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Center: MISHELL (#1)

Appendix D, Table S5b (Continued)
Adverse Events Possibly or Probably Related to Mifepristone {1]) By Center
{Safety Evaluable Patients]

Page 6 of S2

Gestational Total Number Fisher's
Age Number of Pts exact Number  -------------t-o- Severjty------------ ...
Body System/Event [2) Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
popY AS A WHOLR - GEWERAL DISORDERS {cont.)
ABDOMINAL PAIN 563 Days (All) 204 103 (50%) 0.8503 109 46  (42%) 51 (47%) 12 (11%) 0
%49 Days (Group 1) 145 72 {50%) 77 34 (44%) 35 (45%) 8 (10%) 0
50-56 Days (Group 2) 40 22 (55%) 22 8 (36%) 12 (55%) 2 (9%) 0
57-63 Days (Group 3) 13 9 (47%) 10 4 (4a0%) 4 (40%) 2  (20%) o
ASTHENIA %63 Days (All) 204 1 (<1¥) 1.0000 1 ] 1 (1oo\g [} 0
' <49 Days (Group 1) 145 1 (<1¥%) 1 0 1 {100% 0 0
50-56 Days (Group 2) 40 0 0 0 0 lo 0
57-63 Days (Group 3) 19 (1] 0 0 ] 0 0
BACK PAIN 63 Daya (All) 204 6 (3%) 0.3678 6 4 (67%) 2  (33%) 0 0
£49 Days (Group 1) 145 5 3%) S 3 (60%) 2 {(40V) L\ 0
50-56 Days (Group 2) 40 0 0 [ 0 0 0
57-63 Days (Group 3) 19 1 (5%) 1 1 (100%) 0 0 0
CHEST PAIN s63 Days (All) 204 1 (<1¥%) 1.0000 1 1 (100%) 1] 0 [}
=49 Days (Group 1) 145 1 (<1y) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 40 0 0 [} [} .0 0
' 57-63 Days (Group 3) 19 ] 0 1] [+] 0 0
FATIGUE 563 Days (All) i 204 4 {(2%) 0.7159 4 2  (S50M) 1 (25%) 1 (25%) 0
£49 Days (Group 1) ' 145 4 (3%) 4 2  (50%) 1 (25%) 1 (25%) 4]
< 50-56 Days (Group 2) 40 0 0 0 . 0. 0 0
Ve 57-63 Days (Group 3) 19 0 . 0 o i 0o - 0 0
r
} i ]
(1} Includes all events for which the relationship to study drug was reported as possibly or probably related to mifeﬂristone.
[2] NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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Appendix D, Table Sb (Continued)

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

[safety Evaluable ratients)

Page 7 of 52

Gestational Total Number Fisher's
Age Number of Pts exact Number  ---------- - Severity--------- ~------- .-
Body System/Event {2] Group (3] of Pts  w/Event p value of Events Mild Moderate Severe Unknown
BODY AS A WAOLE - GENERAL DISORDERRS {cont.)
MALAISE 263 Days (All) 204 1 (<1W%) 0.0911 1 1 (100%) 0o 0 0
=49 Days (Group 1) 145 0 [} 0 (] 0 0
50-56 Days (Group 2) 40 0 0 0 0 0 0
57-63 Days (Group 3) 19 . 1 (5%) 1 1 (100%) (/] 0 0
RIGORS =63 Days (All) 204 1 (<1¥) 1.0000 2 0 1 (50%) 1 (50%) 0
! 49 Days (Group 1) 145 1 («1¥) 2 4] 1 (SON) 1 (s0%) [
50-56 Days (Group 2) 40 0 0 [} 0 0 0
57-63 Days (Group 3) 19 0 0 0 0 0 0
SYNCOPE $6) Days (All) 204 1 (<1%) 0.2892 1 0 0 1 (100%) 0
549 Days {Group 1) 145 0 0 [} 0 0 0
, 50-56 Days (Group 2) 40 1 (3%) 1 0 0 1 (100%) 0
! 57-63 Days (Group 3) 19 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) NOS = Not otherwise specified
(3] Gestational age group was assigned by the 1nvestlgator based upon menstrual hlstory pelvic examination and vaginal ultrasonography.
Vo .: K h
r
. i
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Appendix D, Table Sb {(Continued)
Adverse Events Possibly or Probably Related to Mifepristone {1) By Center [
[safety Evaluable Patients)

Center: HASKELL (#2)

Gesatational Total Number Fisher's
Age Number of Pts exact Number et eaaaaa Severity--------- .. ... ...
Body System/Event [2] Group (3} of Pts w/Event p value of Events Mild Moderate Severe Unknown
L]
ANY EVENT s63 Days (All) 238 201 (B4%) 0.8111 553 260 (47%) 214 (39%) 79  (14W) 0
549 Days (Group 1) 81 67 (83%): 177 Bl (46%) 66 {37%) 30 (17%) 1]
50-56 Days (Group 2) 89 75 (B4YW) 201 104 (52%) 72 (36%) 25 (12%) 0
57-63 Days (Group 3) 68 - 59 (87%) 175 75 (43%) 76 (43%) 24  (1a%) 0
SKIN AND APPENDAGES DISORDERS
ANY EVENT ' . s63 Days (All) 238 4 (2%) 0.8345 4 0 2  (50%) 2 (50%) o
s49 'Days (Group 1) 81 2 (2%) 2 0 1 (50%) 1 (s0%) 0
50-496 Days (Group 2) 89 1 aw) 1 0 1 (100%) 0 )
57-63 Days (Group 3) 68 1 (1%) 1 0 0 1 (100%) 1]
SWEATING INCREASED s63 Days (All) 238 4 (2%) 0.8345 4 0 2 (50%) 2 (50%) 0o
=49 Days (Group 1) 81 2 (2%) 2 1} 1 (50%) 1 (50%) [}
50-56 Days (Group 2) 89 1 (1%) 1 o 1 (100%) ] (]
57-63 Days (Group 3) 68 1 (1%) 1 0 (] 1 (100%) 0
NUSCULO- SKELETAL SYSTEM DISORDERS
ANY EVENT i %63 Days (All) 238 2 (<1%) 0.0808 2 1 (50%) 1 (50%) 0 0
<49 Days (Group 1) 81 0 0 0 0 0 0
50-56 Days (Group 2) 89 0 0 0 0 0 0
57-63 Days (Group 3) 68 2 (3%) 2 1 (50%) 1 (50%) 0 0
- )
0 T R R w7
1] Includes all évents for which the relationship to study drug was reported as possibly or probably related to mifepristone. s
{2) NOS = Not otherwise specified ) ]
{3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaglnaf ultrasonography.
' ]
i
|
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Appendix D, Table S5b (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1] By Center '
[Safety Evaluable Patientg])

Center: HASKELL (#2)

Gestational Total Number Fisher's
Age Number of Pts exact Number ---------.coooaa-aoloo Severity----------noio Lol
Body System/Event (2] Group (3] | of pts w/Event p value of Events Mild Moderate Severe Unknown
MUSCULO-SKELETAL SYSTEN DISORDERS {cont.)
ARTHRALGIA 563 Days (All) 238 2 (<1%) 0.0808 2 1 (50%) 1 (s0%) 0 0
=49 Days {(Group 1) 81 0 0 0 0 0 ]
50-56 Days (Group 2) 89 4] [ 0 0 0o 0
57-63 Days (Group 3) 68 2 {(3%) 2 1 (50%) 1 (S50%) 0 0
CENTR & PERIPH NRRVOUS SYSTEN DISORDERS
ANY EVENT ! . <63 Days (All) 238 41 (17%) 0.3182 55 22 (40%) 26 (47Y) 7 (13%) 0
549 Days (Group 1) 81 18 (22y) 23 7 (30%) 13 (57%) 3 {13%) 0
50-56 Days (Group 2) 89 12 (13%) 15 7 (47%) 5 (33%) 3 (20%) 1]
57-63 Days (Group 3) 68 11 (16%) 17 8 (47%) B {(47%) 1 (6%) 0
DIZZINESS 563 Days (All) 238 13 (5%) 0.0515 15 4 (27%) 8 (53%) 3 (20W%) 0
=49 Days (Group 1) 81 7 (9%) 7 2 (29%) 3 (43%) 2 (29%) ]
50-56 Days (Group 2) 89 1 (1%) 1 0 0 1 (100%) 0
57-63 Days (Group 3) 68 S (7%) 7 2 (29%) S {(71%) 0 [}
HEADACHE =63 Days (All) 238 32 (13%) 0.6228 i 17  (45%) 17 (45%) 4 (11%) 1]
549 Days (Group 1} 81 13 (16%) 16 5 (31%) 10 (63%) 1 (6%} 0
' 50-56 Days (Group 2) 89 10 (11%) 12 6 (50%) 4 (33%) 2 (17%) 0
57-63 Days (Group 3) 68 9 (13%) 10 6 (60%) 3 (30%) 1 (10%) o
HYPERTONIA R 563 Days (All) 238 1 (<1¥) 1.0000 1 1 (100%) 0 0 [+
" , 549 Days (Group 1) 81 0 0 0 . o, 0 0
TSN 50-56 Days (Group 2) 89 1 {1y) oe1 1 (100%) [ . (] 0
57-63 Days (Group 3) €8 0 o] 0 0 . 0 0
.
H |
(1) Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
12] NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Appendix A.1, Table 25
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The Population Council Page 10 of s2
Protocol 166A

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

Center: HASKELL (#2)

Gestational Total Number Fisher's
Age Number of Pts exact Number  -------..------oio Severity--- .- ------ -
Body System/Event {2} Group 13} of Pts w/Event p- value of Events Mild Moderate Severe Unknown

L]
CENTR & PERIPR NERVOUS SYSTEN DISORDERS (cont.)

TREMOR s63 Days (All) 2138 1 {<«1y) 1.0000 1 (4] 1 (100%) 0 0
549 Days (Group 1) 81 0 0 0 0 0 1]
50-56 Days (Group 2) 89 1 (1) 1 [ 1 {(100%) 0 (/]
57 63 Days (Group 3) 68 0 (] 0 [} 0 0
HEARING AND VESTIBULAR DISORDERS
ANY EVENT [ . %63 Days (All) 238 1 (<1¥) 1.0000 # 1] 0 . 1 (100%) 0
49 Days (Group 1) 81 0 0 0 0 0 0
50-56 Days (Group 2) 89 1 (1%) 1 [} 0 1 (100%) 0
57-63 Days {(Group 3) 68 [ 0 o [} 1] 0
TINNITUS <63 Days (All) 238 1 (<1y) 1.0000 1 0 1] 1 (100%) 0
549 Days (Group 1) 81 0 [} 0 0 0 0
50-56 Days (Group 2) | 89 1 () 1 0 | ] 1 (100%) (]
57-63 Days (Group 3) 68 (4] 0 0 0 ] 0
SPECIAL SENSES OTHER, DISORDERS
ANY EVENT ) s63 Days (All) 238 1 (<1¥) 0.6261 1 1 (100%) 0 Q 0
' s49 Days (Group 1} 81 1w 1 1 (100%) 0 () ]
50-56 Days (Group 2) 89 0 0 0 0 [} [4)
57-63 Days (Group 1) 68 0 0 0 0 [] 0
- i
— ) a " T
(1} Includes all events for which the relationship to study drug was reported as possibly or probably.related to mifepristone. B
[2} NOS = Not otherwise specified , .
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vagina‘ ultrasonography.
Appendix A.1, Table 25
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The Population Council ’ Page 11 of 52
Protocol 166A

Appendix D, Table S5b (Continued)
Adverse Events Possibly or Probably Related to Mifepristone [1] By Center '
{Safety Evaluable Patients]

Center: HASKELL (#2)

Gestational Total Number Fisher's
Age Number of Pts exact Number  -------------.-----.... Severity------------- PR
Body System/Event (2] Group (3} of Pts w/Event p value of Events Mild Moderate severe "Unknown
SPECIAL llﬂ!‘l OTHER, DISORDERS {(cont.)
TASTE PERVERSION 63 Days (All) 238 1 (<1%) 0.6261 1 1 (1o0%) ) [} 0
=49 Days (Group 1) 81 1 (1%) 1 1 (100%) o 0 0
50 56 Days (Group 2) 89 o ] 0 /] 0 0
57-63 Days (Group 13) 68 0 0 0 0 0 0
PSYCHIATRIC DISORDERS
ANY EVENT ' . 563 Days (All) 238 9 (4%) 0.2917 10 3 (30%) 4 (40%) 3 (3on) Q
%49 Days (Group 1) 81 1 (1%) 2 0 i 2 (100%) 0
50-56 Days (Group 2) B9 4 (4%) 4 1 (25%) 3 (75%) 0 1]
57-63 Days (Group 3) 68 4 (6%) 4 2 (50%) 1 (25%) 1 (25%) 0
ANXIETY 63 Days (All) 238 1 {<1%) 1.0000 1 1 (100%) 0 0 4]
<49 Days (Group 1) a1 0 0 0 0 0 0
50-56 Days (Group 2) 89 1 (1%) 1 1 (100%) Q ] 0
57-63 Days (Group 3) 68 0 1] 0 [ 0 4]
1
APPETITE INCREASED %63 Days (All) 238 1 (<1%) 1.0000 1 [} 1 (100%) 0 0
<49 Days (Group 1) a1 0 0 0 0 ) 0
! ' 50-56 Days (Group 2) 89 1 (1%) 1 0 l 1 (100%) 0 [}
57-63 Days (Group 3) 68 0 0 0 [ 0 0
EMOTIONAL LABILITY <61 Days (All) 238 4 (2%) 0.68‘1 | 4 1 (25%) 2 (50%) 1 (25%) [
- ) 549 Days (Group 1) 81 1 (1%) ‘l 1 0 . o !, 1 (100%) 0
Cooaf 50-56 Days (Group 2) 89 1 (1) ‘ o1 0 i 1 {100%) 0 0
' 57-63 Days (Group 3) 68 2 (3w 2 1 (s0%) L (50%) 0 0
N r
N H |
f1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
{2} NOS = Not otherwise ppecified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Appendix A.1, Table 25
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Protocol 166A

Center: HASKELL (#2)

Appendix D, Table Sb (Continued)

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

[Safety Evaluable Patients)

Page 12 of 52

Gestational ) Total Number Fisher's
Age ’ Number of Pts exact Number - - ------cioe oo Severity --- - -- - - .- -
Body System/Event (2) Group {3} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
PSYCHIATRIC DISORDERS {cont.)
HALLUCINATION =63 Days (All) 238 1 (<1%) 0.2857 1 1 (100%) 0 0 0
s49 Days (Group 1) 81 0 1) 0 0 0 0
50-56 Days (Group 2) 89 0 0 0 Qo [ 0
57-63 Days (Group 3) 68 1 (1%) 1 1 (100%) 0 0 0
INSOMNIA s63 Days (All) 238 3 (1s) 1.0000 k] 0 1 (33%) 2 (67%) 0
' s49 Days (Group 1) 81 1 (%) 1 0 0 ) 1 (100%) 1]
50-56 Days (Group 2) 89 1 (W) 1 0 1 (100%) ] 0
57-63 Days (Group 3) 68 1 (s) 1 0 0 1 (100%) 0
GASTRO-INTESTINAL SYSTEM DISORDERS
ANY EVENT 563 Days (All) 238 120 (S0%} 0.0699 201 77 (38%) 91 (4S%) 33 (16%) 0
s49 Days (Group 1) 81 33 (41%) 44 1S {34%) 20 (45%) 9 (20%) 0
50-56 Days (Group 2) 89 52 (58%) 95 43 (45%) 40 (42V) 12 (13%) 0
57-63 Days (Group 1) 58 35 (51%) 62 19 (31%) 31 (50%) 12 (19%) 0
ABDOMINAL PAIN’ s63 Days (All) 238 4 (2%) 1.0000 4 1 (25%) 2 {sO0%) 1 (25%) 0
549 Days (Group 1) 81 1 (y) 1 0 0 1 (100%) 0
50-56 Days (Group 2) 89 2 (2%) 2 1 (50%) 1 (50%) 0 0
57-63 Days (Group 3) 68 1w 1 0 1 (100%) 0 0
DIARRHEA 63 Days (All) !238 7 (3%) 0.6314 7 3 (43y) 4 (S57%) 0 0
E %49 Days (Group 1) a1 2 (2%) 2 1 (50%) 1 . ,(S0%) [} (]
. 50-56 Days (Group 2) 89 4 (4v) .4 2 (soyr ! 2 (sow) 0 0
e 57-63 Days (Group 3) 68 1 aw) 1 0 ! 1 (100%) 0 0
P '
- —F 4
{1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2) NOS = Not otherwise specified
[3} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Appendix A.1, Table 25
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The Population Council Page 11 of 52
Protocol 166A

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

Center: HASKELL (#2) b

Gestational Total Number Figher's
Age Number of Pts exact Number  --------------oaooo .. Severity----------------. ...
Body System/Event (2] Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTIO-IITIS%!IAL SYSTEN DISORDERS (cont.) '
DYSPEPSIA 63 Days (All) 238 ? (3%) 0.6314 9 3 (33%) S (56%) 1 (11%) 0
549 Days (Group 1) 8l 2 (2w) 2 1 (50%) 1 (50%) 0 0
50-56 Days (Group 2) 89 4 (4%) 6 2 (33%) 3 (s0%) 1 (17%) o
57-63 Days (Group 3) 68 1 (1%) 1 0 1 (100%) 0 0
FLATULENCE %63 Days (All) 238 3 (1%) 0.6361 3 +} 2 (67%) 1 (33%) 0
! 549 Days (Group 1) 81 2 (2%) 2 0 1 (508) 1 . (50%) 0
50-56 Days (Group 2) 89 1 (1%} 1 [ 1 {100%) 0 0
57-63 Days (Group 13) 68 0 0 (1] 0 (] /]
HAEMATEMESIS £63 Days (All} 2138 1 (<1%) 1.0000 1 1 {100%) 1] 0 0
} 549 Days (Group 1) 81 () 0 o] [} 0 [
I : 50-56 Days (Group 2) 89 1 (1) 1 1 (100%) 0 [ 0
! 57-63 Days (Group 1) 68 o ] [} 0 0 0
NAUSEA . =63 Days (All) 238 99 (42%) 0.0271 119 49  (41%) 49 (41%) 21 (18%) ]
=49 Days (Group 1) 81 24  (30%) 26 11 (42¥%) 10 (38%) S (19%) 0
50-56 Days (Group 2) 89 43 (48%) 55 25  (45%) 22 (40%) a8 (1s%) 1}
¢ ! 57-63 Days (Group 3) 68 32 (47\)1 38 13 (34%) 17  (45%) 8 {21%) 0
VOMITING s§3 Days (All) 238 47 (20%) 0.0980 58 20 (34%) 29 }50\) 9 (16%) 0
549 Days (Group 1) al 10 (12%) 11 2 (18%) 7 _$64|) (18%) 0
2 ; ) 50-56 Days {(Group 2) 89 20 (22v%) 26 12 (46%) + 11 (s2%) (12%) 0
P S7-63 Days (Group 3) 68 17 (25%) 21 € (29%) 11 (32%) (19%) ]
, |
r
: T
(1] Includes' all events for which the relationship to study drug was reported as possibly or probably related to mifepfiutone.
{2) NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginél ultrasonography.
Appendix A.1, Table 25
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Center: HASKELL (#2)
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Appendix D, Table Sb (Continued)

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

{Safety Evaluablpe Patients]

Page 14 of 52

Gestational Total Number Fisher's
Age Number of Pts exact Number  ------------ioioooaon Severity----------- . --... ...
Body System/Event (2] Group [3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
NETABOLIC AND NUTRITIONAL DISORDERS
ANY EVENT 563 Days (All) 238 3 (1%) 0.3861 3 1 (33w) 1 (33%) 1 (33%) 0
=49 Days (Group 1) 81 2 (2%) 2 1 (s0%) 0 1 (s0%) 0
50-56 Days (Group 2) 89 0 0 0 0 0 0
57-63 Days (Group 3) 68 1 (%) 1 0 1 (100%) 0 0
DEHYDRATION 263 Days {All) 238 1 (<1%) 0.6261 1 0 0 1 (100%) 0
<49 Days (Group 1) 81 1 (1%) 1 0 (] 1 (100%) 0
50-56 Days (Group 2) 09 0 0 0 0 0 0
57-'63 Days (Group 3) 68 0 0 0 0 0 0
THIRST s63 Days (All) 238 1 (<1¥%) 0.6261 1 1 (1008%) 0 0 0
549 Days (Group 1) 81 1 (1) 1. 1 (100%) 0 0 0
50-56 Days (Group 2) 89 (] ] 0 0 0 0
$7-63 Days (Group 3) 68 0 o’ 0 0 0 0
WEIGHT DECREASE 563 Days (All) 238 1 (<1%) 0.2857 1 0 1 (100%) 0 0
s49 Days (Group 1) 81 [(] 0 0 o 0 1]
50-56 Days (Group 2) 89 0 0 0 0 0 0
57-63 Days (Group 1) 68 1 (1%) 1 0 1 (100%) 0 0
HEART RATE AND RHYTHM DISORDERS
ANY EVENT =63 Days (All) 238 1 {<1¥) 0.6261 1 0 1 (100%) o o
o <49 Days (Group 1) 81 1 (1%) 1 0 . 1.(100%) ] 0
Ve 50-56 Daye (Group 2) 89 0 0 (1] i" 0o ! 0 [}
57-63 Days (Group 1) 68 ] 0 [ : 0 0 1]
v ]
{11 Includep all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2] NOS = Nbt otherwise specified
(3} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Appendix A.1, Table 25
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Protocol 166A

Appendix D, Table S5b (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1) By Center '
[Safety Evaluable Patients]

Center: HASKELL (#2)

Gestational ‘ Total Number Fisher's
Age i Number of Pts exact Number - ----------- ool Severjty------------. .- .-
Body System/Event [2] Group (3} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
!
HEART RATE AAD RHYTHM DISORDERS {eont.)
TACHYCARDIA =63 Days (All) 2318 1 {<1¥) 0.6261 1 0 1 (100%) [ 0
549 Days (Group 1) 81 1 (1%) 1 0 1 (100%) 0 0
$0-56 Days (Group 2) 89 0 0 0 0 0 0
57-63 Days (Group 3) 68 0 0 0 0 0 0
RESPIRATORY SYSTEM DISORDERRS
ANY EVENT ! . 563 Days (All) 238 3 (lp) 0.7790 4 3 (75%) 0 . 1 (25%) 0
s49 Days (Group 1) 81 1 (1t) 1 1 (100%) 0 0 0
S50-56 Days (Group 2) 89 2 (2%) 3 2 (67%) 0 1 (33%) 0
$7-63 Days (Group 3) 68 0 o 0 0 0 0
DYSPNOEA 63 Days (All) 238 1 (<1%) 1.0000 2 2 (100%) 0 0 1]
<49 Days (Group 1) 81 0 0 0 0 0 [
50-56 Days (Group 2) 89 1 (1%) 2 2 (100%) 0 0 0
57-63 Days (Group 3) 68 0 0 0 0 0 [
HAEMOPTYSIS =63 Days (All) 238 1 (<1%) 1.0000 1 0 0 1 (100%) 0
=49 Days (Group 1) 81 0 0 0 [ 0 0
' ' 50-56 Days (Group 2) 89 1 (1%) 1 0 0 1 (100%) 0
57-6) Days (Group 3) 68 0 0 [¢] 0 0 (]
PULMONARY CONGESTION <83 Days (All) 238 1 (<1%) 0.6261 1 1 {100%) 0 0 0
T ) 549 Days (Group 1) 81 1 (1%) 1 1 (100%), | 0 : , 0 0
Vot $0-56 Days (Group 2) 89 (] ) 0 i 0o ) 0 0
' S7-63 Daye (Group 3) 68 0 0 0 o. 0 0
r
s A '
{1} Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
{2] NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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
iSafety Evaluable Patients]

Center: HASKELL (#2)

Page 16 of 52

Gestational Total Number Fisher's
Age Number of Pts exact Number - --------------o.. ---Severity------ R
Body System/Event [2] Group {3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
PLATELET, BLARDING & CLOTTING DISORDERS
ANY EVENT %63 Days (All) 218 1 (<1%) 1.0000 1 1 (100%) 0 0 [}
49 Days (Group 1) 81 1] o 0 [} o 0
50-56 Days (Group 2) 89 1 (1) 1 1 (100%) 0 0 0
57-63 Days {(Group 3} 68 ] 0 0 0 1] 1]
EPISTAXIS =63 Days (All) 238 1 (<1%) 1.0000 1 1 (100%) [1] 0 0
. %49 Days (Group 1) 81 0 0 0 0 0 0
50-56 Days (Group 2) 89 1 (1%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 68 0 0 0 ] 0 0
REPRODUCTIVE DISORDERS, FPEMALE
ANY EVENT %63 Days (All) 238 13 (5%) 0.7221 14 3 (21w) 6 (43%) 5 (368%) 0
549 Days (Group 1) 81 3 {4%) 4 0 2 (so%) 2 (50%) 0
50-56 Days (Group 2) i 89 6 (7%) 6 2 (33%) 2 (33W) 2 (33%) 0
57-63 Days (Group 3) 68 4 (6%) 4 1 (25%) 2 (50%) 1 (25%) 0
LEUKORRHOEA ' %63 Days (All) 238 2 (<1w) 0.3345 2 2 (100%) 1] 0 0
549 Days (Group 1) 81 0 0 0 (/] 0 0
. 50-56 Days (Group 2) 89 2 (2%) 2 2 (1o0%) /] 0 0
57-63 Days (Group 3) 68 0 0 0 0 0 1]
MENSTRUAL DISORDER s63 Days {(All) 238 1 (<«l¥) 0.2857 1 1 (100%) 0 0 0
» =49 Days (Group 1) 81 0 0 0 0. 0 0
R 50-56 Days (Group 2) 89 0 ;0 o TR IR ° o
e . 57-63 Days (Group 3) 68 1 (vy) 1 1 (100%) 0 0 (]
r
i ]
11 Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2] NOS = Not otherwise specified
{3} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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Appendix D, Table Sb (Continued)

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

[Safety Evaluablé Patients)

Page 17 of 52

Center: HASKELL (#2)
Gestational Total Number Fisher's
Age Number of Pts exact Number ~  ---------- oo Severity-----------.- - -
Body System/Event {2]) Group (31 of Pts w/Event p-value of Events Mild Moderate Severe Unknown
1
REPRODUCTIVE DISORDERS, FEMALE (cont.)
OVARIAN DISORDER %63} Days (All) 238 1 {<1¥) 1.0000 1 0 1 (100%) 0 0
=49 Days (Group 1) 81 0 0 0 T o 0 0
50-56 Days (Group 2) 89 1 (1%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 68 1] 0 0 0 1] 0
PREMENSTRUAL TENSION , 563 Days (All) 218 1 {<1%) 0.2857 1 0 1 (100%) 0 0
49 Days (Group 1) 81 0 0 0 0 ' 0 0
50-56 Days ({(Group 2) 89 0 0 0 0 0 (1]
57-63 Days (Group 13) 68 1 (1) 1 0 1 (100%) 0 0
UTERINE HAEMORRHAGE s63 Days (All) 238 8 (3%) 1.0000 9 0 4 (44n) 5 (s6%) 0
£49 Days (Group 1) 81 3 (4%) 4 0 2 (s0%) 2 (50%) 0
50-56 Days (Group 2) a9 3 (3%) k] 0 1 (i) 2 (67%) [
$7-63 Days (Group 3) 68 2 (3%) 2 0 1 (50%) 1 (s50%) ]
BODY AS A WHOLR - GENRRAL DISORDERS
ANY EVENT 563 Days (All) 238 164 (69%) 0.0906 255 147 (58%) 82 (32%) 26 (10%) 0
<49 Days (Group 1) a1 58 (72%) 97 56 (58%) 29  (30%) 12 (12%) )
' 50-56 Days (Group 2) 89 54 (61%) 4 47 (64%) [ 21 (28%) 6 (8%) 0
57-63 Days (Group 3) 68 52 (76%) 84 44 (52%) ! 32 (38%) 8  (10%) 0
ABDOMINAL PAIN 163 Days (All) 238 158 (66%) 0.0910 | 226 131 (58%) 73 ,{32\) 22 (10%) 0
i <49 Days (Group 1) 81 5SS (68%) \ .85 47 (55%) " ‘» 28 (33%) 10 (12%) 0
) .- 50-56 Days (Group 2) 89 52 (58%) i ‘66 43 (65%) 18 (27v) S (8%) 0
57-63 Days (Group.3) 68 S1  (75%) 75 41 (55%) ‘ 27 Y36V) 7 {9W) 0
" i '
{1} Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2) NOS = Not otherwise apecified
{3} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Appendix A.1l, Table 25
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Appendix D, Table Sb (Continued)

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

[safety Evaluable Patients]

Page 18 of 52

Gestational Total Number Fisher's
Age Number of Pts exact Numbeyr - --------- - oaoaa Severjty------ - ---.-. -~ ------
Body System/Event {2] Group [3) of Pts w/Event p value of Events Mild Moderate Severe Unknown
BODY AS A WHOLR - GENERAL DISORDERS {cont.)
ASTHENIA £63 Days (All) 238 2 (<1¥%) 1.0000 2 1 (so¥%) 1 (50%) 0 0
s49 Days (Group 1} a1 1 (1%) 1 1 (1o00%) 0 0 0
50-56 Days (Group 2) 89 1 (1w) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 68 0 0 0 0 0 0
BACK PAIN s63 Days (All) 238 [ (3%) 0.7724 7 4 (57%) 2 (29%) 1 (1a%) 0
549 Days (Group 1) 81 3 (4v) 4 3 (75%) 1 (2s5v) 0 0
$0-56 Days (Group 2) 89 2 2%) 2 [ 1 (50%) § . (50%) 0
57-63 Days (Group 3) 68 1 (1%) 1 1 (100%) 0 d [}
CHEST PAIN s63 Days (All) 238 1 (<1¥%) 0.2857 1 0 1 (100%) 0 0
s49 Days (Group 1) 81 0 0 0 0 0 ]
50-56 Days (Group 2) 89 0 0 0 [} 0 0
57-63 Days (Group 3) 68 1 (1%) 1 0 1 (100%) 0 0
FATIGUE 63 Days (All) 238 11 (s%) 0.8614 1 6 (55%) 4 (36%) 1 (9%) 0
<49 Days (Group 1) 81 3 (4%) 3 2 (67%) 0 1 (33%) 0
50-56 Days (Group 2) 89 4 (4%) 4 3 (75%) 1 (25%) [} 0
. 57-63 Days (Group 3) 68 4 (6%) 4 1 (25%) 3 (Isy) 0 0
FEVER =63 Days (All) 238 2 (<1%} 0.5298 2 2 (100%) 0 0 0
s49 Days (Group 1) | 81 1 Qw) 1 1 (100%) 0 0 0
- 50-56 Days (Group 2) 89 [ 0 0 o, 0 0
Cal 57-63 Days (Group 3) 68 1 (v Dt 1 (1008 *.. 0 0 0
. ; A .
L
(1} Includeg all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2] NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Appendix A.1, Table 25
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifeprietone (1} By Center
[Safety Evaluablé Patients] . i

Center: HASKELL (#2) |

Gestational Total Number Fisher's
Age Number of pts exact Number  --------------.-o.... Severfty------------------.....
Body System/Event [2) Group (3] of pPts  w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A Iﬂabl - GENERAL DISORDERS {cont.)
HOT FLUSHES 563 Days (All) 238 1 (<1%) 0.6261 1 1 (100%) [} 0 0
=49 Days (Group 1) a1 1 (1%) 1 1 (100%) o 1] 0
50-56 Days (Group 2) 89 0 0 0 0 0 0
57-63 Days (Group 3) 68 0 0 0 o (] 0
MALAISE 563 Days (All) 238 1 (<1%) 0.2857 1 0 1 (100%) 0 0
! 549 Days (Group 1) 8t 0 0 0 0 0 0
$0-56 Days (Group 2) 89 0 0 0 [1] [} 0
$7-63 Days (Group 3) 68 1 (1%) 1 0 1 {100%) 0 0
PAIN %63 Days (All) 238 1 (<1%) 0.6261 1 1 (100%) 0 0 0
} 549 Days (Group 1) 81 1 (1%) 1 1 (100V%) [} 0 0
' } 50-56 Days (Group 2) 89 0 0 0 0 0 0
: $7-63 Days (Group 1) 68 0 0 0 0 (1] 0
RIGORS . <63 Days (All) 238 2 (<1%) 0.7444 2 1 (so%) [} 1 (50%) 1]
s49 Days (Group 1) 81 0 0 0 0 0 0
50-56 Days (Group 2) 89 1 (1%) 1 1 (100%) 0 0 0
' 57-63 Days (Group 3) 68 1 (lt)k 1 0 0 1 (100%) 0
SYNCOPE %63 Days (All) 238 1 (<1%) 0.6261 1 0 L] 1 (100%) 1]
N s49 Days (Group 1) 81 1 (1%) 1 (4] 0 . (100%) 0
o . 50-56 Days (Group 2) 89 0 0 (] RN 0!, o
IR 57-63 Days (Group 3) 68 o ‘o 0 i 0 - 0
P '
{1} Includes all events for which the relationship to study drug was reported as possibly or probably related to mifep&istone.
[2] NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vagln*l ultrasonography.
!
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone [1] By Center
[Safety Evaluable Patients]

Center: HASKELL (#2)

Gestational Total Number Fisher's
Age Number of Pta exact Number  ---------------oooeonnn Severity-------------e--caoo
Body System/Event [2] Group [3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
RESISTANCE MECHANISM DISORDERS
ANY EVENT =63 Days (All) 238 1 (<1%) 1.0000 1 1 (100%) [+] [} ]
s49 Days (Group 1) 81 0 ‘ 0 0 0 0 0
50-56 Days (Group 2) 89 1 sy 1 1 {100%) 0 ° 0
§7-63 Days (Group 1) 68 /] 0 o 0 0 0
INFECTION VIRAL 63 Days {A1l) 238 1 {<1¥%) 1.0000 1 1 (100%) o 0 [+]
. s49 Days (Group 1} 81 0 0 0 0 0 0
" 50-56 Days (Group 2) 89 1 (1%) 1 1 (100%) 0 ' 0 0
57-63 bays (Group 3) 68 0 0 0 0 0 0

{1] Includes all events for which the relationship to study drug was reported as possibly or probably re;ated to mifepristone.
{2] NOS = Not otherwise specified i
(1] Geatational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.

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 Evaluablé Patients}

Center: POPPEMA (#3)

Gestational | Total Number Fisher's
Age i Number of Pts exact Number  -------------oo-ionoo Severity-------------.....oo .o
Body System/Event [2} Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
L)
ANY EVENT 63 Days (All) 164 141 (86%) 0.9576 313 130 (42%) 119 (38%) 63 (20%) 1 {<1%)
%49 Days (Group 1) 65 56 (86%) 113 43 (38%) 48 (42%) 22 (19%) 0
50-56 Days (Group 2) 65 55 {(85%) 110 47 (43%) 41 (37V) 22 (20%) [}
57-63 Days (Group 3) 34 ., 30 (88%) 90 40 (44%) 30 (33%) 19  (21%) 1 (19)
SKIN AND APPENDAGES DISORDERS
ANY EVENT ! . <63 Days (All) 164 1 (<}¥) 1.0000 2 1 (50%) 1 {508) 0 [
=49 Days {(Group 1) 65 0 0 0 0 [} 0
$0-56 Days (Group 2) 65 1 (2%) 2 1 (50%) 1 (50%) ] 0
57-63 Days (Group 3) 34 ] 0 0 0 0 0
RASH MACULO- PAPULAR 63 Days (All) 164 1 (<1¥%) 1.0000 2 1 (50%) 1 (so0%) [} 0
549 Days (Group 1) 65 0 0 ] [} [} 0
50-56 Days (Group 2) 65 1 2%) 2 1 (soy) 1 (50%) 0 0
57-63 Days (Group 1) 14 0 [} o 0 0 0
MUSCULO-SKELETAL SYSTEM DISORDERS
ANY EVENT $63 Days (All) 164 1 (<1¥%) 0.2073 1 0 1 (1o00%) [} 0
' ' 549 Days (Group 1) (13 0 [\] 1) 0 L] 0
50-56 Days (Group 2} 65 0 0 ] 0 1] 0
57-63 Days (Group 3) 34 1 (3%) 1 0 1 (100%) 0 [}
A L ‘
(1] Includes all ¢vents for which the relationship to study drug was reported as possibly or probably‘related to mitep;iltoﬁb. ’
[2) NOS = Not otherwise specified .
{3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vagina; ultrasonography.
. i
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Appendix D, Table 5b (Continued)

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

[Safety Evaluable Patients)

Page 22 of 52

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
NUSCULO- SKELETAL SYSTEM DISORDERS (cont.)
MYALGIA s6) Days (All) 164 1 (<1¥%) 0.2073 1 0 1 (100%) 0 [}
<49 Days {(Group 1) €5 0 0 0 0 0 [
50-56 Days (Group 2) 65 0 0 0 [} o 0
57-63 Days (Group 3) 34 1 (3%) 1 0 1 (100%) 0 0
CENTR & PERIPH NERVOUS SYSTEM DISORDERS
ANY EVENT s63 Days (All) 164 27  (16%) 0.2776 31 11 (35%) 3 (a2%) 6 (19%) 1 (3%)
$49 Days (Group 1) 65 13 (20%) 13 6 (46V) s (ash) 1 (8y) 0
50-56 Days (Group 2) 65 7 (11y) 8 1 (a8y) 3 (asw) 2 {25W) 0
$7-63 Days (Group 3) 34 7 (21%) 10 2 (20%) 4 (40%) 3 (oW 1 (10%)
DIZZINESS £63 Days (All) 164 ] (28%) 0.1093 k) 0 1 (33y) 2 (67%) 0o
s49 Days (Group 1) 65 1 (2%) 1 [} [} 1 (100%) 0
50-56 Days (Group 2) | 65 0 [ 0 0 [ 0
57-63 Days (Group 3) i 34 2 (6%) 2 0 1 (s0%) 1 (so%) (]
HEADACHE =63 Days (All) 164 25  (15%) 0.4245 28 11 (39%) 2 (43%) 4 (14%) 1 (4%)
s49 Days (Group 1) 65 12 (18%) 12 6 (50%) 6 (50%) 0 1]
50-56 Days (Group 2) &5 7 (11%) 8 3 (38Y) 3 (38%) 2 (25%) 0
57-63 Days (Group 3) 34 6 (18%) 8 2 (25%) 3 (38%) 2 (25%) 1 (13%)
PSYCRIATRIC DISORDERS : .
ANY EVENT - 63 Days (All) 164 1 (<1¥%) 0.2073 1 0 1 (100%) 0 0
R £49 Days (Group 1) 65 0 .0 ] ; 0o 0 0
$0-56 Days (Group 2) €5 0 0 0 ' 0 0 0
57-63 Days (Group 3) 34 1 (%) 1 0 r 1 lioow) 0 0
i
[1) Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
(2] NOS = Not otherwise gpecified
{3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Appendix A.1, Table 25
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Appendix D, Table 5b (Continued)

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

[safety Evaluable Patients)

Page 23 of 52

Gestational Total Number Fisher's
Age Number of Pts exact Number IR T Severity------------ Bee e
Body System/Event (2] Group (3] of Pts w/Event p value of Events Mild Moderate Severe " Unknown
PSYCHIATRIC DISORDERS (cont.)
ANXIETY s63 Days (All) 164 1 (<1%) 0.2073 1 0 1 {100%) [/} 0
549 Days (Group 1) 65 0 0 0 ] 0 0
50 56 Days (Group 2) 65 0 0 0 1} 0 0
57-63 Days {(Group 3) 34 1 (3%) 1 0 1 (100%) 0 (]
GASTRO- INTESTINAL SYSTEM DISORDERS
ANY EVENT ! £63 Days (All) 164 91  (55%) 0.1284 141 42 (30%) 62  (44¥%) 37 (26%) 0
=49 Days (Group 1) 65 33 (51%) 48 11 {23W) 25 (52%) 12 (25%) 0
50-56 Days (Group 2) 65 34  (52%) 51 14 (27%) 24 (47%) 13 (25%) 0
$7-63 Days (Group 3) 34 24 (71W) 42 17  (40%) 13 (31w) 12 (29%) o
ABODOMINAL PAIN <63 Days (All) 164 4 (2%) 0.1553 5 3 (60%) 2 (a0%) 0 0
=49 Days (Group 1) 65 2 (3%) k] 1 (33v) 2 (67%) 0 0
50-56 Days (Group 2) 65 0 0 0 0 0 0
57-63 Days (Group 3) 34 2 (6%) 2 2 (100W%) 0 1] (4]
DIARRHEA s63 Days (All) 164 8 (s%) 0.7176 8 4 (50%) 3 (38%) 1 {13%) 0
549 Days (Group 1) 65 4 (6%) 4 1 (25%) 2 (50%) 1 (25%) 0
50-56 Days (Group 2) 65 2 (3%) 2 2 {(100%) [} 0 0
57-63 Days (Group 3) 34 2 (6%) 2 1 (50%) 1 (50%) 0 0
DYSPEPSIA . $63 Days (All) 164 4 (2v)  1.0000 | 4 2 (50%) 2 (sov) ] 0
" s49 Days (Group 1) 65 1 (2%) | 1 1 (100%). o .. 0 0
[ 50-56 Days (Group 2) 65 2 (3%) ' » 2 1 (50%) 1 (50%) 1] [}
57-63 Days (Group 3) 34 1 (3%) 1 (1] 1 {(100%) 0 0
. T
) i
[1}] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepriatone.
[2) NOS - Not otherwise specified
{3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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: POPPEMA (#1)

Gestational : Total Number Fisher's
Age ! Number of Pts exact Number - --------------------- Severjty--------------oo .
Body System/Event (2] Group {3] of Pts w/Event p value of Events Mild Moderate Severe Unknown
GASTRO- INTESTINAL SYSTEM DISORDERS {cont.)
FLATULENCE s63 Days (All) 164 1 (<1%) 1.0000 1 0 1 {100%) ] 0
549 Days (Group 1) 65 1 (2%) 1 0 1 (100%) (] [
50-56 Days (Group 2} 65 0 0 0 0 0 0
57 63 bays (Group 1J) 34 4] 1] 0 0 0 0
NAUSEA $63 Days (All) 164 79 (48%) 0.1305 94 28 (30%) 40 (43%) 26 (28%) 0
. 49 Days (Group 1) 65 26 (40%) 10 8 (27%) 14 (4 8 (27) 0
50-56 Days (Group 2) 65 312 (49%) 36 10 (28%) 17 (47%) 9 (25%) 0
§7-63 bays (Group 3) 34 21 (62%) 28 10 (36%) 9 (32%) 9 (32vw) 0
VOMITING 563 Daya (All) 164 27 (16%) 0.4649 29 5 {(17%) 14 (48%) 10 (34%) 0
$49 Days (Group 1) 65 9 (14%) 9 0 6 (67%) 3 (33) 0
50-56 Days (Group 2) 65 10 (15%) 11 1 (9%) 6 (55%) 4 (36%) 0
57-63 baye (Group 3) 34 8 (24%) 9 4 (4ay) 2 (22%) 3 (33w 0
METABOLIC AND NUTRITIONAL DISORDERS
ANY EVENT ' £63 Days (All) 164 1 {<1%) 1.0000 1 [} 1 (100%) [} 0
s49 Daye (Group 1) 65 0 0 (1] 0 0 0
, 50-56 Days (Group 2) 65 1 (2%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 34 0 0 0 0 0 (]
THIRST 263 Days (All) 1164 1 (<1%) 1.0000 1 0 1 (100%) 0 0
2 49 Days (Group 1) 65 0 0 [} . 0. [} [}
- ‘ 50-56 Days (Group 2) 65 1 (2%) o1 (] ; ;1 (160v) 0 0
e 57-63 Days (Group 3) 34 0 0 o ' 1 0 () 0
[
r }
; 1
(1} lncludeé all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2] NOS = Not otherwise ppecified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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Appendix D, Table Sb (Continued)

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

[Safety Evaluable Patients)

Page 25 of 52

Gestational Total Number Fisher's
Age Number of Pts exact Number  ---------.--.oooooo.oo. Severfty--------------.---..
Body System/Event [2) Group {3] of Ppts w/Event p-value of Events Mild Moderate Severe Unknown
RED BLOOD CELL DISORDERS
ANY EVENT $63 Days (All) 164 1 (<1¥%) 0.2073 1 0 1 (100%) [} 0
<49 Days (Croup 1) 65 0 0 o [ 0 0o
50-56 Days (Group 2) 65 0 0 [ 0 0 1]
57-63 Days (Group 3) 34 1 (3%) 1 ] 1 (100%) 1] o
ANAEMIA 563 Days (All) 164 1 (<1¥%) 0.2073 1 0 1 (100%) 0 0
' <49 Days (Group 1) 65 0 0 0 0 () 0
50-56 Days (Group 2) 65 0 0 0 0 . 0 0
57-63 Days {(Group 13) 34 1 (3%) 1 0 1 (100%) 0 1]
BODY AS A WHOLRE - GENERAL DISORDERS
ANY EVENT 56} Days (All) 164 104 (63%) 0.0948 135 76 (56%) 39 (29%) 20 (15%) 0
; s49 Days (Group 1) 65 38 (5B%) 52 26 (50%) 17 (33%) 9 (17%) 0
' 1 50-56 Days (Group 2) 65 39  (60%) 48 29 (60%) 12 (25%) 7 (15%) 0
: 57-63 Days (Group 3) 34 27 (79%) 35 21 (60%) 10 (29%) 4 (11%) i}
ABDOMINAL PAIN‘ %63 Daye (All) 164 100 (61%) 0.1232 120 72 (60%) 34 (28%) 14 (12w) 0
<49 Days: (Group 1) 65 37 (57%) 418 25 (52%) 16  (33%) 7 (15%) 0
‘ 50-56 Days (Group 2) 65 37 (57%) 42 27 (64%) 10 (24%) 5 (12%) L]
57-63 Days (Group 3) 34 26 (76\)“ 30 20 (67%) 8 (27%) 2 (7%) 0
ASTHENIA 63 Days (All) 164 1 (<1%) 1.0000 1 0 0 1 (100%) 0
. %49 Days (Group 1) 65 1 (2w) 1 (] L j (100%) o
C e 50-56 Days (Group 2) 65 0 .0 ° ; o v 0
57-63 Days (Group 3) 34 0 0 [ ' 0 , 0 0
r
{1) Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2) NOS = Not otherwise specified i
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic exawination and vaginal ultrasonqgraphy.
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone [1] By Center )
[Safety Evaluable Patients]

Center: POPPEMA (#3)

Gestational Total Number Fisher's
Age Number of Pts exact Number  ------------i-aooiaaloo Severity-- -------- - ------- ...
Body System/Event [2] Group (3} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WNOLE - GENERAL DISORDERS (cont.)
BACK PAIN <63 Days (All) 164 3 (2%) 0.4263 k] 1 (33y) 1 (33%) 1 (33%) 0
549 Days (Group 1) 65 0 . 0 0 0 0 ]
$0-56 Days (Group 2) 65 2 (v 2 1 (s0%) 1 (50%) 0 0
57-63 Days (Group 3) 34 1 (3%) 1 [ 0 1 (100%) 0
FATIGUE 563 Days (All) 164 5 (3%) 1.0000 [ 0 2 (33%) 4 (67%) 0
! . %49 Days (Group 1) 65 2 (3%) 2 0 1 (50%) 1 (50%) 0
50-%6 Days (Group 2) 65 2 (3%) 2 0 0 . 2 (100%) 0
57-43 Days (Group 3) 34 1 (3%) 2 0 1 (50%) 1 (50%) 0
LEG PAIN s63 Days (All) 164 1 (<1%) 0.2073 1 0 1 (100%) [ [}
=49 Days (CGroup 1) 65 1] 0 0 0 0 0
50-56 Days (Group 2) 65 o] 1] 0 0 0 0
57-63 Days (Group 3) 34 1 (3%) 1 0 1 (100W) 0 0
PAIN ) %63 Days (All) 164 1 (<1%) 1.0000 1 1 (lo0%) 0 [} 0
s49 Days (Group 1) 65 1 (2%) 1 1 (100%) 0 0 0
50-56 Days (Group 2} 65 0 o 0 o 0 0
57-63 Days (Group 3) 34 0 [ 0 0 0 0
RIGORS s63 Days (All) 164 3 (2%) 0.4263 3 2 (67%) 1 (33%) 0 0
s49 Days (Group 1) 65 0 [] 0 0 ) [} [}
- ) } 50-56 Days (Group 2) 65 2 (3%) 2 1 (SOQ)J . 1 '(59\) 0 0
Coal 57-6) Days (Group 3) L] 13y ! 1 (100%) o o 0
| .
[1] Includes.all events for which the relationship to study drug was reported as possibly or probably related to mifepiintoné.
[2) NOS = N?t otherwise gpecified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone [1] By Center !
[Safety Evaluable Patients}

Center: TYSON (#4)

Gestational Total Number Fisher's
Age Number of Pts exact Number  ------------------.--- Severity---------------aaooo
Body System/Event (2] Group (3] | of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
n H
ANY EVENT %63 Days (All) 102 82 (80%) 0.5284 169 80 (47%) 67 (40%) 22 (13%) 0
s49 Days (Group 1) 68 56 (82%) 120 61 (51%) 41 (34%) 18 {15%) 0
50-56 Days (Group 2) 25 20 (BOW) 42 18 (43%) 20 (48W) 4 (10%) 0
57-63 Days (Group 3) 9 - 6 (67%) 7 1 (14%) 6 (86%) 0 0
MNUSCULO-SKRLRTAL SYSTEM DISORDERS
ANY EVENT ! . 563 Days (All) 102 1 {<1%) 0.31333 1 0 1 (100‘) 0 [
=49 Days (Group 1) 68 0 l 0 0 0 . 0 0
50-56 Days (Group 2) 25 1 (4%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 9 0 0 [ 0 0 [}
MYALGIA £63 Days (All) 102 1 (<1¥) 0.3333 1 0 1 (100%) 0 0
549 Days (Croup 1) 68 0 0 0 0 0 0
50-56 Days (Group 2) 25 1 (4%) 1 1] 1 (100%) 0 0
$7-63 Days (Group 3) 9 0 0 0 o 0 0
CENTR & PERIPH NERVOUS SYSTEM DISORDERS
ANY EVENT s63 Days (All) 102 17 (17%) 0.5277 21 5 (24%) 13 (e2%) 3 (14%) 0
s49 Days (Group 1) 68 13 (19%) 15 3 (20%) 9 (60%) 3 (20%) 0
50-56 Days (Group 2) 25 4 (16%) 6 2 {33y) 4 (67%) 0 [+]
57 63 Days (Group 3) 9 0 0 0 1] 0 0
" L Ly
N - T T
{11 Includes all évents for which the relationship to study drug was reported as poesibly or probably telated to mifepgistoneé. ,
{2] NOS = Not otherwise specified .
{3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginai ultrasonography.
N )
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Appendix D, Table 5b {(Continued}
Adverse Events Possibly or Probably Related to Mifepristone {1) By Center
[safety Evaluable Patients])

Center: TYSON (M4) '

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

CENTR & PERIRH NERVOUS SYSTEN DISORDERS (cont.)

DIZZINESS 263 Days (All) 102 6 (6%) 0.3885 7 2 (29%) 4 (S7V) 1 (14%) 0
549 Days (Group 1) 68 3 (4%) 3 0 2 (67%) 1 (33%) 0
50-56 Days (Group 2) 25 3 (12v) 4 2 (50V) 2 (50%) 0 0
57-63 Days (Group 3) 9 0 1] (1] 1] [} 0
HEADACHE s63 Days (All) 102 13 (13%) 0.4070 13 3 (23%) 8 (62%) 2 (15%) 0
, 549 Days (Group 1) 68 11 (16%) 11 3 (27%) 6 (55%) 2 (18v). 0
50-56 Days (Group 2) 25 2 (8%) 2 0 2 (100%) 0 0
57-63 Days (Group 3) 9 0 0 ] 0 ' 0 0
TREMOR 563 Days (All) 102 1 (<1%) 1.0000 1 0 1 (100%) 0 0
s49 Days (Group 1) 68 1 (1%) 1 0 1 (100%) 0 0
50-56 Days {(Group 2) 25 0 0 0 0 o o
57-63 Days (Group 1) | 9 0 0 0 0 0 0
PSYCHIATRIC DISORDERS k
ANY EVENT ' s63 Days (All) 102 S (S%) 0.4397 S 2 (40%) 3 (60%) 0o 0
249 Days (Group 1) 68 s (W) 5 2 (40V) 3 (60%) 0 0
50-56 Days {Group 2) 25 0 0 0 0 0 0
57-63 Days (Group 3) 9 0 0 0 0 0 0
ANXIETY %63 Days (All) 102 1 (<1%) 1.0000 1 0 1 (100') 1] 0
2 549 Days (Group 1} 68 1 (1%) 1 0 1 }}00\) 0 0
B ‘ 50-56 Days (Group 2) 25 0 .0 0 I 0 ¢ 0 0
R 57-63 Days (Group 3) 9 0 0 o A 0 [ 0
. '
0 H il
{1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2] NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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Center: TYSON (N4)
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Appendix D, Table S5b {Continued)

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

{Safety Evaluable Patients]

Page 29 of 52

Gestational Total Number Fisher's
Age Number of Pts exact Number - -----------. .- .on Severity-------------. = - - -
Body System/Event (2] Group (3] of Pts w/Event p-value of Events Mild Moderate Severe ' Unknown
pSYCHIATRIC bisorpens (cont.)
INSOMNIA 63 Days (All) 102 4 (4%) 0.7052 4 2 (50%) {2 (so%) 0 [+
549 Days (Group 1) 68 4 (6%} 4 2 (50%) 2 (50%) ] 0
50-56 Days (Group 2) 25 (V] 0 1] 0 [} 0
57-63 Days {(Group 3) 9 0 0 0 o 0 0
GASTRO-INTESTINAL SYSTEN DISORDERS
ANY EVENT 563 Days (All) 102 35 (34%) 0.2754 47 22 (47%) 19 (40%) 6 (13%) 0
549 Days (Group 1) 68 26 (38%) 33 18  (55%) 10 (3qQ%) 5  (15%) (]
50-56 Days (Group 2) 25 8 (32%) 13 4 (31%) 8 (62%) 1 (8%) 1]
57-63 Days (Group 3) 9 1 (11%) 1 0 1 (100%) [} 0
DIARRHEA 561 Days (All) 102 3 (3%) 0.6663 3 3 (ioow) 0 [\ 0
549 Days (Group 1) 68 3 (4%) 3 3 (100%) 0 0 0
50-56 Days (Group 2) 25 0 0 0 0 0 (]
57-63 Days {(Group 3) 9 0 0 0 0 0 0
' !
DYSPEPSIA <63 Days (All) 102 1 (<1¥%) 0.3313 1 [} 0 1 (100%) [
549 Days (Group 1) 68 0 0 0 0 0 0
' 50-56 Days (Group 2) 25 1 (a%) 1 (] | 0 1 (100%) 0
57-63 Days (Group 13) 9 0 0 0 ! 0 0 0
NAUSEA =53 Days (All) 102 31 (30%) 0.0907i 31 17  (55%) 10 (32%) 4 (13%) [}
. 549 Days (Group 1) 68 24 (35%) | 24 14 (58%), 6'3(;5!) 4 (17%) 0
Vo 50-56 Days (Group 2) 25 7 (28%) . ? 3 (4}&) 3 4 (57%) [/} 0
$7-63 Days (Group 3) 9 0 0 [ 0' 0 o]
' r
H |
[1] Includes all events for which the relationship to study drug was reported as possibly or probably related toc mifepristone.
{2] NOS = Not otherwise specified
3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonodraphy.
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: TYSON (#4)

Gestational : Total Number Fisher's
Age Number of Pts exact Number - ---.-- - -------.oooo.- Severity------------------. -
Body System/Event [2] Group (1] of ptse w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO-INTESYINAL SYSTEN DISORDERS (cont.)
VOMITING 563 Days (All) 102 11 (11%) 0.1755 12 2 (17%) 9 (75%) 1 (8%) 0
<49 Days (Group 1) 68 5 () )] 6 1 (17%) 4 (67%) 1 (7)) [}
50-56 Days (Group 2) 25 5 (20%) S 1 (20%) 4 (80W) 0 ]
57-63 Days (Group 3) 9 1 (11%) 1 0 1 (100%) 0 0
METABOLIC AND NUTRITIONAL DISORDRERS ‘
]
ANY EVENT ' . %63 Days (All) 102 1 (<1¥%) 1.0000 1 o 4] 1 (100%) 0
549 Days (Group 1) 68 1 aw 1 0 0 1 (100%) 0
50-56 Days (Group 2) 25 0 ] [} 0 [ 0
57-63 Days (Group 3) 9 0 0 0 (] (1] (4]
DEHYDRATION 563 Days (All) 102 1 (<1%) 1.0000 1 0 0 1 (100%) 0
549 Days (Group 1) 68 1 (1%) 1 0 0 1 (100%) 0
50-56 Days (Group 2) 25 0 0 0 o [} 0
57-63 Days (Group 3) 9 o 0 1] 0 [} 1]
REPRODUCTIVE nxséunlns, PFEMALE
ANY EVENT =63 Days (All) 102 2 (2%) 1.0000 2 1 (50%) 0 1 (50%) 0
' ’ 549 Days (Group 1) 68 2 (3%) 2 1 (50%) 0 1 (50%) 0
50-56 Days (Group 2} 25 0 0 [+ 0 [} 0
57-63 Days (Group 3) 9 0 0 0 [} 0 0
, ]
[1] Includes al) g?enéa for which the relationship to study drug was reported as possibly or probably,related to mifep;fsténe. w !
[2) NOS = Not otherwise specified ' L
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vagina; ultrasonofraphy.
, i
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Appendix D, Table Sb (Continued)
Adverse Events Pogsibly or Probably Related to Mifepristone (1} By Center
{Safety Evaluable Patients])

Center: TYSON (#N4) |

Gestational Total Number Fisher's
Age Number of Pts exact Number  ----------------naaa Severity------------omen-o -
Body System/Event (2] Group {3} of pts w/Event p-value of Events Mild Moderate Severe Unknown
REPRODUCTIVE'DISORDERS, FEMALE (cont.)
UTERINE HAEMORRHAGE %63 Days (All) 102 1 (<1%) 1.0000 1 0 0 1 (100%) 0
s49 Days (Group 1) 68 1 (1) 1 0 0 1 (100%) [
50-56 Days (Group 2) 25 1] 0 0 0 ] 0
57-63 Days (Group 1) 9 0 0 0 [} 0 0
VAGINAL DISCOMFORT <63 Days (All) 102 1 {<1¥) 1.0000 1 1 (100%) [] 0 0
! - =49 Days (Group 1) 68 1 (1%) 1 1 (100%) 0 0 0
50 56 Days {(Group 2) 25 0 0 0 0 0 0
57-63 Days (Group 3) 9 /] 0 0 0 0 0
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT 263 Days (All) 102 71 (7o) 0.7430 92 50 (54%) 31 (34%) 11 (12%) 0
; . <49 Days (Group 1) 68 46 (68%) 64 37  (58%) 19 (30%) 8 (13%) 0
! 50-56 Days {(Group 2) 25 19  (76%) 22 12 (55%) 7 (32%) 3 (1av) 0
57-63 Days (Group 3) 9 6 (67%) 6 1 (17%) S (83%) 0 [
ABDOMINAL PAIN =63 Days (All) 102 71 (70%) 0.7430 82 46 (56%) 26 (32%) 10 (12%) 0
s49 Daysf(Group 1) 68 46 (68%) 54 33 (61%) 14 (26%) 7 (13%) 0
. ’ 50-56 Days (Group 2) 25 19 (76%) 22 12 (55%) 7 (32%) 3 (14w) 0
$7-63 Days (Group 3) 9 6 (67%) 6 1 (17%) 5 {(83%) .0 0
]
ASTHENIA ‘ s63 Days (All) 102 2 (2%) 1.0000 2 1 (50%) 1 {s0%) o
: , ‘ s49 Days (Group 1) 68 2 0w 2 1 {sov) , | 1 tsov) i 0
Vel 50-56 Days (Group 2) 25 0 v 0 0 i o L) 0
57-63 Days (Group 3) 9 0 0 0 (] 0 0

[1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifeﬁristone.
[2] NOS = Not otherwise specified

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

Appendix A.1, Table 25

J:\USA\166A\SASPCMS\apdxd\final\ade2.SAS 24NOV98:16:20 FINAL
wW : '
lop/
(o]

MIF 000926




The Population Council . ’ Page 32 of 52
Protocol 166A

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

Center: TYSON (#4)

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
BODY AS A WHMOLE - GRNERAL DISORDERS (cont.)
BACK PAIN <63 Days (All) 102 2 (2%) 1.0000 2 0 2 (100%) [} 0
s49 Days (Group 1) 68 2 (3%) 2 0 2 (100%) 0 0
50-56 Days (Group 2) 25 0 ’ 0 0 [} 0 0
§7-63 Days (Group 3) 9 0 0 0 0 0 0
FATIGUE %63 Days (All) 102 2 (2%) 1.0000 2 0 1 (s0%) 1 (S50%) 0
' ) €49 Days (Group 1) 68 2 (3y) 2 o 1 (50%) 1 (50%) o
5056 Days (Group 2) 25 0 [} [} 0 0 [}
57-'63 Days (Group 3) 9 0 0 0 0 0 0
LEG PAIN <63 Days (All) 102 2 {2%) 1.0000 2 2 (100%) 0 0 [}
549 Days (Group 1) 68 2 (3%) 2 2 (100%) 0 0 0
50-56 Days (Group 2) 25 0 [ 0 0 [} 0
57-63 bays (Group 3) 9 0 0 0 0 0 [
RIGORS =63 Days (All) 102 T {(<1%) 1.0000 1 o 1 (100%) 0 ]
%49 Days (Group 1) 68 1 (1%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 25 0 0 0 0 0 0
. ‘ §7-63 Days (Group 3) 9 0 0 0 0 0 ]
TEMPERATURE CHANGED SENSATION s63 Days (All) 102 1 (<1¥%) 1.0000 1 1 {(100%) 0 0 0
549 Days (Group 1) 68 1 (1%) 1 1 (100%) 0 [] 0
- . 50-56 Days (Group 2) 25 0 0 0 0,! 0 0
Cat 57-63 Days (Group 3) 9 (] .0 o R BTN ° 0
) N -
.
(1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifegristorde.
[2) NOS = QOt otherwise specified
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonocgraphy.
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Center: BLUMENTHAL (#5)

Appendix D, Table S5b (Continued)

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

ISafety Evaluable Patients]

Page 1313 of 52

Gestational ' Total Number Fisher's
Age Number of Pts exact Number - ----------------.o---- Severjty-------------. .- - -
Body System/Event [2] Group {3) | of pts w/Event p-value of Events Mild Moderate Severe Unknown
ANY EVENT 63 Days (All) 44 38 (B6Y%) 0.4418 89 33 (37%) 46 (52%) 0 (11%) 0
£49 Days (Group 1) 13 11 (85%) 30 10 (33%) 16 (53%) 4 (13%) 0
50-56 Days (Group 2) 23 21 (91%) 48 16  (33%) 27 (56%) s (10%) 0
57-63 Days (Group 3) 8 6 (75%) 11 7 (64%) 3 (27v) 1 (9%) 0
CENTR & PRRIPH NERVOUS SYSTEM qIBOIDIIS
ANY EVENT 563 Days (All) 44 3 (7%) 1.0000 4 1 (25%) 2 (s0W) 1 (25%) 0
s49 Days (Group 1) 13 1 (8}) 1 o 0 1 (100%) 0
50-56 Days {Group 2) 2} 2 (9%) 3 1 (33%) 2 (67%) 0 [
57-63 Days (Group 3) 8 0 0 0 0 0 0
DIZZINESS 63 Days (All) 44 2 (5%) 1.0000 2 0 1 (50%) 1 {S0%) [}
s49 Days (Group 1) 13 1 (8%) 1 0 0 1 (100%) 0
50-56 Days (Group 2) 23 1 (4%) 1 0 1 (100%) 0 (]
57-63 Days (Group 3) 8 ] ] 0 1] [+] 0
HEADACHE <63 Days (All) 44 1 {(2%) 1.0000 2 1 (50%) 1 (50%) 1] 0
. %49 Days (Group 1) 13 0 0 0 [ 0 0
$0-56 Days (Group 2) 23 1 (4%) 2 1 (SO0%) 1 (50%) 0 (1)
$7 63 Days (Group 1) 8 0 4] ] 0 o 1]
GASTIO-!NTIST!NAQ;SYSTIH DISORDERS
ANY EVENT I ' s63 Days (All) 44 28 (64%) 0.7660 48 14 (29%). 28 '“58!) 6 (13%) o
e £49 Days (Group 1) 13 9 {69%) C 17 6 (35%) L9 (S3W) 2 (12%) 0
50-56 Days (Group 2) 23 15 (65%) 25 4 (16%) 18 '(72\) 3 (12w) 0
57-63 Days (Group 3) 8 4 (50%) 6 4 (67%) p1oam 1 (17y) 0
]
{1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2] NOS = Not otherwise specified
{3] Gestational age group was assigned by the investigator based upon menstrual history. pelvic examination and vaginal ultrasonography.
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1} By Center '
[Ssafety Evaluable Patients]

Center: BLUMENTHAL (¥#5)

Gestational Total Number Fisher's
Age Number of Pta exact Number  -------------------- Severity------------------n--oo
Body System/Event [2] Group [3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO- INTESTINAL SYSTEM DISORDERS (cont.)}
DIARRHEA s63 Days (All) 44 4 (9%) 1.0000 4 1 (25%) 2 (50%) 1 (25%) 0
=49 Days (Group 1) 13 1 (8%) 1 (1] 0 1 (100%) ]
50-56 Days (Group 2) 23 2 (9%) 2 0 2 {100%) 0 0
57-63 Days (Group 3) 8 1 (13%) 1 1 (100%) 1] 0 [i]
FLATULENCE 563 Days (All) 44 1 (%) 1.0600 1 ] 1 (100%) o 0
l ) 549 Days (Group 1) 13 0 P 0 4] . 0 0
50-56 Days (Group 2) 23 1 (4%) 1 0 1 (100%) (] 0
57-63 Days (Group 3) 8 0 0 0 0 (] 4
NAUSEA %63 Days (All) 44 22 (so0%) 0.5197 27 10 (37%) 15 (56%) 2 (7%) 0
<49 Days (Group 1) 13 8 (62%) 12 5 (42%) 6 (50%) 1 (8%) 0
50-56 Days (Group 2) 23 11 (48%) 12 3 (25%) 8 (67%) 1 (8%) 0
57-63 Days (Group 3) | 8 3 (38%) 3 2 (67%) | 1 (33%) 0 0
VOMITING . =63 Days (All) ! 44 12 (27%) 0.9042 16 3 (19%) 10 (63%) 3 (19%) 0
<49 Days (Group 1) 13 3 (23%) 4 1 (25%) 3 (75W) 0 0
50-56 Days (Group 2) 23 7 {(30%) 10 1 (10%) 7 (70%) 2 (20%) 0
' ' 57-63 Days (Group 3) 8 2 (25%) 2 1 (50%) 0 1 (so%) 0
REPRODUCTIVR DISORDERS, FEMALE
ANY EVENT %63 Days (All) 44 1 (2%) 1.0000 1 1 (100%) 0 0 0
B %49 Days (Group 1) 12 0 0 0 . 0. 0 ]
o ' S0-56 Days (Group 2) 23 1 (ay) .1 1 (1ooI|$' .0 "‘-‘ 0 0
57 63 Days {Group 3) 8 0 1] 0o ’ 0 [} 0
r ]
; |
(1l Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2]) NOS = Not otherwise apecified
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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: BLUMENTHAL (#5)

Gestational Total Number Fisher's
Age Number of pts exact Number R T Severity------------- et
Body System/Event (2} Group [3] of pts w/Event p-value of Events Mild Moderate Severe Unknown
REPRODUCTIVE' DISORDERS, FEMALE {cont.)
LEUKORRHOEA 563 Days (All) 44 1 (2%) 1.0000 1 1 (100%) ' 0 V] 1]
=49 Days (Group 1) 13 0 0 0 0 [} 0
50-56 Days (Group 2) 23 1 (4%) 1 1 (100%) [} 1] 0
57-63 Days (Group 3) 8 0 0 0 0 0 0
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT ' . 563 Days (All) 44 26 (59%) 0.9199 36 17 (47%) 16 (44%) 3 (8%} 0
549 Days (Group 1) 13 T (54%) 12 4 (33%) 7 (58%) 1 (es) /]
50 -56 Days (Group 2) 23 14  (61%) 19 10 (53%) 7 (37%) 2 (11%) 0
57-63 Days (Group 1)) B8 5  {63%) 5 3 (60%) 2 (40%) 0 /]
ABDOMINAL PAIN <63 Days (All) 44 24 (55V) 0.7166 30 15  (50%) 12 (40%) 3 (10%) 0
549 Days (Group 1) 13 6 (46%) ] 4 (s50%) 3 (38%) 1 (13%) 0
50-56 Days (Group 2) 23 14 (61%) 18 9 (50%) 7 (39%) 2 (11%) [}
$7-63 Days (Group 3) 8 4 (50%) 4 f (50%) 2 (50%) 0 0
FATIGUE 63 Days (All) 44 3 (7%) 0.4182 3 1 (33%) 2 (67%) 0 o
%49 Days (Group 1) 13 2 (1s5%) 2 0 2 (100%) (/] 0
' ‘ ‘ 50-56 Days (Group 2) 23 1 (4%) 1 1 (100%) | 0 [} 0
§7-63 Days (Group 3) 8 0 1] 0 i 0 0 0
LEG PAIN =63 Days (All) 44 1 (2%) 041818\ 1 1 (100%) ] . [} 0
. . ) <49 Days (Group 1) 13 0 \ [\} 0 K o . 0 0
e 50-56 Days (Group 2) 23 0 ' . 0 0 K 0 [} 0
' §7-63 Days (Group 1) 8 1 (13%) 1 1 (100%) o, 4] ]
N r
. j !
(11 Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
(21 NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonodraphy.
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone [1] By Center
{Ssafety Evaluable Patients]

Center: BLUMENTHAL (#5)

Gestational : Total Number Fisher's
Age f Number of Pts exact Number  ----------------------- Severlity-------------------. -
Body System/Event (2} Group {3} of pPts w/Event p value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS (cont.)
MALAISE s63 Days (All) 44 1 (2%) 0.4773 2 0 2 (100%) 0 0
549 Days (Group 1) 13 1 (ay) 2 0 2 (100%) ] 0
50-56 Days (Group 2) 23 o 0 0 0 [} 0
57-63 Days (Group 1) 8 1] 1] [ 0 0 0
(1} Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
{2) NOS = Not otherwise specified )
{3} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
I oo i‘,
T . i o
i [}
H {
t
Appendix A.1, Table 25
J:\USA\166A\SASPGMS\apdxd\final\ade2.SAS 24NOV98:16:20 FINAL
(R) ,
-I
|

MIF 000931 ‘ ‘



t

i

The Population Council Page 37 of 52
Protocol 166A

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

Center: BORGATTA (#6)

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
L}
ANY EVENT 563 Days (All) 64 49  (77%) 0.4049 133 50 (38%) 58  (44%) 25  (19%) 0
<49 Days (Group 1) 36 27  (75%) 67 23 (34%) 27 (40%) 17 (25%) 0
50-56 Days (Group 2) 16 11 (69%) 35 19 (54%) 9 (26%) 7 (20%) 0
57-63 Days (Group 3) 12 11 (92%) 31 8 (26%) 22 (71%) 1 (3%) 0
SKIN AND APPENDAGES DISORDERS
ANY EVENT ! . s63 Days (All) 64 1 (2%) 1.0000 1 0 1 (10Q%) 0 0
=49 Days (Group 1) 36 1 (3%) 1 [ 1 (1o00%) 0 ]
50-56 Days (Group 2) 16 0 (1] 0 [4] (1] 0
57-63 Days (Group 3) 12 0 0 0 0 0 0
RASH =63 Days (All) 64 1 (2%) 1.0000 1 0 1 (100%) o 0
| . 549 Days {Group 1) Jé 1 (3%) 1 1] 1 (100%) 0 0
! 50 -56 Days (Group 2) 16 (4] 0 0 0 0 0
57-63 Days (Group 1) 12 0 0 0 [ [} 0
MUSCULO- SKELETAL SYSTEM DISORDERS
ANY EVENT s63 Days (All) 64 2 (3%) 0.4018 2 0 2 (1o0w) 0 0
. : 549 Days (Group 1) 36 1 (3w 1 0 1 (100%) 0 0
50-56 Ddys (Group 2) 16 0 b 0 0 0 0 0
57-63 Days (Group 3) 12 1 (8%) 1 0 1 (100%) 0 0
5 I
RO ’ - . . —
{1) Includes al} svents for which the relationship to study drug was reported as possibly or probablysrelated to mitepristong. "’
(2] NOS = Not otherwise specified y rL
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasondyraphy.
i
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone [1] By Center
{Safety Evaluable Patients]

Page 38 of 52

Center: BORGATTA {#6)
Gestational Total Number Fisher's
Age Number of Pts exact Number - -------- - Severity-----------.--- -.....
Body System/Event (2] Group [3} of Pts  w/Event p value of Events Mild Moderate Severe Unknown
MUSCULO- SKELRTAL SYSTEM DISORDERS {cont.)
ARTHRALGIA 563 Days (All) 64 2 (&1 3] 0.4018 2 0 2 (100%) ] 0
s49 Daye (Group 1) 36 1 (3%) 1 o 1 (100%) 0 0
$0-56 Days (Group 2) 16 0 ) 0 ] 0 0 0
57-€3 Days (Group 3) 12 1 (8%) 1 0 1 (100%) /] 0
CENTR & PERIPH NERVOUS SYSTEM DISORDERS
ANY EVENT ' 563 Days (All) 64 14 (22%) 0.0501 18 8 {44%) 7 (39%) 3 (17v) 0
349| Days (Group 1) 36 4 (11%) 4 1 (25%) 2 (50%) 1 (25%) 0
50-56 Days {(Group 2) 16 6 (38V) 9 5 (56%) 2 (22%) 2 {22v) 0
57-63 Days (Group 3) 12 4 (33y) 5 2 {40%) 1 (60%) 0 ]
DIZZINESS 63 Days (All) 64 2 (3%) 0.4018 2 1 (s0%) 1 (S0%) 0 0
=49 Days {Group 1) 36 1 (3%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 16 0 0o 0 0 0 0
$7-63 Days (Group 3) 12 1 (%) 1 1 (100%) 0 0 0
HEADACHE s63 Days (All) 64 11 (17%) 0.0107 15 6 (40%) 6 (40W%) 3 (20W) 0
<49 Days (Group 1) 36 2 (6%) 2 o 1 (50%) 1 (S0%) 0
50-56 Days (Group 2} 16 6 (38%) 9 S (S6%) 2 (22v) 2 (22w 0
§7-63 Days (Group 3) 12 3 (25%) 4 1 (25%) 3 (75%) 0 Q
TREMOR <63 Days (All) 64 1 (2%) 1.0000 1 1 (100%) 0 0 0
. s49 Days (Group 1) 36 1 (3%) 1 1 (100%), 0 ‘i‘ o 0
. 50-56 Days (Group 2) 16 0 , 0 0 i e . 1] [}
57-63 Days (Group 1) 12 0 1] 0 0 . 0 0
r
(1) Includep all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2) NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Appendix A.1, Table 25
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to foeprlstone (1} By Center
[Safety Evaluablé Patients)

Center: BORGATTA (#6)

Gestational Total Number Fisher's
Age Number of Pts exact Number - ------.-.o--ooliLlL Severity--- - --------.-...-. .-
Body System/Event [2} Group {3) ] of pts w/Event p value of Events Mild Moderate Severe Unknown
PSYCHIATRIC DISORDERS
ANY EVENT <63 Days (All) 64 1 (2%) 1.0000 1 0 1 {100%) [} 0
<49 Days (Group 1) 36 1 (3%) 1 4] 1 (100%) 0 0
50-56 Days (Group 2) 16 1] 0 0 0 0 0
57-63 Days (Group 1) 12 0 0 0 0 0 0
EMOTIONAL LABILITY , 261 Days (All) €4 1 (2%) 1.0000 1 0 1 (100%) 1} 0
' 549 Days (Group 1) 36 1 (3%) 1 1] 1 (1008) 0 0
50-56 Days (Group 2) 16 0 l 0 0 0 0 0
57-63 Days (Group 1) 12 0 0 0 0 0 0
GASTRO-INTESTINAL SYSTEN DISORDERS
ANY EVENT 563 Days (All) 64 27 (42%) 1.0000 44 12 (27%) 19 (43%) 13 (30W) 0
49 Days (Group 1) 36 15  (42%) 26 7 (27%) 10 (38%) 9 (35%) 0
50-56 Days (Group 2) 16 7 (44y%) 10 4 (40%) 2 (20%) 4 (a0%) 0
57-63 Days (Group 3) 12 S (42%) 8 1 (13y) 7 (B8%) [+] [
DIARRHEA 563 Days (All) 64 2 (3%) 0.4018 2 0 2 (100%) 0 o
. : =49 Days (Group 1) 36 1 (3%) 1 [ 1 (100%) 0 0
50-56 Days (Group 2) 16 o 0 o [ [} [}
57-63 Days (Group 3) 12 1 (8W) 1 ] 1 (100%) 0 0
NAUSEA “ =63 Days (All) 64 24 (38%) 1.0000 30 9 (30%) 12 4(40‘) 9 {(30%) 0
o ' 549 Days (Group 1) 6 14 (39y) 17 5 (298 ' 6 «(35W) 6 (35%) 0
$0-56 Days (Group 2) 16 6 (38%) s 3 (38%) 2 (2s%) 3 (18%) 0
57-63) Days (Group 3) 12 4 (33n) S 1 (20%) 4 ¢ (BOW) 0 0
i |
. 4
(1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
(2} NOS = Not otherwise specified
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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: BORGATTA (#6)

Page 40 of 52

Gestational Total Number Fisher's
Age Number of Pts exact Number - -----------ao-oooool. Severity---------- .-
Body System/Event (2] Group [3) of Pts w/Event p value of Events Mild Moderate Severe Unknown
GASTRO-INTESYINAL SYSTEM DISORDERS (cont.)
VOMITING %63 Days (All) 64 12 (19%) 0.8330 12 3 (25%) 5 {(42%) 4 (33%) 0
549 Days (Group 1) 36 8 (22%) 8 2 (25%) 3 (38Y%) 3 (38y) 0
50-56 Days {(Group 2) 16 2 {13%) 2 1 (50%) [i] 1 (s0%) 4]
§7-63 Days (Group 3) 12 . 2 (17%) 2 0 2 (100%) 0 0
RED BLOOD CEBLL DISORDERS
ANY EVENT ! . 63 Days (All) 64 1 (2%) 1.0000 1 1 {100W) 0 /] 0
549 Days (Group 1) 36 1 (1%) 1 1 (100%) ] (1] ]
50-56 Days (Group 2) 16 0 0 0 0 [} 0
57-63 Days (Group 3) 12 0 0 0 0 0 0
ANAEMIA %63 Days (All) 64 1 {(2%) 1.0000 1 1 (100%) 0 0 0
549 Days (Group 1) 36 1 (1%) 1 1 (100%) 0 0 0
$0-56 Days (Group 2) | 16 0 0 0 f 0 0 0
S7-61 Days {Group 1) ‘ 12 0 0 o 0 0 0
REPRODUCTIVE DISORDERS, PEMALR
ANY EVENT s63 Days (All) 64 2 (3%) 1.0000 2 1 (50%) 1 (so%) 0 0
: ‘ 549 Days (Group 1) 16 2 (6%) 2 1 {50%) 1T (50%) 0 0
50-56 Days (Group 2) 16 0 0 0 0 0 0
57-63 Dayes (Group 3) 12 0 (] o [} [ 0
b — o
(1] Includes all events for which the relationship to study drug was reported as possibly or probably,related to mifepristone. .
[2) NOS = Not otherwise specified ' .
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examinatioh and vagina; ultrasonography.
L]
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 I
{Safety Evaluable Patients]

Center: BORGATTA (#6)

Gestational Total Number Fisher's
Age Number of Pts exact Number  ---------------oo-.oonn Severity------------ I AREEEE R
Body System/Event (2] Group {31 of Pts w/Event p-value of Events Mild Moderate Severe Unknown
REPRODUCTIVE DISORDERS, PEMALE (cont.)
LEUKORRHOEA s63 Days (All) 64 1 (2%) 1.0000 1 1 (100%) 0 0 0
s49 Days (Group 1) 36 1 (3%} 1 1 (100%) 0 ] [}
50-56 Days (Group 2) 16 1] 0 0 0 0 /]
57-63 Days (Group 1) 12 0 0 0 0 0 4]
VAGINAL DISCOMFORT <63 Days (All) 64 1 (2%) 1.0000 1 /] 1 (100%) 0 0
! . 49 Days (Group 1) i6 1 (3%) 1 0 1 (10Q%) 0 [
50-56 Daye (Group 2) 16 [\ [\ 0 0 . 0 [}
57-63 Days (Group 3} 12 0 1] o 0 1] 1]
BODY AS A WHOLR - GENERAL DISORDERS
ANY EVENT s63 Days (All) 64 40 (61%) 0.4684 64 28 (44%) 27 (42%) 9 (14%) 1]
549 Days (Group 1) 36 20 (S6%) 31 13 (42W) 11 {35%) 7 (23%) 0
50-56 Days (Group 2) 16 11 (69%) 16 10 (63%) 5 (1) 1 {6%) 0
$7-63 Days (Group 3) 12 9 (75%) 17 S (29%) 11 (65%) 1 (&%) i
ABDOMINAL PAIN =63 Days (All) 64 35 (55%) 0.2693 42 22 (S52%) 15 (36%) S {12%) 0
$49 Days (Group 1) 36 17 (47%) 21 10 (48%) 6 (29V) 5 (24%) 0
‘ ' : 50-56 Days (Group 2) 16 9 {(56%) 9 7 (78%) | 2 (22%) 0 0
57-63 Days (Group 3) 12 9 (75%) 12 S (42%) ! 7 (58%) 0 Q
BACK PAIN <63 Days (All) 64 3 (5%) 0.4052) 3 1 (33%) 2 (&7%) 0 0
“ ) . £49 Days (Group 1) 36 1 (3% ’ B ) oo 1 '(1q0m) ] 0
e 50-56 Days (Group 2) 16 1 (&%) : ' 3 1 (100%) [ R (] 0
’ 57-63 Days (Group 3) 12 1 (8%) 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] NOS = Not otherwisme specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasono§raphy.

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: BORGATTA (#6)

Gestational j Total Number Fisher's
Age Numberx of Pts exact Number  ----------------------- Severity-------------ooalloo
Body System/Event (2] Group (3} of Ptsa w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A N‘Ohl - GENERAL DISORDERS (cont.)
FATIGUE s63 Days (All) 64 10 (16%) 0.8982 11 1 {9%) 7 {64%) 3 (27 )]
£49 Days (Group 1) 36 5 (14%) S 0 4 (80%) 1 (20%) 0
50-56 Days (Group 2) 16 3 (19%) 4 1 (25%) 2 (50%) 1 (25%) 0
57-63 Days (Group 3) 12 2 (17%) 2 0 1 (50%) 1 (50%) 0
FEVER <63 Days (All) 64 2 (3%) 0.6875 2 2 klOO!) 0 | 0 0
' . %49 Days (Group 1) 36 1 (3%) 1 1 {(100%) 0 P 0
50-56 Days (Group 2) 16 ¥ (6%} 1 1 (100%) 0 0 ]
$7-63 Days (Group 3) 12 0 0 0 0 0 [
HOT FLUSHES £63 Daye (All) 64 1 (2%) 0.1875 1 0 1 (100%) 0 0
s49 Days (Group 1)} 36 [} 0 [} 0 0 0
50-56 Days (Group 2) 16 0 0 [} [} [} 1]
57-63 Days (Group 3) 12 1 {(8%) 1 0 1 (100%) 0 0
MALAISE . s63 Days (All) 64 3 (5%) 1.0000 3 2 (67%) 1 (33%) [+] o
49 Days (Group 1) 36 2 (6%) 2 2 (100%) 0 0 0
50-56 Days (Group 2} 16 1 (6%) 1 0 1 (100%) 0 0
' ’ 57-63 Days (Group 3) 12 0 0 o 0 0 0
RIGORS . =63 Days (All) 64 1 (2%) 0.1875 1 0 1 (100%) 0 0
s49 Days (Group 1) I 36 (] ] 0 [ (] Q
L2 ; ) 50-56 Days (Group 2) 16 0 0 0 s 0!, 0 0
o .' i 57-63 Days (Group 3) 12 1 (8%) ¢ 1 /] i B 1 (100%) 0 0
N
t1) Includes all events for which the relationship to study drug was reported as possibly or probably related to mlfeﬂristoJc.
{2} NOS = Not otherwise specified
{3} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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: BORGATTA (#6)

Gestational Total Number Fisher's
Age Number of Pts exact Number T ietcossmeeeee Severity---------------- B
Body System/Event [2] Group (31 of Pts w/Event p-value of Events Mild Moderate Severe Unknown

BODY AS A WHOLR - GENERAL DISORDERS {cont.)
SYNCOPE s63 Days (All) 64

1 (2%) 1.0000 1 0 0 1 (100%) 0

=49 Days (Group 1) 36 1 (3%) 1 0 (] 1 (100%) [4

50-56 Days (Group 2) 16 0 0 0 (1] 0 ]

57-63 Days (Group 3} 12 0 0 0 (1] /] 0
[1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2] NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultraaonography

|
i
o A
. . s E
Y ' ¢ i A
P '
. ! |
. + i

Appendix A.1, Table 25
J:\USA\166A\SASPGMS\apdxd\final\ade2.SAS 24NOV98:16:20 FINAL
Ly
\‘ ! v
o2

MIF 000938 '



The Population Council
Protocol 166A

Center: MALLOY (#7)

Appendix D, Table Sb (Continued)

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

Page 44 of S2

Gestational Total Number Fisher's
Age Number of pts exact Number  -- --------. ..o Severjty----- - - -.---.-. S
Body System/Event {2] Group [3] of Pts  w/Event p value of Events Mild Moderate Severe unknown
L]
ANY EVENT =63 Days (All) 52 32 (e2w; 0.5361 65 26 (40%) 26 (40%) 13 (20%) [}
549 Days (Group 1) 19 10 (S3%) 16 11 (69%) S (31%) 0 o
50-56 Days (Group 2) 11 8 (73% 14 6 (43V) 6 (43V) 2 (14%) 0
$7-63 Days (Group 3) 22 14 (64%) s 9  (26%) 15 {43%) 11 (31w) 0
CENTR & PERRIPH NERVOUS SYSTEM DISORDERS
ANY EVENT 0 563 Days (All) 52 6 (12%) 1.0000 6 2 (33y) 4 (6?‘) 0 0
49 Days (Group 1) 19 2 (11%) 2 1 (50%) 1 (s0W) 0 0
50-56 Days {(Group 2} 11 1 (9%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 22 3 (14%) 3 1] 3 (100%) 0 0
DIZZINESS 563 Days (All) 52 3 (6%) 1.0000 3 1 (33y) 2 {67V) [} [
=49 Days (Group 1) 19 1 (5%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 11 1 (9%) 1 1 (100%) 0 [} 1}
57-63 Days (Group 3) 22 1 (5%) 1 0 1 (100%) 0 0
HEADACHE 563 Days (All) 52 3 (6%) 0.7919 3 1 (33w) 2 (67%) 0 [+}
=49 Days (Group 1) 19 1 (5%) 1 1 (100%) 0 0 0
! 50-56 Days (Group 2) 11 0 0 0 0 (/] 0
S57-63 Days (Group 3) 22 2 {9%) 2 ] 2 (100%) 0 0
HEARING AND VESTIBULAR DISORDERS
ANY EVENT 5 %63 Days (All) 52 1 (2%) 1.0000 1 1 (100%). 0!, 0 0
N =49 Days (Group 1) 19 4] 0 0 i L0 0 0
50-56 Days (Group 2} 11 0 0 0 ) o, 0 0
57-63 Days (Group 3) 22 1 (5%) 1 1 (100¥) ;0 0 0
N ]
|i
[1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2) NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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: MALLOY (#7)

Gestational | Total Number Fisher's
Age i Number of Pts exact Number T e Severity--- ------ .- I
Body System/Event [2) Group [3) | of Pts w/Event p-value of Events Mild Moderate Severe Unknown
HEARING AND ¥YESTIBULAR DISORDERS {cont.)
TINNITUS 63 Days (All) 52 1 (2%) 1.0000 1 1 (100%) 0 0 0
s49 Daya (Group 1) 19 0 0 0 0 0 (1]
50-56 Days (Group 2) 1 1] 0 0 0 0 0
57-63 Days (Group 3) 22 1 (5%) 1 1 (100%) 0 0 0
PSYCRIATRIC DISORDERS
ANY EVENT 1 . 563 Days (All) 52 1 (%\) 1.0000 1 1 (100%) 0 [} 0
549 Days (Group 1) 19 0 ! 0 0 0 0 0
50-56 Days (Group 2) 1 0 0 0 0 0 0
57-63 Days (Group 3) 22 1 {(S%) 1 1 (100%) 0 0 0
INSOMNIA 61 Days (All) 52 1 (2v) 1.0000 1 1 (100%) 0 0 0
=49 Days (Group 1) 19 0 0 4] ] 0 0
50-56 Days (Group 2) 11 0 0 0 0 0 0
57-63 Days (Group 1) 22 1 (5%) 1 1 (100%) 0 0 0
GASTRO-INTESTINAL SYSTEN DISORDERS
ANY EVENT 63 Days (All) 52 16 (31%) 0.9263 25 8 (32v) 8 (32v) 9 (36%) [}
! ' 549 Days (Group 1) 19 6 (32%) 8 6 (75%) 2 (25%) 0 0
50-56 Days (Group 2) 11 4 (36%) 6 1 (17%) 4 (67%) 1 (17%) 0
57-63 Days (Group 3) 22 6 (27%) 11 1 (9%) 2 (18%) 8 (73%) 0
(1] Includes all] gvents for which the relationship to study drug was reported as possibly or probably, related to mitepriaténe. "
[2] NOS = Not otherwise specified E rL
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vagina? ult Isono’gtaphy.
]
Appendix A.1, Table 25 j
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone (1) By Center
[Safety Evaluable Patients)

Center: MALLOY (¥7)

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------- .- Severfty-------------.o.o....
Body System/Event (2] Group (3] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTIO-!ITIS*INAL SYSTEN DISORDERS (cont.)
DIARRHEA 563 Days (All) 52 1 (2%) 0.5769 1 1 (100%) [} 0 L]
549 Days (Group 1) 19 1 (5%) 1 1 (100%) [ ] 0
50-56 Days (Group 2) 11 0 ] 0 0 0 0
57-63 Days (Group 3) 22 0 [ 0 0 0 0
FLATULENCE 63 Days (All) 52 1 (2%) 0.211% 1 0 1 (100%) 0 0
) . =49 Days (Group 1) 19 ) 6 [ 0 , 0 0
50-56 Days (Group 2) 11 1 (9%) i 0 1 (100%) (] 0
57 63 Days (Group 13) 22 4] 0 0 0 0 0
NAUSEA <63 Days (All) 52 13 (25%) 0.9204 17 6 (35%) 6 (35%) S (29%) 0
549 Days (Group 1) 19 s (26%) 7 s (71W) 2 (29W) 0 0
50-56 Days (Group 2) 11 2 (18%) 2 0 2 (100%) 0 0
57-63 Days (Group 3) I 22 6 (27%) 8 1 (13%) ‘ 2 (25%) 5 (63%) 0
VOMITING s 563 Days (All) ¥ ] 4 (8%) 0.1886 6 1 (17%) 1 (17%) 4 (67%) o
=49 Days (Group 1) 19 0 (] (] 0 0 (]
50-56 Days (Group 2) 11 2 (18%) 3 1 (33y) 1 (33%) 1 (33y) 0
' ' 57-63 Days (Group 3) 22 2 (9%) 3 0 0 3 (100%) 0
ENDOCRINE DISORDERS
ANY EVENT s63 Days (All) 52 1 (2%) 1.0000 1 T (100%) 0 0 0
- , ) 549 Days (Group 1) 19 0 0 [V} . ol 0 0
e 50-56 Days (Group 2) 11 0 . 0 0 : N 0 0
' 57-63 Days (Group 3) 22 1 (5%) 1 1 (100%) 0 . 0 0
r
i |
{1l Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2] NOS = Not otherwise specified
[3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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Appendix D, Table Sb {Continued)
Adverse Events Possibly or Probably Related to Mifepristone [1] By Center |
{Safety Evaluable Patients]
Center: MALLOY (#7)
Gestational Total Number Fisher's
Age Number of pts exact Number - -~ .---.oLo-. Ll Severity-------.--.... R
Body System/Event [2) Group [3] of Pta w/Event p value of Events Mild Moderate Severe Unknown
ENDOCRINE DISORDERS (cont.)
ENDOCRINE DISORDER NOS 563 Days (All) 52 1 (2%) 1.0000 1 1 (100%) 0 0 L]
s49 Days (Group 1) 19 0o 0 0 0 ] 0
50-56 Days (Group 2) 11 0 0 0 (] [ 0
57-63 Days (Group 3) 22 1 (5%) 1 .1 (100%) 0 0 0
HEART RATRE AND RHYTHN DISORDERS
ANY EVENT [ 63 Days (All) 52 1 {2%) 1.0000 1 1 (100%) 0 0 0
s49 Days (Group 1) 19 0 0 0 0 0 0
50-56 Days (Group 2) 11 0 0 0 0 ] [
57-63 Days (Group 3) 22 1 (S%) 1 1 {100%) ] 0 0o
TACHYCARDIA 63 Days (All) 52 1 (2%) 1.0000 1 1 (100%) 0 0 0
549 Days (Group 1) 19 0 0 0 0 0 0
50-56 Dayes (Group 2) 1 1] 0 0 0 0 0
57-63 Days (Group 3) 22 1 (S5%) 1 1 (100%) 0 0 0
URINARY SYSTEN DISORDERS
ANY EVENT 563 Days (All) 52 1 (2%) 0.2115 1 0 1 (100%) 0 0
' ' ' %49 Days (Group 1) 19 0 [} 0 0 0 0
50-56 Days (Group 2) 11 1 (9%) 1 0 1 (100%) 0 0
$7-63 Days (Group 3) 22 0 0 0 o 0 0
: a
- - i[ T T P
! . " . M.
{1] Includes al), gvents for which the relationship to study drug was reported as possibly or probably related to mifepristone. '
[2] NOS = Not otherwise specified ) : .
{3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginar ultrasonography.
'
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: MALLOY (#7)

Gestational i Total Number Fisher's
Age Number of Pts exact Number - ------ - Severfty-- ----- - oo
Body System/Event (2] Group 13) of pts w/Event p value of Events Mild Moderate Severe Unknown
4
URINARY SYSTEN DISORDERS {cont.)
MICTURITION FREQUENCY 563 Days (All) 52 1 (2%) 0.2115 1 0 1 (100%) 0 0
249 Days (Group 1) 19 0 0 0 0 0 0
50-56 Days (Group 2) 11 1 (9%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 22 0 0 0 0 0 0
BODY AS A WHOLR - GENBRAL DISORDERS ! \
ANY EVENT ! . %63 Days (All) 52 24 (46%) 0.2845 29 12 (41%) 13 (45%) 4 (14¥) 0o
=49 Days (Group 1) 19 6 (32%) 6 4 (67%) 2 (33%) 0 0
50-56 Days (Group 2) 11 6 (55%) 6 4 (67%) 1 (17%) 1 (17Y) 0
§7-63 Days (Group 3) 22 12 (55%) 17 4  (24%) 10 (59%) 3 (18w 0
ABDOMINAL PAIN 563 Days (All) 52 23 (44v) 0.4225 24 12 (50%) 9 (38%) 3 (13%) 0
49 Days (Group 1) 19 6 (32%) 6 4 (67%) 2 (33%) 0 0
50-56 Days (Group 2) 11 6 {55%) 6 4 (67%) 1 (17%) 1 (1Y) 0
57-63 Days (Group 3) 22 11 (50%; 12 4 (33w) 6 (50%) 2 (17v) 0
BACK PAIN s63 Days (All) 52 1 (2%) 1.0000 1 0 1 (100%) 0 1]
. =49 Days (Group 1) 19 o 0 Q [} o 0
50-56 Days {(Group 2) 11 0 0 0 ] [} 0
57-63 Days (Group 2J) 22 1 (5%} 1 0 1 (100%) ] 0
|
FATIGUE . 563 Days (All) 52 2 (4%) 0.5023 2 0 1 l}SO‘) 1 (50%) 1]
A : <49 Days (Group 1) 19 0 0 o o 0 .. 0 0
R " 50-56 Days (Group 2) 11 0 ' 0 0 a 0 0 0
57-63 Days (Group 3) 22 2 (9%) 2 [} ‘; 1 ¢« (50%) 1 (s0%) 0
. % ‘
(1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
[2} NOS = Not otherwise specified
[3) Gestational age group was assigned by the jinvestigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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: MALLOY (#7) |

Gestational Total Number Fisher's
Age Number of Pts exact Number  ------------------omne- Severity-----------------------

Body System/Event [2] Group {3) of Pts w/Event p-value of Events Mild Moderate Severe Unknown

BODY AS A WHOLE - GENERAL DISORDERS (cont.}

FEVER s63 Days (All) 52 1 (2%) 1.0000 1 0 1 (100%) 0 [
<49 bays (Group 1) 19 0 0 0 [} 0 0
50-56 Days (Group 2) 11 ° 0 0 0 0 0
57-63 Days (Group 3) 22 1 {5%) 1 0 1 (100%) 0 0
LEG PAIN =63 Days (All) 52 1 (2%) 1.0000 1 0 1 (100%) o ]
' ) 549 Days (Group 1) 13 0 0 0 0 0 0
50-56 Days (Group 2} 1n [} [4 0 0 . 0 (]
57-63 Days (Group 3) 22 1 (5%) 1 (1] 1 (100%) ] (]
(1] Includes all events for which the relationship to study drug was reported as possibly or probably related to mifepristone.
(2] NOS = Not otherwise specified .- .
{3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
= |
W "]
’ t L} L] 'i
. '
: |
) '
J
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Appendix D, Table Sb

(Continued)

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

{Safety Evaluable Patients]

Page 50 of 52

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 63 Days (All) 21 18 (86%) 0.7068 29 14 (48Y) 8 (28%) 7 {24W) 0
549 Days (Group 1) 13 10 (77%) 16 9 (S6%) 4 (25%) 3 (19%) 0
50-56 Days (Group 2) S 5 (100%) 9 3 (33%) 4 (44%) 2 (22%) 0
57-63 Days (Group 3) 3 3 (100%) 4 2 (50%) 0 2 (50%) 0
CENTR & PERIPH NERVOUS SYSTEM DISORDERS
ANY EVENT s63 Days (All) 21 2 (10%) 0.6286 2 0 1 (50%) 1 (s50%) 0
,wl Days (Group 1) 13 1 (8%) 1 0 0 1 (100%) 0
50-56 Days (Group 2) S 1 (20%) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 3 0 0 [ 0 o 0
HEADACHE s63 Days (All) 21 2 (10%) 0.6286 2! [} 1 (50%) 1 (so%) [
; ) 549 Days (Group 1) 13 1 (8%) 1 0 0 1 (100%) 0
. 50-56 Days (Group 2) 5 1 (20%) 1 () 1 (100%) 0 (]
$7-63 Days (Group 3) k) 0 [ [1] [} (]
GASTRO- INTRSTINAL SYSTEN DISORDERS
ANY EVENT 563 Days (All) 21 9 (43%) 0.0255 14 6 (43%) 3 (21y) S (36%) 0
! 49 Days (Group 1) 13 3 (23%) 4 3 (75%) 0 1 (25%) 0
50-56 Days (Group 2) S 3 (60%) 7 2 (29%) 3 (43%) 2 (29%) 0
57-63 Days (Group 3) 3 31 (100%) 3 1 (33%) 0 2 (67%) 1]
+ K
(1) Includes all svenus for which the relationship to study drug was reported as possibly or probably.related to mifeprlstone Tl
{2} NOS = Not otherwise specified rL
{3] Gestational age group was assigned by the investigator based upon menatrual history, pelvic examination and vaginal ultriasoncyraphy.
O i
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone [1] By Center !
[Safety Evaluable Patients]

Center: ROTHENBERG (#8)

Gestational , Total Number Fisher's
Age Number of Pts exact Number EEEEREEIEIIE BRI Severity------------iao- o --
Body System/Event ({2) Group {3] of Pts w/Event p value of Events Mild Moderate Severe Unknown
GASTRO- INTESTINAL SYSTEN DISORDERS (cont.)
DIARRHEA s63 Days (All) 21 1 (5%) 0.3810 1 1 (100%) 0 0 [}
%49 Days (Group 1) 13 0 [} [} o 0 0
50-56 Days (Group 2) 5 1 (20%) 1 1 (100%) 0 L] 0
57-63 Days (Group 3) 3 4] 0 ] 0 1] o
NAUSEA s63 Days (All) 21 6 (29%) 0.1910 7 3 (43%) 2 {29%) 2 (29%) [}
! . 549 Days (Group 1) 13 2 (15%) 2 1 (50%) 0 . 1 (50%) 0
50-56 Days (Group 2) 5 3 (Gi\) 4 1 (25%) 2 (50%) 1 (25%) 0
57-63 Days (Group 3) 3 1 (33%) 1 1 (100W) 0 0 0
VOMITING <63 Days (All) 21 4 (19%) 0.0682 6 2 (33y) 1 (17%) 3 (s50W) [}
s49 Days (Group 1) 13 1 (8%) 2 2 (100%) /] [} 0
50-56 Days (Group 2) S 1 (20%) 2 ] 1 (50%) 1 (so%) []
57-63 Days (Group 3) k) 2 (67%) 2 0 [} 2 (100%) [
BODY AS A WHOLE - GENERAL DISORDRRS
ANY EVENT £63 Days (All) 21 10 (48%) 0.3797 13 8 (62%) 4 (31%) 1 (8y) 0
549 Days (Group 1) 13 8 (62%) 11 6 (55%) 4 (36%) 1 (9%) 0
' ' 50-56 Days (Group 2) 5 1 (20%) 1 1 (100%) 0 (] 0
§7-63 Days (Group 3) 3 1 (33%) 1 1 (100%) 0 0 0
ABDOMINAL PAIN <53 Days (All) 21 10 (48%) 0.3797 12 8 (67%) 3 (25%) 1 (8%) 0
S ‘ £49 Days (Group 1) 13 8 (62%) 10 6 (608) 3°1(30%) 1 (10W) 0
e 50-56 Days (Group 2) s 1 (20w Lol 1 (1008) Y 0 o
' 57-63 Days (Group 3) 3 1 (33%) 1 1 (100%) [} 0 0

P ]

{1} Includes all events for which the relationship to study drug was veported as possibly or probably related to mifepristone.
[2) NOS = Not otherwise specified
{3] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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Appendix D, Table Sb (Continued)
Adverse Events Possibly or Probably Related to Mifepristone {1} By Center [
vr
! {Safety Evaluablé Patients) .

Center: ROTHENBERG (#8)

Gestatiocnal Total Number Fisher's
Age Number of pPts exact Number  -------------- e Severity-----------.--- R
Body System/Event [2) . Group [3} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
¥
BODY AS A WHOLE - GENERAL DISORDERS (cont.)
BACK PAIN 563 Days (All) 21 1 (5%) 1.0000 1 0 1 (100%) o 0
<49 Days (Group 1) 13 1 (8y) 1 0 1 (100%) [} 0
$0-56 Days (Group 2) 5 0 ] 0 0 0 0
57-63 Days (Group 3) 3 0 0 0 0 0 0
|
(1] Includes all events for which the relationship to study drug was reported as possibly or probably rélated to mifepristone.
[2] NOS = Not otherwise specified
[3) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
|
s o]
, N ) LY a
V. '
L] ) "
p '
i |
. ]
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Center: MISHELL (N1)

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

[Safety Evaluable Patients]

Page 1 of 53

Gestational i 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
4
ANY EVENT 63 Days (All) 204 194 (95%) 0.1456 711 233 (33W) 224 (32%) 254 (36%) 0
s49 Days (Group 1) 145 135 (93%) 459 166 (36%) 139  (30%) 154 (34W) 0
50-56 Days (Group 2) 40 40 (100%) 176 45  (26%) 62 (35%) 69 (39%) 0
57-63 Days (Group 3) 19 19 (100%) 76 22 (29%) 23 (30%) 31 {41w) 0
SKIN ANRD APPENDAGES DISORDERS . \
ANY EVENT ' 563 Days (All) 204 3 (1%) 0.1201 3 2 (67%) 1 (33 q 0
s49 Days (Group 1) 145 1 (<1¥%) 1 1 (100%) 0 0 ]
50-56 Days (Group 2) 40 1 (3%) 1 1 (100%) 1] 0 0
57-63 Days (Group 13) 19 1 (5%) 1 0 1 (100%) 0 0
PRURITUS GENITAL =63 Days (All) 204 1 (<1¥) 1.0000 1 1 (100%) 0 0 0
s49 Days (Group 1) 145 1 (<1%) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 40 [ ] 0 0 ) 0
57-63 Days (Group 3) 19 0 0 0 0 0 0
SWEATING INCREASED 563 Days (All) 204 2 (<1%) 0.0450 2 1 (50%) 1 (sov) 0 0
=49 Days (Group 1) 145 0 [ 0 0 0 4]
' ' 50-56 Days (Group 2) 40 1 (3%) 1 1 (l100%) 0 0 0
57-63 Days (Group 3) 19 1 (5%) 1 0 1 (100%) 0 0
CENTR & PERIPH NERVOUS SYSTEM DISORDERS ’ '
ANY EVENT “ ; ‘ <63 Days (All) 204 28 (14%) 0.6366 42 20 (48%). , 11 f2f%) 11 (26%) 0
e %49 Daya (Group 1) 145 18 (12v) 29 15  (52%) 8 (28%) € (21%) 0
50-56 Days (Group 2) 40 7 (18%) 9 3 (33w I 2 (22%) 4 (44y) 0
57-63 Days (Group 13) 19 3 (1s6%) 4 2 (soY) ! 1 (25Y) 1 (25%) 4]
3
(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) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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 t
[Satety Evaluable Patients] )

Center: MISHELL (#1)

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

CENTR & ’l!f?l NERVOUS SYSTEM DISORDERS (comt.)

DIZZINESS 563 Days (All) 204 14 (7%) 0.1824 19 9 (47%) 3 (16%) 7 (37%) 0
<49 Days (Group 1) 145 8 (6%) 11 6 (55%) 1 (9%) 4 (36%) 0
50-56 Days (Group 2) 40 3 (8%) 5 2 (40%) 1 (20%) 2 (40%) 0
57-63 Days (Group 3) 19 3 (16%) k) 1 (33%) 1 (3w 1 (33%) 0
HEADACHE 63 Days (All) 204 16 (8%} 0.9098 22 10 (45%) 8 (36%) ¢ (18%) 0
! . =49 Days (Group 1) 145 11 {(8%) 17 a (47%) 7 (41%) 2 (12%) 0
50 S6 Days (Group 2) 40 4 (10%) 4 1 (25%) 1 (25%) 2 (50%) 0
57 63 Days (Group 3) 19 1 (s%) 1 1 (100%) 0 1] 0
NEURALGIA 61 Days (All) 204 1 (<1%) 1.0000 1 1 (100%) 0 0 0
549 Days (Group 1) 145 1 (<1¥%) 1 1 (100%) 0 0 [}
50-56 Days (Group 2) 40 4] ] 1] 0 ] 1]
57 63 Days (Group 3) 19 0 [1] (1] 0 0 0
GASTRO-INTESTINAL SYSTEM DISORDERS
ANY EVENT 63 Days (All} 204 116 (57%) 0.2442 196 73 (37w 41  (21%) 82 {42%) 0
<49 Day$ (Group 1) 145 77 (53%) 123 51 (41%) 21 (17%) S1  (41%) 0
! ' 50-56 Days (Group 2) 40 26 (65\% 47 12 (26%) 13 (28%) 22 (47%) 0
57-63 Days (Group 1) 19 13 (68%), 26 10 (38%) 7 (27%) 9 (3s5%) [}
i
ABDOMINAL PAIN <63 Days (All) ! 204 1 (<1%)  1.0000 1 1 (100%) 0 0 0
- . , =49 Days (Group 1)} 145 1 (<1¥) 1 1 (100%} 0! , 0 0
e 50-56 Days (Group 2) 40 0 N 0 ; Lo 0 0
‘ 57-63 Days (Group 3) 19 o 0 0 ' 0 0 0
'
r
i |
[1) Includes nausea, vomiting, diarrhea and abdominal pain reported during the post misoprostol observation period aﬁd all events for which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mifdpristone and misoprostol or
tor which the relationship was not assessed.
(2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Appendix A.1, Tables 16 and 25
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Center: MISHELL (#¥1)
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Appendix D, Table Sc {Continued)
Adverse Events Possibly or Probably Related to Misoprostol
[safety Evaluable Patients]

[1] By Center

Page 31 of S)

Gestational Total Number Figsher's
Age Number of Pts exact Number I Severity --- - -. - - -
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTRO-IHTI&TINAL SYSTEM DISORDERS {(cont.) .
CONSTIPATION 563 Days (All) 204 1 (<1¥) 1.0000 1 1 (100%) 0 0 0
%49 Days (Group 1) 145 1 (<1%) 1 1 (100%) 1] 0 0
50-56 Days (Group 2) 40 (1] 0 0 0 0 0
57-63 Days (Group 1) 19 0 0 0 0 ] 0
DIARRHEA 63 Days‘(All) 204 26 (138} 0.0380 28 19 (68%) 6 (21%) 3 (11w) 0
! <49 Days (Group 1) 145 17 {(12%) 18 12 (67%) 3 (17%) 3 (17w) 1]
50}56 Days (Group 2) 40 3 (8%) 4 3 (75%) 1 (25%) 0 0
57-63 Days {(Group 3) 19 6 (32%) [ 4 (67W) 2 (a3} 0 Q
DYSPEPSIA 563 Days (All) 204 3 (1%) 1.0000 4 1 (25%) 2  (s0%) 1 (25%) 0
=49 Days (Group 1} 145 3 (2%) 4| 1 (25%) 2 (so%) 1 (25%) (4]
i 50-56 Days (Group 2) 40 [} 0 0 0 0 0
57-63 Daya (Group 3) 19 0 0 [ 0 o 0
NAUSEA s63 Days (All) 204 104 (51%) 0.1802 128 41 (32%) 22 (17%) 65 (51%) 0
%49 Days (Group 1) 145 68 (47%) 82 31 (3B%) 12 (15%) 39  (48%) 0
50-56 Days (Group 2) 40 25 {63V) 33 7 (21%) 8 (24V%) 18  (55%) 0
' 57-63 Days (Group 3) 19 11 (58%) 13 3 (223%) 2 (15%) 8 (62%) 0
VOMITING 63 Days (All) 204 30 (15%) 0.1325 34 10 (29%) 11 (32%) 13 (38%) 0
. €49 Days {(Group 1) 145 17 (12%) 17 5 {29%) A_" {2aW) 8 (47%) 0
" 50-56 Days (Group 2) 40 8 (20%) 10 2 (20%) 4 ,.(A0%) 4 (40%) (]
(RN 57-63 Days (Group 3) 19 s  (26%) L] 3 (43%) 3 - (43%) 1 (14%) 0
. '
: T
[1} Includgs nausea, vomiting, diarrhea and abdominal pain reported during the post misoprostol observation period and a11 events for which the
relatidnship 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} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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 f
[Safety Evaluable Patients)

Center: MISHELL (#1)

Gestational Total Number Fisher's
Age | Number of Pts exact Number  -- - ------ ... o.. Severjity---------- ...
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
METABOLIC AﬁD NUTRITIONAL DISORDERS
ANY EVENT 563 Days (All) 204 2 (<1¥) 0.4958 2 1 (so%) 0 1 (so0%) 0
s49 Days (Group 1) 145 1 (<1¥) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 40 1 (3%) 1 0 0 1 (100%) 0
57-63 Days {(Group 3) 19 1] 0 0 0 4] (1]
DEHYDRATION <63 Days (All) 204 2 (<1¥W) 0.4958 2 1 (50%) 0 1 (50%) o
! . <49 Days (Group 1) 145 1 (<1%) 1 1 (100%) 1] , 0 0
50-56 Days (Group 2) 40 1 %) 1 0 0 1 (100%) 0
57-63 Days (Group 3) 19 4] ! 0 0 0 0 0
CARDIOVASCULAR DISORDERS, GENERAL
ANY EVENT %63 Days (All) 204 1 (<1¥) 1.0000 1 o 0 1 (100%) [}
549 Days (Group 1) 145 1 (<1¥%) 1 0 0 1 (100%) 0
50-56 Days (Group 2) 40 0 0 0 0 0 o
57-63 Days (Group 1) 19 0 (] ] 0 0 (]
HYPOTENSION POSTURAL £63 Days (All} 204 1 (<1¥) 1.0000 1 0 [} 1 (lo0%) 0
=49 Days (Group 1) 145 1 (<1%) 1 ] 0 1 (100%) 0
' S0-56 Days (Group 2) 40 0 0 ° 0 0 [
$7-63 Days (Group 3) 19 ] 0 0 0 0 0
HEART RATR AND RHYTHN DISORDERS
ANY EVENT A ‘ £63 Days (All)} 204 1 (<1%)  1.0000 2 0 o 1! (500 1 (50%) 0
thoe : 549 Days (Group 1) 145 1 (<1¥) e 2 0 3 : 1 -(50%) 1 (50%) 0
' 50 56 Days (Group 2) 40 0 0 0 ' o, 0 0
57-63 Days (Group 3) 19 0 0 0 : P 0 0
[1} Includes nausea, vomiting, diarrhea and abdominal pain reported during the post -misoprostol observation period and all eventa 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) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Appendix A.1, Tables 16 and 25
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Appendix D, Table 5c

(Continued)

Arverse Events Possibly or Probably Related to Misoprostol {1] By Center
[Safety Evaluable Patients])

Center: MISHELL (#1)

page 5 of 53

Gestational Total Number Figher's
Age Number of Pts exact Number  ------------- oo Severity------------o--o o -
Body System/Event ) Group [2) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
NEART RATE ;ND RHYTHM DISORDERS (cont.)
TACHYCARDIA <63 Days (All) 204 1 (<«1y) 1.0000 2 0 1 (50%) 1 (50%) 0
s49 Days (Group 1) 145 1 (<1%) 2 0 1 (50%) 1 (sow) 0
50 56 Days (Group 2) 40 0 4] 0 0 0 ]
57-63 Days (Group 3) 19 0 0 o 0 0 0
RED BLOOD CRLL DISORDERS
ANY EVENT ! 63 Days (All) 204 7 (3%) 0.1476 ;7 3 (43W) 1 (1a%) 3 (43%) 0
<49 Days (Group 1) 145 3 (2%) 3 0 1 (33%) 2 (67%) 1]
50-56 Days (Group 2) 40 3 o) 3 2 (67%) 0 1 (33%) [\}
57-63 Days (Group 3) 19 1 (5%) 1 1 (100%) [} 0 1]
ANAEMIA s63 Days (All) 204 6 (3%) 0.2660 6 2 (33%) 1 (17%) 3 (50%) 0
=49 Days (Group 1) 145 3 (2%) k] 0 1 (33%) 2 (67%) 0
50-56 Days (Group 2) | 40 2 (s 2 1 (50%) 0 1 (s0%) 0
§7-63 Days (Group 3) 19 1 (5%) 1 1 (100%) ] 0 0
ANAEMIA HYPOCHROMIC s63 Days (All)} 204 1 (<1¥%) 0.2892 1 1 (1008%) 0 [} 0
49 Days (Group 1) 145 0 0 0 0 0 0
' 50-56 Days (Group 2) 40 1 (3%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 19 0 L] 0 0 0 [+]
REPRODUCTIVE DISORDERS, FEMALR ' .
ANY EVENT R ‘ s63 Days (All) 204 14 (7%)  0.0017 14 0 - 2! (pam) 12 (86%) 0
oowF =49 Days (Group 1) 145 s (%) v 5 0 i 1 - (20%) 4 (BOV) 0
50-56 Days (Group 2) 40 4 (10%) 4 [} ' 1, (25%) 3 (75%) 0
$7-63 Days (Group 3) 19 S (26%) S [ ; [ S (100%) 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] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Appendix A.1, Tables 16 and 25 '
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Appendix D, Table 5c (Continued) . '
Adverge Events Possibly or Probably Related to Misoprostol (1] By Center !
[Safety Evaluable Patients]

Center: MISHELL (#1)

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------------------.-- Severjity------------ R
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
&
REPRODUCTIVE DISORDERS, FEMALE (comnt.)
ENDOMETRITIS 263 Days (All) 204 1 {(<1¥%) 1.0000 1 0 [ 1 (100%) 0 0
s49 Days (Group 1) 145 1 (<1%) 1 1} 1 (100%) 0 0
50-56 Days (Group 2) 40 0 0 0 0 0 0
57-63 Days (Group 3) 19 0 0 0 0o 0 0
OVARIAN DISORDER £63 Days (All) 204 1 (<1¥%) 0.2892' 1 0 1 (100%) 0 0
! 549 Days (Group 1) 145 0 0 0 0 . 0 0
50-S6 Days (Group 2) 40 1 (3%) 1 0 1 (100%) 0 0
$7 63 Days (Group 3) 19 0 0 (] 0 0 0
UTERINE HAEMORRHAGE s63 Days (All) 204 12 (6%) 0.001% 12 0 /] 12 (100%) ]
<49 Days (Group 1) 145 4 (3%) 4 0 0 4 (100%) 0
50-56 Days (Group 2) 40 3 (8%) 3 0 0 3 (100%) 0
57-63 Days (Group 1) 19 5 (26%) 5 0 ] 5 (100%) 0
BODY A8 A WHOLE - GENERAL DISORDERS
ANY EVENT %63 Days (All) 204 191 (94%) 0.0744 443 133 (30%) 167 (38%) 143 (32%) 0
=49 Days (Group 1) 145 132 (91%) 293 97 (33%) 107 (37%) 89 (30%) 0
50-56 Days (Group 2) 40 40 (100%) 111 27  (24%) ] 46  (41%) 38 (34%) 0
57-63 Days (Group 3) 19 19 (100%) 39 9 (23%) ! 14 (36%) 16 (41%) 1]
ABDOMINAL PAIN ., £63 Days (All) 204 189 (93%) 0.0344 414 123 (30%) 154 (37%) 137 (33%) 0
o : <49 Days (Group 1) 145 130 (90%) | 27 88  (32%) 97! (36%) 86 (32%) 0
e 50-56 bays (Group 2) 40 40 (100%) ’ 105 26 (25%) 43 . (41%) 36  (3a%) 0
$7-63 Days (Group 3) 19 19 (100%) 38 9 (248%) ‘ 14, (37v) 15 (39%) 0
" f
. : 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) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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)

Center: MISHELL (N1)

Gestational i Total Number Fisher's
Age Number of Pts exact Number - - - --.-------ola Severity-------- - al ot
Body System/Event Group [2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS (conmt.)
ASTHENIA 563 Days (All) 204 2 (<1%) G.0450 2 [+] 0 2 (100%) 0
s49 Days (Group 1) 145 0 0 0 /] 0 0
50-56 Days (Group 2) 40 1 (3%) 1 0 ] 1 (100%) 0
57-63 Days (Group 3) 19 1 (5%) 1 0 0 1 (100%) 0
BACK PAIN <63 Days (All) 204 11 (S%) 0.8783 14 3 ,(21‘) ? (50!‘ 4 (29%) 0
f ) s49 Days (Group 1) 145 9 (6%) 12 3 (25%) 6 (50%) 3 (25%) 0
50-56 Days (Group 2! 40 2 (5%) 2 0 1 (50%) i (50%) 0
57-63 Days (Group 3) 19 0 0 0 [ 0 0
CHEST PAIN s63 Days (All) 204 1 (<1%) 1.0000 1 0 1 (100%) 0 0
549 Days (Group 1) 145 1 (<1¥) 1 1] 1 (100%) o] 1]
$0-56 Days (Group 2) 40 0 0 (1] L o 0
57-63 Days (Group 3) 19 0 0 0 0 (1] 0
FATIGUE s <63 Days (All) 204 3 (1%) 0.6431 3 R (67%) 1 (33%) o 0
549 Days (Group 1) 145 2 (1%} 2 1 (50%) 1 (50%) 0 [/}
50-56 Days (Group 2) 40 1 (3%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 19 0 0 0 0 0 0
FEVER 63 Days (All) 204 2 (<1¥%) 0.4958 2 1 (50%) 1 (50%) 0 1]
#49 Days (Group 1) 145 1 (<1¥%) 1 1 (100%) o 0 0
“ , ‘ 50-56 Days (Group 2) 40 1 (3%) 1 0 oo 1°(190%) o 0
Ve 57-63 Days (Group 3) 19 0 .0 0 i Y B 0 [\}
" l [
[1) Includes nausea, vomiting, diarrhea and abdominal pain reported during the post-misoprostol observation period and all Jventu 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] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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
Isafety Evaluable Patients] - ‘
Center: MISHELL (N1) f
Gestational Total Number Fisher's
Age Number of Pts exact Number - ------------i-----.-Beverity----co--aaoil o
Body System/Event Group (2} of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
4
BODY AS A WHOLE - GENERAL DISORDERS {(cont.)
HOT FLUSHES s63 Days (All) 204 1 (<1¥%) 0.2892 H 0 1 (100%) 0 0
549 Days (Group 1) 145 0 (4] 0 (1] 0 1]
50-56 Days (Group 2) 40 1 (3%) 1 0 1 (100%) 0 0
$7-63 Days (Group 3) 19 0 0 0 ] 1] 0
LEG PAIN %63 Days (All) 204 1 (<1%) 1.0000 1 1 (100%) [} (1] 0
1
s49 Days (Group 1) 145 1 (<1¥) 1 1 (100%) 0 0 0
50-56 Days (Group 2) 40 1] 0 0 0 0 0
57-63 Days (Group 3) 19 0 0 0 0 0 0
RIGORS s63 Days (All) 204 k] (1) 1.0000 3 3 (100%) 0 0 0
£49 Days (Group 1) 145 3 (2%) 3 3 (100%) 0 0 0
50-56 Days (Group 2) 40 0 0 0 [4] o 0
57-63 Days (Group 3) 19 0 0 0 0 0 0
SYNCOPE $63 Days (All) 204 1 {<1¥%) 1.0000 1 o 1 (100%) 0 0
s49 Days (Group 1) 145 1 (<1%) 1 0 1 (100%) 0 1)
' 50-56 Days (Group 2) 40 0 0 0 0 0 (]
57-63 Days (Group 3} 19 0 0 0 0 0 ]
TEMPERATURE CHANGED SENSATION ﬁ63 Days (All) | 204 1 (<1%) 1.0000 1 0 1 (100%) [ 1]
. 549 Days (Group 1) ' 145 1 ({<1%) 1 0 1 '(100%) 0 0
A 50-56 Days (Group 2) 40 0 ) 0 R 0!, 0 0
e ’ 57-63 Days (Group 3) 19 0 v 0 0 i o - 0 0
r | '
R i |
{1] Includes nausea, vomiting, diarrhea and abdominal pain reported during the post misoprostol cbservation 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) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultraso?ogtaphy.
Appendix A.1, Tables 16 and 25
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Appendix D, Table Sc (Continued)
Adverse Events Possibly or Probably Related to stoprostol {1] By Center
[Safety Evaluable Patients)

Page 10 of 53

Gestational, Total Number Fisher’'s
Age Number of Pts exact Number — -------.-a-aaiioLoLL Severjty-------.---.......
Body System/Event Group {2] ! of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
ANY EVENT s63 Days (All) 238 230 (97%) 0.2541 1171 346 (30%) 429 (37%) 395 (34%) 1 (<1%)
s49 Days (Group 1) 81 76 (94%) 354 124 (35%) 134  (38%) 95 (27%) 1 (<1%)
50-56 Days (Group 2) 89 87 (98%) 441 127  (29%) 153 (35%) 161 (37%) 0
57-63 Days (Group 3) €68 ' 67 (99%) 376 95 (25%) 142 (38%) 139 (37%) 0
NUSCULO- SKELETAL SYSTEM DISOIQIRS
ANY EVENT %63 Days (All) 238 1 (<P|) 1.0000 1 o 0 ' 1. (100%) 0
s49 Days (Group 1) 81 [+] ! 0 0 0 0 0
50-56 Days (Group 2) 89 1 (1%) 1 0 0 1 (100%) 0
57-63 bays (Group 3) 68 (4] 0 0 1] 0 [\]
ARTHRITIS s63 Days (All) 238 1 (<1¥) 1.0000 1 0 0 1 (100%) 0
=49 Days (Group 1) Bl 0 0 0 0 0 0
50-56 Days (Group 2) 89 1 (1%) 1 0 0 1 (100%) 0
57-63 Days (Group 3) 58 0 0 0 ] 0 0
CENTR & PERIPH NERVOUS SYSTEN DISORDERS
ANY EVENT <63 Days (All) 238 48 (20%) 0.3622 74 19 (26%) 46 (62%) 9 (12%) 0
<49 Days (Group 1) 81 13 (16%) 22 7 (32%) 14 (64%) 1 (S5%) (1]
50-56 Days (Group 2) 89 22 (25%) 32 10 (31w) 17 (53%) 5 (16%) 0
57-63 Days (Group 3) 68 13 (19v) 20 2 (1% 15 (75%) 3 (15%) 0
. o
i S o}
{1] Includes héugéa vomitxng, diarrhea and abdominal pain reported during the post.misoprostol observation period and all events tor which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mi[eprlsto e and misoprostol or
for which the relationship was not assessed. H
[2) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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 f ,
{safety Evaluable Patients) '

Center: MISHELL (#1)

Gestational Total Number Fisher's
Age Number of Pts exact Number - ---- - Severity----------- -
Pody System/Event Group [2) of Pts w/Event p value of Events Mild Moderate Severe Unknown
RESISTANCE ARCHANISM DISORDERS
ANY EVENT %63 Days (All) 204 1 (<1X%) 1.0000 1 1 (100%) 1] )] o
s49 Days (Group 1) 145 1 (<1%) 1 1 (100%) 0 o 0
50-56 Days (Group 2) 40 ] ' [ 0 0 0 0
57-63 Days (Group 3) 19 0 0 0 ] 0 [}
INFECTION VIRAL 563 Days '(All) 204 1 (<1¥%) 1.0000 1 1 (100%) 0 0 0
' K 549 Days (Group 1) 145 1 (<1%) 1 1 (100%) 0 0 0
5056 Days (Group 2) 40 0 1] 0 0 (/] 0
S7.63 Days (Group 3) 19 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
relatipnship to study drug was reported as possibly or probably related to misoprostol or the combiﬁation of mifepristone and misoprostol or
for which the relationship was not assessged.

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

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
[Safety Evaluable Patients]

Center: HASKELL (¥#2)

Geatational Total Number Fisher's
Age Number of Pts exact Number ~ ----..-- ool ----Severity--------- -
Body System/Event Group [2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown

CENTR & PERYPH NERVOUS SYSTEN DISORDERS (cont.)

DIZZINESS <63 Days (All) 238 6 (3%) 0.8780 7 4 (57%) 2 (29%) 1 (14%) 0
=49 Days (Group 1) 81 2 (2%) 3 1 (33y) 2 (67%) 0 0
50-56 Days (Group 2) 89 3 (3%) 3 2 (67%) 0 1 (33%) 0
57 63 Days (Group 3) 68 1 (1%) 1 1 (100%) 0 [ 0
HEADACHE 63 Days (All) 238 43 (18%) 0.6564 65 15  (23%) 43  (66%) 7 (11%) 0
f . =49 Days (Group 1) 81 12 (15%) 19 6 (32v) 12 (63%) 1 (5%) 0
$0-56 Days (Group 2) 89 18 (20%) 27 8 (3on) 16 (59%) 3 (11%) 0
$7-63 Days (Group 1) 68 13 (19%) 19 1 (s%) 15 (79%) 3 (16V) 0
MIGRAINE =63 Days (All) 238 1 (<1%) 1.0000 1 0 [} 1 (100%) 0
49 Days (Group 1) 81 0 0 0 ] 0 0
$0-56 Days (Group 2) 89 1 (1%) 1 0 0 1 (100%) 0
57-63 Days (Group 3) | 68 0 0 0 0 0 0
TREMOR . 563 Days (All) {238 1 (<1%) 1.0000 1 0 1 (100%) 0 ]
<49 Days (Group 1} B1 0 ) 0 o 0 0
$0-56 Days (Group 2) 89 1 (1y) 1 1] 1 (100%) 1] 0
57-63 Days (Group 3) 68 0 (i 0 0 0 (]
PSYCHIATRIC DISORDERS
ANY EVENT €63 Days (All) 218 6 (3%) 1.0000 6 1 (17%) 4 (67%) 1 (17%) [}
- . ‘ =49 Days (Group 1) 81 2 (2%) 2 0 o 2-{100%) 0 0
Y : 50-56 Days (Group 2) 89 2 (2%) . 2 0 i ; 1 .(50%) 1 (s0%) 0
' $7-63 Days (Group 3) 68 2 Q) 2 1 (S0%) 1, (S0%) 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 miso;.- utol or
for which the relationship was not assessed.
[2] Gestational age group was assigned by the investigator based upon menstrual histcry, pelvic examination and vaginal ultrasonography.
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) )

Center: HASKELL (#2)

Page 12 of 53

Gestational Total Number Fisher's
Age Number of Pts exact Number - -- . --- - -----.oL.oo. Severity------------q--n-- S
Body System/Event Group (2] of pts w/Event p-value of Events Mild Moderate Severe Unknown
PSYCHIATRIC DISORDERS {(cont.)
ANOREXIA 63 Days (All) 238 2 (<1%) 1.0000 2 0 1 (50%) 1 (S0%) 0
<49 Days (Group 1) 81 1 (1y) 1 0 1 (100%) o 0
50-56 Days (Group 2) 89 1 (1%) 1 0 0 1 (100%) [}
$7-63 Days {(Group 3) 68 0 0 0 0 0 0
ANXIETY 63 Days (All) 238 1 {<1%) 0.2857 1 0 1 (100%) [+] 0
' . =49 Days (Group 1) 81 0 0 o () 0 (]
50-56 Days (Group 2) 89 0 0 0 0 0 0
57-63 Days (Group 3) 68 1 (1%) 1 0 1 (100%) 0 (1]
EMOTIONAL LABILITY 563 Days (All) 238 1 (<1%) 0.6261 1 0 1 (100%) 0 0
s49 Days (Group 1) 81 1 (1%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 89 4] 0 ) [/} o 0
57-63 Days (Group 3) 68 0 0 0 0 ] 0
INSOMNIA ' 63 Days (All) 2138 2 (<1%)  0.7444 2 1 (s50W) 1 (50%) 0 0
«49 Days (Group 1) 81 0 0 0o 1] [+ 0
. . 50-56 Days (Group 2) 89 1 (W) 1 0 1 (100%) (] 0
’ 57-63 Days (Group 1) 68 1 aw 1 1 (looy) | o 0 0
i
GASTRO- INTESTINAL SYSTEX DISORDERS ,
ANY EVENT . . =63 Days (All) 238 141  (59%) 0.1442) 28B4 121 (43\[ . 92 -1 (32%) 71 (25%) 0
Caa %49 Days (Group 1) a1 41 (51%) { .82 431 (52%) 23 "thswy) 16 (20%) )
50-56 Days (Group 2} 89 58 (65%) ) 18 50 (42%) 16 (31W) 32 (27%) 0
57-63 Days (Group 3) 68 42 (62%) 84 28 (33A) 33" (39v) 23 (27%) 0
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} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Appendix A.1, Tables 16 and 2S5
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Appendix D, Table Sc (Continued)
Adverse Events Possibly or Probably Related to Misoprostol (1} By Center [
[Safety Evaluable Patients] -

Center: HASKELL (#2)

Page 13 of 53

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-INTES'TINAL SYSTEM DISORDERS (cont.)
ABDOMINAL PAIN s63 Days (All) 238 1 (<1%) 0.2857 2 0 2 (100%) 0o o
=49 Days {Croup 1) 81 0 0 0 0 0 ]
50-56 Days (Group 2) 89 0 0 0 0 0 0
57-63 Days (Group 3) 68 1 (1%) 2 1] 2 (100%) 0 0
DIARRHEA s63 Days (All) 238 54 (23%) 0.9422 70 41 ‘(59|) 22 (Jl\“ 7 (10%) Q
! . <49 Days (Group 1) 81 19 {23%) 22 15 (68%) 5 (23%) T (9%) 0
50-56 Days (Group 2) 89 19 (21%) 28 16 {57%) 11 (39%) (4%) 0
57-63 Days (Group 3) 68 16 (24%) 20 10 (50%) 6 (30%) 4 (20%) 0
DYSPEPSIA 61 Days (All) 238 2 (<1%) 1.0000 2 2 (!00\) 0 0 0
249 Days (Group 1} at 1 (1s) 1 1 (100%) 1] (] 0
50-56 Days (Group 2) 89 1 (1%) 1 1 (lo00%) 0 0 ' (]
57-63 Days (Group 3) 68 0 (4] 0 (4] [} 0
FLATULENCE ) =63 Days (All) 238 2 (<1¥%) 1.0000 2 0 1 (50%) 1 (50%) 0
549 Days (Group 1) 81 1 (1%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 89 1 (1W) 1 0 0 1 (100%) 0
. ' 57-63) Days {Group 3) 68 0 4] 0 0 0 o
HAEMORRHOIDS %63 Days (All) 238 1 (<1%) 1.0000 1 0 1 (100%) 0 0
£49 Days (Group 1) 81 0 0 0 o ., 0 0
B ‘ . 50-56 Days (Group 2) 89 1 (W 1 0 YL 1 (redy) 0 0
o 57-63 Days (Group 3) 68 0 .0 0 4 0 ' 0 0
. . L]
: —
{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) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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) .

Center: HASKELL (#2) |

Gestational Total Number Fisher's
Age Number of Pts exact Number - - - -----..oooaoLllo Severity------- - .- ...
Body System/Event Group {2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
GASTIO-!NT';TINAL SYSTEM DISORDERRS (comt.)
NAUSEA 563 Days (All) 238 117 (49Y) 0.0679 147 57 (39%) 44 (30%) 46 (31%) 0
s49 Days (Group 1) 81 32 (40%) 42 18  (43%) 12 (29%) 12 (29%) 0
50-56 Days (Group 2) 89 51 (57%) 61 25  (41%) 17 (28%) 19 (31%) 0
57-63 Days (Group 3) 68 34 (S0%) 44 14 (32%) 15 (34%) 15 (34%) 0
VOMITING . 563 Days (All) 238 54 (23%) 0.5626 60 21 (35%) 22 (37%) 17 (28%) 0
' £49 Days (Group 1) 81 15 (19%) 16 9 (56%) 5 (31%) 2. (13%) 0
50-56 Days (Group 2) 89 22 (25%) 26 8 (31%) 7 (27%) 11 (42%) 0
57 63 Days (Group 13) 68 17 (25%) 18 4 (22%) 10 (S6%) 4 (22%) 0
NETABOLIC AND NUTRITIONAL DISORDERS
ANY EVENT <63 Days (All) 238 1 (<1%) 0.2857 1 0 1 (100%) 0 0
%49 Days (Group 1) 81 0 0 0 (4] 0 0
50-56 Days (Group 2) 89 0 0 0 0 [} 0
57-63 Days (Group 3) 68 1 (1%) 1 0 1 (100%) 0 1]
WEIGHT DECREASE $6) Dayq (All) 238 1 (<1¥%) 0.2857 1 0 1 (100%) 0 0
s49 Days (Group 1) 81 0 0 0 0 /] 0
' 50 56 Days (Group 2) 89 0 ; 0 0 0 0 0
57-63 Days (Group 3) 68 1 (1%): 1 0 1 (100%) | 1] 0
CARDIOVASCULAR DISORDERS, GENERAL !
ANY EVENT " i . s63 Days (All) 238 2 (<1¥%) 0.3345 2 0 & 1’1(50\) 1 (s0W) [}
Ce s49 Days (Group 1} 81 0 ‘o o R S IS 0
‘ 50-56 Days (Group 2) 89 2 ©2w) 2 0 ! I 1, (s0%) 1 (50%) 0
57-63 Days (Group 3) 68 0 0 0 : [0 ° 0
(1} Includes nausea, vomiting, diarrhea and abdominal pain reported during the post misoprostol obaervation period add 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] Gestational age group was assigned by the investigator basded upon menstrual history, pelvic examination and vaginal ultrasonography.
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]

Center: HASKELL (#2)

Page 15 of 53

Gestational Total Number Fisher's -
Age Number of Pts exact Number B R Severity------- - -----...-.
Body Syatem/Event Group (2] of Pts w/Event p value of Events Mild Moderate Severe Unknown
CllDXOVA!CUﬁAl DISORDERS, GENERAL (cont.)
HYPOTENSION <63 Days (All) 238 2 (<1%) 0.3345 2 0 1 (S0%) 1 (50%) 0
s49 Days (Group 1) 81 1] : [ 1] 0 0 0
50-56 Days (Group 2) 89 2 (2%) 2 [ 1 (50%) 1 (50%) 1]
57-63 Days (Group 13) 68 0 0 0 0 0 o
RESPIRATORY SYSTEN DISORDERS
ANY EVENT ! . %63 Days (All) 238 2 (<1%) 0.0808 3 0 3 (10Q%) 0 0
54? Days (Group 1) 81 0 0 0 ] 0 ]
50:56 Days (Group 2) 89 0 (/] 1] 0 0 1]
57-63 Days (Group 3) 68 2 Ay 3 0 3 (100%) 0 ]
PLEURAL PAIN s6) Days (All) 238 1 (<1%) 0.2857 1 0 1 (100%) 0 0
i : =49 Days (Group 1) 81 0 0| 0 0 0 0
¢ 50-56 Days (Group 2) 89 0 0 0 (] 0 0
$7-63 Days (Group 3) 68 1 (1%) 1 1] 1 (100%) [ 0
SINUSITIS %63 Days (All) 238 1 (<1¥%) 0.2857 2 0 2 (100%) 0 0
=49 Days (Group 1) 81 ] 0 0 0 0 0
' ' $0-56 Days (Group 2) 89 0 0 0 0 0 0
57-63 Days (Group 3) 68 1 (1%) 2 0 2 (100%) 0 0
RED BLOOD CELL DISORDERS ' .
ANY EVENT - ; ‘ £63 Days (All) 238 3 (1%)  o0.s061 3 1 (33%) 2°! (67V) 0 0
e 549 Days (Group 1) 81 0 ‘0 0 k Y 0 0
' $0-56 Days (Group 2) 89 2 (2%) 2 0 o 2 (100%) 0 0
57-63 Days (Group 3) 68 1 (1%) 1 1 (100%) 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] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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) .

Center: HASKELL (#2)

Gestational Total Number Fisher's
Age Number of pts exact Number - -.------ R Severity--------- T
Body System/Event Group [2]) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
RED BLOOD CILL DISORDERS {(cont.)
ANAEMIA =63 Days (All) 238 3 (1%) 0.5061 3 1 (33%) 2 (67%) 0 0
=49 Days (Group 1) 81 0 0 0 0 0 o
50-56 Days (Group 2) 89 2 (2%) 2 0 2 (100%) 0 ]
57 63 Days (Group 3) 68 1 (1%) 1 1 (100%) 0 0 0
URINARY SYSTEM DISORDERS
ANY EVENT ' . 63 Days (All) 238 1 (<)%) 0.6261 1 0 0 1 (100%) [
249 Days (Group 1) 81 TR () 1 o ° 1 (100%) 0
50 56 Days (Group 2) 89 0 ' 0 0 0 0 0
57-63 Days (Group 3) 68 o 0 (] 0 0 0
URINARY TRACT INFECTION 63 Days (All) 238 1 (<1%) 0.6261 1 0 0 1 (100%) 0
549 Days (Group 1) 81 1 (1%) 1 0 0 1 (100%) [}
50-56 Days (Group 2) 89 0 1] 1] 0 0 0
57-63 Days (Group 3) 68 0 [ o 0 0 (1]
REPRODUCTIVE DISORDERS, FENALR
ANY EVENT . 563 Days (All) 238 50 (21%) 0.6448 57 2 (4%) 8 (14%) 47 (82%) 0
s49 Days ({(Group 1) 81 16 (20%) 17 1 (6%) 4 (24%) 12 (71%) 0
50-56 Days (Group 2) B9 17 (19%) 18 1 (6%) 1 (6€%) 16 (89%) 0
57-63 Days (Group 3) 68 17 (25%) 22 1] 3 0

(1a%) 19  (86%)

; 3
- ; a4 .

1} Includes dausta, vomiting, diarrhea and abdominal pain reported during the post-misoprostol observation period andi all events ‘for which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mifepkisto%e andy misoprostol or
for which the relationship was not assessed. {

[2) Gestatidnal age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.

Appendix A.1, Tables 16 and 25
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Appendix D, Table Sc (Continued)
Afverse Events Possibly or Probably Relared to Misoprostol [1] By Center '
{Safety Evaluable Patientsal]

Center: HASKELL (#2)

Gestational Total Number Fisher's
Age Number of Pts exact Number - - -------co-ooooan.-o Severity-------.-- S e
Body System/Event Group 12} of pPts w/Event p-value of Events Mild Moderate Severe Unknown
repropucTIVE DISORDERS, FEMALE (cont.)
UTERINE DISORDER NOS 563 Days (All) 238 2 (<1%) 0.5298 2 0 2 (100%) 0 0
=49 Days (Group 1) 81 1 t1y) 1 0o 1 (100%) 0 0
50 56 Days (Group 2) 89 0 o 0 0 0 1]
57-63 Days (Group 3) 68 1 (1%) 1 [ 1 (100%) o (1]
UTERINE HAEMORRHAGE =63 Days (All) 238 48 (20%) 0.7241 54 2 (a%) 5 (9%) 47 (87%) 0
' i 549 Days (Group 1) 81 15 (19%) 16 1 (6V) 3 (19%) 12 (75%) (
50-56 Days (Group 2) 89 17 (19%) 18 1 (6%) 1 (6%) 16 (89%) ']
57-63 Days (Group 3) 68 16 (24%) 20 0 1 (st) 19 (95%) 0
VAGINITIS s63 Days (All) 238 1 (<1%) 0.2857 1 (4] 1 (100%) 0 [}
=49 Days (Group 1) 81 0 0 0 0 0 0
50-56 Days (Group 2) . B89 0 0 0 l 0 0 0
57-63 Days (Group 3) i 68 1 {1%) 1 1] 1 (100%) 0 o
BODY AS A WHOLE - GENEBRAL DISORDERS '
ANY EVENT <63 Days (All) 238 229 (96%) 0.1434 739 202 (27%) 272 (37%) 264 (36%) 1 (<1%)
=49 Days (Group 1) 81 75 (93%) 230 73 (32%) 91 (40%) 65 (20%) 1 (<1%)
! ' 50-56 Days (Group 2) 89 87 (98%) 266 66 (25%) 95 (36%) 105 (39%) 0
57-63 Days (Group 3) 68 67 (99%) 243 63 (26%) 86 (3S%) 94 (39%) 0
ABDOMINAL PAIN <63 Days (All) 238 228  (96%) 0.0667 700 189  (27%) 257 (37%) 253 (I6N) 1 (<1¥)
i ; . %49 Days (Group 1) 81 74 (91%) 215 68 (32%) 831°!(39%) 63 (29%) 1 (<1¥)
e 50-56 Days (Group 2) 89 87 (98%) 256 62 (248) L 92 .{36W) 102 (40%) 0
57-63 Days {(Group 3) 68 67 (99%) 229 59 (26%) 82 (36%) 88  (38%) 0
r
H |
{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) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Appendix A.1, Tables 16 and 25
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Center: HASKELL (#2)

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

Page 18 of 53

Gestational Total Number Fisher's
Age Number of Pts exact Number - -- - .- - -Geverfty---------o--daao o
Body System/Event Group [2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY A8 A 'ibbl - GENBRAL DISORDERS (cont.)
BACK PAIN <63 Days (All) 2138 12 (5%) 0.6598 14 4 (29%) 7 (50%) 3 (21y) 0
549 Days (Group 1) 81 5 (6%) 7 1 (14%) 4 (57%) 2 (29%) 0
$0-56 Days {Group 2) 89 k) (3%) k] 1 (33%) 2 (67%) 0 0
57-63 Days (Group 3) 68 4 (6%) 4 2 (S0W) 1 (25%) T (25%) 0
FATIGUE 63 Days (All) 238 7 (3%) 0.3419 7 6 (86%) 1 (1a%) 0 [
! 549 Daya (Group 1) 81 4 (5%) 4 3 (75%) 1 (25%) 0 0
50-56 Days (Group 2) a9 1 (1%) 1 1 (100%) [ 0 ]
57-63 Days (Group 1) 68 2 (3%) 2 2 (100%) 0 0 0
FEVER 563 Days (All) 238 2 (<1%) 0.5298 2 0 1 (50%) 1 (so%) 0
<49 Days (Group 1) 81 1 (1%) 1 0 1 (100%) 1] 0
50-56 Days (Group 2} 89 0 0 0 0 0 ]
57-63 Days (Group 3) 68 1 (1) 1 0 0 1 (100%) 0
HOT FLUSHES =63 Days (All) 238 2 (<1w) 1.0000 2 2 (100%) (1] 0 0
%49 Days (Group 1) 81 1 (1%) 1 1 (100%) 1] 0 0
50-56 Days (Group 2) a9 1 () 1 1 (100%) [} o 0
' ) $7-63 Days (Group 3) 68 0 ] 0 0 0 [
HYPOVOLAEMIA <63 Days (All) 218 1 (<1%) 1.0000 1 0 0 1 (100%) 0
$49 Days (Group 1) 81 0 1 0 0 0 0 0
- ; . 50-56 Days (Group 2} 89 1 aw 1 () . o), 1 (100%) 0
el 57-63 Days (Group 3) 68 ] 0 o i 0 - )] 0
v | !
; I
11} includes nausea, vomiting, diarrhea and abdominal pain reported during the post-misoprostol observation period and' all events for which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mifepristone and misoprostol or
for which the relatxonship was not assessed.
[2) Gestational age group was assigned by the investxgatot based upon menstrual history, pelvic examination and vaginal ultrasonography
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]

Center: HASKELL (#2)

Gestational i Total Number Fisher's
Age Number of Pts exact Number - - .- ---.--iioaiaion Severity------ -------..- R
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHDLE - GENERAL DISORDERS (cont.)
LEG PAIN s63 Days (All) 238 3 (1%) 1.0000 4 1 (25%) 2 (50%) 1 (25%) 0
=49 Days (Group 1) 81 1 (1%) 1 0 1 (100%) [ 0
50 56 Days (Group 2) 89 1 (1%) 2 1 (S0%) 0 1 (50%) 0
$7-61 Days (Group 3) 68 1 (1%) 1 (1] 1 (100%) 0 1]
PAIN 63 Days (All) 238 1 (<1¥%) 0.2857 2 0 ; 0 | 2 (100%) 0
! ) 549 Days (Group 1) 81 0 0 0 0 . ! 0 0
50-56 Days (Group 2) 89 0 0 ] 0 6 0
57-63 Days (Group 3) 68 1 (1%) 2 0 o 2 (100%) 0
RIGORS 63 Days (All) 238 S (2%) 0.13849 S 0 4 (80%) 1 (20%) 0
549 Days (Group 1) 81 1 (1%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 89 1 (1y) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 68 3 (4%) 3 ] 2 (67%) 1 (33y) [1}
SYNCOPE . 63 Days (All) 238 2 (<1¥%) 0.7444 2 0 0 2 (100%) 0
=49 Days (Group 1) 81 0 0 [} 1] 0 0
50-56 Days (Group 2) 89 1 (1y) 1 0 0 1 (100%) ]
' ' $7-63 Days (Group 3) 68 1 (1%) 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
relationshipto study drug was reported as possibly or probably related to misoprostol or the combination of mi!epristpne and'mlsoprostol or
for which.the, reldtionship was not assessed. L
[2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultﬂasonography
r
i ¥
. ’
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 !

[Safety Evaluablle Patients) - :
Center: POPPEMA (#3)
Gestational Total Number Fisher's
Age Number of Pts exact Number R TR Severity------------ ool
Body System/Event Group (2} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
]
ANY EVENT <63 Days (All) 164 159  (97%) 0.2754 692 188  (27%) 248 (36Y) 252 (36%) 4 (<1%)
=49 Days (Group 1) 65 61 (94%) 242 73 (30%) 91 (38%) 76 (31%) 2 (<1¥%)
50-56 Days (Group 2) €5 64 (98%) 297 82 (28%) 101 (34%) 112 (38%) 2 (<1¥)
57-61 Days (Group 3) 34 34 (100%) 153 .33 (22v) 56 (37%) 64  (42%) 0
SKIN AND APPENDAGES DXSORDII!
ANY EVENT . £63 Days (All) 164 3 (2%) 0.4263 3 1 (33%) 1 (33%) 1 (3y) 0
%49 Days (Group 1) 65 [1] 0 0 ] 0 0
50-56 Days (Group 2) 65 2 (3%) 2 1 (50%) 1 (50%) 0 ]
57-63 Days (Group 3) 34 1 (3%) 1 ] 0 1 (100%) 0
SWEATING INCREASED 63 Days (All) 164 3 (2%) 0.4263 3 1 (33%) 1 (33%) 1 (33%) /]
<49 Days (Group 1) 65 0 0 0 ] 0 0
50-56 Days (Group 2) 65 2 (3y) 2 1 (50%) 1 (50%) 1] 0
57-63 Days (Group 3) 34 1 (3%) 1 0 0 1 (100%) 0
MUSCULO- SKELETAL SYSTEN DISORDERS ,
ANY EVENT | 563 Dayé (All) 164 1 (<1%) 1.0000 3 1 (3w 1 (3w 1 (3) [
549 Days (Group 1) 65 1 (2%) 3 1 (33%) 1 (33%) ‘ 1 (33%) 0
50-56 Days (Group 2) 65 [ ' [ 0 o ! [} 0
57-63 Days (Group 3) [ 34 0 ] 0 0 0 (1]
‘;' L i - L3 A . '
S - - - — 1
(1] Includes haudea, vomiting, diarrhea and abdominal pain reported during the post-misoprostol observation period and all évents for which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mifeprlsto e and misoprostol or
for which the relationship was not assessed.
[2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography. '
I
1
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

Center: POPPEMA (N3)

[safety Evaluablke Patients]

Page 21 of 53

Gestational Total Number Fisher's
Age Number of Pts exact Number - - ------------ ----- .- Severity- - --------------- - -
Body System/Event Group (2] of Prs w/Event p-value of Events Mild Moderate Severe Unknown
NUSCULO- SKEEXTAL SYSTEM DISORDERS (cont.)
MYALGIA =63 Days (All) 164 I (<1%) 1.0000 3 1 (33%) 1 (33%) 1 (33w) 0
549 Days (Group 1) 65 1 (2%) 3 1 (33%) 1 (33%) 1 (33W) (/]
50-56 Days (Group 2) €S 0 ' 0 ] 0 0 0
57-63 Days (Group 3) 34 0 0 0 0 0 0
CENTR & PERIPH NERVOUS SYSTEM DISORDERS
ANY EVENT ! 63 Days (All) 164 17 (10%) 0.9458 18 6 (33%) 8 {(44%) 4 {(22%) 0
slP Days (Group 1) 65 6 (9%) 7 3 (43%) 2 (29%) 2 (29%) 0
50-56 Days (Group 2) 65 7 (11%) 7 3 (43y) 2 (29%) 2 (29%) 0
57-63 Days (Group 3) 34 4 (12%) 4 (] 4 (100%) 0 0
DIZZINESS <63 Days (All) 164 9 (5%) 0.5521 4 4 (44%) 3 (33%) 2 (22v) 0
: . <49 Days (Group 1) 65 2 () 2 1 (50%) 1 (50%) 0 0
; 50-56 Days (Group 2) 65 S (8%) S 3 {e0%) 0 2 (40W%) 0
: 57-63 Days {(Group 3) 34 2 (6%) 2 0 2 {(100%) 0 0
HEADACHE 63 Days (All) 164 8 (5%) 0.7176 9 2 {(22%) 5 (56%) 2 (22v) 0
549 Days (Group 1) 65 4 (6%) S 2 (40W) 1 (20%) 2 (40%) 0
50-56 Days (Group 2) 65 2 (3%) 2 0 2 {(100%) 0 1}
57-63 Days (Group 3) 34 2 (&%) 2 0 2 (100%) 0 0
GASTRO- INTESTINAL BYSTEN DISORDERS
ANY EVENT - i . 63 Days (All) 164 103  (63%) 0.0039 195 53 (27!) 74 {38%) 68 (35%) 0
Vel d 549 Days (Group 1) 65 32 (49%) s+ 58 19 (33%) 26" {45%) 13 (22%) 0
' 50-56 Days (Group 2) 65 43  (66%) 8S 23 (27%) 29  (34%) 33 (39%) 0
57-63 Days (Group 3) 34 28 (82%) 52 11 (24%) I 19 () 22 (42%) 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] Gestational - age group was assigned by the investigator based upon menstrual history. pelvic examination and vaginal ultrasonography.
Appendix A.1, Tables 16 and 2S
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Appendix D, Table Sc (Continued)
Adverse Events Possibly or Probably Related to Misoprostol [1] By Center
[Safety Evaluable Patients]

Center: POPPEMA (§3)

Gestational, Total Number Fisher's
Age i Number of Pts exact Number - --------.--- oL Severfty-------«-----.-o._ ..
Body System/Event Group (2] | of Pts  w/Event p value of Events Mild Moderate ‘ Severe Unknown
GASTRO- INTRSTINAL SYSTEM DISORDERS (cont.)
ABDOMINAL PAIN 63 Days (All) 164 1 (<1¥) 0.2073 4 1 (25%) 1 (25%) 2 (50%) 0
549 Days (Group 1) 65 ] 0o 0 [} 0 0
50-56 Days (Group 2) €5 0 o 0 0 [} 1]
57-63 Days (Group 3) 34 1 (3%) 4 1 (25%) 1 (25%) 2 (50%) [
DIARRHEA 563 Days (All) 164 280 (17%) 0.4569 31 11 (35%) 16 (52%) 4 (13%) 0
! . =49 Days (Group 1) 65 10 (1B%) 12 S (42%) 6 (50%) 1 [(:1}] 0
50-56 Days (Group 2) 65 14 (2pW) 14 S (36%) 6 (43%) 3 (1) 0
57-63 Days (Group 3) 34 4 (12%) 5 1 (20%) 4 (80%) o 0
NAUSEA %63 Days (All) 164 90  (55%) 0.0255 112 37 (33%) 35 (31%) 40 (36%) 0
=49 Days (Group 1) 65 28 (43%) is 12 (34%) 15 (43W) 8 (23%) 0
50-56 Days (Group 2) €S 38 (58%) 50 16  (32%) 14 (28%) 20 (40%) 0
$7-63 Days (Group 3) 34 24 (71w} 27 9 (33%) 6 (22%) 12 (44%) 1]
VOMITING R 563 Days (All) 164 43 (26%) 0.0152 48 4 (8%) 22 (46%) 22 (46%) 0
£49 Days (Group 1) 65 10 (15%) 11 2 (18%) S (45%) 4 (36%) 0
50-56 Days (Group 2) 65 19 (29%) 21 2 (10v) 9 (43%) 10 (48%) 0
' ) 57-63 Days (Group 3) 34 14 (41%) 16 0 8 (50%) 8 (S0%) 0
CARDIOVASCULAR DISORDERS, GENERAL
ANY EVENT 63 Days (All) 164 2 (1%) 0.6839 2 0 2 (100%) 0 0
i i . =49 Days (Group 1) 65 0 ] 0 . ol 0 0
ek $0-56 Days (Group 2) 65 1 (2%) LTS | 0 i ‘ 1 {100%) 0 (]
’ 57-63 Days (Group 3) 34 1 (3%) 1 0 ' 1,(100%) 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] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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) -

Center: POPPEMA (#3)

Gestational Total Number Fisher's
Age Number of Pts exact Number R e Severity----------- ...,
Body System/Event Group {2} of pte w/Event p-value of Events Mild Moderate Severe Unknown
CARDIOVASCULAR DISORDERS, GENERAL (cont.)
HYPOTENSION 63 Days (All) 164 1 (<1W%) 0.2073 1 0 1 (100%) 0 0
=49 Days (Group 1) .65 0 0 0 0 0 0
50-56 Days (Group 2) 65 0 0 0 0 0 0
57-63 Days (Group 1) 34 - 1 (3%) 1 0 1 (100%) 0 [
HYPOTENSION POSTURAL 63 Days (All) 164 1 (<1¥%) 1.0000 1 0 1 (100%) [ [}
! . =49 Days (Group 1) 65 0 10 0 0 ) o o
50-56 Days (Group 2) 65 1 (2v) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 34 0 0 0 ] 0 0
RED BLOOD CELL DISORDERS
ANY EVENT $63 Days (All) 164 k] (2%) 1.0000 3 1 (33%) 2 (67%) [ 0
=49 Days (Group 1) 65 1 (2%) 1 1 (100%) [ 0 0
$0-56 Days (Group 2) | 65 1 (2v) 1 0 { 1 (100%) 0 0
$7-63 Days (Group 3) 14 1 (3%) 1 [ 1 (100%) 0 ]
ANAEMIA s63 Days (All) 164 3 (2%) 1.0000 3 1 (33%) 2 (e7y) o 0
=49 Days (Group 1) 65 1 (2%) 1 1 (100%) 0 0 0
' 50-56 Days {(Group 2) 65 1 (2% 1 0 1 (100%) ] 0
$7-63 Days (Group 3) 34 1 (3v) 1 0 1 (100%) 0 0
REPRODUCTIVE DISORDERS, FENALE o
ANY EVENT T : $63 Days (All) 164 18 (11%)  0.0801 25 6 (24%) 11, (A4%) 8 (32v) 0
Cooe £49 Days (Group 1) 65 3 (5%) ‘6 2 (33) 3 - (S08) 1 am 0
50-56 Days (Group 2) 65 9  (14%) 11 3 (27y) ’ 3, (27%) 5 (45%) 0
57 63 bays (Group 3) 34 6 (18%) 8 1 (lil) i 5 (63%) 2 (25%) 0

f1] 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] Gestational ‘age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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Appendix D, Table Sc (Continued)
Adverse Events Possibly or Probably Related to Misoprostol (1] By Center
[Ssafety Evaluable Patients] .

Center: POPPEMA (¥43)

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
RIPIODUCTIVi DISORDERS, FRMALE (cont.)
ENDOMETRITIS 63 Days (All) 164 7 (4%) 0.881313 7 2 (29%) S (71%) 0 0
s49 Days (Group 1) 65 2 (3%) 2 1 (50%) 1 (s0%) 0 0
50-56 Days (Group 2) 65 3 (5%) 3 1 {33%) 2 (67%) ] 0
57-63 Days (Group 3) 34 2 (6%) 2 0 2 (100%) 0 0
LEUKORRHOEA 563 Days (All) 164 1 (<1%) 1.0000 1 1 (100W%) 0 0 0
' . =49 Days (Group 1) 65 0 0 0 0 0 0
50-56 Days (Group 2) 65 1 (2%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 34 0 0 0 0 0 0
SALPINGITIS 63 Days (All) 164 1 (<1%) 1.0000 1 1 {100%) 0 0 0
%49 Days (Group 1) 65 1 (2%) 1 1 (100%) o ] 0
50-56 Days (Group 2) 65 0 1] 0 [+] 1] 1]
57-63 bays (Group 3) 34 0 0 0 0 0 [
UTERINE DISORDER NOS s6) Days (All) 164 ‘1 (<1¥%) 0.2073 1 0 1 (100%) 0 0o
49 Days (Group 1) 65 0 0 0 0 0 0
50-56 Days (Group 2) 65 0 0 0 0 0 (]
! $7-63 Days (Group 3) 34 1 (3%) 1 (] l 1 (100%) 0 0
|
UTERINE HAEMORRHAGE 61 Days (All) 164 14 (9%) 0.2183 14 1 (7%) S (36%) 8 (57%) [}
. %49 Days (Group 1) 65 3 (5%) ' k] 0 2_.(67l) 1 (33%) 0
o ‘ S0-56 Days (Group 2) 65 6 (9%} ‘l 6 o LI 1, (17%) s (83%) 0
[ TR 57-63 Days (Group 3) 34 5 (15%) ' ¢ 5 1 (20%) 2 - {40%) 2 (40%) (1]
o
H I
(1] Includeb 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] Gestational age group was assigned by the inveatigator based upon mengtrual history, pelvic examination and vaginal ultrasonography.
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] -

Center: POPPEMA (#3)

Page 25 of 53

Gestational ; Total Number Fisher's
Age Number of Pts exact Number S .- - ---Severity-------.- ... -
Body System/Event Group {2} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
HIPRODUCTIVi DISORDERS, PRMALR (cont.)
VAGINAL DISCOMFORT <63 Days (All) 164 1 (<18} 1.0000 1 1 (100%) 0 [} 0
=49 Days (Group 1) 65 4] 0 0 0 0 o
50-56 Days (Group 2) €5 1 {2%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 34 - 1] ] 0 0 0 0
BODY AS A WHOLR - GENERAL DISORDERS
ANY EVENT ! . s6) Days (All) 164 1586 (96%) 0.4439 443 120 (27%) 149 (31\; 170  (38%) 4 {(<1y)
£49 Days (Group 1) 65 61 (94%) 167 47 (28%) 59  (35%) sb  (I5%) 2 aw
50-56 Days (Group 2) 65 64 (98%) 190 52 (27%) 64 (34%) 72 (38%) 2 (1%)
57-63 Days (Group 3) 34 33 (97W) 86 21 (24%) 26 (30%) 319 {45V} 0
ABDOMINAL PAIN <63 Days (All) 164 158 (96%) 0.4439 420 114 (27%) 138  (33%) 165 (39%) 3 (<1¥)
=49 Days (Group 1) 65 61 (94%) 157 43 (27%) 55 (3Is%) 58  (37%) 1 (<1¥)
50-56 Days (Group 2) (1 64 (98%) 181 50 (28%) 59 (33%) 70 (39%) 2 (1%)
57-63 Days (Group 3) 34 33 (97%) 82 21 (28%) 24 (29%) 37 (4S%) 0
. '
ASTHENIA %63 Days (All) 164 3 (2%) 0.8010 3 2 (67%) 1 (33%) [} 0
<49 Days (Group 1) (3] 2 (3%) 2 1 (50%) 1 (s50%) 0 0
! 50-56 Days (Group 2) 65 1 (2%) 1 1 (100%) 0 0 0
$7-63 Days (Group 3) 34 0 0 0 0 ] [
BACK PAIN X €63 Days (All) 164 7 (4a%) 0.8833 7 1 (14%) 3}‘(&3\) 2 (29%) 1 (14%)
T . =49 Days (Group 1) 65 3 {5%) 3 0 e 1 .{(33%) 1 {(33%) 1 (33%)
L Y - 50-56 Days (Group 2) 65 2 (3%) .2 1 (50%) 1 ‘(sos) 0 0
i $7-63 Days (Group 3) 34 2 (6%) 2 0 > 1 1 (50%) 1 (s0%) 0
i A
{1] Includes nausea, vomiting, diarrhea and abdominal pain reported during the post misoprostol observation period and all events for which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mifepristone and misoprostol or
for which the relationship was not assessed.
{2} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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]

Center: POPPEMA (#3)

Gestatijonal Tota) Number Fisher's
Age Number of Pts exact Number  --..-.....______.___.__ Severity---------. ... .
Body System/Event Group {2] of Pte w/Event p-value of Events Mild Moderate Severe Unknown
BODY A8 A I‘OLI - GENERAL DISORDERS (cont.)
FATIGUE 563 Days (All) 164 3 (2%) 1.0000 3 1 (33y) 1 (33%) 1 (33%) 0
=49 Days (Group 1) 65 1 (2%) 1 1 (100%) [\] (] 0
50-56 Days (Group 2) 65 1 %) 1 0 1 (100%) 0 0
57-63 pDays (Group 3) 34 1 (%) 1 L] 0 1 (100%) 0
FEVER 563 Days (All) 164 1 (<1¥%) 1.0000 1 1 (100%) [} 0 0
! . s49 Days (Group 1) 65 1 (2%) 1 1 (100%) 1] [ 0
50-56 Days (Group 2) 65 (4] [ 9 [ [+] 0
57-63 Days (Group 3) 4 0 4] 0 [ 0 [}
HOT FLUSHES %63 Days (All) 164 1 (<1%) 1.0000 1 0 1 (100%) [ [}
549 Days (Group 1) 65 0 o 0 0 0 (]
50-56 Days (Group 2) 65 1 (2w 1 0 1 (100%) (] 0
57-63 Days (Group 3) 34 0 0 0 0 (] 0
LEG PAIN . 563 Days (All) 164 2 (1%) 0.6839 2 [} 2 (1o00%) 0 [}
<49 Days {(Group 1) 65 ] 0 [ 0 0 [}
50-56 Days (Group 2) 65 1 (2%) 1 0 1 (100%) 0 0
! ' 57-63 Ddys (Group 3) 34 1 (3W) 1 0 1 (100%) 0 [}
|
RIGORS x63 Days {(All) 164 4 (2v) 0.5346 4 1 (25%) 3 (1sv) i o 0
£49 Daya (Group 1) I 65 3 (5%) 3 1 (33y) 2 (g7%) 0 0
. . . 50-56 Days (Group 2) 65 1 (2%) 1 0 S 1°(190%) 0 0
e 57-63 Days (Group 3) 4 0 .0 0 i [ T ‘o [
.
: . . X ; |
{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 mi[éptistone and misoprostol or
for which the relationship was not assessed. |
[2) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
|
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Appendix D, Table Sc (Continued)

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

Center: POPPEMA (§3)

[Safety Evaluable patients]

Page 27 of S3

Gestational Total Number Fisher's
' Age Number of Pts exact Number ..ol Severity--------- - .- ...
Body System/Event Group (2] of Pts w/Event p value of Events Mild Moderate Severe Unknown
BODY AS A WAOLE - GENERAL DISORDERS (cont.)
SYNCOPE 63 Days (All) 164 2 (1%) 0.35132 2 V] 0 2 (100%) 0
549 Days (Group 1) 65 0 , 0 0 ] 0 0
50-56 Days (Group 2) 65 2 (3%) 2 1] [ 2 (100%) 0
57-63 Days (Group 1) 34 Q 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. B
{2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
|
1
b
. B v
. . , N i . .
[ - )
- '
i |
]
|
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Appendix D, Table 5c¢ (Continued)
Adverse Events Possibly or Probably Related to Misoprostol [1] By Center
[safety Evaluable Patients]

Center: TYSON (N4)

Gestational ‘ Total Number Fisher's
Age i Number of Pts exact Number - ---------- oL Severjty------------ S e
Body System/Event Group (2} ' of Pts w/Event p-value of Events Mild Moderate Severe Unknown
3 !
ANY EVENT =63 Days (All) 102 98 (96%) 1.0000 403 148 (37W) 156 (39%) 99 (25%) o
549 Days (Group 1) 68 65 (96%) 271 101 (37%) 110 (41V) 60 (22%) []
50-56 Days (Group 2) 25 24 (96%) 106 319 (37%) 40 (38%) 27 (25%) 0
57-63 bays (Group 3) 9 9 (100%) 26 8 (31%) 6 (23%) 12 (46W) 0
SKIN AND APPENDAGES DISORDERS
ANY EVENT ! . 63 Days (All) 102 2 (%\) 0.5578 2 0 2 (100%) 0 0
<49 Days (Group 1) 68 1 (1s) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 25 1 (4%) 1 1] 1 (100%) 0 0
57-63 bays (Group 3) 9 0 0 0 [ 0 0
SWEATING INCREASED s63 Days (All) 102 2 (2%) 0.5578 2 0 2 (100%) 0 0
49 Days (Group 1) 68 1 (1%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 25 1 (4%) 1 0 1 (100%) 0 0
57 63 Days (Group 3) 9 0 [} 0 0 0 [}
NUSCULO-SKELETAL SYSTEN DISORDERS
ANY EVENT , s63 Days (All) 102 1 (<1%) 1.0000 1 0 [} 1 (100%) 0
s49 Days (Group 1) 68 1 (1%) 1 0 0 1 (100%) 0
50-56 Days (Group 2) 25 0 0 0 0 0 0
57 63 Days (Group 3) 9 0 0 0 0 0 0
v , )
DN . N ; T
[1] Includes nausea, Vomiting, diarrhea and abdominal pain reported during the post-misoprostol observation period andi all events ‘for which the
relationship to study drug wae reported as possibly or probably related to misoprostol or the combination of m1teprlstode and, misoprostol or
for which the relationship was not assessed. |
(2} Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaglna& ultrasonography.
Appendix A.1, Tables 16 and 25
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Appendix D, Table Sc {Continued)
Afverse Events Possibly or Probably Related to Misoprostol [1] By Center |
[satety Evaluable Patients]

Center: TYSON (#4)

Gestational Total Number Fisher's
Age Number of Pts exact Number  ------------aoioaono Severjty----------.oo.oooln
Body System/Event i Group (2} of Pts  w/Event p value of Events Mild Moderate Severe Unknown
NUSCULO- SKRIRTAL SYSTEN DISORDERS {cont.)
MYALGIA 563 Days (All) 102 1 (<1%) 1.0000 1 [} 0 1 (100%) 0o
<49 Days (Group 1) 68 1 (1%) 1 o [} 1 (100%) [}
50-56 Days (Group 2) 25 0 0 [+] [+] 4] 0
57-63 Days (Group 3) 9 0 0 0 [ 0 0
CENTR & PERIPH NERVOUS SYSTEM DISORDERS |
ANY EVENT [ X 563 Days (All) 102 24 (24y) 0.6176 35 13 (37%) 19 (54%) 3 (9%) 0
:  $49 Days (Group 1) 68 18 (26%) 27 10 (37%) 14 (52%) 37 (11y) (]
50-56 Days (Group 2) 25 5 (20%) o7 3 (43%) 4+ (57V) 0 0
$7-63 Days (Group 1) 9 1 (11y) 1 0 1 (100%) 0 (]
DIZZINESS =63 Days (All) 102 7 (7%) 0.0493 8 5 (63%) 3 (38%) [} [}
s49 Days (Group 1) i 68 2 (3%) 2 2 (100%) | 0 0 0
50-56 Days (Group 2) 25 4 (16%) S 3 (60%) 2 (40%) 0 [}
57-63 Days (Group 3) 9 1 (11w) 1 0 1 (100%) 0 o
HEADACHE s63 Days (All) . 102 16 (16%) 0.1821 24 6 (25%) 16 (67%) 2 (a%) 0
549 Days (Group 1) 68 14 (21%) 22 6 (27v) 14 (64%) 2 (9%) o
' ' 50-56 Days (Group 2) 25 2 (8%) 2 0 2 (100%) 0 0
57-63 Days (Group 1) 9 0 0 [|] 0 0 0
MIGRAINE £6) Days (All) 102 1 (<1%) 1.0000 1 o 0 1 (100%) 0
- ; ‘ <49 Days (Group 1) 68 1 (1) 1 [V} s o' !, 1 (100%) 0
Vo 50-56 Days (Group 2) 25 0 . 0 0 i (O NN 0 0
’ 57-63 Days (Group 3) 9 0 (o] 0 ! o, 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] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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
[Ssafety Evaluable Patients)

Center: TYSON (#4)

Gestational Total Number Fisher's .
Age Number of Pts exact Number - ---------..o..L_Lo. Severfty-----------. [ EEEEEE R
Body System/Event Group [2] of pts w/Event p value of Events Mild Moderate Severe " Unknown

CENTR & PERIPH NERVOUS SYSTEX DISORDERS (cont.)

TREMOR s63 Days (All) 102 2 (2%) 1.0000 2 2 (100%) 0 0 0
s49 Days (Group 1) 68 2 w) 2 2 (100%) 0 0 0
50-56 Days (Group 2) 25 0 0 0 [1] 0 0
57-63 Days (Group 3) 9 0 0 0 [1] 0 0
GASTRO-INTRSTINAL SYSTEM DISORDERS
ANY EVENT ! . %63 Days (All) 102 60 {59%) 0.9501 104 42 (40%) 34 (3)‘) 28 (27%) 0
s49 Days (Group 1) 68 41 (60%) 69 27 (39%) 24 (35%) 18 (26V) 0
50-56 Days (Group 2) 25 14 (56%) 27 12 (44%) 8 (30%) 7 (26%) 0
57-63 Days (Group 3) 9 5 (56%) T8 3 (38W) 2 (25%) 3 (38w) 0
CONSTIPATION 563 Days (All) 102 1 (<1%) 1.0000 1 0 1 (100%) [} 0
=49 Days (Group 1) 68 1 (1%) 1 0 1 (100%) 0 0
50-56 Days (Group 2) 25 0 0 o [} 0 0
57-63 Days (Group 3) 9 0 0 0 0 0 0
DIARRHEA ' €61 Days (All) 102 19  (19%) 0.78386 22 14 (64%) 4 (18%) 4 (18%) 0
549 Days (Group 1) 68 12 (18%) 14 10 (71%) 2 (14%) 2 (14%) 0
! ‘ 50-56 Days (Group 2) 25 5 (20%) 6 3 (s50%) I’ 2 (33) T (7)) 0
57-63 Days (Group 3) 9 2 (22w) 2 1 (sov) ! 0 1 (50%) 0
DYSPEPSIA ‘ 63 Days (All) 102 2 (2%) 0.5578 | 3 1 (33%) 0 2 (67%) 0
K ‘ s49 Days (Group 1) 68 1 (1%) | 1 1 (100%) o ] 0
Y ‘ 50-56 Days (Group 2) 25 1y " o2 0 ; o0l 2 (100%) 0
‘ $7-63 Days (Group 3) 9 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 m1soprostol or
for which the relationship was not assessed.
{2] Gestatjonal age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Appendix A.1, Tasles 16 and 25
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Appendix D, Table 5c (Continued)
Adverse Events Possibly or Probably Related to Misoprostol {1] By Center

Center: TYSON (#4)

[Safety Evaluable Patients}

Page 31 of 53

Gestational Total Number Fisher's
Age Number of pts exact Number - - -------aoo-loo.o Severity-------- .. .-l
Body System/Event Group [2} of Pts w/Event p-value of Events Mild Moderate Severe Unknown
L
GASTRO-INTESTINAL SYSTEM DISORDERS (cont.)
FLATULENCE <63 Days (All) 102 1 (<1%) 1.0000 2 2 (100%) 0 0 0
s49 Days (Group 1) 68 1 (1%) 2 2 (100%) 0 0 0
S0 56 Days {(Group 2) 2s 0 0 V] [1] [ 0
57-63 Dayas (Group 3) 9 0 0 0 0 0 0
NAUSEA 63 Days (All) 102 43 (42%) 1.0000 45 19 . (42%) 13 (29\ﬂ 13 (29%) 0
' s49 Days (Group 1) 68 29 (43%) 31 11 (35%) 10 (32v) 10 (32v) 0
50-56 Days (Group 2) 25 10 (40%) 10 6 (60%) 2 (20%) 2 (20v) ]
$7-63 Days {(Group 1) 9 4 (44V) 4 2 (s0%) 1 (25%) 1 (25%) (4]
VOMITING $63 Days (All) 102 26 (25%) 1.0000 31 6 (19%) 16 (52%) 9 (29%) 0
<49 Days (Group 1) 68 18 (26%) 20 3 (15%) 11 (55%) 6 (30%) 0
50-56 Days {(Group 2) 25 6 (24%) 9 3 (33W) 4 (44%) 2 (22w) 0
57-63 Days (Group 3) 9 2 (22w) 2 0 1 (50%) 1 (S0%) 0
RESPIRATORY SYSTEN DISORDERS
ANY EVENT 563 Days (All) 102 1 (<1%) 0.3333 1 1 {(100%) 0 0 0
549 Days (Group 1) 68 0 0 0 ) 0 0
' 50-56 Days (Group 2) 25 1 (4V) 1 1 (100%) 0 o ]
57-63 Days (Group 3) 9 0 0 ] 0 0 0
DYSPNOEA R £63 Days (All) 102 1 (<1¥) 0.3313 1 1 (100%) 0 0 0
T : 549 Days (Group 1) 68 0 (] 0 I 0., 0 0
SR R 50-56 Days (Group 2) 25 1 (4%) 1 1 (100k) 0 - 0 0
57-63 Days (Group 3) 9 0 0 0 ; o (] 0
. 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] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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
isafety Evaluable Patients])

Center: TYSON (#4) '

Gestational Total Number Fisher's
Age Number of Pts exact Number  -----------..oooLoo Severfity----------.-. .. ...
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
L
REPRODUCTIVE DISORDERS, FEMALE
ANY EVENT <63 Days (All) 102 7 {(7%) 0.0060 7 0 1 (14%) 6 (86%) 0
s49 Days (Group 1) 68 1 (1%) 1 0 [ 1 (100%) 0
50-56 Days (Group 2) 25 S (20%) 5 [1] 1 (20%) 4 (8s0%) 0
57 63 Days (Group 3) 9 1 (11%) 1 0 0 1 (100%) 0
UTERINE HAEMORRHAGE . <61 Days (All) 102 7 (7%} 0.0060 7 [} 1 (14%) 6 (B6%) 0
’ 549 Days (Group 1) 68 1 (1%) 1 4] [} ' 1 (100%} ]
50-56 Days (Group 2) 25 5 (20%) 5 0 1 (20%) 4 (80%) 0
57-63 Days (Group 3) 9 1 (11%) 1 0 0 1 (100%) 0
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT 563 Days (All) 102 98 (96%) 1.0000 252 91 (36%) 100 (40%) 61 (24%) 0
=49 Days (Group 1) 68 65 (96%) 171 63  (37%) 71 (42%) 37 (22%) o
50-56 Days (Group 2} 25 24 (96%) 65 23 (3s%) 26 (40%) 16 (25%) 0
57-63 Days (Group 1) 9 9 (100%) 16 S (31%) 3 (19%) 8 (S0%) 0
ABDOMINAL PAIN 63 Days, (All) 102 98  (96%) 1.0000 226 78 (35%) 90 (40%) 58 (26%) 0
, . 549 Days (Group 1) 68 65 (96%) 153 54 (35%) 65 (42%) 34 (22%) 0
50-56 Days (Group 2) 25 24 (96%)! 57 19 (33%) 22 (39%) 16 (28%) ]
57-63 Days (Group 3) 9 9 (100%) ’ 16 5 (31%) 3 (19%) i 8 (s50%) 0
. ! .
ASTHENIA : =63 Days (All)} 102 4 (4%) 0.0828 4 2 (S0%) 1 . ,(25%) (25%) ]
.o ‘ 549 Days (Group 1) 68 1 () 1 0 AR RN 1 (100%) 0
e 50-56 Days (Group 2) 25 3 (12%) ‘3 2 (67) 1 (33%) 0 0
57-63 Days (Group 3) 9 2} 0 0 P ’ 0! 0 0
. i I
[1] Includes naugsea, 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. i
(2] Geatational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Appendix A.1, Tables 16 and 25
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Appendix D, Table Sc (Continued)
Adverse Events Possibly or Probably Related to Misoprostol (1] By Center
[Satety Evaluable Patients]

Center: TYSON (#4)

Gestatjional Total Number Fisher's
Age Number of pts exact Number B I Severity------------. ...
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY AS A WHOLE - GENERAL DISORDERS (comt.)
BACK PAIN 563 Days (All) 102 ] (8%) 0.1432 8 3 (3st) 4 (S0%) 1 (13V) [}
<49 Days (Group 1) 68 8 (12%) 8 3 (38%) 4 (50%) 1 (13%) 0
50-56 Days (Group 2) 25 0 ' 0 0 o 1} 0
$7-63 Days (Group 3) 9 0 0 0 0 (] 0
FATIGUE 6] Days '(All) 102 3 (3%) 1.0000 4 1 (25%) 2 (50%) 1 (25%) 0
! . 549 Days (Group 1) 68 2 (3%) 3 1 (33%) 1 (33%) 1 (33%) 0
50+ 56 Days (Group 2) 25 1 (4%) 1 0 1 (100%) 0 0
57.63 Days (Group 3) 9 0 0 [\} 0 0 0
MALAISE 63 Days (All) 102 1 (<1v) 0.3333 1 0 1 (100%) 0 [
549 Days (Group 1) 68 0 0 0 0 o 0
50-56 Days (Group 2) 25 1 (4%) 1 [} 1 (100%) 0 0
57-63 Days (Group 3) 9 [ 0 0 0 0 0
RIGORS 563 Days (All) 102 8 (8%) 0.4991 8 6 (75%) 2 (25%) 0 0
' <49 Daye (Group 1) 68 S (%) 5 4 (a0%) 1 (20%) 0 0
50-56 Days (Group 2) 25 3 (12%) k] 2 (87%) 1 (33%) 0 0
. ; 57-63) Days (Group 3) 9 0 1] 0 : 0 0 0
TEMPERATURE CHANGED SENSATION £63 Days (All) 102 1 (<1%) 1.0000 1 1 (100%) 0 0 [/}
€49 Days (Group 1) 68 1 (1%) 1 1 (100%) 0 0 0
- 50-56 Days (Group 2) 25 0 0 0 .y 0 0 0
I ‘ S7-63 Days (Group 3) 9 0 .0 0 . Lot 0 ()
—l
(1} Includep nausea, vomiting, diarrhea and abdominal pain reported during the post-misoprostol observation period and all évents for which the
relatiénship 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) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Appendix A.1, Téblea 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) .

Center: TYSON (N4)

Gestational Total Number Fisher's
Age Number of Pts exact Number  ----------.-. . ..oo.o.. Severfity--------- ... .o
Body System/Event Group (2] of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
RESISTANCE NECHANISN DISORDERS
ANY EVENT =63 Days (All) 102 1 (<1%) 1.0000 1 1 (100%) 0 0 0
549 Days (Group 1) 68 1 (1%) 1 1 (100%) 0 0 0
$0-56 Days (Group 2) 25 0 0 0 0 0 0
57-63 Days (Group 3) 9 0 0 0 0 0 (]
INFECTION VIRAL s63 Days (All) 102 1 (<1%) 1.0000 1 1 (100%) 0 0 0
! £49 Days (Group 1) 68 1 Qv 1 1 (100%) 0 . 0 0
50-56 Days (Group 2) 25 0 0 0 0 0 0
57-63 Days (Group 3) 9 0 0 0 0 (/] []

I1) 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] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.

Appendix A.1, Tables 16 and 25
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Appendix D, Table Sc (Continued)
Arverse Events Possibly or Probably Related to Misoprostol
[safety Evaluable Patients])

{1]) By Center

Page 35 of 53

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
’
ANY EVENT <63 Days (All) 44 43 (98%) 0.1818 166 84 (51%) 60 (36%) 22 (13%) 0
49 Days (Group 1) 13 13 (1o00%) 41 21 (S1%) 17 (41%) 3 {(7%) 0
50-56 Days (Group 2) 23 23 (100%) 97 47 (48%) 32 (33%) 18 (19%) 0
57 63 Days (Group ) 8 . 7 (88%) 28 16 (57%) 11 (39%) 1 (4%) 0
CENTR & PERIPR NERVOUS SYSTEN DISORDERS
ANY EVENT [ 563 Days (All) 14 10 (23W) 0.2801 14 1 (7%) 10 (71%) 3 (21w) 0
£49 Days (Group 1) 13 4 (31%) 5 0 5 (100%) 0 0
50-56 Days (Group 2) 23 6 (26%) 9 1 (11%) 5 (56%) 3 (3y) 0
57-63 Days {(Group 3) 8 0 [ 0 0 0 0
DIZZINESS s63 Days (All) 44 2 {(5%) 1.0000 2 1 (S50%) 1 (50%) 0 0
549 Days (Group 1) 11 1 (8%) 1 0 1 (100%) o 0
50-56 Days (Group 2) | 23 1 (aw) 1 1 {100%) 0 ° 0
§7-63 Days (Group 3} l 8 0 [ 0 0o [} [}
HEADACHE s63 Days (All) 44 8 (18%) 0.13926 12 1] 9 (75%) 3 (25%) 0
s49 Days (Group 1) 13 3 (23W) 4 (1] 4 (100%) 0 1]
' 50 56 Days (Group 2) 23 5 (22%) 8 0 S (63%) 3 (38%) [
57-63 Days (Group 3} 8 0 [} 1] 0 0 0o
GASTRO-INTESTINAL SYSTEN DISORDERS )
ANY EVENT . 563 Days (All) 44 28 (64%) 0.7071 49 31 (63%) 10'!*20\) 8 (16%) 0
i) g .
Vs =49 Days (Group 1) 113 7 (54%) , 14 8 (57%) 4 . (29%) 2 (14VW) ]
$0-56 Days (Group 2) 23 16 (70%) 26 16 (62%) 4‘ (15%) 6 (23%) 0
57-63 Days (Group 1) 8 S (63%) 9 7 {78%) 2 (22w) 0 0
. 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] Gestational - age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Appendix A.1, Tables 16 and 25 :
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Adverse Events Possibly or Probably Related to Misopros
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Appendix D, Table Sc (Continued)

[Ssafety Evaluable Patients])

tol (1) By Center

Page 36 of 51

Center: BLUMENTHAL (#5)
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
4
GASTRO-INTESTINAL SYSTEN DISORDERS (cont.)
DIARRHEA 63 Days (All) 44 5 (11%) 0.6850 6 2 (33W) 2 (33%) 2 (33%) 0
s49 Days (Group 1) 13 2 (15%) 2 1 (50%) 1 (50%) 0 (4]
50-56 Days (Group 2) 23 3 (13w) 4 1 (25%) 1 (25%) 2 (S0%) 0
57-63 Days (Group 3) 8 - (1] 1] 0 0 0 [
FLATULENCE 63 Days (All) 44 1 (2%) 1.0000 2 0 1 (50%) 1 (50%) 0
s49 Days (Group 1) 13 0 0 0 0 : 0 0
50-56 Days (Group 2) 23 1 (4%) 2 0 1 (50%) 1 (s0%) 0
$7-63 Days (Group 3) 8 0 0 0 0 0 0
NAUSEA 563 Days (All) 44 28 (64%) 0.7071 32 24 (75%) 4 (13%) 4 (lj\) ]
=49 Days (Group 1) 13 7 (54%) 8 5 (63%) 2 (25%) 1 {13%) 0
50-56 Days (Group 2) 23 16 (70%) 19 14 (7a%) 2 (11%) 3 {16%) 0
57-63 Days (Group 3) 8 S (63%) s 5 (100%) 0 0 0
VOMITING s63 Days (All) 14 7 (16w) 0.0601 9 5 (56%) 3 (33w) 1 (11y) 0
=49 Days {(Group 1) 13 4 (31%) 4 2 {50%) 1 (25%) 1 (25%) 0
50-56 Days (Group 2) 23 1 (4%} 1 1 (1o00%) [} 0 /]
' 57-63 Days (Group 3} 8 2 (25%) 4 2 (s50%) 2 (S0%) 0 0
REPRODUCTIVE DISORDRRS, FEMALE .
ANY EVENT . 63 Days (All) 14 1 (2%) 1.0000; 3 0 3, (100%) [] 0
T 549 Days (Group 1) 13 0 | 0 0 0. o 0
DL 50-56 Days (Group 2) 23 1 (4%) ¢ 3 0 ! 3 {100%) (1] 0
57-63 Days (Group 3) 8 0 0 0 , 04 0 0
+ 6 l
{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] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
Appendix A.1, Tables 16 and 25
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Center: BLUMENTHAL (#5)

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

Page 37 of 53

'

i

Gesgtational Total Number Figher's
Age Number of Pts exact Number - ----- I Severity---------- - - .
Body System/Event Group [2] of Pts w/Event p value of Events Mild Moderate Severe Unknown
REPRODUCTIVN DISORDERS, FEMALE (cont.)
BREAST ENGORGEMENT 63 Days (All) 44 1 2%) 1.0000 2 1] 2 (100%) 0 )
£49 Days (Group 1) 13 0 0 0 [} [} 0
50-56 Days (Group 2) 23 1 (4%) 2 0 2 (100%) (/] 0
57-63 Days (Group 1) 8 0 0 (4] 1] 0 0
BREAST PAIN FEMALE 63 Days (All) 44 1 (2%) 1.0000 1 0 1 (100\\ 0 0
1 =49 Days (Group 1) 13 0 0 0 [} o 1] 0
50-56 Days (Group 2) 23 1 (4%) 1 ] 1 (100%) b 0
57-63 Days (Group 1) ] 1] 0 1] [¢] 0 0
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT =63 Days (All) 44 41 (98%) 0.1818 100 52 (52%) 37 (37 11 (11%) 1]
549 Days (Group 1) 13 13 (100%) 22 13 (59%) 8 (36%) 1 (s%) 0
50-56 Days (Group 2) 23 23 (100%) 59 30  (51%) 20  (34%) 9 (15%) (]
57-63 Days (Group 3) 8 7 (88%} 19 9 (47%) 9 (47%) 1 (5%) 0
i
ABDOMINAL PAIN £63 Days {(All) 44 43 (98%) 0.1818 95 $2 (SS%) 33 (35%) 10 (11%) 1]
49 Days (Group 1) 13 13 (100%) 21 13 (62%) 7 (33v) 1 (5%) 0
' 50-56 Days (Group 2) 23 23 (100%) 56 30 (54%) 18 (32%) 8 (14%) 0
57-63 Daya (Group 3) 8 7 (88%) 18 9 (50%) 8 (44%) 1 (6%) 0
FEVER <63 Days (All) 44 1 (2%) 1.0000 1 0 1 1100&) 0 )
- 549 Days (Group 1) 13 0 0 0 o 0! 0 0
Vel 50-56 Days (Group 2) 23 1 (4%) . 1 0 ; \ 1 tlbo!) 0 ]
57-63 Days {Group 3) 8 0 0 1] Y 0 0 0
'
.
i 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] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonocgraphy.
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

Center: BLUMENTHAL (#S)

[safety Evaluable Patients)

|
|
|
|
|
|

Page 38 of 53
\

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
BODY AS A HﬂOLl - GENERAL DISORDERS (cont.)
LEG PAIN <63 Days (All) 44 2 (5%) 0.2220 2 0 2 (100%) 0 [}
549 Days (Group 1) 13 1 [§:1 2 1 ] 1 (100%) [+] /]
50-56 Days (Group 2) 23 0 0 [ 0 0 0
57 63 Days (Group 3) 8 1 {13%) 1 0 1 (100%) [} [}
OEDEMA s63 Days (All) 44 1 (2%) 1.0000 1 0 [} 1 (100%) 0
! . 549 Days (Group 1) 13 0 0 0 0 0 0
50-56 Days (Group 2) 23 1 (a%) 1 0 0 1 (100%) 0
$7-63 Days (Group 3} 8 0 (] 0 0 0 0
PAIN s63 Days (All) 44 1 (2% 1.0000 1 0 1 (100%) [} 0
=49 Days (Group 1) 13 0 0 0 [} 0 0
S0-56 Days (Group 2) 23 1 (4%) 1 0 1 (100%) 0 0
57-63 Daye (Group 3) 8 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] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
" o
. @
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Center: BORGATTA (#6)

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

Page 19 of 53

Gestational Total Number Fisher's
Age Number of Pts exact Number  ------- . -----..-.Loon Severity---------------. ..
Body System/Event Group [2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
4
ANY EVENT «63 Days (All) 64 59 (92%) 0.8202 255 109 (43‘) 92 (36%) 54 (21%) 0
<49 Days (Group 1) 6 32 (89‘) 149 69 (46%) 49  (33%) 31 (21W) 0
50-56 Days (Group 2) 16 15 (94%) 62 22 (35%) 25 (40%) 15 (24%) 0
57-63 Days (Group 3) 12 12 (100%) 44 18 (41%) 18 (41%) 8 (18%) ]
CENTR & PERIPH NERVOUS SYSTEM DISORDERS
ANY EVENT ' s63 Days (All) 64 12 (19%) 0.2844 21 8 (38%) 9 (43%) 4 (19%) 0
<49 Days (Group 1) 36 6 (17%) 9 3 (33%) 5 (56%) 1 (11%) 0
50's6 Days (Group 2) 16 5 (31%) 10 4 (40%) 3 (30%) 3 (3o0w) 0
57-63 Days (Group 3) 12 1 (8%) 2 1 (s0%) 1 (s50%) 0 0
DIZZINESS s63 Days (All) 64 3 (5%) 1.0000 Jj 3 (100%) 0 [ 0
] 49 Days (Group 1) 36 2 (6%) 2 2 (100%) 0 1] 0
50-56 Days (Group 2) 16 1 (6%) 1 1 (100%) 0 0 0
57-63 Days (Group 3) 12 0 0 0 0 0 0
HEADACHE 63 Days (All) 64 9 (14%) 0.3812 17 s (29%) 8 (47%) 4 lbl‘) o
s49 Days (Group 1) 36 4 (11%) 6 1 ) 4 (67%) 1 (17%) 1]
' 50-56 Days {(Group 2} 16 4 (25%) 9 3 (33%) 3 (3 3 (33W) 0
57-63 Days (Group 3) 12 1 [3:R )] 2 1 (50%) 1 (50%) 0 0
PARAESTHESIA <63 Days (All) 64 1 (2%) 1.0000 1 0 1 (190‘) 0 0
- 549 Days (Group 1) 36 1 (3%) 1 0 - 1'(!90\) 0 ]
. 50-56 Days (Group 2) 16 ) . 0 0 ; o (] 0
57-63 Days (Group 3) 12 0 0 0 . 0 1} 0
y L)
(1] Includds 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 asseased.
[2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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Appendix D, Table 5c¢ (Continued)
Adverse Events Possibly or Probably Related to Misoprostol (1] By Center
{Safety Evaluable Patients])

Center: BORGATTA (N6)

Gestational Total Number Fisher's
Age Number of Pts exact Number - ---------- oo Severfty----------.-oiaaiinn
Body System/Event Group (2] ! of Pts  w/Event p value of Events Mild Moderate Severe Unknown
PSYCHIATRIC 'DISORDERS
ANY EVENT <63 Days (All) 64 4 (6%) 0.3760 4 2 (s50%) 2 (50%) 1] 0
549 Days (Group 1) 36 4 (11y) 4 2 (50%) 2 (50%) 0 0
50-56 Days (Group 2) 16 4] 0 0 0 0 0
$7-63 Days (Group 3) 12 0 0 0 0 0 0
ANOREXIA 63 Days (All) 64 1 (2%) 1.0000 1 0 1 (100%) o 0
' . s49 Days {(Group 1) 36 1 (Pt) 1 0 1 (100%) (1] 0
50-56 Days (Group 2) 16 0 b} 1] 0 0 0
$7-63 Days (Group 3} 12 0 ! 0 4] 0 0 0
ANXIETY s63 Days (All) 64 1 (2%) 1.0000 1 0 1 (100%) 0 0
£49 Days (Group 1) 36 1 %) 1 0 1 (100%) ] [
$0-56 Days (Group 2) 16 0 0 [} [} 0 0
57-63 Days (Group 1) 12 0 0 0 0 1] 1]
DEPRESSION . $63 Days (All) 64 1 (2%) 1.0000 1 1 (100%) 0 0 [}
549 Days (Group 1) 36 1 (%) 1 1 (100%) 0 [ o
50-56 Days {(Group 2) 16 o 0 0 o 0 0
' 57-63 Days (Group 3) 12 0 0 0 0 (] (]
EMOTIONAL LABILITY s63 Days (All) 64 1 (2%) 1.0000 1 1 (100%) 0 0 0
. 549 Days (Group 1) 36 1 (3%) 1 1 (100%) 0 0 0
’ R : . 50-56 Daya (Group 2) 16 [} .o 0 . 0';' o 0
" . " 57-63 Days (Group 3) 12 0 + 0 0 3 [ 0 0

L

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

[2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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Appendix D, Table Sc (Continued) .
ATverae Events Possibly or Probably Related to Misoptostol [1] By Center )
{safety Evaluable Patients]

Center: BORGATTA (#6)

Gestational Total Number Fisher's
Age Number of Pts exact Number -----------oooaao Severity - --------- .o
Body System/Event Group (2] of Pts w/Event p value of Events Mild Moderate Severe Unknown
GASTRO- INTESTINAL SYSTEM DISORDERS
ANY EVENT 563 Days (All) 64 40 (63%) 0.3372 78 35 (45%) 25  (32%) 18 (23%) ]
%49 Days (Group 1) 36 25 (69%) 51 21 (41%) 16  (31%) 14 (27y) [}
50-56 Days (Group 2) 16 B (50%) 15 8 (53%) S (33%) 2 (13%) 0
57-63 Days (Group 1) 12 . 7 (S8%) 12 6 (50%) 4 (33W) 2 (17%) 0
DIARRHEA 631 Daya (All) 64 13 (20v) 0.5833 13 7 (54%) 4 (31%) 2 (15%) 0
' . 549 Days (Group 1) 36 B8 (22%) 8 4 (so0%) 2 (25%) 2 (25%) 0
§0-56 Days (Group 2) 16 4 (25%) 4 2 (50%) 2 (50%) 0 0
57-63 Days (Group 3) 12 1 (8%} 1 1 (100%) ] 0 0
DYSPEPSIA 563 Days (All) 64 2 (3%) 0.4018 2 0 2 (100%) 0 0
49 Days (Group 1) 16 1 (3%) 1 0 1 (100%) ] ]
50-56 Days (Group 2) 16 0 0 0 0 [ ]
57 63 Days (Group 3) i 12 1 (8%) 1 1] 1 (100%) 0 [}
FLATULENCE ' $63 Days (All) © 64 1 2%) 0.1875 1 0 0 1 (100%) 0
49 Days (Group 1) 36 0 0 [} 0 0 (4]
50 56 Days (Group 2) 16 1] 0 0 0 ] 0
' 57-63 Days (Group 3) 12 1 (8%) 1 0 0 1 (100%) 0
NAUSEA s63 Days (All) 64 35  (55%) 0.8347 46 22 (48%) 14 (30%) 10 (22%) [
R <49 Days (Group 1) 36 21 (58%) 29 12 (41%) 9 - (31y) 8 (28%) 0
i . . 50-56 Days (Group 2) 16 8 (S0%) 9 5 (56%) | 3'1(?3\) 1 (11W) 0
e 57-63 Days (Group 3) 12 6 (50%) . 8 5 (63%) . 2 . (25%) 1 (13%) 0
B
{11 Includes nausea, vomiting, diarrhea and abdominal pain reported during the post-misoprostol observation period and all éventa 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) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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Appendix D, Table Sc (Continued)
Adverse Events Possibly or Probably Related to Misoprostol [1} By Center
{Safety Evaluable Patients] B

Center: BORGATTA (#6)

Page 42 of 53

Gestational Total Number Fisher's
Age Number of Pts exact Number - ---- .- Severity----------- o0
Body System/Event Group [2]) of pts w/Event p-value of Events Mild Moderate Severe Unknown
GA!TIO-INTId*INAL SYSTEN DISORDERS (cont.) ,
VOMITING 263 Days (All) 64 13 (20%) 0.3300 16 6 (38%) 5 (31%) S (31%) 0
=49 Days (Group 1) 36 10 (28%) 13 5 {38%) 4 (31%) 4 (31%) 0
50-56 Days (Group 2) 16 2 (13%) 2 1 (50%) 0 1 (50%) 0
57 63 Days (Group 13) 12 - 1 (8%) 1 0 1 (100%) 1] 4]
RESPIRATORY SYSTEM DISORDERS
ANY EVENT ! . s631 Days (Al1l) 64 1 2%) 1.0000 1 1 (100%) 0 0 0
%49 Days (Group 1) 36 1 (3%) 1 1 (100%) 0 0 1]
50-56 Days (Group 2) 16 0 4] [ 0 ] 1]
57-63 Days (Group 3) 12 0 0 1] [1] 0 1]
SINUSITIS s63 Days (All) 64 1 (2%) 1.0000 1 1 (100%) 0 0 0
549 Days (Group 1) 36 1 (3%) 1 1 (100%) (/] 0 0
50-56 Days (Group 2) 16 0 0 0 [i] 0 0
57-63 Days (Group 3) 12 [ 0 0 1] 0 0
RED BLOOD CELL DISORDRRS
ANY EVENT =63 Days (All) 64 1 (2%) 1.0000 1 1 (100%) 0 0 0
‘ 549 Days (Group 1) 36 1 (v 1 1 (100%) 0 0 0
50-56 Days (Group 2) 16 0 0 0 0 ] 0
57 63 Days (Group 3} 12 0 0 0 0 0 [}
- L . iy
. T - T
[1] Includes nausea, Vomitlng diarrhea and abdominal pain reported during the post-misoprostol obserwat ion period and: all évents for which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mi[epristo e and misoprostol or
for which the relationship was not assessed. |
[2) Gestatiodnal age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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Appendix D, Table Sc (Continued)

Adverse Events Possibly or Probably Related to Misoprostol {1] By Center

[safety Evaluable Patients)

Page 43 of 53

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
RED BLOOD CHLL DISORDERS (cont.)
ANAEMIA 63 Days (All) 64 1 (2%) 1.0000 1 1 (100%) 0 0 0
%49 Days (Group 1) 36 1 (3%) 1 1 (100%) o 0 0
50-56 Days (Group 2) 16 0 0 0 0 0 1]
57-63 Days (Group 3) 12 0 0 [4) 0 0 ]
REPRODUCTIVE DISORDERS, FENALE
ANY EVENT i <63 Days (All) 64 1 (2%) 1.0000 1 0 0 t (100%) 0
=49 Days (Group 1)~ 36 1 (%) 1 0 0 (100%) 0
50-56 Days (Group 2) 16 0 0 0 0 0 0
57-63 Days (Group 3) 12 ] 0 0 0 0 0
UTERINE DISORDER NOS $63 Days (All) 64 1 (2%) 1.0000 1 o 0 1 (100%) 0
<49 Days (Group 1) 36 1 (3%) 1 0 0 1 (100%) 0
50-56 Daysa (Group 2) 16 1] 0 ] 0 0 0
57-63 Days (Group 3) 12 [ 0 0 0 0 0
BODY AS A WHOLE - GENERAL DISORDERS
ANY EVENT <63 Days (All) 64 57 (89%) 0.3526 148 62 (42%) 55 (37%) 31 (21n) 0
' %49 Days (Group 1) 16 30 (83%) 82 41 (50%) 26 (32%) 15 (18%) 0
. 50-56 Days (Group 2) 16 15  (94%) 36 10 (28%) 16 (44%) 10 (28%) 0
57-63 Days (Group 3) 12 12 (100%) 30 11 (37y) 13 (43%) 6 (20%) [}
' : , . o . "" i
t1] Includes nausga, Vvomiting, diarrhea and abdominal pain reported during the post misoprostol obgeryation period and; all events .f6r which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mifeptistoqe and misoprostol or
for which the relationship was not assessged. i
[2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vagxnaﬂ ultrasonography.
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Appendix D, Table Sc (Continued)
Adverse Events Possibly or Probably Related to Misoprostol [1] By Center
(Safety Evaluableé Patients]
Center: BORGATTA (W6) !
Gestational Total Number Fisher's
Age Number  of Pts exact Number - - ool Severity--------- .--------
Body System/Event Group (2] of Pts  w/Event p value of Events Mild Moderate Severe Unknown
v
BODY AS A WHOLE - GENERAL DISORDERS (cont.)
ABDOMINAL PAIN <63 Days (All) 64 57 (B9%) 0.3526 131 53 (40%) 50 (38%) 28 (21%) [
=49 Days (Group 1) 36 30 (83%) 70 35 (S0W) 22 (31%) 13 (19%) 0
50 56 Days (Group 2) 16 15 (94¥) 32 8 (25%) 15 (47%) 9 (28%) 0
57-63 Days (Group 3) 12 - 12 (100%) 29 10 (34W) 13 (45%) 6 (21v) 0
BACK PAIN 63 Days (All) 64 4 (6%) 0.8096 6 3 (508%) 1 (17%) 2 (33%) 0
! =49 Days (Group 1) 16 3 (8%) S 2 (40V) 1 (20%) 2 (a0W) 0
50-56 Days (Group 2) 16 1 (6%) 1 1 (100%) 0 0 0
§7-63 Days (Group 3) 12 0 0 0 ] [} 0
FATIGUE s63 Days (All) 64 S (8%) 1.0000 6 2 (33%) 4 (67%) ] 0
=49 Days (Group 1) 36 3 (8%) 3 0 3 (100%) 0 0
50-56 Days (Group 2} 16 1 (6%) 2 1 (50%) 1 (50%) ] 0
57-63 Days (Group 3) 12 1 (8%) 1 1 (100%) 0 [ 0
HOT FLUSHES . 63 Days (All) 64 1 (2%) 1.0000 1 1 (100%) 0 0 0
549 Days (Group 1) 36 1 (3%) 1 1 (100%) 0 0 0
S0-56 Days (Group 2) 16 0 0 0 0 0 0
' 57-63 Days (Group 3) 12 0 0 0 0 0 0
LEG PAIN 263 Days (All) 64 2 (3%) 0.6875 2 1 (50%) 0 1 (s0%) 1]
) 549 Days (Group 1) ! 1e (RS 1Y) 1 1 (100%) ) 0
" 50-56 Days (Group 2) 16 1 (6%) 1 0 K D'i‘, (100%) [
[ 57-63 Days (Group 3) 12 0 « 0 0 K o - 0
p '
i |
[1) Included 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 mife?ristone and misoprostol or
for which the relationship was not assessed.
[2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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Appendix D, Table Sc (Continued)
Adverse Events Possibly or Probably Related to Misoprostol
[safety Evaluable Patients)

{i1) By Center

Page 45 of 53

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.)
MALAISE 613 Days (All) 64 1 (2%) 1.0000 1 1 (100%) ] 0 0
<49 Days (Group 1) 36 1 (3%) 1 1 (100%) o 0 0
S0-56 Days (Group 2) 16 0 ‘ 0 0 0 0 0
$7-63 Days (Group 3) 12 0 0 0 0 0 0
RIGORS %63 Days (All) €4 1 (2%) 1.0000 1 1 (100%} ] o 0
! R 549 Days (Group 1) 36 1 (3%) 1 1 (100%) 0 L] 0
50:56 Days (Group 2) 16 0 0 0 0 0 [
57'6¢3 pays (Group 3) 12 0 0 0 0 o °
RESISTANCE MECHANISM DISORDERS
ANY EVENT £63 Days (All) 64 1 (2%) 0.4375 1 0 1 (100%) 0 0
; 549 Days (Group 1) 36 0 Oi 0 0 0 0
) 50-56 Days (Group 2) 16 1 (W) 1 0 1 (100%) 0 0
$7-63 Days (Group 3) 12 0 ] 0 0 0 0
INFECTION VIRAL =63 Days (All) 64 1 (2%) 0.4375 1 0 1 (100%) 0 o
=49 Days (Group 1) 36 0 0 0 0 0 0
' ’ 50-56 Days (Group 2) 16 1 (6%) 1 0 1 (100%) 0 0
57-63 Days {(Group 3) 12 [o] 0 0 [} 0 0
[1}] Includes nausea, vomiting, diarrhea and abdominal pain reported during the post misoprostol observation period and @ll events: for which the
relationship ,to study drug was reported as possibly or probably related to misoprostol or the compination of mxfepristone and’ misoprostol or
for which the relationship was not assessed. J
{2) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultlasonégraphy.
N ) i
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Appendix D, Table 5c¢ {(Continued) .
Adverse Events Possibly or Probably Related to Misoprostol [1} By Center '
[safety Evaluable Patients]

Center: MALLOY (#7)

Gestational Total Number Fisher's
Age Number of Pbts exact Number  ------.------o--o-onn Severity----------- ---. oo
Body System/Event Group {2) ' of Pts w/Event p-value of Events Mild Moderate Severe Unknown
.
ANY EVENT <63 Days (All) 52 52 (100%) 259 100  (39%) 92 (36%) 67 (26%) 0
s49 Days (Group 1) 19 19 (100%) 84 31 (37Y) 28 (33%) 25 (30%) 0
50 56 Days (Group 2) 11 11 (100%) 58 27 (47%) 21 (36%) 10 (17%) 0
57-63 Days (Group 3) 22 - 22 (100%) 117 42  (36%) 43 (37%) 32 (27%) 0
CENTR & PERIPHR NERVOUS SYSTEM DISORDERS
ANY EVENT ' . 63 Days (All) 52 11 (21%) 0.7522 26 11 (42%) 11 (42%) 4 (15%) 0
<49 Days (Group 1) 19 3 (14%) L) 1 (208} 4 (80%) 0 0
50-56 Days (Group 2) 11 3 (27%) 6 5 (B3%) (1] 1 (17%) 0
$7-63 Days (Group 3) 22 5 (23%) 15 S (33%) 7 (47%) 3 (20%) 4]
DIZZINESS 63 Days (All) 52 4 (8%) 1.0000 7 4 (57%) 2 (29%) 1 (14%) ]
549 Days (Group 1) 19 1 {sy) 1 0 1 (100%) 0 ]
50 56 Days (Group 2) 11 1 (9%) 1 1 (100%) 0 0 1]
57-63 Days (Group 3) 22 2 (9%) 5 3 (60%) 1 (20%) 1 {20%) 0
HEADACHE <63 Days (All) 52 9 (17%) 0.5764 19 T (37%) 9 (47%) 3 (16%) [}
549 Days (Group 1) 19 3 (16%) 4 1 (25%) 3 (75%) 0 0
50-56 Days (Group 2) 11 3 (27%) 5 4 (80%) 1] 1 (20%) 0
57-63 Days (Group 3) 22 3 (14%) 10 2 (20%) 6 (60%) 2 (20%) 0
GASTIO-IHTISTI!AQ SYSTEN DISORDERS
ANY EVENT u ; . %63 Days (All) 52 35 (67%) 1.0000 76 30 (39%) 22'3(29\) 24 (32%) 0
et s49 Days (Group 1) 19 13 (68%) 423 8 (35%) 6 -(26%) 9 (39%) 0
50-56 Days (Group 2) 11 7 (64%) 18 10 (56%) 6, (33y) 2 (11%) 0
57-63 Days (Group 3) 22 15 (68%) 35 12 (34%) [ 10 (29%) 13 (37%) 0
. . . 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) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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Appendix D, Table 5c (Continued)

Page 47 of 53

Adverse Events Possibly or Probably Related to Misoprostol [1] By Center )
{Safety Evaluable Patients]
Center: MALLOY (#7)
Gestational Total Number Fisher's
Age Number of pts exact Number -----. co-o-o--oa.o.- Severity------- ----------
Body System/Event Group [2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
&
GASTRO-INTESTINAL SYSTEM DISORDERS (cont.)
CONSTIPATION <63 Days (All) 52 1 (2%) 1.0000 1 0 0 1 (100%) [}
=49 Days (Group 1) 19 0 0 0 0 [} o
50-56 Days (Group 2) 11 [ 0 [} 0 0 [}
57-63 Days (Group 3) 22 1 (s%) 1 (1] [ 1 (100%) [¢]
DIARRHEA 563 Days (All) 52 10 (19%) 0.7388 11 S (45%) 3 (27%) 3 (27w) 0
' . 549 Days (Group 1) 19 4 (21%) 4 2  (50%) 2 (5qW) 1) o
50 S6 Days (Group 2) 11 1 () 1 1 (100%) 0 0 0
57 63 Days (Group 3) 22 5  (23%) 6 2 (33%) 1 (17%) 3 (50%) 0
NAUSEA =63 Days (All) 52 13 (63%) 0.8720 43 17 (40%) 11 (26%) 15 (35%) 0
<49 Days (Group 1) 19 11 (58%) 14 5  (36%) 1 (7%) 8 (57%) ]
S50-56 Days (Group 2) 11 7 (64%) 11 6 (55%) 4 (36%) 1 (9%) 0
57-63 Days (Group 1) | 22 15 (6B%) 18 6 (33%) | 6 (311%) 6 (33%) 0
VOMITING . $63 Days (All) 52 15 (29%) 0.9255% 21 8 (38v) 8 (38%) S (24%) V]
%49 Days (Group 1) 19 s (26%) 5 1 (20%) 3 (60%) 1 (20%) 0
50 56 Days (Group 2) 11 3 (27y) 6 3 (s0%) 2 (33%) 1 (17%) 0
' ' 57 63 Days (Group 3) 22 T (32VW) 10 4 (4q0%) 3 (oW 3 (30n) [
RED BLOOD CBLL DISORDERS
ANY EVENT <63 Days (All) 52 2 (4%) 0.0415 2 1 (50%) 1 ,(50%) 0 [}
- . . 49 Days (Group 1) 19 0 0 0 R 0 4 0 0
D e 50-56 Days (Group 2) 11 2 (18%) v 2 1 (504) 1 ‘(50%) 0 0
‘ 57-63 Days (Group 1) 22 o o o . 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) Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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Appendix D, Table 5c¢ (Continued)
Adverse Events Possibly or Probably Related to Misoprostol [1] By Center
{safety Evaluable Patients]

Center: MALLOY (#7)

Gestational Total Number Fisher's
. Age Number of Pts exact Number R Severity--------- re-- -
Body System/Event Group (2] of Pts w/Event p value of Events Mild Moderate Severe ' unknown
RED BLOOD C‘L!. DISORDERS (comnt.)
ANAEMIA s63 Days (All) 52 2 (4%) 0.0415 2 1 (50%) 1 (S0%) 0 Q
=49 Daya (Group 1) 19 0 0 0 0 4] 0
50-56 Days (Group 2) 11 2 (18%) 2 1 (50%) 1 (S0%) 0 0
57-63 Days (Group 3) 22 0 0 0 0 0 0
URINARY SYSTEN DISORDERS
ANY EVENT ' . 563 Days (All) 52 1 (2%) 1.0000 2 1 (50%) 0 \ 1 {S0%) 0
549 Days (Group 1) 19 0 0 0 0 0 0
50-56 Days (Group 2) 11 0 (] 0 0 (1] ]
57-63 Days {(Group 3} 22 1 (5%) 2 1 (50%) 0 1 (50%) 0
URINARY TRACT INFECTION $63 Days (All) 52 1 (2%) 1.0000 2 1 (50%) L] 1 (s50%) 0
549 Days (Group 1) 19 0 0 0 0 0 0
50-56 Days (Group 2) 11 0 0 0 0 0 0
57-63 Days (Group 3) 22 1 (5%) 2 1 (50%) 0 1 (50%) 0
REPRODUCTIVE nrsblnlns. FEMALE
ANY EVENT =63 Days (All) 52 1 (2%) 0.2115 1 0 1 (100%) 0 0
' <49 Days (Group 1) 19 0 0 1] | 0 (4] o
50-56 Days (Group 2) 11 1 (9%} 1 0 ' 1 (100%) 0 ]
$7-63 Days (Group 3} 22 [¢] 0 0 0 [ (1]
. | 2
M ; : ; D T
{1] Includes naysg¢a, vomiting, diarrhea and abdominal pain reported during the post- misoproutollobsenvation period andiall events for which the
relationship to study drug was reported as possibly or prcbably related to misoprostol or the combination of mi[epriston and, misoprostol or
for which the relationship was not assessed. |
{2] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaglnai ultrasonography.
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Appendix D, Table 5c (Continued)
Adverse Events Possibly or Probably Related to Misoprostol
{Safety Evaluable Patients]

[1] By Center

Page 49 of 53

Gestational Total Number Figher's
Age Number of Pts exact Number  ------------------o--on Severity--- - - ER S-- .-
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
IIPIODUCTIVI.DISORDIRB. FEMALE (comnt.)
VAGINITIS 63 Days (All) 52 1 (2%) 0.2115 1 0 1 (100%) 0 0
549 Days (Group 1) 19 0 [ 0 [} [ 0
S0-56 Days (Group 2) 11 1 (9v) 1 0 1 (100%) 0 0
57-63 Days (Group 3) 22 (] 0 o 0 0 0
BODY AS A WHOLE - GENERAL DISORDERS \
ANY EVENT ' $63 Days (All) 52 51 (98%) 1.0000 152 57 (38%) 57 (38%) 38 (25%) 0
s49 Days (Group 1) 19 19 (100%) 56 22 (39%) 18 (32%) 1€ (29%) 0
50-56 Days (Group 2) 11 11 (100%) 31 11 {3I5Y) 13 (42%) 7 {23%) 0
57-63 Days (Group 3) 22 21 {95%) 65 24 (37%) 26  (40%) 15 (23y) 1]
ABDOMINAL PAIN s63 Days (All) 52 50 (96%) 0.5023 142 55 (39%) 50 (35%) 37 (26%) 0
s49 Days (Group 1) 19 19 (100%) sS4 22 (41%) 16 (30%) 16 (30%) 0
50-56 Days {Group 2) 11 11 (100%) 28 10 (36%) 12 (43%) 6 (21%) 0
57-63 Days (Group 3) 22 20 (91%) 60 23 (38%) 22 (37%) 15  {25%) 1]
BACK PAIN <63 Days (All) 52 7 (13%) 0.0838 7 2 (29%) s (71%) 0 0
£49 Days (Group 1) 19 0 ] 0 1] [ 0
! ' $0-56 Days {(Group 2} 11 2 (18%) 2 1 (S50%) 1 (50%) v] /]
57-63 Days (Group 3) 22 5 (23%) s 1 (20%) 4 (80%) 0 0
LEG PAIN 563 Days {(All) 52 1 (2%) 0.5769 2 ] 2 (100%) 0 0
- ) . <49 Days (Group 1) 19 1 (5%) 2 0 2 oow 0 o
caoel 50.56 Days (Group 2) 11 0 v 0 o K o - ° (]
' 57-63 Days (Group 3) 22 0 0 0 ' 0 4 0
r
_ i
(1] Includes nausea, vomiting, diarrhea and abdominal pain reported during the post misoprogtol 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] Geatational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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Appendix D, Table Sc (Continued)
Adverse Events Possibly or Probably Related to Misoprostol (1] By Center 1
isafety Evaluable Patients]

Center: MALLOY (#7)

Gestational Total Number Fisher's
Age Number  of Pts exact Number B RN Severity----------- Se - -
Body System/Event Group [2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
BODY A3 A WHOLE - GENERAL DISORDERS {eont.)
RIGORS <63 Days (All) 52 1 (2%) 0.2115 1 1] 0 1 (100%) 0
$49 Days (Group 1) 19 0 0 0 [} 1] [}
50-56 Days (Group 2) 1 1 (9%) 1 1] 0 1 (100%) 0
57-63 Days (Group 3) 22 0 o [ 0 [1] [¢]
{1} Includes nausea, vomiting, diarrhea and abdominal pain reported during the post-misoprostol observation period and all events foy 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] Geatational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
i
" ‘ PO e
CLel . ; .
. '
; [
]
|
|
Appendix A.1, Tables 16 and 25
J:\USA\166A\SASPGMS\apdxd\final\ade3.SAS 24NOV98:16:20 FINAL
F~
(8 ] '
o |

MIF 000997



The Population Council
Protocol 166A

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

{1} By Center

Page 51 of 53

Center: ROTHENBERG (#8)
Gestational Total Number Fisher's
Age Number of Pts exact Number .- ----------.. .- oo Severity----------. R
Body System/Event Group [2) of Pts w/Event p-value of Events Mild Moderate Severe Unknown
L]
ANY EVENT %63 Days (All) 21 17 (81%) 0.2919 51 20 (39%) 9 (37%) 2 (24%) 0
=49 Days (Group 1) 13 9 (69%) 23 13 (57%) 7 {30%) 3 (13%) 0
50-56 Days (Group 2} 5 5 (100%) 18 4 (22w) 8 {44%) 6 (31%) 0
57-63 Days (Group 3) 3 3 (100V) 10 3 (30%) 4 (40%) 3 (30%) 0
CENTR & PRRIPH NERVOUS SYSTEM DISORDERS
ANY EVENT ! <63 Days (All) 21 4 (19%) 0.1724 L} 0 3 (75%) 1 (25%) 0
<4% Days (Group 1) 13 1 (e 1 0 1 {100%) 0 0
50-56 Days (Group 2) 5 2 (40%) 2 0 1 (s0%) 1 (50%) 0
57-63 Days (Group 3) 3 1 (33%) 1 0 1 (100%) 1] 0
HEADACHE %63 Days (All) 21 4 (19%) 0.1724 43 0 3 (7%%) 1 (25%) 0
i =49 Days (Group 1) 13 1 (8s) 1 0 1 (100%) 0 0
! 50-56 Days (Group 2) 5 2 (40%) 2 ] 1 (50%) 1 (50%) 0
57-63 Days (Group 3) 3 1 (33W) 1 (1] 1 (100%) 0 1]
GASTRO-INTESTINAL SYSTEM DISORDERS
ANY EVENT =63 Days (All) 21 12 (57%) 0.3140 21 12 (57%) 6 (29%) 3 (14%) 0
' s49 Days (Group 1) 11 6 (46%) 13 8 (62%) 3 (23y) 2 (15%) 0
50-56 Days (Group 2) 5 3 (60%) 4 1 (25%) 2 (50%) 1 (25%) 0
57-63 Days (Group 1) 3 3 (100%) 4 3 (75%) 1 (25%) 0 4]
- :
{1] Includes nAunea, vomitlng, diarrhea and abdominal pain reported during the post -misoprostol observation period and all bvents for which the
relationship to study drug was reported as possibly or probably related to misoprostol or the combination of mnfepristo+e ang misoprostol or
for which the relationship was not assessed.
[2) Gestatxonal age group was assigned by the investigator based upon menstrual history, pelvic examination and vag1nél ultrasonography.
|
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Appendix D, Table S5c (Continued)
Adverse Events Possibly or Probably Related to Misoprostol [1] By Center
{Safety Evaluable Patients]

Center: ROTHENBERG (¥8)

Gestational Total Number Fisher's
Age Number of Ppts exact Number - --- oo Severity----- B I
Body System/Event Group (2] of Pts  w/Event p-value of Events Mild Moderate Severe Unknown
f
GASTRO-INTESTINAL SYSTEN DISORDERS {cont.)
DIARRHEA s63 Days (All) 21 S (24%) 0.7892 6 4 (67%) 2 (33%) 0 0
s49 Days (Group 1) 13 4 (31%) 5 3 (60%) 2 (40%) 0 0
50 56 Days (Group 2) 5 1 (20%) 1 1 (100%) 1] [ 0
57-63 Days (Group 3) 3 0 0 0 0 0 0
NAUSEA s63 Days (All) 21 8 (38%) 0.0394 11 7 (64V) 2 {(18%) 2 (18%) 0
, 549 Days (Group 1) 13 3 (23%) 6 4 (67%) 1 (17 1 (17y) 0
' S0 56 Days (Group 2) S 2 (42!) 2 0 1 (50W) 1- (S0%) [4
57-63 Days (Group 3) 3 3 (100%) 3 3 (100%) 0 0 0
VOMITING £63 Days (All) 21 4 (19V) 0.7611 4 1 (25%) 2 (50V) 1 (25%) 0
549 Days (Group 1) 13 2 (1s5%) 2 1 (50%) 0 1 (SOo%) 0
50-56 Days (Group 2) S 1 (z20%) 1 0 1 (100%) 0 1]
57-63 Days (Group 13) 3 1 {(33%) 1 ] 1 (100%) b ] 0
BODY AS A WHOLR - GENRRAL DISORDERS
ANY EVENT ' £63 Days (All) 21 15 (71%) 0.0652 26 8 (31%) 10 (38%) 8 (31%) [
<49 Days (Group 1) 13 7 (54%) 9 5 (56%) 3 (33%) 1 (11%) 0
50-56 Days (Group 2) S 5 (100%) 12 3 (25%) S (42%) 4 (33%) [+]
$7-63 Days (Group 3) 3 3 (100%) S 0 2  (40%) 1 (60%) 0
ABDOMINAL PAIN =63 Days (All) 21 15 (71%) 0.0652 25 8 (32%) 9. (36%) 8  (32%) 0
. s49 Days (Group 1) 13 7 (54%) 9 S (56%) 3,03y 1 (11%) 0
o ' 50-56 Days (Group 2) 5 5 (100%) .1 3 (27¢) ! X 4 " (36%) 4  (36%) 0
L K 57-63 Days {(Croup 3) 3 3 (100%) ' s 0 ! 2 ' (40%) 3 (s0%) 0
’ 1
$ +
{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) Gestational age group was assigned by the investigator based upon mengtrual history, pelvic examination and vaginal ultrasonography.
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Appendix D, Table Sc (Continued)
AFverse Events Possibly or Probably Related to Misoprostol (1] By Center
[Safety Evaluable Patients] -

Center: ROTHENBERG (#8)

Gestational Total Number Fisher's
Age Number of Pts exact Number  --------...--- oo Severity------------ -l
Body System/Event Group (2] of Pts w/Event p-value of Events Mild Moderate Severe Unknown
2
BODY AS A WHOLR - GENERAL DISORDERS (cont.)
BACK PAIN 63 Days (All) 21 1 (5%) 0.3810 1 1} 1 (100%) 0 0
=49 Days (Group 1) 13 ] 0 (] [} 0 1]
50-56 Daye (Group 2) S 1 (20%) 1l [ 1 (100%) 0 0
57-63 Days (Group 1) 3 0 0 0 0 0 0
1 . i
(1) Includes nausea, vomiting, diarrhea-and abdominal pain reported during the post misoprostol observdtion 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] Gestational age group was assigned by the investigator based upon menstrual history, pelvic examination and vaginal ultrasonography.
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