<1%) 1.0000 1 1 (100%) 0 0 0
' : =49 Days (Group 1) 71 0 0 0 0 ‘ 0 0

50-56 Days (Group 2) 72 1 (1%) 1 1 (100%) 0 0 0

57-63 Days (Group 3) 32 0 0 0 0 o 0

GASTRO-INTESTINAL SYSTEM DISORDERS

ANY EVENT s63 Days (All) 175 65 (37%) 0.0658 103 65 (63%) 35 (34%) 3 (3%) a
549 Days (Group 1) 71 19  (27%) 27 15 (56%) 10 {37%) 2 (7%) 0

50-56 Days (Group 2) 72 32 (44W) ’ 55 36 (65%) 18  (33%) 1 (2%) 0

57-63 Days (Group 3) 32 14 (44%) 21 14 (67%) 7 (33%) 0 0

DIARRHEA <63 Days (All) 175 25  (14%) 0.0108 25 18 (72%) 7 (28%) 0 0
=49 Days (Group 1) 71 4 (6%) 4 4 (l100%) 0 0 0

50-56 Days (Group 2) 72 13 (18%) 13 9 (69%) 4 {31y) 0 0

57-63 Days (Group 3) 32 8 (25%) 8 5 (63%) 3 (38%) 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 aasessed.

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

! ({Safety Evaluable Patients)
3
i

Cente¢:  WiSTHOFF (H24) .. .
t v
I T =
t Gestational Total Number Fisher's .
Age Number of Pts exact Number —  --------oa.- -------Severity------- .- R
Body System/Event (2] Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
I
GASTRO-INTESTINAL SYSTEM DISORDERS {cont.)
NAUSEA 563 Days (All) 175 45 (26%) 0.4964 45 27 (60%) 16 (36%) 2 (4%) 0
549 Days (Group 1) 71 15 (21%) 15 8 (53%) 6 (40%) 1 t7%) 0
50-56 Days (Group 2) 72 20 (28%) 20 12 (60%) 7 {35%) 1 (5%) 0
57-63 Days (Group 3) 32 10 (31%) 10 7 (70%) 3 (30%) 0 0
VOMITING %63 Days (All) 175 33 (19%) 0.0055 33 20 (61%) 12 {(38%) 1 (3%) 0
f i <49 Days (Group 1) 71 8 (11%) 8 3 (38%) 4 (50%) 1 (13%) [
50-56 Days (Group 2) 72 22 (31%) 22 15 (68%) 7 (32%) 0 0
57-63 Daya {(Group 3) 32 3 (9%) 3 2 (67%) 1 (33%) 0 0
RED BLOOD CELL DISORDERS
ANY EVENT s63 Days (All) 175 2 (1%) 1.0000 2 0 0 2 (100%) 0
<49 Days (Group 1) 71 1 (1%) 1 0 0 1 (100%) [
50-56 Days (Group 2) 72 1 (1%) 1 0 0 1 (100%) 0
57-63 Days (Group 3) 32 [ Q [¢] ] 0 0
ANAEMIA 563 Days (All) 175 2 (1%) 1.0000 2 0 0 2 (100%) [¢]
549 Days (Group 1) 71 1 (1%) 1 o 0 1 (100%) 0
50-56 Days (Group 2) 72 1 (1) 1 0 0 1 (100%) 0
57-63 Days (Group 3) 32 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 ultrascnography.
Source Data: Appendix A.l1, Tables 16 and 25
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Adverse Events Possibly or Probably Related to Misoprostol

Appendix D, Table Sc (Continued)
1] By Center

[safety Evaluable Patients)

bPage 29 of 66

Center: WESTHOFF (#24) . | v TN
b ! M
fe *
Gestational Total Number Fisher's
Age Number of Pts exact Number  ------- Mmoo Severity----- -
Body System/Event (2] Group [3} of Pts  w/Event p value of Events Mild Moderate severe unknown
;
URINARY SYSTEM DISORDERS
ANY EVENT s63 Days (All) 175 1 (<1%) 1.0000 1 0 1 (100%) 0 0
549 Days (Group 1) 71 0 0 0 0 0 0
50-56 Days (Group 2) 72 1 (1%) 1 [} 1 (100%) 0 0
57-63 Days (Group 3) 32 [¢] ] 0 (] o] 0
DYSURIA 563 Days (All) 175 1 (<1%) 1.0000 1 0 1 (100%) 0 0
' %49 Days (Group 1) 7 0 0 0 0 - o 0
50-56 Days (Group 2) 72 1 (1%) 1 0 1 (100%) V] [¢]
57-63 Days (Group 3) 32 0 0 0 0 0 "]
REPRODUCTIVE DISORDERS, FEMALE
ANY EVENT <63 Days (All) 175 9 (5%) 0.7388 11 1 (9%) Q 10 (91%) o
549 Days (Group 1) 71 3 (4%) 1 0 0 4 (100%) 0
50-56 Days (Group 2) 72 5 (7%) 5 1 (20%) 0 4 (80%) 4]
57-63 Days (Group 3) 32 1 (3%) 2 0 0 2 (100%) Q
ENDOMETRITIS s63 Days (All) 175 1 (<1%) 0.1829 1 0 [ 1 (100%) 0
549 Days (Group 1) n [\] o 0 0 0 0
50-56 Days (Group 2) 72 1] ] 0 0 0 [o]
57-63 Days (Group 3) 32 1 (3%) 1 0 0 1 (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} 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
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Center: WESTHOFF (#24) ce

I

ﬁdvetse Events Possibl

Appendix D, Table Sc
y or Probably Related to Misoprostol
{safety Evaluable Patients]

(Cont inued)

By Center

Page 30 of 66

Gestational Total Number Fisher's
Age Number of Pts exact Number - -------o-o-o- o Severity
Body System/Event [2] Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
+
REPRODUCTIVE DISORDERS, FEMALE (cont.)
UTERINE DISORDER NOS <63 Days (All) 175 1 (<1%) 1.0000 1 1 (100%) 0 0 0
549 Days (Group 1) 7 0 0 (] 0 0 [
50-56 Days (Group 2) 72 1 (1%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 32 [ ] o 0 0 0
UTERINE HAEMORRHAGE s63 Days (All) 175 8 (5%) 1.0000 9 0 0 9 (100%) 0
! <49 Days (Group 1) 71 3 (4%) 4 0 0 4 (100%) 0
50-56 Days (Group 2) 72 4 {6%) 4 0 4] 4 (100%) 0
57 63 Days (Group 3) 32 1 (3%) 1 4} 0 1 (100%) 0
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT «63 Days (All) 175 149 (85%) 0.0539 308 116 (38%) 139  (45%) 51 (17%) 2 («<1%)
549 Days (Group 1) 71 55 (77%) 104 40 (38%) 47  (45%) 17 (16%) 0
50-56 Days (Group 2) 72 64 (89%) 138 56 (41%) 60 (43%) 21 (15%) 1 (<1%
57-63 Days (Group 3) 32 30 (94%) 66 20  (30%) 32 (48%) 13 (20%) 1 (2%
ABDOMINAL PAIN 563 Days (All) 175 147 (84%) 0.0920 300 112 {(37%) 135 (45%) 51 (17%) 2 (<1%
549 Days (Group 1) 71 55  (77%) 102 39 (38%) 46 {45%) 17 (17%) Q
50-56 Days (Group 2) 72 62 (86%) 134 54 (40%) 58  (43%) 21 (16%) 1 (<1%
57-63 Days (Group 3) 32 30 (94%) 64 19 (30%) 31 (48%) 13 (20%) 1 (2%)
{1] Includes nausea, vomiting, diarrhea and abdominal pain reported during the post-misoprostol observation period and all eveats 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.1, Tables 16 and 25
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