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LIVER DYSFUNCTION,
CMUH106- Follow ] DRUGINDUCED
1. 2018/6/8 | 2140475 Ipatasertib 23| A
REC3-081 up 2 HEPATOTOXICITY
+ RASH MACULO
PAPULAR
#1) MK-3475 Encephalitis
CMUH106- 1910DEUO - )
2. 2019/10/1 Initial | Study (Code not Hypertension 2.3 A
REC3-121 04209 N
broken) Pneumonitis
#1) MK-3475
CMUH106- 1909ESPO0 | Followup o
3. 2019/8/22 Study (Code not Pneumonitis 2.3 A
REC3-121 0956 5
broken)
#1) MK-3475 Myositis
CMUH106- 1908MEXO0 |Followup »
4, 2019/8/8 Study (Code not Myocarditis 13| A
REC3-121 04570 7 N
broken) Hepatitis
#1) MK-3475
CMUH106- 1901ESPO0 |Followup »
5. 2019/1/17 Study (Code not Encephalitis 23 | A
REC3-121 8305 6
broken)
#1) MK-3475
CMUH106- 1909ESPO0 |Followup »
6. 2019/8/22 Study (Code not Pneumonitis 23| A
REC3-121 0956 6
broken)
#1) MK-3475 ]
CMUH106- 1902ARGO |Followup Malignant neoplasm
7. 2019/2/21 Study (Code not ) 13| A
REC3-121 10804 5 progression
broken)
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#1) MK-3475
CMUH106- 1904CANO |Followup Pneumonitis
8. 2019/4/22 Study (Code not S 23 | A
REC3-121 11084 7 Adrenal insufficiency
broken)
#1) MK-3475 Pneumonitis
CMUH106- 1910DEUO0 [Followup )
9. 2019/10/1 Study (Code not Hypertension 23 | A
REC3-121 04209 1 -
broken) Encephalitis
#1) MK-3475
CMUH106- 1902ARGO |Followup Malignant neoplasm
10. 2019/2/21 Study (Code not 13 ] A
REC3-121 10804 6 progression
broken)
#1) MK-3475 Pneumonitis
CMUH106- 1910DEUO0 [Followup
11. 2019/10/1 Study (Code not Hypertension 23| A
REC3-121 04209 2
broken) Encephalitis
#1) MK-3475 Pneumonitis
CMUH106- 1910DEUO0 [Followup )
12. 2019/10/1 Study (Code not Hypertension 23 | A
REC3-121 04209 3 o
broken) Encephalitis
#1) MK-3475 Atelectasis
CMUH106- 1909ESPO1 |Followup )
13. 2019/9/20 Study (Code not Malignant neoplasm 131 A
REC3-121 2121 5 ]
broken) progression
#1) MK-3475
CMUH106- 1909ESPO0 |Followup -
14. 2019/8/22 Study (Code not Pneumonitis 23| A
REC3-121 0956 7
broken)
#1) MK-3475 Pneumonitis
CMUH106- 1910DEUO0 [Followup
15. 2019/10/1 Study (Code not Hypertension 23| A
REC3-121 04209 4
broken) Encephalitis
#1) MK-3475 Myositis
CMUH106- 1908MEXO0 |Followup
16. 2019/8/8 Study (Code not Myocarditis 13| A
REC3-121 04570 8
broken) Hepatitis
#1) MK-3475 Atelectasis
CMUH106- 1909ESPO1 |Followup )
17. 2019/9/20 Study (Code not|  Malignant neoplasm 13| A
REC3-121 2121 6
broken) progression
#1) MK-3475 Hypertension
CMUH106- 1910DEUO [Followup -
18. 2019/10/1 Study (Code not Encephalitis 23 | A
REC3-121 04209 5
broken) Pneumonitis
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#1) MK-3475
CMUH106- 1907CANO |Followup Immune-mediated
19. 2019/7/24 Study (Code not N 23 | A
REC3-121 15331 13 pneumonitis
broken)
#1) MK-3475 Myositis
CMUH106- 1908MEXO0 |Followup .
20. 2019/8/8 Study (Code not Myocarditis 13 A
REC3-121 04570 9 N
broken) Hepatitis
#1) MK-3475
CMUH106- 1904TURO |Followup Diarrhoea
21. 2019/4/3 Study (Code not . 1.23] A
REC3-121 05239 9 Myocarditis
broken)
#1) MK-3475 Hypertension
CMUH106- 1910DEUO0 [Followup
22. 2019/10/1 Study (Code not Encephalitis 23| A
REC3-121 04209 6
broken) Pneumonitis
#1) MK-3475
CMUH106- 1907CANO |Followup Immune-mediated
23. 2019/7/24 Study (Code not N 23 | A
REC3-121 15331 14 pneumonitis
broken)
#1) MK-3475
CMUH106- 1909TURO . Adrenal insufficiency
24. 2019/8/30 Initial | Study (Code not ) 23| A
REC3-121 01071 Fatigue
broken)
#1) MK-3475 Hypertension
CMUH106- 1910DEUO [Followup »
25. 2019/10/1 Study (Code not Encephalitis 23 | A
REC3-121 04209 7
broken) Pneumonitis
#1) MK-3475 Hypertension
CMUH106- 1910DEUO0 [Followup
26. 2019/10/1 Study (Code not Encephalitis 23| A
REC3-121 04209 8
broken) Pneumonitis
#1) MK-3475 Atelectasis
CMUH106- 1909ESPO1 |Followup )
27. 2019/9/20 Study (Code not|  Malignant neoplasm 13| A
REC3-121 2121 7
broken) progression
#1) MK-3475 ) o
CMUH106- 1909TURO |Followup Adrenal insufficiency
28. 2019/8/30 Study (Code not 23| A
REC3-121 01071 1 Fatigue
broken)
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1. SEVERE SEPSIS
2. ASPARTATE
) AMINOTRANSFERASE
1. Ipatasertib
) INCREASED
CMUH106- » 2. Abiraterone
29. 2019/7/8 2352597 Initial 3. ALANINE 2,3 A
REC3-081 Acetate
) AMINOTRANSFERASE
3. Prednisone
INCREASED
4, ACUTE RENAL
FAILURE
1. SEVERE SEPSIS
2. ASPARTATE
] AMINOTRANSFERASE
1. Ipatasertib
INCREASED
CMUH106- Follow | 2. Abiraterone
30. 2019/7/8 2352597 3. ALANINE 2,3 A
REC3-081 up 1 Acetate
) AMINOTRANSFERASE
3. Prednisone
INCREASED
4, ACUTE RENAL
FAILURE
1. SEVERE SEPSIS
2. ASPARTATE
] AMINOTRANSFERASE
1. Ipatasertib
INCREASED
CMUH106- Follow | 2. Abiraterone
31. 2019/7/8 2352597 3. ALANINE 1,3 A
REC3-081 up 2 Acetate
) AMINOTRANSFERASE
3. Prednisone
INCREASED
4, ACUTE RENAL
FAILURE
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#1) ONO-4538
vs Placebo
CapeOX therapy 2,7:m
(Code not edical
broken) Immune related hepatitis | ly
CMUH105- ONO-2019- ] ]
32. 2019/9/24 FU4 [Immune-mediated impor[ A
REC3-121 019927
#2) Oxaliplatin hepatitis] tant
(OXALIPLATI condi
N) Injection tion
{Lot #
unknown}
RPC1063(bi-ary
EXACERBATION OF
CMUH107- POL-20180 | oxadiazole,
33. 2018/2/16 Initial NEURALGIAOFTHE | 137 | A
REC3-114 206609(0) Ozanimod,
TRIGEMINAL NERVE
RPC1063)
RPC1063(bi-ary
NAEVUS
CMUH107- POL-20180 | oxadiazole,
34. 2018/4/10 Initial PIGMENTOSUS ON 237 | A
REC3-114 607486(0) Ozanimod,
TRUNK INCISION
RPC1063)
RPC1063(bi-ary
NAEVUS
CMUH107- POL-20180 | oxadiazole,
35. 2018/4/10 FUl PIGMENTOSUS ON 237 | A
REC3-114 607486(1) Ozanimod,
TRUNK INCISION
RPC1063)
RPC1063(bi-ary
CMUH107- POL-20181 - | oxadiazole,
36. 2018/12/3 Initial ) PNEUMONIA 137 | A
REC3-114 203131(0) Ozanimod,
RPC1063)
RPC1063(bi-ary
| oxadiazole,
CMUH107- POL-20181
37. 2018/12/3 FUl Ozanimod, PNEUMONIA 137 | A
REC3-114 203131(1)
RPC1063,
Ozanimod)
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38.

CMUH107-
REC3-114

2018/12/5

ROU-2018
1207641(0)

Initial

RPC1063(bi-ary
| oxadiazole,
Ozanimod,
RPC1063)

ANGINA

39.

CMUH107-
REC3-114

2018/12/5

ROU-2018
1207641(1)

FUl

RPC1063(bi-ary
| oxadiazole,
Ozanimod,
RPC1063)

ANGINA

27

40.

CMUH106-
REC3-078

2019/1/16

1902JPNOO
2838

Followup
13

#1) MK-3475
Study
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Malignant neoplasm
progression

Decreased appetite

1.3

41.

CMUH106-
REC3-078

2018/9/30

1810CHNO
00665

Followup
13

#1) MK-3475
Study
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Neutropenia

Leukopenia

2.3

42.

CMUH106-
REC3-078

2019/2/7

1902HKGO
04360

Followup
6

#1) MK-3475
Study
#2)
5-FLUOROUR
ACIL
#3)
CISPLATIN

Pneumonia
Malignant neoplasm

progression

1.3
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43.

CMUH106-
REC3-078

2019/2/7

1902HKGO

04360

Followup

7

#1) MK-3475
Study
#2)
5-FLUOROUR
ACIL
#3)
CISPLATIN

Pneumonia
Malignant neoplasm

progression

1.3

44,

CMUH106-
REC3-078

2019/1/16

1902JPNOO

2838

Followup

14

#1) MK-3475
Study
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Malignant neoplasm
progression

Decreased appetite

1.3

45,

CMUH106-
REC3-078

2018/5/5

1805JPNO0O
2986

Followup
19

#1) MK-3475
Study
#2)
CISPLATIN
#3)
5-FLUOROUR

ACIL

Duodenal perforation

Ureteric obstruction

2.3

46.

CMUH108-
REC3-058

2019/11/7

1911ISR00
4832

Followup
1

#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL

Myasthenia gravis

1,3

47.

CMUH108-
REC3-058

2019/8/30

1909ISR00
2679

Followup
3

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

#2)
DOCETAXEL
#3)

PREDNISONE

Pneumonitis

2,3
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#1) MK-3475
Study (Code not
broken)
CMUH108- 19091SR00 [Followup .
48. 2019/8/30 #2) Pneumonitis 23| A
REC3-058 2679 4
DOCETAXEL
#3)
PREDNISONE
#1) MK-3475
Study (Code not
CMUH108- 19111SR00 |Followup ) )
49, 2019/11/7 broken) Myasthenia gravis 13 A
REC3-058 4832 2
#2)
DOCETAXEL
#1) MK-7339
(olaparib) .
CMUH108- 1907FRAO |Followup Myositis
50. 2019/7/8 #2) . 23| A
REC3-057 04683 8 Vomiting
PEMBROLIZU
MAB
#1) MK-7339
(olaparib) .
CMUH108- 1907FRAO |Followup Myositis
51. 2019/7/8 #2) - 23| A
REC3-057 04683 9 Vomiting
PEMBROLIZU
MAB
#1) MK-7339
(olaparib)
#2) General physical health
CMUH108- 1907FRAO [Followup
52. 2019/7/8 PEMBROLIZU deterioration 23| A
REC3-057 04683 10 »
MAB Myositis
(pembrolizumab
)
#1) MK-3475
CMUH105- 1908ESP00 |Followup | (pembrolizumab ) )
53. 2019/7/28 Type 1 diabetes mellitus | 2,3 | A
REC3-093 0605 9 )
#2 ) AXITINIB
108 # 12 » 19 p % 58 F > % 90 F
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#1) MK-3475
CMUH105- 1908ESP00 |Followup | (pembrolizumab Hyperglycaemia
54, 2019/7/28 ] ) 23| A
REC3-093 0605 10 ) Type 1 diabetes mellitus
#2 ) AXITINIB
#1) MK-7339
(olaparib) General physical health
CMUH108- 1907FRAO (Followup o
55. 2019/7/8 #2) deterioration 23| A
REC3-057 04683 1 »
PEMBROLIZU Myositis
MAB
#1) MK-7339
(olaparib) General physical health
CMUH108- 1907FRAO |Followup
56. 2019/7/8 #2) deterioration 23| A
REC3-057 04683 12
PEMBROLIZU Myositis
MAB
#1)
PEMBROLIZU
MAB
CMUH-108- 1908RUSO |Followup | (pembrolizumab )
57. 2019/8/24 Brain oedema 23| A
REC3-051 10332 7 )
#2 ) MK-7902
Study (Code not
broken)
#1) MK-3475
Study
#2)
CARBOPLATI pulmonary sepsis
CMUH107- 1909ARGO |Followup N [Pulmonary sepsis]
58. 2019/9/1 ) 1123 A
REC3-126 01364 3 #3) Neutropenia [Neutropenia]
PACLITAXEL | pelvic pain [Pelvic pain]
#4)
BEVACIZUMA
B

108 # 12 * 19 p

S



PHFFAETERRFRFIGELRE5=2F2 LR ¢
-FRAERFL-ZBAEHES

A ENE

R e
2 5o

SIS )
&

g

TR

59.

CMUH107-
REC3-126

2019/4/23

1905ARGO
00507

Followup
3

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL

Febrile neutropenia

[Febrile neutropenia]

2.3

60.

CMUH107-
REC3-126

2019/3/20

1903USA0
11104

Followup
8

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL
#4)
BEVACIZUMA
B

shock (sepsis) [Septic

shock]

diabetic keto acidosis

[Diabetic ketoacidosis]

2.3

61.

CMUH107-
REC3-126

2019/9/1

1909ARGO
01364

Followup
4

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL
#4)
BEVACIZUMA

B

pulmonary sepsis
[Pulmonary sepsis]
Neutropenia [Neutropenia]

pelvic pain [Pelvic pain]

1.23
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#1) MK-3475
Study
#2)
CARBOPLATI pulmonary sepsis
CMUH107- 1909ARGO |Followup N [Pulmonary sepsis]
62. 2019/9/1 ) C 1123 A
REC3-126 01364 5 #3) Neutropenia [Neutropenia]
PACLITAXEL | pelvic pain [Pelvic pain]
#4)
BEVACIZUMA
B
#1) MK-3475
Study
#2) Myositis [Myositis]
0sitis 0sitis
CARBOPLATI Y Y
Bilateral Blurred Vision
CMUH107- 1908AUSO . N ) )
63. 2019/8/21 Initial (Bilateral optic nerve 23| A
REC3-126 09109 #3) ]
neuropathy) [Optic
PACLITAXEL Y]
neuropathy
#4)
BEVACIZUMA
B
#1) MK-3475
Study
#2) Metrorrhagia
CARBOPLATI [Metrorrhagia]
CMUH107- 1906FRAO |Followup N Cerebral ischemia
64. 2019/6/23 ) ) 1231 A
REC3-126 10110 15 #3) [Cerebral ischaemia]
PACLITAXEL | latrogenic pneumothorax
#4) [Procedural pneumothorax]
BEVACIZUMA
B
108 # 12 » 19 p % 61 F % 9 |
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#1) MK-3475
INTESTINAL
Study
#2) PERFORATION
CMUH107- 1909CHLO |Followup [Intestinal perforation]
65. 2019/7/9 CARBOPLATI ) ) 131 A
REC3-126 00603 4 N Anemia [Anaemia]
NEUTROPENIA
#3) )
[Neutropenia]
PACLITAXEL
#1) MK-3475
Study
#2) Metrorrhagia
CARBOPLATI [Metrorrhagia]
CMUH107- 1906FRAO |Followup N Cerebral ischemia
66. 2019/6/23 _ _ 123 A
REC3-126 10110 16 #3) [Cerebral ischaemia]
PACLITAXEL | latrogenic pneumothorax
#4) [Procedural pneumothorax]
BEVACIZUMA
B
#1) MK-3475
Study
#2) autoimmune myositis
CARBOPLATI | [Autoimmune myositis]
CMUH107- 1908AUSO |Followup N Bilateral Blurred Vision
67. 2019/8/21 ) ) 23 [ A
REC3-126 09109 1 #3) (Bilateral optic nerve
PACLITAXEL neuropathy) [Optic
#4) neuropathy]
BEVACIZUMA
B
#1) MK-3475
Study
#2) _ .
CMUH107- 1905ARGO |Followup Febrile neutropenia
68. 2019/4/23 CARBOPLATI ) ) 23 [ A
REC3-126 00507 4 N [Febrile neutropenia]
#3)
PACLITAXEL
108 # 12 » 19 p % 62 % 9 |
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#1) MK-3475
Study
#2) autoimmune myositis
CARBOPLATI | [Autoimmune myositis]
CMUH107- 1908AUSO |Followup N Bilateral Blurred Vision
69. 2019/8/21 23 [ A
REC3-126 09109 2 #3) (Bilateral optic nerve
PACLITAXEL neuropathy) [Optic
#4) neuropathy]
BEVACIZUMA
B
#1) MK-3475
Study
#2)
CARBOPLATI )
pulmonary sepsis
CMUH107- 1909ARGO |Followup N ]
70. 2019/9/21 [Pulmonary sepsis] 1231 A
REC3-126 01364 6 #3) ) ]
Neutropenia [Neutropenia]
PACLITAXEL
#4)
BEVACIZUMA
B
#1) MK-3475
Study
#2)
Vaginal Hemorrhage
BEVACIZUMA ]
[Vaginal haemorrhage]
CMUH107- 1905USAO |Followup B ] ]
71. 2019/5/3 sepsis [Sepsis] 23 | A
REC3-126 02536 12 #3) ] ) ]
urinary tract infection
PACLITAXEL ) ] ]
[Urinary tract infection]
#4)
CARBOPLATI
N
¥ 63 = 90 7
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#1) MK-3475
Study
#2)
CARBOPLATI | massive vaginal bleeding
CMUH107- 1909ISR00 [Followup N [Vaginal haemorrhage]
72. 2019/9/17 13 A
REC3-126 9264 4 #3) Pelvic Infection [Pelvic
PACLITAXEL infection]
#4)
BEVACIZUMA
B
#1) MK-3475
Study
#2) Metrorrhagia
CARBOPLATI [Metrorrhagia]
CMUH107- 1906FRAO |Followup N latrogenic pneumothorax
73. 2019/6/23 123 A
REC3-126 10110 17 #3) [Procedural pneumothorax]
PACLITAXEL Cerebral ischemia
#4) [Cerebral ischaemia]
BEVACIZUMA
B
#1) MK-3475
Study
#2) _ .
74, CMUH107- 2019/4/23 1905ARGO |Followup CARBOPLATI Febrile neutropenia 23| A
REC3-126 00507 5 N [Febrile neutropenia]
#3)
PACLITAXEL
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Febrile neutropenia
[Febrile neutropenia]
anemia [Anaemia]
lung infection [Lung
infection]
#1) MK-3475 ]
thrombocytopenia
Study .
42) [Thrombocytopenia]
gastric ulcer [Gastric ulcer]
BEVACIZUMA
Perforation in the rectum
CMUH107- 1906CHLO |Followup B )
75. 2019/4/30 [Rectal perforation] 23| A
REC3-126 00360 23 #3) ]
colostomy obstruction
PACLITAXEL ) )
[Gastrointestinal stoma
#4) o
complication]
CARBOPLATI | _ _
N intestinal stoma obstruction
[Gastrointestinal stoma
complication]
small intestinal obstruction
[Small intestinal
obstruction]
#1) MK-3475
Study
#2)
Vaginal Hemorrhage
CARBOPLATI _
[Vaginal haemorrhage]
CMUH107- 1905USAO |Followup N ] ]
76. 2019/5/3 sepsis [Sepsis] 23 | A
REC3-126 02536 13 #3) _ ) ]
urinary tract infection
PACLITAXEL ] _ _
[Urinary tract infection]
#4)
BEVACIZUMA
B

108 # 12 * 19 p
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#1) MK-3475
Study . N
#2) Vesicovaginal fistula
[Urogenital fistula]
CARBOPLATI ) ) )
Urinary track infection
CMUH107- 1909KORO0 [Followup N ) ] ]
77. 2019/9/12 [Urinary tract infection] | 2.3 | A
REC3-126 06696 5 #3) )
Colon perforation [Large
PACLITAXEL ) ) )
intestine perforation]
#) o
panperitonitis [Peritonitis]
BEVACIZUMA
B
#1) MK-3475
Study
#2) | .
ulmonary sepsis
CARBOPLATI P Y p.
[Pulmonary sepsis]
CMUH107- 1909ARGO |Followup N ) ]
78. 2019/9/1 Neutropenia [Neutropenia] | 1.2.3| A
REC3-126 01364 7 #3) ) o
worsening pelvic pain
PACLITAXEL
[Pelvic pain]
#4)
BEVACIZUMA
B
#1) MK-3475
Study
#2) N
Vesicovaginal fistula
CARBOPLATI o
[Urogenital fistula]
CMUH107- 1909KORO0 |Followup N ] ) ]
79. 2019/9/12 Urinary track infection 23 | A
REC3-126 06696 6 #3) ) ] ]
[Urinary tract infection]
PACLITAXEL o o
panperitonitis [Peritonitis]
#4)
BEVACIZUMA
B
108 # 12 » 19 p % 66 F > x 90 F
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#1) MK-3475
Study
#2) INTESTINAL
CARBOPLATI PERFORATION
CMUH107- 1909CHLO |Followup N [Intestinal perforation]
80. 2019/7/9 1231 A
REC3-126 00603 5 #3) NEUTROPENIA
PACLITAXEL [Neutropenia]
#4) Anemia [Anaemia]
BEVACIZUMA
B
#1) MK-3475
Study
#2)
CARBOPLATI shock (sepsis) [Septic
CMUH107- 1903USAO |Followup N shock]
81. 2019/4/13 o o 23 | A
REC3-126 11104 9 #3) diabetic keto acidosis
PACLITAXEL | [Diabetic ketoacidosis]
#4)
BEVACIZUMA
B
#1) MK-3475
Study
#2)
Vaginal Hemorrhage
CARBOPLATI ]
[Vaginal haemorrhage]
CMUH107- 1905USAO |Followup N ] ]
82. 2019/5/3 sepsis [Sepsis] 23| A
REC3-126 02536 14 #3) ] ) ]
urinary tract infection
PACLITAXEL ) ] )
[Urinary tract infection]
#4)
BEVACIZUMA
B
108 # 12 » 19 p % 67 F > x 90 F
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Febrile neutropenia
[Febrile neutropenia]
anemia [Anaemia]
lung infection [Lung
infection]
#1) MK-3475 ]
thrombocytopenia
Study ]
42) [Thrombocytopenia]
gastric ulcer [Gastric ulcer]
CARBOPLATI
Perforation in the rectum
CMUH107- 1906CHLO |Followup N )
83. 2019/4/30 [Rectal perforation] 23| A
REC3-126 00360 24 #3) ]
colostomy obstruction
PACLITAXEL ] ]
[Gastrointestinal stoma
#4) .
complication]
BEVACIZUMA | ] ]
. intestinal stoma obstruction
[Gastrointestinal stoma
complication]
small intestinal obstruction
[Small intestinal
obstruction]
#1) MK-3475
Study
#2) autoimmune myositis
CARBOPLATI | [Autoimmune myositis]
CMUH107- 1908AUSO |Followup N Bilateral Blurred Vision
84. 2019/8/17 ) ) 23 [ A
REC3-126 09109 3 #3) (Bilateral optic nerve
PACLITAXEL neuropathy) [Optic
#4) neuropathy]
BEVACIZUMA
B
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#1) MK-3475 non-specific colitis
Study [Colitis]
#2) pancytopenia
CMUH107- 1902CANO |Followup ]
8b. 2019/2/22 PACLITAXEL [Pancytopenia] 13| A
REC3-126 11987 22
#3) malignant neoplasm
CARBOPLATI | progression [Malignant
N neoplasm progression]
#1) MK-3475
Study
#2) o
Vesicovaginal fistula
CARBOPLATI o
[Urogenital fistula]
CMUH107- 1909KORO0 |Followup N ] ] )
86. 2019/9/12 Urinary track infection | 23 | A
REC3-126 06696 7 #3) ] ] ]
[Urinary tract infection]
PACLITAXEL o o
panperitonitis [Peritonitis]
#4)
BEVACIZUMA
B
#1) MK-3475
Study
#2) autoimmune myositis
CARBOPLATI | [Autoimmune myositis]
CMUH107- 1908AUSO |Followup N Bilateral Blurred Vision
87. 2019/8/17 ) ) 23 [ A
REC3-126 09109 4 #3) (Bilateral optic nerve
PACLITAXEL neuropathy) [Optic
#4) neuropathy]
BEVACIZUMA
B
108 # 12 » 19 p % 69 F > x 90 F
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Febrile neutropenia
[Febrile neutropenia]
anemia [Anaemia]
lung infection [Lung
infection]
#1) MK-3475 ]
thrombocytopenia
Study .
42) [Thrombocytopenia]
gastric ulcer [Gastric ulcer]
CARBOPLATI
Perforation in the rectum
CMUH107- 1906CHLO |Followup N )
88. 2019/4/30 [Rectal perforation] 23| A
REC3-126 00360 25 #3) ]
colostomy obstruction
PACLITAXEL ) )
[Gastrointestinal stoma
#4) o
complication]
BEVACIZUMA | _ ]
. intestinal stoma obstruction
[Gastrointestinal stoma
complication]
small intestinal obstruction
[Small intestinal
obstruction]
#1) MK-3475
Study
#2)
Vaginal Hemorrhage
BEVACIZUMA ]
[Vaginal haemorrhage]
CMUH107- 1905USAO |Followup B ] ]
89. 2019/5/3 sepsis [Sepsis] 23 | A
REC3-126 02536 15 #3) _ ) ]
urinary tract infection
PACLITAXEL ] _ _
[Urinary tract infection]
#4)
CARBOPLATI
N
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#1) MK-3475
Study
#2)
CARBOPLATI | massive vaginal bleeding
CMUH107- 1906FRAO |Followup N [Vaginal haemorrhage]
90. 2019/6/23 1231 A
REC3-126 10110 18 #3) Pelvic Infection [Pelvic
PACLITAXEL infection]
#4)
BEVACIZUMA
B
#1) MK-3475
Study
#2)
CARBOPLATI pulmonary sepsis
CMUH107- 19091SR00 |Followup N [Pulmonary sepsis]
91. 2019/9/17 13 A
REC3-126 9264 5 #3) Neutropenia [Neutropenia]
PACLITAXEL | pelvic pain [Pelvic pain]
#4)
BEVACIZUMA
B
#1) MK-3475
Study
#2) INTESTINAL
CARBOPLATI PERFORATION
CMUH107- 1909CHLO |Followup N [Intestinal perforation]
92. 2019/7/9 123 A
REC3-126 00603 6 #3) NEUTROPENIA
PACLITAXEL [Neutropenia]
#4) Anemia [Anaemia]
BEVACIZUMA
B
108 # 12 * 19 p ¥ 71 F > % 9 F
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#1) MK-3475
Study
#2) : N
Vesicovaginal fistula
CARBOPLATI o
[Urogenital fistula]
CMUH107- 1909KORO0 [Followup N ] ) )
93. 2019/9/12 Urinary track infection | 2.3 | A
REC3-126 06696 8 #3) ) ) )
[Urinary tract infection]
PACLITAXEL T o
panperitonitis [Peritonitis]
#4)
BEVACIZUMA
B
#1) MK-3475
Study
#2)
Vaginal Hemorrhage
BEVACIZUMA ]
[Vaginal haemorrhage]
CMUH107- 1905USAO |Followup B ] ]
94, 2019/5/3 sepsis [Sepsis] 23| A
REC3-126 02536 16 #3) ] ] ]
urinary tract infection
PACLITAXEL ] ] ]
[Urinary tract infection]
#4)
CARBOPLATI
N
#1) MK-3475 non-specific colitis
Study [Colitis]
#2) pancytopenia
CMUH107- 1902CANO [Followup )
95. 2019/2/22 PACLITAXEL [Pancytopenia] 13 A
REC3-126 11987 23 )
#3) malignant neoplasm
CARBOPLATI | progression [Malignant
N neoplasm progression]
108 # 12 » 19 p % 72 % 9 |
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#1) MK-3475
Study
#2) o
Vesicovaginal fistula
CARBOPLATI o
[Urogenital fistula]
CMUH107- 1909KORO0 [Followup N ] ) )
96. 2019/9/12 Urinary track infection | 2.3 | A
REC3-126 06696 9 #3) ) ] )
[Urinary tract infection]
PACLITAXEL T o
panperitonitis [Peritonitis]
#4)
BEVACIZUMA
B
#1) MK-3475 | ) -
immune mediated colitis
Study .
#2) [Immune-mediated
CMUH107- 1905COLO |Followup enterocolitis]
97. 2019/5/16 CARBOPLATI ] 13 ] A
REC3-126 11900 15 N malignant neoplasm
progression [Malignant
#3) .
neoplasm progression]
PACLITAXEL
#1) MK-3475
Study
#2) .
pulmonary sepsis
CARBOPLATI ]
[Pulmonary sepsis]
CMUH107- 1909ARGO |Followup N ] )
98. 2019/9/1 Neutropenia [Neutropenia] | 1.2.3| A
REC3-126 01364 8 #3)
worsening pelvic pain
PACLITAXEL
[Pelvic pain]
#4)
BEVACIZUMA
B
108 # 12 » 19 p % 73 F % 9 |
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#1) MK-3475
Study
#2) )
Vaginal Hemorrhage
BEVACIZUMA )
[Vaginal haemorrhage]
CMUH107- 1905USAO |Followup B ] )
99, 2019/5/3 sepsis [Sepsis] 23| A
REC3-126 02536 17 #3) ) ) )
urinary tract infection
PACLITAXEL ) ) )
[Urinary tract infection]
#4)
CARBOPLATI
N
#1) MK-3475 | ) -
immune mediated colitis
Study .
#2) [Immune-mediated
CMUH107- 1905COLO |Followup enterocolitis]
100 2019/5/16 CARBOPLATI ] 13 A
REC3-126 11900 16 N malignant neoplasm
progression [Malignant
#3) ]
neoplasm progression]
PACLITAXEL
#1) MK-3475 non-specific colitis
Study [Colitis]
#2) pancytopenia
CMUH107- 1902CANO [Followup )
101 2019/2/22 PACLITAXEL [Pancytopenia] 13 A
REC3-126 11987 24 )
#3) malignant neoplasm
CARBOPLATI | progression [Malignant
N neoplasm progression]
#1) MK-3475
Metrorrhagia
Study )
[Metrorrhagia]
#2) )
latrogenic pneumothorax
CARBOPLATI
[Procedural pneumothorax]
CMUH107- 1906FRAO [Followup N ) ]
102 2019/6/23 Cerebral ischemia 123 A
REC3-126 10110 19 #3) ) )
[Cerebral ischaemia]
PACLITAXEL
Kidney failure [Renal
#4)
failure]
BEVACIZUMA
8 Pneumonia [Pneumonia]
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#1) MK-3475
Study
#2)
CARBOPLATI shock (sepsis) [Septic
103 CMUH107- 2019/3/20 1903USAO |Followup N shock] 23| A
REC3-126 11104 10 #3) diabetic keto acidosis
PACLITAXEL | [Diabetic ketoacidosis]
#4)
BEVACIZUMA
B
#1) MK-3475
Study
#2)
CARBOPLATI shock (sepsis) [Septic
104 CMUH107- 2019/3/20 1903USAO |Followup N shock] 23 A
REC3-126 11104 11 #3) diabetic keto acidosis
PACLITAXEL | [Diabetic ketoacidosis]
#4)
BEVACIZUMA
B
#1) MK-3475
Study
#2)
CARBOPLATI | massive vaginal bleeding
CMUH107- 19091SR00 |Followup N [Vaginal haemorrhage]
105 2019/9/17 13| A
REC3-126 9264 6 #3) Pelvic Infection [Pelvic
PACLITAXEL infection]
#4)
BEVACIZUMA
B
108 # 12 % 19 p % 75 F > % 90 F
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#1) MK-3475
Study
#2) autoimmune myositis
CARBOPLATI | [Autoimmune myositis]
CMUH107- 1908AUSO |Followup N Bilateral Blurred Vision
106 2019/8/17 ] ] 23 [ A
REC3-126 09109 5 #3) (Bilateral optic nerve
PACLITAXEL neuropathy) [Optic
#4) neuropathy]
BEVACIZUMA
B
#1) MK-3475
Study
#2)
CARBOPLATI | massive vaginal bleeding
CMUH107- 19091SR00 |Followup N [Vaginal haemorrhage]
107 2019/9/17 ] ) ) 1231 A
REC3-126 9264 7 #3) Pelvic Infection [Pelvic
PACLITAXEL infection]
#4)
BEVACIZUMA
B
#1) MK-3475
Metrorrhagia
Study )
[Metrorrhagia]
#2) .
latrogenic pneumothorax
CARBOPLATI
[Procedural pneumothorax]
CMUH107- 1906FRAO [Followup N ) )
108 2019/6/23 Cerebral ischemia 1.23] A
REC3-126 10110 20 #3) ) )
[Cerebral ischaemia]
PACLITAXEL
Kidney failure [Renal
#4)
failure]
BEVACIZUMA
8 Pneumonia [Pneumonia]
108 # 12 » 19 p % 76 F > x 90 F
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#1) MK-3475
Study
#2)
CARBOPLATI shock (sepsis) [Septic
109 CMUH107- 2019/3/20 1903USAO |Followup N shock] 23| A
REC3-126 11104 12 #3) diabetic keto acidosis
PACLITAXEL | [Diabetic ketoacidosis]
#4)
BEVACIZUMA
B
Febrile neutropenia
[Febrile neutropenia]
anemia [Anaemia]
lung infection [Pneumonia]
#1) MK-3475 thrombocytopenia
Study [Thrombocytopenia]
#2) gastric ulcer [Gastric ulcer]
CARBOPLATI | Perforation in the rectum
CMUH107- 1906CHLO |Followup N [Rectal perforation]
110 2019/4/30 2.3 A
REC3-126 00360 26 #3) colostomy obstruction
PACLITAXEL | [Gastrointestinal stoma
#4) complication]
BEVACIZUMA |intestinal stoma obstruction
B [Gastrointestinal stoma
complication]
small intestinal obstruction
[Small intestinal
obstruction]
#1) MK-3475 non-specific colitis
Study [Colitis]
#2) pancytopenia
111 CcMURLoT- 2019/2/22 1902CAND) Followup PACLITAXEL [Pancytopenia] 13| A
REC3-126 11987 25
#3) malignant neoplasm
CARBOPLATI | progression [Malignant
N neoplasm progression]
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CMUH107-
REC3-126

2019/10/27

1911CHLO
01023

Initial

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL
#4)
BEVACIZUMA
B

intestinal perforation at the

rectum [Rectal perforation]

2.3

113

CMUH107-
REC3-126

2019/9/17

1909ISR00
9264

Followup
8

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL
#4)
BEVACIZUMA
B

massive vaginal bleeding
[Vaginal haemorrhage]
Pelvic Infection [Pelvic

infection]

1.23

114

CMUH107-
REC3-126

2019/9/17

19091SR00
9264

Followup
9

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL

massive vaginal bleeding
[Vaginal haemorrhage]
Pelvic Infection [Pelvic

infection]

1.2.3
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#1) MK-3475
Study
#2)
CARBOPLATI
CMUH107- 1911CHLO |Followup N intestinal perforation at the
115 2019/10/27 )
REC3-126 01023 1 #3) rectum [Rectal perforation]
PACLITAXEL
#4)
BEVACIZUMA
B
#1) MK-3475
Study
#2)
CARBOPLATI
CMUH107- 1911CHLO |Followup N intestinal perforation at the
116 2019/10/27 _
REC3-126 01023 2 #3) rectum [Rectal perforation]
PACLITAXEL
#4)
BEVACIZUMA
B
#1) MK-3475 non-specific colitis
Study [Colitis]
#2) pancytopenia
CMUH107- 1902CANO [Followup )
117 2019/2/22 PACLITAXEL [Pancytopenia]
REC3-126 11987 26 )
#3) malignant neoplasm
CARBOPLATI | progression [Malignant
N neoplasm progression]
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#1) MK-3475
Study
#2)
CARBOPLATI
118 CMUH107- 2019/10/27 1911CHLO |Followup N intestinal perforation at the
REC3-126 01023 3 #3) rectum [Rectal perforation]
PACLITAXEL
#4)
BEVACIZUMA
B

#1) MK-3475
Study
#2)
CARBOPLATI
CMUH107- 1911CHLO |Followup N intestinal perforation at the
119 2019/10/27
REC3-126 01023 4 #3) rectum [Rectal perforation]
PACLITAXEL
#4)
BEVACIZUMA
B

#1) MK-3475
Study
#2)
CARBOPLATI
CMUH107- 1911CHLO |Followup N intestinal perforation at the
120 2019/10/27
REC3-126 01023 5 #3) rectum [Rectal perforation]
PACLITAXEL
#4)
BEVACIZUMA

B
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#1) MK-3475
Study

#2) Malignant neoplasm
CMUH106- 1902JPNO0O |Followup

121 2019/1/16 CISPLATIN progression 1.3
REC3-078 2838 15

#3) Decreased appetite
5-FLUOROUR
ACIL

#1) MK-3475
Study

#2) Pneumonia
CMUH106- 1911PERQO

122 2019/11/17 Initial CISPLATIN Hypotension 1.3
REC3-078 7683

#3) Respiratory failure
5-FLUOROUR
ACIL

#1) MK-3475
Study

#2) Pneumonia
CMUH106- 1911PEROO|Followup

123 2019/11/17 CISPLATIN Hypotension 1.3
REC3-078 7683 1

#3) Respiratory failure
5-FLUOROUR
ACIL

#1) MK-3475
Study

#2) Fall
CMUH106- 1808JPNOO |Followup

124 2018/8/12 5-FLUOROUR |Subarachnoid haemorrhage| 2.3.4
REC3-078 6041 12

ACIL Subdural haematoma
#3)

CISPLATIN

#1) MK-3475
Study

#2) Cardiac failure
CMUH106- 1811COLO |Followup

125 2018/11/8 CISPLATIN |Multiple organ dysfunction| 1.2.3
REC3-078 05315 9

#3) syndrome
5-FLUOROUR
ACIL
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#1) MK-3475
Study
#2) .
Immune thrombocytopenic
5-FLUOROUR
CMUH106- 1802USAO0 |Followup purpura
126 2018/1/26 ACIL ) 23 [ A
REC3-078 00629 29 43) Malignant neoplasm
progression
CISPLATIN
#4) platelet
concentrate
#1) MK-3475
Study
#2) Pneumonia
CMUH106- 1911PEROO|Followup )
127 2019/11/17 CISPLATIN Hypotension 13 A
REC3-078 7683 2 ] )
#3) Respiratory failure
5-FLUOROUR
ACIL
#1) MK-3475 ) o
CMUH106- 1909TURO |Followup Adrenal insufficiency
128 2019/8/30 Study (Code not 23 [ A
REC3-121 01071 2 Fatigue
broken)
#1) MK-3475
CMUH106- 1907CANO |Followup Immune-mediated
129 2019/7/24 Study (Code not 23 [ A
REC3-121 15331 15 pneumonitis
broken)
#1) MK-3475 Hypertension
CMUH106- 1910DEUO (Followup »
130 2019/10/1 Study (Code not Encephalitis 23| A
REC3-121 04209 9
broken) Pneumonitis
#1) MK-3475
CMUH106- 1909TURO |Followup Adrenal insufficiency
131 2019/8/30 Study (Code not _ 23| A
REC3-121 01071 3 Hypotension
broken)
#1) MK-3475
CMUH106- 1909TURO |Followup Adrenal insufficiency
132 2019/8/30 Study (Code not _ 23| A
REC3-121 01071 4 Hypotension
broken)
#1) MK-3475
CMUH106- 1904TURO |Followup Diarrhoea
133 2019/4/3 Study (Code not N 123 A
REC3-121 05239 10 Myocarditis
broken)
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#1) MK-3475
CMUH106- 1911CANO » Immune-mediated
134 2019/7/24 Initial |Study (Code not N 23 | A
REC3-121 10089 pneumonitis
broken)
#1) MK-3475
CMUH106- 1911CANO [Followup Immune-mediated
135 2019/7/24 Study (Code not 23| A
REC3-121 10089 1 pneumonitis
broken)
#1) MK-3475 | Drug-induced liver injury
CMUH106- 1905ARGO |Followup )
136 2019/4/24 Study (Code not [ Ductal adenocarcinomaof | 1.3 | A
REC3-121 02484 23
broken) pancreas
#1) MK-3475 o
CMUH106- 1905TURO |Followup Food poisoning
137 2019/5/6 Study (Code not 13 ] A
REC3-121 03771 10 Fatigue
broken)
Acute coronary syndrome
#1) MK-3475 Malignant neoplasm
CMUH106- 1903ARGO [Followup ]
138 2019/2/25 Study (Code not progression 13| A
REC3-121 00465 16 ] ] ]
broken) Large intestinal obstruction
Septic shock
#1) MK-3475 Myositis
CMUH106- 1908MEXO0 |Followup »
139 2019/8/8 Study (Code not Myocarditis 13| A
REC3-121 04570 10 N
broken) Hepatitis
#1) MK-3475 | Drug-induced liver injury
CMUH106- 1905ARGO |Followup )
140 2019/4/24 Study (Code not | Ductal adenocarcinomaof [ 1.3 | A
REC3-121 02484 24
broken) pancreas
#1) MK-3475 worsening of adrenal
CMUH106- 1906 TURO |Followup
141 2019/5/27 Study (Code not| insufficiency [Adrenal 13| A
REC3-121 04569 12
broken) insufficiency]
#1) MK-3475 Myositis
CMUH106- 1908MEXO0 |Followup
142 2019/8/8 Study (Code not Myocarditis 13| A
REC3-121 04570 11
broken) Hepatitis
#1) MK-3475 ]
CMUH106- 1902ARGO |Followup Malignant neoplasm
143 2019/2/21 Study (Code not 13| A
REC3-121 10804 7 progression
broken)
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Mental status changes
Acute kidney injur
#1) MK-3475 ) y. J Y
CMUH106- 1904USAO |Followup Acute kidney injury
144 2019/4/15 Study (Code not 13| A
REC3-121 09107 10 Jaundice cholestatic
broken)
Enterocolitis
Anxiety
#1) MK-3475
CMUH106- 1911CANO [Followup Immune-mediated
145 2019/7/24 Study (Code not 23 [ A
REC3-121 10089 2 pneumonitis
broken)
#1) MK-3475 ] )
CMUH106- 1810TWNO| follow Acute Respiratory Failure
146 2018/10/26 Study (Code not ) ] 23 [ A
REC3-121 13366 up 6 [Acute respiratory failure]
broken)
#1) MK-7339
CMUH108- 1910HUNO . Study
147 2019/9/26 Initial ) Death 1 A
REC3-047 00121 #2 ) carboplatin
#3 ) paclitaxel
CMUH108- 1910HUNO |Followup| #1) MK-7339
148 2019/9/26 Death 1 A
REC3-047 00121 1 Study
Ipatasertib
CMUH106-
149 2019/10/17 | 2458511 | Initial Abiraterone FATAL INFECTION 13 A
REC3-081
Acetate
Abiraterone
Acetate
CMUH106- Follow ) RENAL FAILURE
150 2018/9/7 | 2182283 Ipatasertib 13| A
REC3-081 up 4 HEART FAILURE
PREDNISOLO
NE
Abiraterone
Acetate
CMUH106- - )
151 2019/10/28 | 2459990 | Initial Ipatasertib HYPERGLYCEMIA 2 A
REC3-081
PREDNISOLO
NE
Ipatasertib
CMUH106- Follow )
152 2019/10/17 | 2458511 Abiraterone SEPSIS 131 A
REC3-081 up 1

Acetate
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CMUH106- Follow )
153 2019/10/28 | 2459990 Ipatasertib HYPERGLYCEMIA 2 A
REC3-081 up 1
#1) MK-3475
CMUH105- 1908ESP00 |Followup | (pembrolizumab ] )
154 2019/7/28 Type 1 diabetes mellitus | 2,3 | A
REC3-093 0605 11 )
#2 ) AXITINIB
#1) MK-3475
CMUH105- 1908USAO |Followup | (pembrolizumab ] o
155 2019/8/8 Acute kidney injury 23| A
REC3-093 06540 2 )
#2 ) AXITINIB
#1) MK-3475
CMUH105- 1811DEUO0 |Followup [ (pembrolizumab . .
156 2018/9/12 Autoimmune pancreatitis | 2,3 | A
REC3-093 07791 11 )
#2 ) AXITINIB
#1) MK-3475
Study (Code not
CMUH108- 1911ISR0O0 [Followup . ]
157 2019/11/7 broken) Myasthenia gravis 13 A
REC3-058 4832 3
#2)
DOCETAXEL
#1) MK-3475
Study (Code not
CMUH108- 1911ISR00 [Followup . ]
158 2019/11/7 broken) Myasthenia gravis 131 A
REC3-058 4832 4
#2)
DOCETAXEL
#1) MK-3475
Study (Code not
CMUH108- 19091SR00 |Followup .
159 2019/8/30 broken) Pneumonitis 23| A
REC3-058 2679 5
#2)
DOCETAXEL
#1) MK-3475
Study (Code not
CMUH108- 19111SR0O0 |Followup ) )
160 2019/11/7 broken) Myasthenia gravis 13| A
REC3-058 4832 5
#2)
DOCETAXEL
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#1) MK-3475
Study (Code not »
CMUH108- 1909ISR00 [Followup Pneumonitis
161 2019/8/30 broken) N 23 | A
REC3-058 2679 6 Pneumonitis
#2)
DOCETAXEL
#1) MK-3475
Study (Code not
CMUH108- 1912ITA00 »
162 2019/12/1 Initial broken) Adverse event 1 A
REC3-058 2415
#2)
DOCETAXEL
#1) MK-3475
Study (Code not
broken) Diverticulitis
CMUH108- 1911USA0 - ) )
163 2019/11/17 Initial #2) Upper gastrointestinal 23| A
REC3-058 07675
DOCETAXEL haemorrhage
#3 ) prednisone
(prednisone)
#1) MK-3475
Study (Code not
broken) Diverticulitis
CMUH108- 1911USAQ |Followup ) )
164 2019/11/17 #2) Upper gastrointestinal 23| A
REC3-058 07675 1
DOCETAXEL haemorrhage
#3) prednisone
(prednisone)
#1) MK-7339
(olaparib) -
CMUH108- 1907FRAO |Followup Vomiting
165 2019/6/21 #2) N 23 [ A
REC3-057 04683 13 Myositis
PEMBROLIZU
MAB
[i3R] B ATIH -
ey FREGIFAFZ
o)
273 * & s Ny FER B
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1. | CMUH107-REC3-112 | % iz i® ] )
*% pMHARAHRAFI2018 & 127 21 p T 2019 # 06
» 20 p (SUSAR LineListing)
[z 2pE2]
*iEok &4 ¢ 4L 1 RPC1063,0zanimod
2. | CMUH107-REC3-113 | % iz i . .
*% pMHARLHAI2018# 127 21 p T 2019 # 06
» 20 p (SUSAR LineListing)
(8% 2pp2]
| *iEsR ¥4 AL - RPC1063,0zanimod
3. | CMUH107-REC3-114 | % =¥ . .
*E ML Y FI2018 & 122 21 p I 2019 & 06
7 20 p (SUSAR LineListing)
[e# < 2>M4F2 ]
i *:25 %+ 2 4L : Durvalumab (MEDI4736)
4. | CMUH107-REC3-175 | =R & > ) )
*% pMHSRL WA 2019# 1% 13 p % 2019 # 7
112 p
[#]
5. | CMUH108-REC3-034 | ¥L & | *p 7 @ ATH+ % 3 /25 % & * NP30179 Protocol
Clarification Letter, date: 11 October 2019
[#&]
Report domestic SUSAR case:
6. | CMUH106-REC3-121 | § ?.sﬁfﬁ -MFR No.: 1911TWNO003571 (1)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
[ < 2>H4F2 ]
*ikoh E P L AL T MK3475
*% pMHIRLHRAFI2019# 037 04 p 3T 2019 & 09
7. | CMUH106-REC3-054 | ®% & =
" 03 p
*E ML RS BYF 12018 120 04p 2
2019 # 03 * 03 p
[ 2>M4F2 ]
*:k% ¥4 4L 1 RPC1063,0zanimod
| *E 2 MARA P Ri2018£ 060 21p I 2018 & 12
8. | CMUH107-REC3-113 | % iz ¥ L
? 20 p (SUSAR LineListing)
[z % 242 ]
*:k% ¥ 4L 1 RPC1063,0zanimod
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55

CMUH107-REC3-114

[ 2P0 ]

*:R% ¥ ¢4 1 RPC1063,0zanimod
* r4R 2 B RF 12018 £ 06 ¢ 21 P
» 20 p (SUSAR LineListing)

[ 2P0 ]

*:R5% ¥ ¢4 1 RPC1063,0zanimod
* r R4 B R I2017 E 120 21 P
20 p (DSUR)

2018 & 12

55

2018 & 12

55

10.

CMUH105-REC3-121

v Ak

[ 242 ]

*:k5 ¥ 4 4L * NIVOLUMAB

* 2P AR P 2018 & 07 7 04 B
1 03 p (DSUR #8)

2019 & 07

55

11.

CMUH106-REC3-078

HdR iR

[z % 2p4F4]

*:ksk B LA T MK34T5

*F 2PAFL P FI2019 2030 04p I
» 03 p

*% pipdp g GH R 2018 & 12 0
2019 & 03 * 03 p

2019 = 09

04p z

12.

CMUH107-REC3-089

ke

[z % 2H4F2])

*EREF P L4 AMG334

*x pUPARLHPEF 201940 1p 3
30 p

2019 &£ 9 *

13.

CMUH106-REC3-121

LA

[#%=]
Report domestic SUSAR case:
-MFR No.: 1911TWNO003571 (F1)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

14.

CMUH108-REC3-057

[#]

Report domestic SUSAR case:

-MFR No.: 1911TWNO003352 (Initial)

-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

15.

CMUH108-REC3-057

5k b ZEL

[#%=]
Report domestic SUSAR case:
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-MFR No.: 1911TWNO003352 (FU1)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
[#&]
Report domestic SUSAR case:
16. | CMUH108-REC3-057 | 3% *4% | -MFR No.: 1911TWNO003352 (FU2)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
[H&]
Report domestic SUSAR case:
17. | CMUH108-REC3-057 | 3 **4% | -MFR No.: 1911TWNO003352 (FU3)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
[z =% 2144 ]
*EKEY LA MK3475
| M2 H R 20192 037 04 p 3 2019 & 09
18. | CMUH105-REC3-093 | 3k ¢ 4%
" 03 p
*g pMSRR MR HHF 12018 & 120 04 p 3
2019 &= 03 * 03 p
[ 21302 ]
19. | CMUH105-REC3-112 | %% % B A LCZGQ(,S ,
*E rMARLAHE 1082042 01 p 3 108 & 09
730 p
(&% 2 4 4]
20. | CMUH107-REC3-054 | #$l#t4> | ¥ 1He ¥ A5k 4 2 0k # % 3% 4 ZOSTER-064
(204878) Report (22-Oct-2019) » #x3# % € # & -
[z =% 2144 ]
*RS% L T MK3475
| rMFE2H R 2019 03 04 p 3 2019 & 09
21. | CMUH108-REC3-098 | 3k v #%
" 03 p
*E rMAR AR FHF 12018 & 12 04 p 3
2019 &= 03 * 03 p

(3R] FaPHE -

iR

CREPFEAFLR
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