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g 8y [
A= -
Bpz2
follow up TPl |4 D HE3on
110103 2021/4/28 | 2021/7/6 2021/7/22| #3g . »
3 (possible) |+ EFu~F 2t
£op A kR
P R

CETTEN L TND
N 7’—;5/\ 4 7 28 EEgF 4 R R » ZEE S WA fiP?u’:}Zf‘iA 467 198 7= o718
6 5L ® 3T EHIRD - f]ﬁ A BFIFIERR * § F DA 0w P F] L B S @
*ORERAGELR B F1E 3 B ’{ s AT e B S acetaminophen and acetylcysteine
TR fBE Pl AR T R ARRT AN B
(APETHEELRFFLR]
- % é—‘*f 110103 % 43 gz & o b id 3R & 7/6 g #7304 o 1. oxygen for dysphagia;
and acetamlnophen for fever 2. % Féﬂ—‘*f T g ¢ 7 :chronic gastritis A =% if 3F 15 Pl 3=
o = 53R /¥ A0 AP BEJE R = S }i 2 4 s %;;L(J}ii AP~ E AFAPEFERE o
S RURLK
C IR ETET T D
— i i o

GEEINE AR
PEEIATFH T RAAMIY s Hr g tEEs e GTre L W7

P TR RS DR

% (8RB 1-7)
17 252 4 6 BERpB A QRS UL p A GIRpRF 4.8 4 A 4 24 7 disability
5.8 % 44u325 6.7 (Tl M A AMGE T 7.2 (i)
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Symptomatic myositis
[Myositis]
#1) MK-3475 |Elevation of
CMUH108- 2105BRAO0 [Followup . )
1. 2021/5/5 Study (Code not |pyruvic-glutamic 23| A
REC1-036 02244 2 ) ]
broken) transaminase [Alanine
aminotransferase
increased]
abdominal infection
#1) MK-3475 [[Abdominal infection]
CMUH108- 2105CHNO |
2. 2021/5/25 Initial Study (Code not |lleus [lleus] 2.3 A
REC1-036 07527 o
broken) Blood bilirubin increased
[Blood bilirubin increased]
abdominal infection
#1) MK-3475 [[Abdominal infection]
CMUH108- 2105CHNO (Followup
3. 2021/5/25 Study (Code not |lleus [lleus] 2.3 A
REC1-036 07527 1 S
broken) Blood bilirubin increased
[Blood bilirubin increased]
Symptomatic myositis
[Myositis]
#1) MK-3475 |Elevation of
CMUH108- 2105BRA0 [Followup ) ]
4, 2021/5/5 Study (Code not [pyruvic-glutamic 23 | A
REC1-036 02244 3 ) ]
broken) transaminase [Alanine
aminotransferase
increased]
Symptomatic myositis
[Myositis]
#1) MK-3475 |Elevation of
CMUH108- 2105BRA0 [Followup ) ]
5. 2021/5/5 Study (Code not [pyruvic-glutamic 23 | A
REC1-036 02244 4 ) )
broken) transaminase [Alanine
aminotransferase
increased]
110 # 08 * 18 p % 37T R x 49 |




(NIVOLUMAB)
{Lot #
71467001}
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abdominal infection
#1) MK-3475 [[Abdominal infection]
CMUH108- 2105CHNO [Followup
6. 2021/5/25 Study (Code not |lleus [lleus] 23 | A
REC1-036 07527 2 o
broken) Blood bilirubin increased
[Blood bilirubin increased]
1.REGORAFEN
IB
(REGORAFENI
B) Film-coated
CMUH109- 2021-15223| tablet, 30 mg death (CTCAE grade 5)
7. 2021/6/1 initial 1 A
REC1-164 2.NIVOLUMA |[Death]
B
(NIVOLUMAB)
{Lot #
71467001}
1.REGORAFEN
IB
(REGORAFENI
B) Film-coated |MYOCARDIAL
CMUH109- 2021-16695| tablet, 30 mg INFARCTION (CTCAE
8. 2021/6/25 initial ) 1 A
REC1-164 2.NIVOLUMA |Grade 5) [Myocardial
B infarction]
(NIVOLUMAB)
{Lot #
71467001}
1.REGORAFEN
IB
(REGORAFENI
B) Film-coated
CMUH109- 2021-15223(follow up|tablet, 30 mg death (CTCAE grade 5)
Q. 2021/6/1 1 A
REC1-164 1 2.NIVOLUMA |[Death]
B
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1.REGORAFEN
1B
(REGORAFENI
B) Film-coated
CMUH109- 2021-15223(follow up|tablet, 30 mg death (CTCAE grade 5)
10. 2021/6/1 1 A
REC1-164 2 2.NIVOLUMA [[Death]
B
(NIVOLUMAB)
{Lot #
71467001}
-General physical health
deterioration
CMUH109- 21P-144-38 [Follow-u [ABBV-181(BU
11. 2021/3/17 -Hepatotoxicity 1,3 A
REC1-100 21969-00 [p4 DIGALIMAB)
-Dyspnea
-Asthenia
#1) MK-7902 [Bleeding gastric ulcer
CMUH107- 2105MEXO0 [Followup )
12. 2021/5/2 Study (Code not |[Gastric ulcer 23| A
REC1-188 01163 5
broken) haemorrhage]
#1) MK-7902 [Acute myocardial
CMUH107- 2105COLO | ) )
13. 2021/5/23 Initial  |Study (Code not |infarction [Acute 13| A
REC1-188 07180
broken) myocardial infarction]
#1) MK-7902 [Acute myocardial
CMUH107- 2105COLO [Followup ) _
14. 2021/5/23 Study (Code not |infarction [Acute 1.3 A
REC1-188 07180 1 o )
broken) myocardial infarction]
#1) MK-7902 [Acute myocardial
CMUH107- 2105COLO [Followup ) _
15. 2021/5/23 Study (Code not [infarction [Acute 1.23] A
REC1-188 07180 2 o )
broken) myocardial infarction]
#1) MK-7902 [Acute myocardial
CMUH107- 2105COLO [Followup ) _
16. 2021/5/23 Study (Code not [infarction [Acute 123 A
REC1-188 07180 3 o )
broken) myocardial infarction]
_|acute drug-induced liver
CMUH108- NUT-2021- NUC-1031/Cisp | ) )
17. 2021/3/30 INI _ injury [Drug-induced liver | 2 A
REC1-128 000059 latin o
injury]
110 # 08 * 18 p % 39 F % 49 |
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_|acute drug-induced liver
CMUH108- NUT-2021- NUC-1031/Cisp | ] ]
18. 2021/3/30 FU1 ) injury [Drug-induced liver | 2 A
REC1-128 000059 latin o
injury]
_|acute drug-induced liver
CMUH108- NUT-2021- NUC-1031/Cisp | ) )
19. 2021/3/30 FU2 injury [Drug-induced liver | 2 A
REC1-128 000059 latin o
injury]
CMUH108- NUT-2021- Gemcitabine/Cis [Pulmonary embolism
20. 2021/5/4 INI ) ) 2 A
REC1-128 000094 platin [Pulmonary embolism]
_|acute drug-induced liver
CMUH108- NUT-2021- NUC-1031/Cisp | ) )
21. 2021/3/30 FU3 injury [Drug-induced liver | 2 A
REC1-128 000059 latin o
injury]
CMUH108- NUT-2021- Gemcitabine/Cis |Pulmonary embolism
22. 2021/5/4 FU1 ] ] 2 A
REC1-128 000094 platin [Pulmonary embolism]
vascular access
CMUH108- NUT-2021- NUC-1031/Cisp o
23. 2021/5/17 INI _ complication [Vascular 2 A
REC1-128 000104 latin o
access complication]
CMUH108- NUT-2021- Gemcitabine/Cis |Pulmonary embolism
24, 2021/5/4 FU2 ) ] 2 A
REC1-128 000094 platin [Pulmonary embolism]
_|vascular access
CMUH108- NUT-2021- NUC-1031/Cisp o
25. 2021/5/17 FU1l complication [Vascular 2 A
REC1-128 000104 latin o
access complication]
Chronic kidney injury
CMUH108- NUT-2021- Gemcitabine/Cis|[Chronic kidney disease]
26. 2021/1/22 INI ) ) ) 1 A
REC1-128 000014 platin Acute Kidney Injury
[Acute kidney injury]
CMUH108- NUT-2021- Gemcitabine/Cis|Pulmonary embolism
217. 2021/5/4 FU3 ) ) 2 A
REC1-128 000094 platin [Pulmonary embolism]
~|Liver injury [Liver injury]
CMUH108- NUT-2020- NUC-1031/Cisp | R
28. 2020/12/16 FU5 _ biliary sepsis [Biliary 1 A
REC1-128 000136 latin )
sepsis]
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Bacterial Peritonitis
[Peritonitis bacterial]
clinical progression of
CMUH108- NUT-2021- Gemcitabine/Cis |metastatic
29. 2021/4/28 FU3 ) ) ] ) 1 A
REC1-128 000089 platin cholangiocarcinoma [Bile
duct cancer] peritoneal
infection [Peritoneal
infection]
o _ [thromboembolic
CMUH108- NUT-2021- Gemcitabine/Cis .
30. 2021/5/4 Fu4 _ event-pulmonary embolism| 2 A
REC1-128 000094 platin )
[Pulmonary embolism]
_|thrombosis of the vascular
CMUH108- NUT-2021- NUC-1031/Cisp )
31. 2021/5/17 FU2 access [Vascular access site| 2 A
REC1-128 000104 latin )
thrombosis]
202104474
CMUH107- ~|follow up| ) 1.CHRONIC KIDNEY
32. 2021/4/15 {92_1 Blind Niraparib 23 | A
REC1-189 1 FAILURE
ed
#1) INC424
INC+TAB
(RUXOLITINIB
) TABLET
#2)
Lower gastrointestinal
PREDNISOLO
PHHO2017 [follow up hemorrhage [Lower
33. [CMUH105- [2017/12/12 NE _ _ 1-2] A
JP017575 |14 gastrointestinal
REC1-139 (PREDNISOLO
haemorrhage]
NE)
#3)
TACROLIMUS
(TACROLIMUS
)
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#1)INC424
INC+TAB
(RUXOLITINIB
) TABLET Idiopathic pneumonia
PHHO2018 |follow up ] ]
34. |CMUH105- (2018/1/4 #2) syndrome [Idiopathic 1-21 A
JP000770 |7
REC1-139 METHYLPRED |pneumonia syndrome]
NISOLONE
(METHYLPRE
DNISOLONE)
#1)
TALAZOPARIB
;PLACEBO
CMUH102- 202169367 | . Unknown cause of death
35. 2021/6/2 Initial #2) 1 A
REC1-068 ) [Unknown cause of death]
Enzalutamide
(ENZALUTAM
IDE) Capsule
#1) MK-3475 )
CMUH107- 2106POLO0|Followup General physical health
36. 2021/6/11 Study (Code not 23 [ A
REC1-174 4136 4 deterioration
broken)
#1) MK-3475
CMUH107- 2102FRAO0 [Followup .
37. 2020/12/16 Study (Code not |Diarrhoea 23| A
REC1-174 03850 13
broken)
#1) MK-3475
CMUH107- 2106POLO0|Followup General physical health
38. 2021/6/11 Study (Code not o 23| A
REC1-174 4136 5 deterioration
broken)
#1) MK-3475 _
CMUH107- 2106POLO0(|Followup General physical health
39. 2021/6/11 Study (Code not o 23| A
REC1-174 4136 6 deterioration
broken)
#1) MK-7902 o
CMUH107- 2107CHNO [ pulmonary infection
40. 2021/7/22 Initial  [Study (Code not ) 1 A
REC1-188 07748 [Pneumonia]
broken)
#1) MK-7902 ) ]
CMUH107- 2107CHNO [Followup pulmonary infection
41. 2021/7/19 Study (Code not 1 A
REC1-188 07748 1 [Pneumonia]
broken)
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CMUH107-
REC1-188

2107CHNO
07748

2021/7/19

Followup
2

#1) MK-7902
Study (Code not
broken)

pulmonary infection

[Pneumonia]

43.

CMUH106-
REC1-147

2021-MOR
000941-PL

2021/111

FU5

#1 ) Tafasitamab
(Tafasitamab)
Infusion

#2)
bendamustine
(BENDAMUST
INE) N/A

Pneumonia due to
SARS-COV-2 [COVID-19

pneumonia]

1-3

44,

CMUH106-
REC1-147

2021-MOR
001083-CA

2021/5/1

FU1

#1 ) Tafasitamab
(Tafasitamab)
Infusion

#2)
bendamustine
(BENDAMUST
INE) N/A

Other Serious Criteria:
Medically Significant

Pneumonia [Pneumonia]

2~3

45.

CMUH106-
REC1-147

2021-MOR
001083-CA

2021/5/1

FU2

#1 ) Tafasitamab
(Tafasitamab)
Infusion

#2)
bendamustine
(BENDAMUST
INE) N/A

Pneumonia [Pneumonia]

46.

CMUH108-
REC1-059

2008CANO
10803

2020/8/18

Followup
13

#1) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Prolonged QTC on EKG
[Electrocardiogram QT
prolonged]

110 # 08 * 18 p
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#1) MK-7902
(lenvatinib
mesylate)
Capsule
CMUH108- 2105CHNO [Followup [#2) Liver dysfunction [Hepatic
47. 2021/5/7 23 [ A
REC1-059 02188 9 PEMBROLIZU [function abnormal]
MAB
(pembrolizumab
) Solution for
injection
#1) MK-7902
(lenvatinib
mesylate)
Capsule right
CMUH108- 2104ESPOO [Followup |#2 ) fronto-temporo-parietal
48. 2021/4/13 ) 123 A
REC1-059 1500 5 PEMBROLIZU |haematoma [Intracranial
MAB haematoma]
(pembrolizumab
) Solution for
injection
Symptomatic myositis
[Myositis]
#1) MK-3475 |Elevation of
CMUH108- 2105BRAO0 [Followup . )
49, 2021/5/5 Study (Code not |pyruvic-glutamic 1.23] A
REC1-036 02244 5
broken) transaminase [Alanine
aminotransferase
increased]
Symptomatic myositis
[Myositis]
#1) MK-3475 |Elevation of
CMUH108- 2105BRAO0 [Followup . ]
50. 2021/5/5 Study (Code not [pyruvic-glutamic 123 A
REC1-036 02244 6 ) )
broken) transaminase [Alanine

aminotransferase

increased]
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abdominal infection
#1) MK-3475 [[Abdominal infection]
CMUH108- 2105CHNO [Followup
51. 2021/5/25 Study (Code not |lleus [lleus] 23 | A
REC1-036 07527 3 o
broken) Blood bilirubin increased
[Blood bilirubin increased]
Symptomatic myositis
[Myositis]
#1) MK-3475 |Elevation of
CMUH108- 2105BRAO0 [Followup . )
52. 2021/5/5 Study (Code not |pyruvic-glutamic 1.23] A
REC1-036 02244 7
broken) transaminase [Alanine
aminotransferase
increased]
Symptomatic myositis
[Myositis]
#1) MK-3475 |Elevation of
CMUH108- 2105BRAO0 [Followup . )
53. 2021/5/5 Study (Code not |pyruvic-glutamic 1.23] A
REC1-036 02244 8
broken) transaminase [Alanine
aminotransferase
increased]
abdominal infection
#1) MK-3475 [[Abdominal infection]
CMUH108- 2105CHNO (Followup
54, 2021/5/25 Study (Code not |lleus [Ileus] 23| A
REC1-036 07527 4
broken) Blood bilirubin increased
[Blood bilirubin increased]
abdominal infection
#1) MK-3475 [[Abdominal infection]
CMUH108- 2105CHNO [Followup
55. 2021/5/25 Study (Code not |lleus [lleus] 23 | A
REC1-036 07527 5 S
broken) Blood bilirubin increased
[Blood bilirubin increased]
Symptomatic myositis
#1) MK-3475 |[Myositis]
CMUH108- 2105BRA0 [Followup ) )
56. 2021/5/7 Study (Code not |Elevation of ALT [Alanine |1.2.3] A
REC1-036 02244 9 )
broken) aminotransferase
increased]
110 # 08 * 18 p % 45 F > x 49 |
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CMUH108-
REC1-036

2021/5/25

2105CHNO
07527

Followup
6

abdominal infection
#1) MK-3475
Study (Code not
broken)

[Abdominal infection]
leus [lleus] 2.3
Blood bilirubin increased

[Blood bilirubin increased]

58.

CMUH108-
REC1-036

2021/5/5

2105BRA0
02244

Followup
10

Symptomatic myositis
#1) MK-3475
Study (Code not
broken)

[Myositis]
Immune mediated hepatitis | 1.2.3
[Immune-mediated

hepatitis]

59.

CMUH108-
REC1-036

2021/5/25

2105CHNO
07527

Followup
7

abdominal infection
#1) MK-3475
Study (Code not
broken)

[Abdominal infection]
lleus [lleus] 2.3

Blood bilirubin increased

[Blood bilirubin increased]

Er Q)

[L])] FRAH -

FRiuwtngd

BB

* ¢ Stk

FEPNF

CMUH105-REC1-113 | % i

[ % 2148 2]

*F ok F 4 4L Upadacitinib(ABT-494)
*% AR 2 W 109 E 01 % 0L B
#£06 " 30F

(2% 2148 2]

*R5% E 4 L4 Upadacitinib(ABT-494)
*% AR 2 W 1109 £ 07 ¢ 0L B
#1279 31 P

ES
=L

109

ES
=L

109

CMUH109-REC1-115

4+

[ 2R ]

*:R5% ¥4 ¢4 © Trastuzumab Deruxtecan
(DS-8201a)

* pdp 2 @R 1109 & 06 ¢ 09 p 3 109
#1277 08 p

[#]

*hE bR T RIE R € (IDMC)AR B 5
110 2 04 % 19 P €3R% % ©

CMUH103-REC1-160

RHE I

[ %F2% 4]
*32 & 0 NA
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4. | CMUH107-REC1-189

(EEIEIEIEE 2

1.
SSR_niraparib_Blinded_01Nov2020-30Apr2021
*EBk F5 LA 1 INJ-212082 (abiraterone
acetate)

*x pMIFLPHF 109# 117 01 p 3 110
#0477 30p

CMUH109-REC1-126

v AR

[ % 2142 ]

*iEk5k B4 L AL 1 NC-6004

*% pMAR A A I2019# 120 298 3 2020
#1207 28 p

6. | CMUH105-REC1-009

L
¢
ok

[ex=>%F2 4 4]

7. | CMUH109-REC1-100

‘é:;\
i
H

[ 2pap ]

*E % E 4 ¢ A : Budigalimab

*E MR LHREF 109 107 19p 1 110
£047 18 p

8. | CMUH108-REC1-144

W
\L
Bt

[z = >p3p2])

*iEsk B L AL 1 ASP2215

o pP AR A H 20204037 210 3 2020
#0971 20p

[ 2% >34 ]

*iEsk B L AL 1 ASP2215

*p rP AR H 20202090 21 p 3 2021
#0372 20p

9. | CMUH107-REC1-159

[ 2i2dp ]

*RE B LA LY3298176  (Tirzepatide)
*g rMEARLHPEF2020£ 107 29p 3 2021
#0417 28p

10. | CMUH109-REC1-142

v AR

[ 8 % >#4r2 ] *SHR-A1811: *% > &
FAHEF:109£05% 14 p 3 110 & 05 *
13 p

11. | CMUH107-REC1-018

\;\;\
e
#

CEEEELEED
*R5% F {4 1 ASP8374

*% pMARA WA 1 109& 077 28 3 110
E#01L72 27 p

12. | CMUH107-REC1-094

wht
of+
=

[z =% 2142 ]
*ikS% ¥ L4 0 ASPO15K
*% > 144F 2 SUSAR Line Listing 26Jun2020 to
25Dec2020

PR 12020 06 * 26 p % 2020 & 12 * 25
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*% >4+ 3F £ Development Safety Update
Report 26Mar2020 to 25Mar2021
B 2020 # 37 26 p 3 2021 & 3% 25 p

13.

CMUH106-REC1-064

v A8 R

(EEREE £ KD

*o 0L
canstem111p-scsr-final-20210504_2_EN-ZH-T
W_02-Jun-2021 - clean

*p Hp 12021 & 05 % 04 p
[fd3%£L0 4]

*i A 1 2a_canstem111p-scsr-final-20210504
*p #p 12021 & 05 % 04 p
(EEREE N D

*1x & @ 2b_appendices-combined

*p #p 2021 & 07 » 23
(EER T E N D

*i A& @ 2c_figures-combined

*p dp 12021 & 02 * 16
(%5824 4]

*ix A& @ 2d_tables-combined

*p #p 12021 & 02 * 15 p
(EERE S EY KD

*u A 1 2e_16-2-3-2-reason-study-withdraw
*p #p 12021 & 02 * 18 p
(EERE S EY XD

*5 A& 1 03. Sponsor's
letter-111P-21May2021_ROW
submissions_signed

*p #p 12021 & 05 % 21 p
(EERE S EY XD

* A 1 04.37952_CSR
submission_Master_Cover letter 25 May
2021_CMUH

*p #p 12021 & 07 * 22 p

14.

CMUH108-REC1-064

0 AR

[ % 2142 ]

*@#ok ¥ 4 1 DCC-2618

*% rMAFL YT 109208 11p 3 110
£027 10 p

15.

CMUH110-REC1-122

HOb

CERET XD
WA VLA
p# 1102 08 % 03 p

16.

CMUH109-REC1-082

[z % 2302 ]
*:R2% ¥ ¢4 1 Xofigo (Radium-223)
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* rMERAPEF 1102077 01 p 2 110
#0707 31p
(ECEIE N D
., - | ®& % I Final Clinical Study Report Protocol
17. - - s 3
CMUH103-REC1-012 | & = A3921133
*pd t110F 06" 01 p
[ DSMB ;i-3% i 5]
- - % ¢
18. | CMUH108-REC1-037 | % & SR dp fc 100 10 0 27
[ DSMB ;i-3% i 5]
- - % ¢
19. | CMUH108-REC1-037 | M % 2 X%t p 110 £ 06 0 20 P
[ % 2P42]
e | FIRBRE S LA Infigratinib
20. - - v 48R ’ . .
CMUH108-REC1-137 A * > 43R 2 8 /¥ (6 months Linelisting): 109 =
102 01 p 2 110# 03 % 31 p
(GEIEFEIEE S|
" *:E% & ¢4 TECENTRIQ® /atezolizumab
21. - - e v
CMUHIOTRECI-026 | B1FF | wg s ppar 2 9m 2002 117 185 3 2021
#0577 18 p
22. | CMUH107-REC1-156 | #laar | L7 ¥ ]
| REGL FINA ) % D SUSARBatch7, £ 9 % CIOMS
[ DSMB ;i-3% i 4]
*AZx T 2 p #2021 & 06 * 08
) [ 2idp4 ]
23. - - ERNLE S o1 5 1 or
CMUH106-REC1-093 A *;55@#‘3{7’ @vfﬁ- : Dapagllflozm
*Z pMHAFLWHFI2020£06 7 20 E 2020
£ 127 19 p
[iR) REATIH -
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