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1.REGORAFENIB
TUMORAL
(REGORAFENIB)
] HEMORRHAG
follow up [Film-coated tablet, 30
CMUH109 2021-1917 E (CTCAE
1. 2021/8/10 (downgrad |mg 1 A
-REC1-164 71 GRADE 5)
e) 2.NIVOLUMAB
[Tumour
(NIVOLUMARB) {Lot
haemorrhage]
# 71467001}
Cardiogenic
CMUH107 2211USA0 #1 ) MK-3475 Study
2. 2022/11/16 Followup 1 shock 2,3 A
-REC1-174 06600 (Code not broken) o
Pleuritic pain
Cardiogenic
CMUH107 2211USA0 #1 ) MK-3475 Study
3. 2022/11/16 Followup 2 shock 2,3 A
-REC1-174 06600 (Code not broken) o
Pleuritic pain
Cardiogenic
CMUH107 2211USA0 #1 ) MK-3475 Study
4. 2022/11/16 Followup 3 shock 2,3 A
-REC1-174 06600 (Code not broken) o
Pleuritic pain
small bowel
obstruction
#1) MK-3475 [Small intestinal
(pembrolizumab) obstruction]
CMUH110 2002CANO Solution for injection |colitis [Colitis]
5. 2020/1/15 Followup 4 ] 123 | A
-REC1-156 05310 #2 ) BCG LIVE (BCG [influenza-A
live) Powder For related
Instillation Fluid pneumonia
[Pneumonia
influenzal]
112 # 01 *» 04 p % 31 7% 42T
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small bowel
obstruction
#1) MK-3475 [Small intestinal
(pembrolizumab) obstruction]
CMUH110 2002CANO Solution for injection |colitis [Colitis]
-REC1-156 202010715 05310 Followup 3 #2) BCG LIVE (BCG |influenza-A Les | A
live) Powder For related
Instillation Fluid pneumonia
[Pneumonia
influenzal]
Diabetic
#1) MK-3475 ketoacidosis
(pembrolizumab) [Diabetic
CMUH110 2111I1TAOL |Followup |Solution for injection  |ketoacidosis]
2021/11/26 2.3 A
-REC1-156 0270 19 #2 ) BCG LIVE (BCG |COVID-related
live) Powder For pneumonia
Instillation Fluid [COVID-19
pneumonia]
small bowel
obstruction
#1) MK-3475 [Small intestinal
(pembrolizumab) obstruction]
CMUH110 2002CANO Solution for injection  [colitis [Colitis]
2020/1/15 Followup 6 123 | A
-REC1-156 05310 #2 ) BCG LIVE (BCG [influenza-A
live) Powder For related
Instillation Fluid pneumonia
[Pneumonia
influenzal]
112 #01* 04 p ¥ 32 F % 42 F
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influenza-A
related
#1) MK-3475 pneumonia
(pembrolizumab) [Pneumonia
CMUH110 2002CANO Solution for injection  [influenzal]
9. 2020/1/15 Followup 7 123 | A
-REC1-156 05310 #2 ) BCG LIVE (BCG |small bowel
live) Powder For obstruction
Instillation Fluid [Small intestinal
obstruction]
colitis [Colitis]
#1) MK-7902
(lenvatinib mesylate)  |Massive
CMUH111 2211ESPO | _
10. 2022/11/28 Initial #2) hemoptysis 1.2 A
-REC1-135 09818 _
PEMBROLIZUMAB |[Haemoptysis]
(pembrolizumab)
#1) MK-7902 Haemoptysis
(lenvatinib mesylate)  |[Haemoptysis]
CMUH111 2205GBRO|Followup )
11. 2022/5/2 #2) Liver capsular 1.3 A
-REC1-135 01365 20 ) )
PEMBROLIZUMAB [pain [Hepatic
(pembrolizumab) pain]
#1) MK-7902
(lenvatinib mesylate)  |Massive
CMUH111 2211ESPO )
12. 2022/11/28 Followup 1]#2) hemoptysis 123 | A
-REC1-135 09818 _
PEMBROLIZUMAB |[Haemoptysis]
(pembrolizumab)
CMUH110 TH202214 Belantamab Mafodotin [Thrombocytope
13. 2022/10/2 Initial 1-3 ] A
-REC1-203 1497 (GSK2857916) nia
CMUH110 BR202215 Belantamab Mafodotin
14. 2022/10/18 Initial Pneumonia 23| A
-REC1-203 0703 (GSK2857916)
Pulmonary
CMUH110 BR202215 |Follow up |Belantamab Mafodotin ) )
15. 2022/10/18 sepsis, Febrile 2~-3 | A
-REC1-203 0703 1 (GSK2857916) )
neutropenia
Pulmonary
CMUH110 BR202215 |Follow up |Belantamab Mafodotin ] ]
16. 2022/10/18 sepsis, Febrile 23| A
-REC1-203 0703 2 (GSK2857916) )
neutropenia
112 # 01 *» 04 p % 33 F % 42T
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CMUH110 TH202214 |Follow up |Belantamab Mafodotin [Thrombocytope
17. 2022/10/2 1-3 | A
-REC1-203 1497 1 (GSK2857916) nia
Pulmonary
CMUH110 BR202215 [Follow up |Belantamab Mafodotin |sepsis, Febrile
18. 2022/10/18 _ 2~3 | A
-REC1-203 0703 3 (GSK2857916) neutropenia,
Hemoptysis
Pulmonary
sepsis, Febrile
CMUH110 BR202215 [Follow up [Belantamab Mafodotin [neutropenia,
19. 2022/10/18 _ 2~3 | A
-REC1-203 0703 4 (GSK2857916) Hemoptysis,
Acute renal
failure
CMUH110 TH202214 |Follow up [Belantamab Mafodotin |Thrombocytope
20. 2022/10/2 1-3 | A
-REC1-203 1497 2 (GSK2857916) nia
CMUH110 TH202214 |Follow up |Belantamab Mafodotin [Thrombocytope
21. 2022/10/2 ) 1-3 | A
-REC1-203 1497 3 (GSK2857916) nia
Tracheostomy
site bleeding,
Pulmonary
CMUH110 BR202215 [Follow up [Belantamab Mafodotin |sepsis, Febrile
22. 2022/10/18 _ 1-2-3] A
-REC1-203 0703 5 (GSK2857916) neutropenia,
Hemoptysis,
Acute renal
failure
CMUH110 TW202216 Belantamab Mafodotin
23. 2022/11/12 Initial Pneumonia 2~-3 | A
-REC1-203 7371 (GSK2857916)
CMUH110 TW202216 |Follow up |Belantamab Mafodotin
24. 2022/11/12 Pneumonia 2-3 | A
-REC1-203 7371 1 (GSK2857916)
gastrointestinal
CMUH110 2208CHNO #1) MK-7902 bleeding
25. 2022/8/6 Followup 6 S 1 A
-REC1-045 04251 #2 ) EPIRUBICIN [Gastrointestinal
haemorrhage]
112 # 01 *» 04 p % 34 F % 42T
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gastrointestinal
CMUH110 2208CHNO #1) MK-7902 bleeding
26. 2022/8/6 Followup 7 1 A
-REC1-045 04251 #2 ) EPIRUBICIN [Gastrointestinal
haemorrhage]
Acute
myocardial
CMUH110 2203CHNO|Followup infarction
27. 2022/3/16 #1) MK-7902 2.3 A
-REC1-045 07506 10 [Acute
myocardial
infarction]
LIFE
THREATENIN
G NON-ST
CMUH109 -
28. 2022/10/17(3203096 |Initial RO7197597 ELEVATION 2,3 A
-REC1-084
(NSTEMI)
MYOCARDIAL
INFARCTION
FATAL
NON-ST
CMUH109 Follow up ELEVATION
29. 2022/10/17 (3203096 RO4897779 1,3 A
-REC1-084 (NSTEMI)
MYOCARDIAL
INFARCTION
FATAL
NON-ST
CMUH109 Follow up ELEVATION
30. 2022/10/17(3203096 RO7197597 1,3 A
-REC1-084 (NSTEMI)
MYOCARDIAL
INFARCTION
CMUH110 2022A072 Finerenone
31 2022/11/23 Initial Death 1 A
-REC1-224 612 [/Placebo
CMUH110 2022A072 |Follow up [Finerenone Ventricular
32. 2022/11/23 1 A
-REC1-224 612 1 [/Placebo fibrillation
112 # 01 *» 04 p % 3B Foox 42T
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#1) V937 Lichenoid
CMUH109 2210ISR00
33. 2022/7/26 Followup 3|#2 ) keratosis 237 | A
-REC1-131 0582
PEMBROLIZUMAB |Septic shock
#1) V937 Septic shock
CMUH109 2210I1SR00 ] ]
34. 2022/7/26 Followup 4 |#2) Lichenoid 1.237] A
-REC1-131 0582
PEMBROLIZUMAB [keratosis
#1) V937 Lichenoid
CMUH109 2210I1SR00 ]
35. 2022/7/26 Followup 5|#2) keratosis 1.237] A
-REC1-131 0582
PEMBROLIZUMAB |[Septic shock
#1) V937
CMUH109 2011ESPO |Followup \Vomiting
36. 2022/11/12 #2) ] 2.3 A
-REC1-131 09622 13 Hyponatraemia
PEMBROLIZUMAB
#1) V937 Lichenoid
CMUH109 2210ISR00 ]
37. 2022/7/26 Followup 6 |#2) keratosis 1237 A
-REC1-131 0582
PEMBROLIZUMAB [Septic shock
#1) V937 N
CMUH109 2011ESPO |Followup Vomiting
38. 2022/11/12 #2) 2.3 A
-REC1-131 09622 14 Hyponatraemia
PEMBROLIZUMAB
1.BILATERAL
PULMONARY
202201113
CMUH108 ) THROMBOEM
39. 2022/1/4 |57_4 follow up 4 [apalutamide 2 A
-REC1-030 BOLISM
Blinded
2.BILATERAL
PNEUMONIA
Sepsis [Sepsis]
leucopenia
CMUH111 2210DEUO0 #1) MK-7684A Study |[Leukopenia]
40. 2022/10/14 Followup 2 _ 23 A
-REC1-019 06412 #2 ) PEMETREXED |thrombopenia
[Thrombocytope
nia]
112 # 01 *» 04 p % 36 F % 42T
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41,

CMUH111
-REC1-019

2022/10/14

2210DEU0
06412

Followup 3

#1) MK-7684A Study
#2') PEMETREXED

Sepsis [Sepsis]
White blood cell
count decreased
[White blood
cell count
decreased]
thrombopenia
[Thrombocytope

nia]

2.3

42,

CMUH111
-REC1-019

2022/10/14

2210DEUO
06412

Followup 4

#1') MK-7684A Study
#2) PEMETREXED

Sepsis [Sepsis]
White blood cell
count decreased
[White blood
cell count
decreased]
thrombopenia
[Thrombocytope

nia]

2.3

43.

CMUH111
-REC1-019

2022/10/14

2210DEUO0
06412

Followup 5

#1) MK-7684A Study
#2) PEMETREXED

Sepsis [Sepsis]
White blood cell
count decreased
[White blood
cell count
decreased]
thrombopenia
[Thrombocytope

nia]

2.3
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44,

CMUH111
-REC1-019

2022/10/14

2210DEU0
06412

Followup 6

#1) MK-7684A Study
#2') PEMETREXED

Sepsis [Sepsis]
White blood cell
count decreased
[White blood
cell count
decreased]
thrombopenia
[Thrombocytope

nia]

2.3

45,

CMUH111
-REC1-019

2022/10/14

2210DEUO
06412

Followup 7

#1') MK-7684A Study
#2) PEMETREXED

Sepsis [Sepsis]
White blood cell
count decreased
[White blood
cell count
decreased]
thrombopenia
[Thrombocytope

nia]

2.3

46.

CMUH111
-REC1-019

2022/10/14

2210DEUO0
06412

Followup 8

#1) MK-7684A Study
#2) PEMETREXED

Sepsis [Sepsis]
White blood cell
count decreased
[White blood
cell count
decreased]
thrombopenia
[Thrombocytope

nia]

2.3
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Sepsis [Sepsis]
White blood cell
count decreased
[White blood
CMUH111 2210DEUO0 #1) MK-7684A Study
47. 2022/10/14 Followup 9 cell count 2.3 A
-REC1-019 06412 #2 ) PEMETREXED
decreased]
thrombopenia
[Thrombocytope
nia]
Sepsis [Sepsis]
White blood cell
count decreased
[White blood
CMUH111 2210DEUO|Followup |#1 ) MK-7684A Study
48. 2022/10/14 cell count 2.3 A
-REC1-019 06412 10 #2 ) PEMETREXED
decreased]
thrombopenia
[Thrombocytope
nia]
#1) Death
CMUH102 PV202200
49. 2022/10/18 Initial ENZALUTAMIDE [Unknown cause| 1 A
-REC1-068 092263
(Code not broken) of death]
#1) .
CMUH102 PV202200 (Follow up Death [Cardiac
50. 2022/10/27 ENZALUTAMIDE ] 1 A
-REC1-068 092263 1 failure acute]
(Code not broken)
#1)
ENZALUTAMIDE;PL
ACEBO (Code not
Death
CMUH102 PV202200 broken)
51. 2022/11/19 Initial [Unknown cause| 1 A
-REC1-068 110145 #2) *Leuprorelin
of death]
Acetate
(LEUPRORELIN
ACETATE) Unknown
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[ Six-Monthly SUSAR Report]

*E o ¥4 L AL Trastuzumab
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[ DSUR Report])

*E 5%k ¥4 LA Trastuzumab

*% > AL B F 0 2021/09/25 to 2022/09/24
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*R % # 4 AL ¢ iberdomide (CC-220)
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.. | *R% % 4L 0 Amiselimod (MT-1303)
12. | CMUHLI10-RECI-113 FEF g iﬁﬁ%gﬁ 12021 £ 107 04 p % 2022 # 10
703 F
[z =% >1dp2 ]
1.SSR_JNJ-67652000_Blinded_23Mar2022-22Sep2022
13 CMUH107-REC1-189 3E VAt Rk *,Z*E'Lf’w 4% CJNJj67§52000 (niraparib/abiraterone
' acetate fixed-dose combination)
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22 p
(S5t un i)
kN
14. CMUH108-REC1-096 Fin CLOUO064E12201_CSR_\ersion 1.0_16Sep2022
CLOUO064E12201_CSR synopsis_Version 1.0_16Sep2022
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O *HB% E P L AL 1 RO4877533/ Tocilizumab/ Actemra
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e *#% % A - Belantamab mafodotin (GSK2857916)
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CNTO 1959 (guselkumab) Investigator's Brochure Edition
14, Date: 29 August 2022
Rk 114
*p #p : 29 August 2022
17. CMUH107-REC1-093 I 4Epm
[F73 2 45 4 £ P g ]
CNTO 1275 (ustekinumab) Addendum 1 to
Investigator's Brochure Edition 23, Date: 28 July 2022
*5% A& : Addendum 1 to Edition 23
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