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#1 ) Tafasitamab
(Tafasitamab)
Infusion
CMUH106 2021-MOR
1. 2021/5/1 FU3 #2) Pneumonia [Pneumonia] 1 A
-REC1-147 001083-CA
bendamustine
(BENDAMUST
INE) N/A
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#1 ) Tafasitamab
(Tafasitamab)
Infusion
CMUH106 2021-MOR
2. 2021/5/1 FU4 #2) Pneumonia [Pneumonia] 1 A
-REC1-147 001083-CA
bendamustine
(BENDAMUST
INE) N/A
#1 ) Tafasitamab
(Tafasitamab)
Infusion
CMUH106 2021-MOR COVID-19 Pneumonia
3. 2021/5/18 FU2 #2) 1-3] A
-REC1-147 001101-RS [COVID-19 pneumonia]
bendamustine
(BENDAMUST
INE) N/A
#1 ) Tafasitamab
(Tafasitamab)
Infusion Other Serious Criteria:
CMUH106 2021-MOR ~2 s
4. 2021/5/1 FUS #2) Medically Significant A
-REC1-147 001083-CA 3
bendamustine | Pneumonia [Pneumonia]
(BENDAMUST
INE) N/A
follow up
CMUH108 NVSC2021 Ribociclib
5. 2021/3/14 (downgra Depressed mood 1,3 A
-REC1-032 RU065661 (LEEO11)
de)
CMUH108 NVSC2021 Ribociclib Neuropathy peripheral;
6. 2021/11/15 Initial 2,3 A
-REC1-032 PL265627 (LEEO11) Condition aggravated
respiratory infection
[Respiratory tract
infection]
#1 ) MK-3475
CMUH108 2105BRAO |Followup Symptomatic myositis
7. 2021/5/5 Study (Code not 1.23] A
-REC1-036 02244 16 [Myositis]
broken)
Immune mediated hepatitis
[Immune-mediated
hepatitis]
111 # 01 * 05 p % 34 F o x 4T |
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respiratory infection
[Respiratory tract
infection]
#1 ) MK-3475
CMUH108 2105BRAO |Followup Symptomatic myositis
8. 2021/5/5 Study (Code not 123 A
-REC1-036 02244 17 [Myositis]
broken)
Immune mediated hepatitis
[Immune-mediated
hepatitis]
respiratory infection
[Respiratory tract
infection]
#1 ) MK-3475
CMUH108 2105BRAO |Followup Symptomatic myositis
9. 2021/5/5 Study (Code not 123 A
-REC1-036 02244 18 [Myositis]
broken)
Immune mediated hepatitis
[Immune-mediated
hepatitis]
#1 ) MK-7902
(lenvatinib
mesylate)
Capsule
CMUH108 2110CHNO |Followup #2) cerebral hemorrhage
10, 2021/10/20 23 A
-REC1-059 07014 2 PEMBROLIZU | [Cerebral haemorrhage]
MAB
(pembrolizumab
) Solution for
injection
111 # 01 *» 05 p % 35 F > x 47 F
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#1 ) MK-7902
(lenvatinib
mesylate)
Capsule
CMUH108 2110CHNO |Followup #2) cerebral hemorrhage
11. 2021/10/20 1.23] A
-REC1-059 07014 3 PEMBROLIZU | [Cerebral haemorrhage]
MAB
(pembrolizumab
) Solution for
injection
#1 ) MK-7902
(lenvatinib
mesylate)
Capsule
CMUH108 2110CHNO |Followup #2) cerebral hemorrhage
12. 2021/10/20 123] A
-REC1-059 07014 4 PEMBROLIZU | [Cerebral haemorrhage]
MAB
(pembrolizumab
) Solution for
injection
#1) MK-7902
(lenvatinib
small intestinal foramen
mesylate)
with acute peritonitis
Capsule
[Peritonitis]
CMUH108 2110CHNO |Followup #2)
13. 2021/10/13 small intestinal foramen | 2.3 | A
-REC1-059 04631 1 PEMBROLIZU
with acute peritonitis
MAB
[Small intestinal
(pembrolizumab
perforation]
) Solution for
injection
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#1 ) MK-7902
(lenvatinib Cerebral aneurysm rupture
mesylate) with subarachnoid
Capsule hemorrhage [Ruptured
CMUH108 2110CHNO |Followup #2) cerebral aneurysm]
14, 2021/10/20 1.23] A
-REC1-059 07014 5 PEMBROLIZU | Cerebral aneurysm rupture
MAB with subarachnoid
(pembrolizumab | hemorrhage [Subarachnoid
) Solution for haemorrhage]
injection
#1 ) MK-7902
(lenvatinib
mesylate)
Capsule
small intestinal foramen
CMUH108 2110CHNO |Followup #2)
15, 2021/10/13 [Small intestinal 23 | A
-REC1-059 04631 2 PEMBROLIZU
perforation]
MAB
(pembrolizumab
) Solution for
injection
#1 ) MK-7902
(lenvatinib
mesylate)
Capsule
Accute breathing
CMUH108 2004BRAO |Followup #2)
16. 2020/4/8 insufficiency [Acute 1231 A
-REC1-059 03494 15 PEMBROLIZU
respiratory failure]
MAB
(pembrolizumab
) Solution for
injection
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#1 ) MK-7902
(lenvatinib
mesylate)
Capsule
CMUH108 2105TURO #2) Drug Induced Liver Injury
17, 44256 Initial 2.3 A
-REC1-059 02736 PEMBROLIZU ([Drug-induced liver injury]
MAB
(pembrolizumab
) Solution for
injection
#1 ) MK-7902
(lenvatinib | Cerebral aneurysm rupture
mesylate) with subarachnoid
Capsule hemorrhage [Ruptured
CMUH108 2110CHNO |Followup #2) cerebral aneurysm]
18, 2021/10/20 123] A
-REC1-059 07014 6 PEMBROLIZU | Cerebral aneurysm rupture
MAB with subarachnoid
(pembrolizumab | hemorrhage [Subarachnoid
) Solution for haemorrhage]
injection
#1 ) MK-7902
(lenvatinib
mesylate)
Capsule
small intestinal foramen
CMUH108 2110CHNO |Followup #2)
19, 2021/10/13 [Small intestinal 23 A
-REC1-059 04631 3 PEMBROLIZU
perforation]
MAB
(pembrolizumab
) Solution for
injection
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20,

CMUH108
-RECI1-059

2021/10/20

2110CHNO
07014

Followup

7

#1 ) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Subarachnoid hemorrhage
[Subarachnoid

haemorrhage]

1.2.3

21

CMUH108

1-REC1-059

2021/10/20

2110CHNO
07014

Followup
8

#1 ) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Subarachnoid hemorrhage
[Subarachnoid

haemorrhage]

123

22,

CMUH108
-REC1-059

2021/3/1

2105TURO
02736

Followup
1

#1 ) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Drug Induced Liver Injury

[Drug-induced liver injury]

23
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23,

CMUH108
-RECI1-059

2021/10/13

2110CHNO
04631

Followup

4

#1 ) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

small intestinal foramen
[Small intestinal

perforation]

23

24

CMUH108

1-REC1-059

2021/5/2

2111CHNO
08042

Initial

#1 ) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

hypophysitis
[Hypophysitis]

25,

CMUH108
-REC1-059

2021/10/13

2110CHNO
04631

Followup
5

#1 ) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

small intestinal foramen
[Small intestinal

perforation]

23
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26,

CMUH108
-RECI1-059

2021/10/20

2110CHNO
07014

Followup

9

#1 ) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

[Subarachnoid

haemorrhage]

Subarachnoid hemorrhage

1.2.3

27

CMUH108

1-REC1-059

2021/10/13

2110CHNO
04631

Followup
6

#1 ) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

small intestinal foramen
[Small intestinal

perforation]

23

28.

CMUH108
-REC1-059

2021/5/2

2111CHNO
08042

Followup
1

#1 ) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

hypophysitis
[Hypophysitis]
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29.

CMUH102
-REC1-068

2021/10/22

202101425
500

Initial

#1)
TALAZOPARIB
;PLACEBO
(Code not
broken)
#2)
Enzalutamide
(ENZALUTAM
IDE) Capsule

potential DILI [DILI]

2,3

30,

CMUH102
-REC1-068

2021/10/22

202101425
500

follow up

1

#1)
TALAZOPARIB
;PLACEBO
(Code not
broken)
#2)
Enzalutamide
(ENZALUTAM
IDE) Capsule

potential DILI [DILI]

2,3

31

1-REC1-068

CMUH102

2021/10/21

202101450
867

Initial

#1)
Enzalutamide
(ENZALUTAM
IDE) Capsule
#2)
TALAZOPARIB
;PLACEBO
(Code not
broken)

Unknown cause of death

[Unknown cause of death]
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#1)
Enzalutamide
(ENZALUTAM
IDE) Capsule
CMUH102 202101450 [follow up Unknown cause of death
32. 2021/10/21 #2) 1 A
-REC1-068 867 1 [Unknown cause of death]
TALAZOPARIB
;PLACEBO
(Code not
broken)
#1)
TALAZOPARIB| Other Serious Criteria:
;PLACEBO Medically Significant
(Code not Acute myeloid leukemia
CMUH102 202101401 [follow up
33, 2021/10/8 broken) [Second primary 2 A
-REC1-068 949 2
#2) malignancy]
Enzalutamide | Acute myeloid leukemia
(ENZALUTAM | [Acute myeloid leukemia]
IDE) Capsule
#1)
Enzalutamide
(ENZALUTAM
IDE) Capsule
CMUH102 202101557 Death
34. 2021/10/23 Initial #2) 1 A
-REC1-068 389 [Unknown cause of death]
TALAZOPARIB
;PLACEBO
(Code not
broken)
1.LYMPHOCYTES
202102332
CMUH107 follow up COUNT DECREASED
35. 2021/2/14 {12 5 Blind Niraparib 23 A
-RECI1-189 q 5 2.DORSAL PAIN
e
3.RIGHT COSTAL PAIN
1.LYMPHOCYTES
202102332
CMUH107 follow up COUNT DECREASED
36. 2021/2/14 (12_6 Blind Niraparib 23 A
-RECI1-189 ; 6 2.DORSAL PAIN
e
3.RIGHT COSTAL PAIN
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1.LYMPHOCYTES
202102332
CMUH107 follow up COUNT DECREASED
37, 2021/2/14 12 9 Blind Niraparib 23 | A
-REC1-189 q 9 2.DORSAL PAIN
e
3.RIGHT COSTAL PAIN
hepatic failure [Hepatic
failure]
CMUHI110 2110NLDO | Follow
38, 2021/10/19 #1 ) MK-7902 | worsening blood bilirubin | 1.3 | A
-REC1-045 07679 up 3
increased intermittent
[Blood bilirubin increased]
CMUH107 20P-008-34| Follow-u
39. 2020/5/14 Upadacitinib -Rectal bleeding 2,3,6] A
-REC1-077 06603-00 pl7
CMUH107 20P-251-36| Follow-u -Community-Acquired
40, 2020/10/6 Upadacitinib 2,3,6] A
-REC1-077 06962-00 p 10 Bilateral Pneumonia
CMUH107 21P-101-39 | Follow-u
41, 2021/6/18 Upadacitinib -COVID-19 Infection 2,31 A
-REC1-077 61405-00 pl
CMUH109 21P-144-40| Follow-u | ABBV-181(BU
42| 2021/8/3 Pneumonitis 2,3 A
-REC1-100 25467-00 p | DIGALIMAB)
TR
QR #F i# }i‘ is 1 IE % ﬁ
+3% N
B * § St S FEN G
[z % 2144 ]
e rx R E S LA MKT7902
1. CMUH107-REC1-188 BRIE i .
B EE TS N
13-FEB-2021 to 12-AUG-2021
[z < 2144 ]
- *H E A 4§ ¢ Satralizumab
B _ _\.K }1 la 7
2. CMUH109-RECI1-183 L f R PARA P
6MLL:2021 & 04 * 07 p-2021 & 10 * 06 p
[ =% 21454 ]
s *H % ¥ 4 L4 - MOR00208 tafasitamab
A _ B 3 7
3. | CMUHIOGCRECI-IAT o AR e s pap 2 2021 2047 199 2 2021
# 07 % 18 P (6 # * SUSAR Line-Listing)
[z % 21244 ]
*RE F A L4 ¢ tildrakizumab
4, CMUH109-RECI1-136 f ) *E pMIFLHREF 12020 42 9p I 2020 &
10 7 8 p
MR EHRE 2020F 10 9p I 2021 &
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[DSUR]
DSUR Executive summary 090ct2019-080ct2020

CMUH107-REC1-077

[z % 21442 ]

*@# % ¥ 4 ¢4 Upadacitinib

*F PMAFLHF 2021 FE 1 1p 3 2021 £ 6
530 p

CMUHI107-REC1-076

[z % 2p4F4]

*H5% ¥ ¢ 4L © Upadacitinib

*E rMIFAHF 202117 1p 3 2021 &6
P30 p

CMUHI108-REC1-144

i
\L
s

(2= 2idp2 ]

R EF S LA T ASP2215

*% 2PARL W 12021 £ 03 7 21 p 3 2021
#0977 200p

[ 242 ]

R EY L0 ASP2215

*% 2PARL YR 12020 09 7 21 p 3 2021
#0977 20p

CMUHI110-REC1-203

i
\L
s

(e % 2pap ]

¥ 5% E 4 L4 * Belantamab mafodotin
(GSK2857916)

*E > MIFLEHF 120212057 01 p 3 2021
£10 7" 31 p

CMUHI110-RECI1-113

Bz

[z 2p24F2 ]

*WH% ¥ 5 LAE 0 Amiselimod (MT-1303)

* 2 MHFL PR 120204 107 04 p I 2021
#1077 03 p

10.

CMUH109-REC1-123

W
\L
!

[wp = >p42]

*:#5k ¥4 L 4L 1 TOCILIZUMAB

* PMARA PR I2021 2040 11 p 3 2021 &
10 * 10 p

R B LA ROT283420
*E rMAFLHEF 12021 £ 027 04 p 3 2021 &
08 2 03 p

11.

CMUH102-REC1-068

& &

[z % 21244 ]
SUSAR LL : Enzalutamide 01Mar2021-30Aug2021
FF2HE 1102032 01 p 2 110# 08 * 30

p

12.

CMUH108-REC1-055

H
\L
I

(2]
*mE D IDMC ik e i
(1) Independent Data Monitoring Committee (IDMC)
Recommendation Form o Ji > #icdy & Pl & R € 223k

SR
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(2)R1979-ONC-1625 Outcome of IDMC - # 5% & Jib
HEGREPRER €A1 R o
[z =% 2144 ]
*E% ¥ 4L ¢ Selpercatinib (LY3527723)
*E rMIFLHPF I10&E3 7 31 p 2 110#9
13. | CMUH109-REC1-172 HIER | v 30 p
*Selpercatinib (LY3527723) Blinded Investigator
Line Listing, Approval Date:
24-Nov-2021
(2]
FRNFDLARRED TR FATORRE R
v REFiRGE 2 PEe ”lic%—?i;é‘ﬁ‘i’}ﬁi i
4% > &k o %' " Notification of
VALOR-CKD Screening and Enrollment Halt ; dated
November 22,2021 4% 4 30— 7 > f H =%
4‘,; °
s 2342020 & 11 # 19 p 3 # ez % & TRC101
14. | CMUHI108-REC1-050 | #f45F TR S RS 2021 £ 117 19
P i@ & ICHE6(R2) R R T 2i73%0% » 37
WA € B ETRCI0 chE b & > X G B EBX
?;#—‘ﬁ«’é‘ DRTR L 2 REDT ARFS
TRCA-303 :#5% ¥ 1% ;f:cﬁ FIL o FM 2R
#z o ¥ 't | IB Annual Assessment Performed 19
November 2021-No Revisions Required ;| dated
November 22,2021 # Lék— > &F H =54 o
(2% 22 ]
1.
SSR_JNJ-67652000 Blinded 23Mar2021-22Sep202
1
15. | CMUHI107-RECI1-189 SECVAL | FRERES AL 1 CINJ-67652000
(niraparib/Abiraterone acetate fixed-dose
combination)
*F rMIFAHPF 110&2 037 23 p 3 110 &
09 " 22 p
(A7 R4 4]
16. | CMUHI110-RECI1-181 wjﬁ’{aéﬁ A 0 V0.0.03
*p #p D 25Nov2021
(2% 2iar2 ]
ey *E%k B LA 1 VAYT736, CFZ533
17.| CMUHIOTRECI-I37 | 8% | 2008 e s 04 01 p 5 1104
09 % 30 p
[ 2>M4F2 ]
.. | ¥Rk E P L AL Budigalimab
18. | CMUHIOO-RECI-I00 | 586> )y s s ;P_F'E* 1110 £ 045 19p 2 110 %
107 18 p
19. | CMUHI109-RECI1-104 g [ 2p]
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*c A p #p 0 ABBV-927 Investigator Brochure -
Edition 5 — 11 November 2021

[ 8= 2>H4F2 ]

*3E% ¥ ¢ 4L - Budigalimab (ABBV-181)

*E rMIFLYPF 202142 19 3 2021 &
10 2 18 p

[Ak] B RPH -

FR-REPEFALR (%)
FRE - WEER (%)

&

ek (2125 4)
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