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CMUH108-
REC3-058(
AR-1)

W
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- BAH AR E
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P
(NHA) &R 2 B
P&
R 2 Fut Rk Bﬁl
J%(MCRPC) &Jﬁ" 14
£ =% Pembrolizumab
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Docetaxel “c
Prednisone £ &% %
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CMUH105-
REC3-121

ONO-2019-|follow up

015381

6

#1) ONO-4538
vs Placebo
CapeOX therapy
(Code not
broken)

#2) Oxaliplatin

(OXALIPLATI

N) Injection
{Lot #

Unknown}

#1) Cancerous meningitis

[Neoplastic meningitis]

#2 ) Febrile neutropenia

[Febrile neutropenia]

#3 ) Hypoadrenalism

[Hypoadrenalism]

12371 A

CMUH105-
REC3-121

ONO-2019-
019927

Initial

#1) ONO-4538
vs Placebo
CapeOX therapy
(Code not
broken)

#2 ) Oxaliplatin
(OXALIPLATI

N) Injection

Hepatitis [Hepatitis]

CMUH105-
REC3-121

2019/9/24

019927

ONO-2019-

1

follow up

#1) ONO-4538
vs Placebo
CapeOX therapy
(Code not

broken)

#2 ) Oxaliplatin
(OXALIPLATI

N) Injection

Hepatitis [Hepatitis]

7
d

2!
‘me
icall

y

impor

tant

condi

tion
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#1) ONO-4538
2131
vs Placebo
7:me
CapeOX therapy )
dicall
(Code not
CMUH105- ONO-2019-|follow up y
4, 2019/9/24 broken) Hepatitis [Hepatitis] ] A
REC3-121 019927 2 impor
tant
#2) Oxaliplatin )
condi
(OXALIPLATI )
o tion
N) Injection
#1) ONO-4538
vs Placebo )
CapeOX therapy
7:me
(Code not
dicall
broken) Immune related hepatitis
CMUH105- ONO-2019-|follow up ) y
5. 2019/9/24 [Immune-mediated A
REC3-121 019927 3 impor
#2 ) Oxaliplatin hepatitis]
tant
(OXALIPLATI ]
condi
N) Injection )
tion
{Lot #
unknown}
RPC1063(bi-ary
EXACERBATION OF
CMUH107- POL-20180 | oxadiazole,
6. 2018/2/16 Initial NEURALGIAOFTHE | 137 | A
REC3-112 206609(0) Ozanimod,
TRIGEMINAL NERVE
RPC1063)
RPC1063(bi-ary
NAEVUS
CMUH107- POL-20180 | oxadiazole,
7. 2018/4/10 Initial PIGMENTOSUS ON 237 | A
REC3-112 607486(0) Ozanimod,
TRUNK INCISION
RPC1063)
RPC1063(bi-ary
NAEVUS
CMUH107- POL-20180 | oxadiazole,
8. 2018/4/10 FUl PIGMENTOSUS ON 237 | A
REC3-112 607486(1) Ozanimod,
TRUNK INCISION
RPC1063)
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RPC1063(bi-ary
CMUH107- POL-20181 . | oxadiazole,
9. 2018/12/3 Initial PNEUMONIA 137 | A
REC3-112 203131(0) Ozanimod,
RPC1063)
RPC1063(bi-ary
| oxadiazole,
CMUH107- POL-20181 )
10. 2018/12/3 FUl Ozanimod, PNEUMONIA 137 | A
REC3-112 203131(1)
RPC1063,
Ozanimod)
RPC1063(bi-ary
CMUH107- ROU-2018 | oxadiazole,
11. 2018/12/5 Initial ANGINA 2 A
REC3-112 1207641(0) Ozanimod,
RPC1063)
RPC1063(bi-ary
CMUH107- ROU-2018 | oxadiazole,
12. 2018/12/5 FU1 _ ANGINA 27 | A
REC3-112 1207641(1) Ozanimod,
RPC1063)
RPC1063(bi-ary
EXACERBATION OF
CMUH107- POL-20180 - | oxadiazole,
13. 2018/2/16 Initial ) NEURALGIAOFTHE | 137 [ A
REC3-113 206609(0) Ozanimod,
TRIGEMINAL NERVE
RPC1063)
RPC1063(bi-ary
NAEVUS
CMUH107- POL-20180 - | oxadiazole,
14. 2018/4/10 Initial ) PIGMENTOSUS ON 237 | A
REC3-113 607486(0) Ozanimod,
TRUNK INCISION
RPC1063)
RPC1063(bi-ary
NAEVUS
CMUH107- POL-20180 | oxadiazole,
15. 2018/4/10 FUl ) PIGMENTOSUS ON 237 | A
REC3-113 607486(1) Ozanimod,
TRUNK INCISION
RPC1063)
RPC1063(bi-ary
CMUH107- POL-20181 | oxadiazole,
16. 2018/12/3 Initial ) PNEUMONIA 137 | A
REC3-113 203131(0) Ozanimod,
RPC1063)
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RPC1063(bi-ary
| oxadiazole,
CMUH107- POL-20181
17. 2018/12/3 FU1 Ozanimod, PNEUMONIA 137 | A
REC3-113 203131(1)
RPC1063,
Ozanimod)
RPC1063(bi-ary
CMUH107- ROU-2018 | oxadiazole,
18. 2018/12/5 Initial ) ANGINA 2 A
REC3-113 1207641(0) Ozanimod,
RPC1063)
RPC1063(bi-ary
CMUH107- ROU-2018 | oxadiazole,
19. 2018/12/5 FU1 _ ANGINA 27 | A
REC3-113 1207641(1) Ozanimod,
RPC1063)
#1) MK-3475
Study
CMUH108- 1908ESPO1 . #2) Febrile neutropenia
20. 2019/8/25 Initial _ 23 | A
REC3-058 0608 DOCETAXEL Urosepsis
#3)
PREDNISONE
#1) MK-3475
Study
CMUH108- 1908ESPO01 |Followup #2) Urosepsis
21. 2019/8/25 ) ] 23 [ A
REC3-058 0608 1 DOCETAXEL Febrile neutropenia
#3)
PREDNISONE
CMUH105- 18P-144-25|follow up| Upadacitinib Pulmonary
22. 2018/11/6 ) 23 [ A
REC3-013 48173-00 9 (ABT-494) thromboembolism
1.Pulmonary embolism
o 2.Deep vein thrombosis
CMUH105- 18P-163-23|follow up| Upadacitinib
23. 2019/3/29 3.Non ST segment 236 A
REC3-013 09338-00 10 (ABT-494) ) )
elevation myocardial
infarction
CMUH105- 19P-163-26 |follow up| Upadacitinib ) )
24. 2018/10/9 Liver adenocarcinoma 26 | A
REC3-013 39966-00 1 (ABT-494)
108 # 11 » 21 p % 23 F 0% I3
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CMUH106- 1907CANO |Followup| #1) MK-3475 Immune-mediated
25. 2019/7/24 23 | A
REC3-121 15331 11 Study pneumonitis
CMUH106- 1909ESPO0 |Followup| #1) MK-3475
26. 2019/8/22 Pneumonitis 23| A
REC3-121 0956 4 Study
CMUH106- 1907CANO |Followup| #1) MK-3475 Immune-mediated
27. 2019/7/24 » 23 [ A
REC3-121 15331 12 Study pneumonitis
#1) MK-3475
CMUH105- 1908USAO |Followup | (pembrolizumab ] o
28. 2019/8/8 Acute kidney injury 23| A
REC3-093 06540 1 )
#2 ) AXITINIB
#1) MK-3475
CMUH105- 1908ESP00 |Followup [ (pembrolizumab ) )
29. 2019/7/28 Type 1 diabetes mellitus | 2,3 | A
REC3-093 0605 8 )
#2 ) AXITINIB
CMUH105- 1906USAO |Followup #1) o )
30. 2019/6/9 Aortic dissection 23| A
REC3-093 04216 2 SUNITINIB
#1) MK-3475
Study
CMUH108- 1909ISR00 [Followup #2) o
31. 2019/8/30 Pneumonitis 23| A
REC3-058 2679 2 DOCETAXEL
#3)
PREDNISONE
#1) MK-3475
CMUH108- 1908ESPO1 [Followup Study Febrile neutropenia
32. 2019/8/25 ) 23| A
REC3-058 0608 2 #2) Urosepsis
DOCETAXEL
CMUH107- RU-PSI-20 . EG12014/Herce | Heart attack; Myocardial
33. 2019/9/3 Initial 1 A
REC3-118 19-00006 ptin infarction
#1)
PEMBROLIZU )
General physical health
MAB o
CMUH108- 1907FRAQ [Followup ) deterioration
34. 2019/7/8 (pembrolizumab ) 23| A
REC3-057 04683 5 ) Asthenia
Myocarditis
#2 ) MK-7339
(olaparib)
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#1) MK-7339
(olaparib) General physical health
#2) deterioration
CMUH108- 1907FRAO [Followup
35. 2019/7/8 PEMBROLIZU Myocarditis 23 [ A
REC3-057 04683 6
MAB General physical health
(pembrolizumab deterioration
)
#1) MK-7339
(olaparib)
#2) .
CMUH108- 1907FRAO |Followup Myositis
36. 2019/7/8 PEMBROLIZU . 23 [ A
REC3-057 04683 7 Vomiting
MAB
(pembrolizumab
)
Aspartate aminotransferase
#1) MK-3475 increased
CMUH106- 1904CHNO [Followup o
37. 2019/2/19 Study (Code not Liver injury 13 A
REC3-054 06307 10
broken) Alanine aminotransferase
increased
Aspartate aminotransferase
#1) MK-3475 increased
CMUH106- 1904CHNO [Followup ) )
38. 2019/2/19 Study (Code not | Alanine aminotransferase | 1,3 | A
REC3-054 06307 1 )
broken) increased
Immune-mediated hepatitis
Aspartate aminotransferase
#1) MK-3475 increased
CMUH106- 1904CHNO [Followup ] ]
39. 2019/2/19 Study (Code not| Alanine aminotransferase | 1,3 | A
REC3-054 06307 12 )
broken) increased

Immune-mediated hepatitis
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Febrile neutropenia
[Febrile neutropenia]
#1) MK-3475 anemia [Anaemia]
Study lung infection [Lung
#2) infection]
CARBOPLATI thrombocytopenia
N [Thrombocytopenia]
CMUH107- 1906CHLO |Followup #3) gastric ulcer [Gastric ulcer]
40. 2019/4/30 o 23 | A
REC3-126 00360 16 PACLITAXEL | Perforation in the rectum
#4) [Rectal perforation]
BEVACIZUMA| colostomy obstruction
B [Gastrointestinal stoma
#5) tramadol complication]
hydrochloride |intestinal stoma obstruction
[Gastrointestinal stoma
complication]
#1) MK-3475
Study
#2)
Vaginal Hemorrhage
BEVACIZUMA ]
[Vaginal haemorrhage]
CMUH107- 1905USAO |Followup B ] ) ]
41. 2019/5/3 urinary tract infection 23 | A
REC3-126 02536 5 #3) ) ] ]
[Urinary tract infection]
PACLITAXEL is [Sepsis]
sepsis [Sepsis
#4)
CARBOPLATI
N
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42.

CMUH107-
REC3-126

2019/8/10

1908MEXO0
09949

Followup
2

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

Unknown cause of death
[Death]

43.

CMUH107-
REC3-126

2019/7/9

1909CHLO
00603

Initial

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

INTESTINAL
PERFORATION
[Intestinal perforation]
Anemia [Anaemia]
NEUTROPENIA

[Neutropenia]

1.2

44,

CMUH107-
REC3-126

2019/8/13

1908TURO
06129

Followup
4

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

B

Colonic Perforation [Large

intestine perforation]

1.23
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Febrile neutropenia
[Febrile neutropenia]
#1) MK-3475 anemia [Anaemia]
Study lung infection [Lung
#2) infection]
CARBOPLATI thrombocytopenia
N [Thrombocytopenia]
CMUH107- 1906CHLO |Followup #3) gastric ulcer [Gastric ulcer]
45. 2019/4/30 o 12 | A
REC3-126 00360 17 PACLITAXEL | Perforation in the rectum
#4) [Rectal perforation]
BEVACIZUMA| colostomy obstruction
B [Gastrointestinal stoma
#5) tramadol complication]
hydrochloride |intestinal stoma obstruction
[Gastrointestinal stoma
complication]
#1) MK-3475
Study e
non-specific colitis
#2) .
[Colitis]
CARBOPLATI ]
pancytopenia
CMUH107- 1902CANO [Followup N )
46. 2019/2/22 [Pancytopenia] 13| A
REC3-126 11987 18 #3) )
malignant neoplasm
PACLITAXEL fon [Mali
progression [Malignant
#4) ]
neoplasm progression]
BEVACIZUMA
B
#1) MK-3475
Study
#2) _ .
CMUH107- 1905ARGO - Febrile neutropenia
47. 2019/4/27 Initial | PACLITAXEL _ ) 23 | A
REC3-126 00507 [Febrile neutropenia]
#3)
CARBOPLATI
N
% 28 F > x 45 F
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48.

CMUH107-
REC3-126

2019/4/15

1904RUSO
07774

Followup
9

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

Febrile neutropenia

[Febrile neutropenia]

2.3

49,

CMUH107-
REC3-126

2019/7/9

1909CHLO
00603

Followup
1

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

INTESTINAL
PERFORATION
[Intestinal perforation]
Anemia [Anaemia]
NEUTROPENIA

[Neutropenia]

1.3

50.

CMUH107-
REC3-126

2019/8/12

1908TURO
06129

Followup
5

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

Colonic Perforation [Large

intestine perforation]

1.23

51.

CMUH107-
REC3-126

2019/4/15

1904RUSO
07774

Followup
10

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

fibrile neutropenia [Febrile

neutropenia]

2.3
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52.

CMUH107-
REC3-126

2019/4/23

1905ARGO
00507

Followup
1

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

fibrile neutropenia [Febrile

neutropenia]

2.3

53.

CMUH107-
REC3-126

2019/8/12

1908TURO
06129

Followup
6

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

Colonic Perforation [Large

intestine perforation]

1.23

54,

CMUH107-
REC3-126

2019/5/3

1905USA0
02536

Followup
6

#1) MK-3475

Study

#2)
BEVACIZUMA

B

#3)
PACLITAXEL
#4 )CARBOPL

ATIN

Vaginal Hemorrhage
[Vaginal haemorrhage]

urinary tract infection
[Urinary tract infection]

sepsis [Sepsis]

2.3

55.

CMUH107-
REC3-126

2019/4/23

1905ARGO
00507

Followup
2

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

fibrile neutropenia [Febrile

neutropenia]

2.3
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#1) MK-3475
Study )
#2) Acute renal Failure [Acute
CMUH107- 1908MEX0 » kidney injury]
56. 2019/8/12 Initial | CARBOPLATI ) 23 [ A
REC3-126 06904 N Fever non neutropenic
[Pyrexia]
#3)
PACLITAXEL
#1) MK-3475
Study
#2) Vaginal Hemorrhage
BEVACIZUMA| [Vaginal haemorrhage]
CMUH107- 1905USAO0 |Followup ) ) )
57. 2019/5/3 B urinary tract infection 23| A
REC3-126 02536 7 ) ) )
#3) [Urinary tract infection]
PACLITAXEL sepsis [Sepsis]
#4 )CARBOPL
ATIN
#1) MK-3475
Study
#2)
CARBOPLATI
CMUH107- 1908TURO |Followup N Colonic Perforation [Large
58. 2019/8/12 o ) 123 A
REC3-126 06129 7 #3) intestine perforation]
PACLITAXEL
#4)
BEVACIZUMA
B
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#1) MK-3475
Study
#2)
CARBOPLATI ) o
Paclitaxel infusion related
CMUH107- 1906CANO [Followup N . .
59. 2019/6/20 reaction [Infusion related | 2 A
REC3-126 09308 7 #3) ]
reaction]
PACLITAXEL
#4)
BEVACIZUMA
B
#1) MK-3475 non-specific colitis
Study [Colitis]
#2) pancytopenia
CMUH107- 1902CANO [Followup )
60. 2019/2/22 PACLITAXEL [Pancytopenia] 13 A
REC3-126 11987 19 )
#3) malignant neoplasm
CARBOPLATI | progression [Malignant
N neoplasm progression]
#1) MK-3475
Study
#2)
CARBOPLATI
CMUH107- 1908TURO |Followup N Colonic Perforation [Large
61. 2019/8/12 o ) 123 A
REC3-126 06129 8 #3) intestine perforation]
PACLITAXEL
#4)
BEVACIZUMA
B
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#1) MK-3475
Study
#2) )
Vaginal Hemorrhage
BEVACIZUMA )
[Vaginal haemorrhage]
CMUH107- 1905USAO |Followup B ) ) )
62. 2019/5/3 urinary tract infection 23| A
REC3-126 02536 8 #3) ) ] )
[Urinary tract infection]
PACLITAXEL ] )
sepsis [Sepsis]
#4)
CARBOPLATI
N
#1) MK-3475
Study
#2) ]
CMUH107- 1904RUSO |Followup tromboemboliya
63. 2019/4/13 CARBOPLATI ] 13 A
REC3-126 07704 5 N [Embolism]
#3)
PACLITAXEL
#1) MK-3475
Study
#2) INTESTINAL
CARBOPLATI PERFORATION
CMUH107- 1909CHLO |Followup N [Intestinal perforation]
64. 2019/7/9 ) ) 13| A
REC3-126 00603 2 #3) Anemia [Anaemia]
PACLITAXEL NEUTROPENIA
#4) [Neutropenia]
BEVACIZUMA
B
#1) MK-3475 non-specific colitis
Study [Colitis]
#2) pancytopenia
CMUH107- 1902CANO [Followup )
65. 2019/2/22 CARBOPLATI [Pancytopenia] 13| A
REC3-126 11987 20 )
N malignant neoplasm
#3) progression [Malignant
PACLITAXEL | neoplasm progression]
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66.

CMUH107-
REC3-126

2019/4/13

1904RUSO
07704

Followup
6

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

tromboemboliya

[Embolism]

1.3

67.

CMUH107-
REC3-126

2019/3/20

1903USA0
11104

Followup
5

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

shock (sepsis) [Septic
shock]
diabetic keto acidosis

[Diabetic ketoacidosis]

2.3

68.

CMUH107-
REC3-126

2019/8/12

1908TURO
06129

Followup
9

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

Colonic Perforation [Large

intestine perforation]

1.23
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69.

CMUH107-
REC3-126

2019/6/28

1907ARGO
01351

Followup
6

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

vaginal hemorrhage Grade

4 [Vaginal haemorrhage]

2.3

70.

CMUH107-
REC3-126

2019/3/20

1903USA0
11104

Followup
6

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

shock]

shock (sepsis) [Septic

diabetic keto acidosis

[Diabetic ketoacidosis]

2.3

71.

CMUH107-
REC3-126

2019/4/13

1904RUSO
07704

Followup
7

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

tromboemboliya
[Embolism]

1.2
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#1) MK-3475
Study
#2) .
Vaginal Hemorrhage
BEVACIZUMA )
[Vaginal haemorrhage]
CMUH107- 1905USAO |Followup B ) ) )
72. 2019/5/3 urinary tract infection 23| A
REC3-126 02536 9 #3) ) ] )
[Urinary tract infection]
PACLITAXEL ] )
sepsis [Sepsis]
#4)
CARBOPLATI
N
#1) MK-3475
Study
#2)
CARBOPLATI pulmonary sepsis
CMUH107- 1909ARGO . N [Pulmonary sepsis]
73. 2019/9/1 Initial ) 1231 A
REC3-126 01364 #3) Neutropenia [Neutropenia]
PACLITAXEL | pelvic pain [Pelvic pain]
#4)
BEVACIZUMA
B
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Febrile neutropenia
[Febrile neutropenia]
#1) MK-3475 anemia [Anaemia]
Study lung infection [Lung
#2) infection]
CARBOPLATI thrombocytopenia
N [Thrombocytopenia]
74, CMUH107- 2019/4/30 1906CHLO |Followup #3) gastric ulcer [Gastric ulcer] 23| A
REC3-126 00360 18 PACLITAXEL | Perforation in the rectum
#4) [Rectal perforation]
BEVACIZUMA| colostomy obstruction
B [Gastrointestinal stoma
#5) tramadol complication]
hydrochloride |intestinal stoma obstruction
[Gastrointestinal stoma
complication]
#1) MK-3475
Study Metrorrhagia
#2) [Metrorrhagia]
CARBOPLATI Cerebral ischemia
CMUH107- 1906FRAO |Followup N [Cerebral ischaemia]
75. 2019/6/23 123 A
REC3-126 10110 13 #3) Cardiorrespiratory arrest
PACLITAXEL | secondary to iatrogenic
#4) pneumothorax [Procedural
BEVACIZUMA pneumothorax]
B
#1) MK-3475 non-specific colitis
Study [Colitis]
#2) pancytopenia
76. CcMURLoT- 2019/2/22 1902CAND) Followup CARBOPLATI [Pancytopenia] 13| A
REC3-126 11987 21
N malignant neoplasm
#3) progression [Malignant
PACLITAXEL | neoplasm progression]
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Febrile neutropenia
[Febrile neutropenia]
anemia [Anaemia]
lung infection [Lung
#1) MK-3475 ] ]
infection]
Study ]
42) thrombocytopenia
[Thrombocytopenia]
CARBOPLATI ) ]
N gastric ulcer [Gastric ulcer]
Perforation in the rectum
CMUH107- 1906CHLO |Followup #3) )
77, 2019/4/30 [Rectal perforation] 23| A
REC3-126 00360 19 PACLITAXEL ]
colostomy obstruction
#4) —
[Gastrointestinal stoma
BEVACIZUMA o
B complication]
intestinal stoma obstruction
#5 ) tramadol ) .
) [Gastrointestinal stoma
hydrochloride o
complication]
intestinal stoma obstruction
[Gastrointestinal stoma
complication]
#1) MK-3475
Study Metrorrhagia
#2) [Metrorrhagia]
CARBOPLATI Cerebral ischemia
CMUH107- 1906FRAO |Followup N [Cerebral ischaemia]
78. 2019/6/23 ) ) 1231 A
REC3-126 10110 14 #3) Cardiorrespiratory arrest
PACLITAXEL | secondary to iatrogenic
#4) pneumothorax [Procedural
BEVACIZUMA pneumothorax]
B
% 38 F % 45 |
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#1) MK-3475
Study
#2) .
Vaginal Hemorrhage
BEVACIZUMA )
[Vaginal haemorrhage]
CMUH107- 1905USA0 |Followup B ] )
79. 2019/5/3 sepsis [Sepsis] 23| A
REC3-126 02536 10 #3) ) ) )
urinary tract infection
PACLITAXEL ) ) )
[Urinary tract infection]
#4)
CARBOPLATI
N
#1) MK-3475
Study
#2)
CARBOPLATI shock (sepsis) [Septic
CMUH107- 1903USAO |Followup N shock]
80. 2019/3/20 o o 23 [ A
REC3-126 11104 7 #3) diabetic keto acidosis
PACLITAXEL | [Diabetic ketoacidosis]
#4)
BEVACIZUMA
B
#1) MK-3475
Study
#2)
CARBOPLATI pulmonary sepsis
CMUH107- 1909ARGO |Followup N [Pulmonary sepsis]
81. 2019/9/1 ) 1123 A
REC3-126 01364 1 #3) Neutropenia [Neutropenia]
PACLITAXEL | pelvic pain [Pelvic pain]
#4)
BEVACIZUMA
B
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Febrile neutropenia
[Febrile neutropenia]
anemia [Anaemia]
lung infection [Lung
#1) MK-3475 _ ]
infection]
Study .
42) thrombocytopenia
[Thrombocytopenia]
CARBOPLATI _ )
N gastric ulcer [Gastric ulcer]
Perforation in the rectum
CMUH107- 1906CHLO |Followup #3) )
82. 2019/4/30 [Rectal perforation] 23| A
REC3-126 00360 20 PACLITAXEL ]
colostomy obstruction
#4) —
[Gastrointestinal stoma
BEVACIZUMA o
B complication]
intestinal stoma obstruction
#5 ) tramadol ) .
) [Gastrointestinal stoma
hydrochloride L
complication]
intestinal stoma obstruction
[Gastrointestinal stoma
complication]
#1) MK-3475
Study
#2)
CARBOPLATI
CMUH107- 1908TURO |Followup N Colonic Perforation [Large
83. 2019/8/12 o _ 123 A
REC3-126 06129 10 #3) intestine perforation]
PACLITAXEL
#4)
BEVACIZUMA
B
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#1) MK-3475
Study
#2)
CARBOPLATI pulmonary sepsis
CMUH107- 1909ARGO |Followup N [Pulmonary sepsis]
84. 2019/9/1 ) C 1123 A
REC3-126 01364 2 #3) Neutropenia [Neutropenia]
PACLITAXEL | pelvic pain [Pelvic pain]
#4)
BEVACIZUMA
B
Febrile neutropenia
[Febrile neutropenia]
anemia [Anaemia]
lung infection [Lung
#1) MK-3475 o
infection]
Study )
#) thrombocytopenia
[Thrombocytopenia]
CARBOPLATI _ _
N gastric ulcer [Gastric ulcer]
Perforation in the rectum
CMUH107- 1906CHLO |Followup #3) )
85. 2019/4/30 [Rectal perforation] 23| A
REC3-126 00360 21 PACLITAXEL
colostomy obstruction
#4) ) )
[Gastrointestinal stoma
BEVACIZUMA o
5 complication]
intestinal stoma obstruction
#5 ) tramadol ) )
] [Gastrointestinal stoma
hydrochloride o
complication]
small intestinal obstruction
[Small intestinal
obstruction]
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#1) MK-3475
Study
#2) )
Vaginal Hemorrhage
CARBOPLATI )
[Vaginal haemorrhage]
CMUH107- 1905USA0 |Followup N ] )
86. 2019/5/3 sepsis [Sepsis] 23| A
REC3-126 02536 11 #3) ) ) )
urinary tract infection
PACLITAXEL ) ) )
[Urinary tract infection]
#4)
BEVACIZUMA
B
Febrile neutropenia
[Febrile neutropenia]
anemia [Anaemia]
lung infection [Lung
#1) MK-3475 o
infection]
Study )
#) thrombocytopenia
[Thrombocytopenia]
CARBOPLATI _ _
N gastric ulcer [Gastric ulcer]
Perforation in the rectum
CMUH107- 1906CHLO |Followup #3) )
87. 2019/4/30 [Rectal perforation] 23| A
REC3-126 00360 22 PACLITAXEL
colostomy obstruction
#4) ) )
[Gastrointestinal stoma
BEVACIZUMA o
5 complication]
intestinal stoma obstruction
#5 ) tramadol ) )
] [Gastrointestinal stoma
hydrochloride o
complication]
small intestinal obstruction
[Small intestinal
obstruction]
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#1) MK-3475
Study
#2) INTESTINAL
CARBOPLATI PERFORATION
CMUH107- 1909CHLO |Followup N [Intestinal perforation]
88. 2019/7/9 1.3 A
REC3-126 00603 3 #3) Anemia [Anaemia]
PACLITAXEL NEUTROPENIA
#4) [Neutropenia]
BEVACIZUMA
B
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Report domestic SUSAR case:
1. | CMUH106-REC3-078 | t&4=/& | -MFR No.: 1902TWNO007143 (F9)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
[ 21302 ]
L *HE% ¥ LA NIVOLUMAB
2. | CMUH105-REC3-121 | @ #iRk ) )
*g rMHARAHEF 2019 017 04 p 3 2019 & 07
? 03 P (SUSAR LineListing)
[57° il i &)
3. F
CMUH106-REC3-031 *E o p #2019 & 09 F 27 p
[#%=]
4. | CMUH104-REC3-090 | £L 7 | *p 7 ! F% 4 EE e ARENRG AT SR
3 #aRid
(EEIEIEI L E
5. | CMUH105-REC3-094 | % iz & TRARRE A Upadac/itinib(ABT—494) .
*% pMHIFLHAF 108017 01 p 1 108 & 06
30 p
6. | CMUH107-REC3-128 | # i=f7 | [=#p =% 2452 ]
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*:R5% ¥ ¢4 1 Upadacitinib(ABT-494)
*% pPARLHF 108017 01 p I 108 & 06
130 p

CMUH107-REC3-149

[#&]
*E L REE G T 3 (Protocol
No.:Shionogi-PMS-TWO001 Protocol Clarification
Letter, Date:05Sep2019)

CMUH107-REC3-112

[ 22 ]

*H% ¥ AL 1 RPC1063,0zanimod

* rMAR L B RF2018 06 2 21 p 3 2018 & 12
7 20 p (SUSAR LineListing)

(EEIREFEE

*R% ¥ ¢4 1 RPC1063,0zanimod

*H rPAFEHPF 2017 £ 120 21 p 3 2018 £ 12
v 20 p (DSUR)

CMUH105-REC3-013

she
a
=

[z 2p24F4 ]
*:Esk ¥4 ¢4 1 Upadacitinib (ABT-494)
*% AR A Y 0108017 01 p % 108 & 6
30 p

10.

CMUH106-REC3-078

iR iR

[#&]

*n % 1 eDMC § Rk oo ARG 2 p g
10-Apr-2019 ; %5 B 15 18 21 eDMC ¢ 3% %3l &
(Date: 10-Apr-2019) » 4*%+# 1 2019 £ 2 7 25 p
2% 2B FFE 0 % AfER BIRiS > eDMC
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11.

CMUH105-REC3-047

A b

(Fx=+5%4EL% 4]
FROF W AR E 2 TRk 5% 4 ZOSTER-056
(204486) Report (28-Aug-2019) » #x3 ¥ ¢ % & -

12.

CMUH107-REC3-118

gl g

(2]
*N % @ 6-Month SUSAR Line-Listing
(10Feb2019-09Aug2019)

13.

CMUH108-REC3-130

H
\L
I

[z % 242 ]
*:RER B 4L Erdafitinib
*g pMApL R i 108£ 087 20p 3 108 & 10
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