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23. 2023/11/1 Initial ] DECREASED (Platelet 2 A
REC2-073 14 Investigator
count decreased)
113203 * 13 ¢ % 28 B % 45 |
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-F-LlcERNR=ZB g 5 (L eiR)
B XM (FLEH
wpwn | gapw | T " v aEs A e w4 |3m0
B 2 S5 )
) FEBRILE
CMUH110- 2022A2141 [follow up| Blinded for
24, 2022/6/4 ) NEUTROPENIA (Febrile | 2,3 | A
REC2-073 03 4 Investigator .
neutropenia)
CMUH110- 2022A2796 [follow up| Blinded for ] 1,2,
25. 2022/8/4 _ SEPSIS (Sepsis) A
REC2-073 11 2 Investigator 3
PLATELET COUNT
CMUH110- 2023A2854 [follow up| Blinded for
26. 2023/12/13 DECREASED (Platelet | 2,3 [ A
REC2-073 08 1 Investigator
count decreased)
1,2,
3, 7:
TRASTUZUM Impor
CMUH110- 2023A2405 | folow up PNEUMONITIS
27. 2023/10/19 AB/ tant | A
REC2-210 34 1 (Pneumonitis)
PERTUZUMAB medic
al
event
1l 2!
3,7
TRASTUZUM Impor
CMUH110- 2023A2405 | folow up PNEUMONITIS
28. 2023/10/17 AB/ N tant [ A
REC2-210 34 2 (Pneumonitis)
PERTUZUMAB medic
al
event
2,3,
I8
) Imop
CMUH111- 2023A2312 » Blinded for )
29. 2023/10/10 Initial ) DIARRHEA (Diarrhoea) [ortant| A
REC2-083 62 Investigator ]
medic
al
event
113 # 03 * 13 p % 29 F > x 45 F
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1,2,
3,4,
1.LIVER DISEASE (Liver| 7:
CMUH111- 2023A2312 [follow up| Blinded for disorder) Imop
30. 2023/10/8 A
REC2-083 62 1 Investigator |2.SEPTIC SHOCK (Septic [ortant
shock) medic
al
event
1,2,
3] 4!
1.LIVER FAILURE 7
CMUH111- 2023A2312(follow up| Blinded for (Hepatic failure) Imop
31. 2023/10/8 ) ) A
REC2-083 62 2 Investigator [2.SEPTIC SHOCK (Septic |ortant
shock) medic
al
event
2,3,
7:
Imop
CMUH111- 2024A0054 Blinded for PYELONEPHRITIS
32. 2024/1/3 Initial _ N ortant| A
REC2-083 24 Investigator (Pyelonephritis) )
medic
al
event
THROMBOEMBOLIC
CMUH111- 2023A2698 [follow up| Blinded for EVENT (PULMONARY
33. 2023/11/26 ) 1,31 A
REC2-187 17 1 Investigator | EMBOLISM) (Pulmonary
embolism)
THROMBOEMBOLIC
CMUH111- 2023A2698[follow up| Blinded for EVENT (PULMONARY
34. 2023/11/26 1,3 A
REC2-187 17 2 Investigator | EMBOLISM) (Pulmonary
embolism)
113 # 03 * 13 p % 30 F % 45 |
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Pl |sapn | SERF IR e 3 A 43 32
e 2 SnBL 5
#1) MK-3475
Study (Code not
broken) Dermatitis
#2) Alanine aminotransferase
35, CMUH109- 2023/7/12 2307CHNO |Followup| CISPLATIN increased 23 A
REC2-155 12350 36 FOR JAPAN Pneumonitis
#3) Pneumonia
5-FLUOROUR [ Hepatic function abnormal
ACIL FOR
JAPAN
#1) MK-3475
Study (Code not
broken) Alanine aminotransferase
#2) increased
3. CMUH109- 2023/7/12 2307CHNO |Followup| CISPLATIN Dermatitis 23 A
REC2-155 12350 37 FOR JAPAN Pneumonitis
#3) Hepatic function abnormal
5-FLUOROUR Pneumonia
ACIL FOR
JAPAN
#1) MK-3475
Study (Code not
broken) Dermatitis
#2) Alanine aminotransferase
37 CMUH109- 2023/7/12 2307CHNO |Followup| CISPLATIN increased 23 A
REC2-155 12350 38 FOR JAPAN Pneumonitis
#3) Hepatic function abnormal
5-FLUOROUR Pneumonia
ACIL FOR
JAPAN

113 # 03 * 13 p
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#1) MK-3475 Pneumonitis
Study (Code not
broken) Dermatitis
#2)
CMUH109- 2307CHNO |Followup| CISPLATIN | Hepatic function abnormal
38. 2023/7/12 23 | A
REC2-155 12350 39 FOR JAPAN
#3) Pneumonia
5-FLUOROUR
ACIL FOR | Alanine aminotransferase
JAPAN increased
1,3,
7:1mp
STUDY ACUTE RENAL
CMUH107- 2021A2086 [follow up . ortant
39. 2020/3/6 PROCEDURE/ | FAILURE (Acute kidney A
REC2-141 12 2 medic
CISPLATIN injury) |
a
event
2,3,
DURVALUMA 7:Imp
CMUH107- 2020SE618 |follow up B/ RENAL FAILURE (Renal |ortant
40. 2020/5/6 ) A
REC2-141 60 7 GEMCITABIN failure) medic
E al
event
1,3,
7:1mp
STUDY ACUTE RENAL
CMUH107- 2021A2086 [follow up ) ortant
41. 202/3/6 PROCEDURE/ | FAILURE (Acute kidney A
REC2-141 12 3 medic
CISPLATIN injury) |
a
event
113 # 03 * 13 p % 32 F % 45 F




CRFFARTHRFEPIRRAR G5 - FRLR G
-F-LlcERNR=ZB g 5 (L eiR)
B X PR | LN
wesn |mapw | T " vaEs 3 w1 |
5 2+ ML &
#1) MK-7902
#2)
PEMBROLIZU | Colon perforation [Large
MAB intestine perforation]
#3) Hyponatremia
CMUH109- 2206 TWNO [Followup )
42. 2022/6/15 OXALIPLATIN [Hyponatraemia] 23| A
REC2-158 05253 30
#4) Acute gastroenteritis
LEUCOVORIN [Gastroenteritis]
#5) Weakness [Asthenia]
5-FLUOROUR
ACIL
1,2,
31
1.PNEUMONIA
7:1mp
CMUH112- 2023A2857 [follow up| Blinded for (Pneumonia)
43. 2023/12/12 ortant| A
REC2-096 96 1 Investigator | 2.PULMONARY SEPSIS g
medic
(Pulmonary sepsis) |
a
event
1,2,
31
PNEUMONIA + 2
:Imp
CMUH112- 2023A2857 [follow up| Blinded for PULMONARY SEPSIS
44, 2023/12/12 ) ortant| A
REC2-096 96 2 Investigator (Pulmonary )
) medic
sepsis)
al
event
1,3,
1.PNEUMONIA
. 7:Imp
) (Pneumonia)
CMUH112- 2023A2903(follow up| Blinded for ortant
45, 2023/12/19 2.COMPLICATED A
REC2-096 19 2 Investigator medic
DIVERTICULITIS I
a
(Diverticulitis)
event
#1) MK-7902 _
worsening of shortness of
CMUH109- 2205RUSO - #2)
46. 2022/4/21 Initial breath [Dyspnoea] 1,23 A
REC2-158 04989 PEMBROLIZU N N
vomiting [Vomiting]
MAB

113 # 03 * 13 p
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#1') MK-7902 _
worsening of shortness of
CMUH109- 2205RUSO |Followup #2)
47. 2022/4/21 breath [Dyspnoea] 1,23 A
REC2-158 04989 1 |PEMBROLIZU ting [Vomiting]
vomiting [Vomitin
MAB ’ J
#1) MK-7902
CMUH109- 2205RUSO |Followup #2)
48. 2022/5/13 vomiting [Vomiting] 23| A
REC2-158 04989 2 PEMBROLIZU
MAB
CMUH110- 2023A1800
49, unk/unk/unk Initial | Darolutamide Death 1 A
REC2-171 29

113 # 03 * 13 p
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50.

CMUH108-
REC2-134

113 # 03

2020/12/15

13 p

2309BRA0
02318

Followup
14

#1) MK-3475
Study (Code not
broken);
Regimen #1
#1) MK-3475
Study (Code not
broken);
Regimen #2
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Intravenous
infusion;
Regimen #1
#2)
CISPLATIN
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Intravenous
infusion;
Regimen #2
#3)
GEMCITABIN
E FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

immune-mediated hepatitis

[Immune-mediated

hepatitis]

2,3
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- F-tzER¥%=x% (1 prR)
B XM (FLEH
e | FAp Y - " ViR E N *AE# S5 |3
5 2 L 5
#1) MK-3475
Study (Code not
broken) Dermatitis
#2) Pneumonia
CMUH109- 2307CHNO |Followup| CISPLATIN | Hepatic function abnormal
51. 2023/7/12 23 [ A
REC2-155 12350 40 FOR JAPAN | Alanine aminotransferase
#3) increased
5-FLUOROUR Pneumonitis
ACIL FOR
JAPAN
#1) MK-3475
Study (Code not
broken)
#2)
CMUH109- 2310CHNO |Followup| CISPLATIN
52. 2023/11/21 Platelet count decreased | 2,3 | A
REC2-155 07022 19 FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR
JAPAN
#1) MK-3475
Study (Code not ) ]
Febrile neutropenia
broken) )
Diarrhoea
#2) : .
Respiratory failure
CMUH109- 2009CHNO |Followup| CISPLATIN ]
53. 2020/9/16 Renal failure 23 [ A
REC2-155 08328 30 FOR JAPAN
Platelet count decreased
#3)
Arrhythmia
5-FLUOROUR
lleus
ACIL FOR
JAPAN

113 # 03 * 13 p
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54.

CMUH109-
REC2-155

2024/1/22

2401GBRO
16366

Followup
1

#1) MK-3475
Study (Code not
broken)
#2)
OXALIPLATIN
FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR
JAPAN

Pneumonia

Oesophageal fistula

1,3

55.

CMUH109-
REC2-155

20241212

2402CANO
05459

Initial

#1) MK-3475
Study (Code not
broken)
#2)
OXALIPLATIN
FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR
JAPAN
#4)
LEUCOVORIN
E

Death

56.

CMUH109-
REC2-155

2024/1/22

2401GBRO
16366

Followup
2

#1) MK-3475
Study (Code not
broken)
#2)
OXALIPLATIN
FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR
JAPAN

Pneumonia

Oesophageal fistula

13

113 # 03 * 13 p
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57.

CMUH109-
REC2-155

2023/11/21

2310CHNO
07022

Followup
20

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR
JAPAN

Platelet count decreased

2,3

58.

CMUH109-
REC2-155

2023/7/12

2307CHNO
12350

Followup
41

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR
JAPAN

Pneumonitis

Dermatitis

Pneumonia

increased

Hepatic function abnormal

Alanine aminotransferase

2,3

59.

CMUH109-
REC2-155

2024/1/22

2401GBRO
16366

Followup

#1) MK-3475
Study (Code not
broken)
#2)
OXALIPLATIN
FOR JAPAN
#3)
5-FLUOROUR
ACIL FOR
JAPAN

Pneumonia

Oesophageal fistula

13

113 # 03

713 p
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60.

CMUH111-
REC2-084

2024/1/30

2401DEU0
16823

Initial

#1)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Intravenous
infusion
#2)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)

urosepsis [Urosepsis]

61.

CMUH111-
REC2-153

2023/12/1

202312104
85(3)

®)

follow-up

1)
TALQUETAMA
B
2)
DARATUMUM
AB

SEPSIS

2,37

62.

CMUH111-
REC2-153

2023/12/2

202312147
04(1)

follow-up

)

1)
DARATUMUM
AB
2)
TALQUETAMA

B

FEVER

2,3

63.

CMUH111-
REC2-153

2023/12/2

202312147
04(2)

follow-up

O]

1)
DARATUMUM
AB

2)
TALQUETAMA
B

FEVER

2,3

113 # 03 * 13 p




PRPRAFERRFRAY

2LRE
ga

*‘%ﬁiﬁﬁ

- F-tzER¥%=x% (1 prR)
B % 2R (SR8
e | FAp Y - " ViR E N *AE# S5 |3
5 + 5|
1) 1) COVID 19(+)
DARATUMUM 2) ANAL
CMUH111- 202311341 |follow-up AB HAEMORRHAGE
64. 2023/11/13 23| A
REC2-153 22(10) (10) 2) 3) SUSPECT AN
POMALIDOMI INFECTION
DE 4) SEPSIS
1)
DARATUMUM
1) MULTIPLE ORGAN
CMUH111- 202311705 |follow-up AB
65. 2023/11/23 FAILURE 1,231 A
REC2-153 89(5) (5) 2)
2) HEART FAILURE
POMALIDOMI
DE
1)
TALQUETAMA
CMUH111- 202311820 |follow-up B
66. 2023/11/28 OTITIS MEDIA 2,3 A
REC2-153 59(3) ©) 2)
DARATUMUM
AB
1)
DARATUMUM
CMUH111- 202312459 |follow-up AB
67. 2023/12/16 TAFRO SYNDROME 1,3 A
REC2-153 44(3) ©) 2)
DEXAMETHA
SONE
1)
1) TUMOUR LYSIS
DARATUMUM
SYNDROME
CMUH111- 202401483 AB
68. 2024/1/16 initial 2)ACUTEKIDNEY |23 | A
REC2-153 65(0) 2)
INJURY
TALQUETAMA
5 3) ABDOMINAL PAIN

113 # 03 * 13 p
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1)
1) TUMOUR LYSIS
DARATUMUM
SYNDROME
CMUH111- 202401483 [follow-up AB
69. 2024/1/16 2) ACUTE KIDNEY 23 | A
REC2-153 65(1) 1) 2)
INJURY
TALQUETAMA
5 3) ABDOMINAL PAIN
1) 1) COVID 19(+)
DARATUMUM 2) ANAL
CMUH111- 202311341 [follow-up AB HAEMORRHAGE
70. 2023/11/13 23 | A
REC2-153 22(12) (12) 2) 3) SUSPECT AN
POMALIDOMI INFECTION
DE 4) SEPSIS
1)
TALQUETAMA
CMUH111- 202311820 [follow-up B
71. 2023/11/28 OTITIS MEDIA 23 | A
REC2-153 59(4) 4) 2)
DARATUMUM
AB
1)
DARATUMUM
CMUH111- 202312459 [follow-up AB
72. 2023/12/16 TAFRO SYNDROME | 1,3 | A
REC2-153 44(6) (6) 2)
DEXAMETHA
SONE
1)
DARATUMUM
CMUH111- 202312459 |follow-up AB
73. 2023/12/16 TAFROSYNDROME | 1,3 | A
REC2-153 44(7) ) 2)
DEXAMETHA
SONE

113 # 03 * 13 p
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1)
DARATUMUM
CMUH111- 202312459 [follow-up AB
74. 2023/12/16 TAFRO SYNDROME 1,3 A
REC2-153 44(8) (8) 2)
DEXAMETHA
SONE
1)
DARATUMUM
CMUH111- 202401405 [follow-up AB
75. 2023/12/15 CHRONIC BRONCHITIS| 1,3 A
REC2-153 08(1) 1) 2)
DEXAMETHA
SONE
1)
DARATUMUM
CMUH111- 202401405 [follow-up AB
76. 2023/12/15 CHRONIC BRONCHITIS| 1,3 A
REC2-153 08(2) ) 2)
DEXAMETHA
SONE
1)
TALQUETAMA
CMUH111- 202309656 [follow-up B
77. 2023/9/17 ANAEMIA 2,3 A
REC2-153 33(7) @ 2)
DARATUMUM
AB
1)
DARATUMUM
CMUH111- 202401773 AB BILATERAL
78. 2024/1/2 initial 123 A
REC2-153 77(0) 2) PNEUMONIA
POMALIDOMI
DE

113 # 03 * 13 p
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1)
DARATUMUM
CMUH111- 202401773 [follow-up AB BILATERAL
79. 2024/1/2 1,231 A
REC2-153 77(1) @ 2) PNEUMONIA
POMALIDOMI
DE
[A&] B 24H -
R~ HEHLEAFA
1 )
AR T S A FRRE
(%]
TFDA I & # { tr/a dv =
wrpd P EARIELN Y 24 p
1. | CMUH106-REC2-160 | + #% g4
*5 A 1 \Version: 6.0
*p 4y . Date: 08-Nov-2023
[#Fa%E20 4]
1. = % #F 2 : Clinical Study Report 73763989PAHPB2006
2. CMUH110-REC2-025 # = 7~ | Date: 03 November 2023
2. = %3R4 ¢ 2 4 & 73763989PAHPB2006_CSR
synopsis_V1.0, 22Nov2023_Taiwan_Traditional Chinese
[k~ %FLH 4]
3. v AR | Tk D N/A
CMUH108-REC2-173 3 B 04Dec2023
[#]
[ Cabozantinib (XL184) Semi-annual SUSAR report]
4, CMUH109-REC2-043 ROV | FaR A 1 21st SEMI-ANNUAL SUSAR report
*FORE R 0 29-Nov-2022-28-May-2023
*p i 1112# 07 19 p
[ % 2444 ]
5. CMUH111-REC2-108 SRUVAL | *REkE S 4L 0 Abemaciclib (LY2835219)
*E rMAFLYF 1122037 29p % 112#209 7 28 P
6. CMUH109-REC2-018 TR [2h= 2HF2]

113 # 03 * 13 p
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BB
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+%
AR

I

*:R o ¥ 4 L4 1 Venetoclax

*E rMHR2AHEF 1128509 29p 3 112 & 11 % 28 p

CMUH112-REC2-160

W
\L
I

[z % 2142 ]
*RS% B F LA LBS-007
*% pMARA MR 12023 # 2% 8p 1 2023 & 117 22 ¢

CMUH104-REC2-102

SRl

[z % 2442 ]
*EKE S LA Ipilimumab
*E rMARLHEF 112242 4p 31122102 1p

CMUH110-REC2-210

(&< 24ap ]
*E % F 4 4L Trastuzumab Deruxtecan (DS-8201a, T-DXd)
*ErMEFLHF 112260 9p 3 1128127 8 p

10.

CMUH107-REC2-141

[z 2p4p2]
*:%% % 4~ ¢ 4 : Durvalumab (MEDI4736)
g MMAFA WA 11259 1p 3 112# 10 31 p

11.

CMUH109-REC2-117

I
\1_
I

(s 242 ]
*E% ¥4 L4 Navitoclax
*EFAPFLPF 1221 15p 3113810 140

12.

CMUH109-REC2-119

v Ak

(2% 2144 ]

*E % ¥4 L4 © Tiragolumab

*E pMSR A MR 12022 & 102 22 p 2 2023 &# 4% 21 p
*RB% F 5 4L ¢ Atezolizumab

*% pMSR L HPR 12022 & 117 18 p 2 2023 # 5% 17 R

13.

CMUH110-REC2-171

[z % 2142 ]
*E% ¥ 4 © Darolutamide
*E rMEARLYPEF 11282 1p 3113 &F2% 28p

14.

CMUH109-REC2-136

[{rTa#r2p]

INVESTIGATOR'S BROCHURE SAR231893-REGNG668 -
dupilumab
*3 A D ED17 *p #F : 22-Jun-2023

15.

CMUH110-REC2-048

‘-

N\
&
S

[#F %L % 4]
*E A V1.0
*p #p . 11 December 2023

16.

CMUH109-REC2-195

it

[ = 214 ]
*R 5% % ¢4 © Tiragolumab
*X rMIRZHE 12023 &40 22 p 32023 & 10 % 21 p

113 # 03 * 13 p
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ERE =208
*ES%E P L4 0 Atezolizumab
*H PMEARLHF 12023 &#5 % 18 p 1 2023 £ 11 % 17 p

COTIETE
CREP AP H0)
. TRr 80K (%)

B8R Hch (19950 2)
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