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Thromboembolism of both
follow up| MK-3475 branches of pulmonary
CMUH103- 1511RUSO 3 (pembrolizumab artery [Pulmonary
1. 2016/11/18 2.3 A
REC1-123 15695 [(downgra| ) Solution for embolism]
de) injection exudative pericarditis
[Pericarditis]
Adrenal insufficiency
MK-3475 [Adrenal insufficiency]
CMUH103- 1608JPNOO |follow up| (pembrolizumab| Interstitial pneumonia
2. 2016/7/30 2.3 A
REC1-123 1781 5 ) Solution for | [Interstitial lung disease]
injection Hypothyroidism
[Hypothyroidism]
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MK-3475
CMUH103- 16-6TURO1(follow up|(pembrolizumab| pulmonary embolism
3. 2016/6/23 ) ] 1231 A
REC1-123 3046 3 ) Solution for [Pulmonary embolism]
injection
Lung infection (klebsiella
pneumoniae) [Klebsiella
MK-3475 infection]
CMUH103- 1509TURO |follow up| (pembrolizumab [ Pneumonitis [Pneumonitis]
4, 2015/8/31 ) ) 1231 A
REC1-123 01265 10 ) Solution for thrombocytopenia
injection [Thrombocytopenia]
Pulmonary embolism
[Pulmonary embolism]
ERIBULIN
MESYLATE
(3475 Febrile Neutropenia
SOLUTION [Febrile neutropenia]
FOR septic shock [Septic shock]
CMUH104- 1606PHLO1(|follow up .
5. 2016/6/27 INJECTION Worsening of pleural 1231 A
REC1-118 3514 2 _ _
STUDY) effusion [Pleural effusion]
(eribulin Community acquired
mesylate) pneumonia [Pneumonia]
Solution for
injection
MK-3475
(pembrolizumab
) Solution for
injection
CMUH104- 1610KORO| VINORELBINE Progression disease
6. 2016/8/22 initial _ ) 1 A
REC1-118 14392 (3475 [Disease progression]
SOLUTION
FOR
INJECTION
STUDY)
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MK-3475 profound malaise, severe
CMUH104- 1610TURO| = (pembrolizumab | cough, fatigue, abdominal
1. 2016/9/30 initial ) ] ] 13| A
REC1-118 02149 ) Solution for pain, profound malaise
injection [Malaise]
Atezolizumab(A
CMUH103- follow up BOWEL PERFORATION
8. 2016/3/4 | 1722311 TEZOLIZUMA ] 131 A
REC1-126 1 (Bowel perforation)
B),1148353
RENAL FAILURE (Renal
failure)
HEPATOTOXICITY
(Hepatotoxicity)
PNEUMONIA
Atezolizumab(A (Pneumonia)
CMUH103- follow up
9. 2015/7/29 | 1600274 TEZOLIZUMA| HYDRONEPHROSIS | 23 | A
REC1-126 1
B),1147222 ON THE RIGHT SIDE
(Hydronephrosis)
ELEVATED ALT (ALT
increased)
ELEVATED AST (AST
increased)
Enzalutamide
(ENZALUTAM
IDE) Capsule, ) )
CMUH102- 201609017 | Follow Heart failure [Cardiac
10. 2016/8/26 40 mg {Lot # ] 131 A
REC1-068 52 Upl failure]
P20152,
P20151,
P19113}
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1) Enzalutamide
Grade 4 Cardiac arrest
(ENZALUTAM )
[Cardiac arrest]
IDE) )
Grade 4 Ventricular
Formulation o )
CMUH102- 2015US003| Follow fibrillation [Ventricular
11. 2015/1/28 unknown o 23 | A
REC1-068 093 Up 2 fibrillation]
2) XALKORI )
Grade 4 QTc prolongation
(CRIZOTINIB) ]
[Electrocardiogram QT
Formulation
prolonged]
unknown
Duodenal hemorrhage
[Small intestinal
Enzalutamide-BI
CMUH102- 201607016 | Follow | haemorrhage]
12. 2016/7/24 inded (Code not _ ) 23 | A
REC1-068 89 Up7 Anemia [Anaemia]
broken)
Enterocolitis infectious
[Enterocolitis infectious]
Perforated colon
1) Enzalutamide
diverticulitis [Large
Blinded (Code . . .
intestine perforation]
not broken)
Perforated colon
CMUH102- 2016US025( Follow |2) Enzalutamide
13. 2016/7/2 diverticulitis 1,371 A
REC1-068 711 Up3 [(ENZALUTAM
[Diverticulitis]
IDE)
Disease progression
Formulation
[Malignant neoplasm
unknown )
progression]
Enzalutamide
(ENZALUTAM
IDE) Capsule, ) )
CMUH102- 201609017 | Follow Heart failure [Cardiac
14. 2016/8/26 40 mg {Lot # ) 131 A
REC1-068 52 Up 2 failure]
P20152,
P20151,
P19113}
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Hypertensive
encephalopathy/
encephalopathy
1) Enzalutamide [Hypertensive
(ENZALUTAM encephalopathy]
IDE) Slurred speech/ Dysarthria
Formulation [Dysarthria]
unknown {Lot #| Shaking/ Tremor [Tremor]
43626-8} Dizziness [Dizziness]
CMUH102- 2016US017| Follow )
15. 2016/1/29 2) Weakness/ generalized (2,3, 7 A
REC1-068 569 Up1l
ABIRATERON muscle weakness
E ACETATE [Muscular weakness]
(ABIRATERON Not making sense/
E ACETATE) | confusion [Confusional
Formulation state]
unknow Headache [Headache]
Fatigue [Fatigue]
High BP/ hypertension
[Hypertension]
Enzalutamide
(ENZALUTAM
IDE) Capsule, ) .
CMUH102- 201609017 | Follow Heart failure [Cardiac
16. 2016/8/26 40 mg {Lot # ] 131 A
REC1-068 52 Up3 failure]
P20152,
P20151,
P19113}
Death [Death]
The lower right fibula
Enzalutamide
) comminuted fracture [Tibia
CMUH102- 2016JP005 - Blinded
17. 2016/3/18 Initial ) fracture] 1,4 | A
REC1-068 085 (Enzalutamide)

Capsule

The lower right fibula
comminuted fracture

[Fibula fracture]
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RS-JNJFO
CMUH102- follow up[ CNTO136
18. 2016/10/25 | C-2016102 ) 1. PANCYTOPENIA 23 [ A
REC1-087 3 (sirukumab)
3310(0)
1. ACUTE
RS-JNJFO PNEUMOCOCCAL
CMUH102- follow up[ CNTO136 1,2,3,
19. 2016/2/19 [C-2016022 ] MENINGITIS A
REC1-087 9 (sirukumab) 4
3713(9) 2.
BRONCHOPNEUMONIA
PACLITAXEL ]
subacute bowel obstruction
(3475 ] )
[Intestinal obstruction]
SOLUTION )
paroxysmal atrial
FOR
CMUH103- 1510NZLO | = fibrillation [Atrial
20. 2015/10/16 initial INJECTION 23 [ A
REC1-135 14668 fibrillation]
STUDY) )
_ Malignant neoplasm
(paclitaxel) ) )
progression [Malignant
Intravenous )
) ) neoplasm progression]
infusion
Herpes zoster (new AE),
possible relapse [Herpes
zoster]
worsening of lymphoma
DMR100 1301TURO |follow up [Lymphoma]
21. 2013/1/11 MK-V212 Study N - 13| A
-IRB-091 11678 30 typhlitis [Colitis]
colonic perforation [Large
intestine perforation]
Abdominal sepsis
[Abdominal sepsis]
RESPIRATORY
CMUH-103- 2016SE806
22. 2016/6/14 FU4 MEDI4736 FAILURE; 123 A
REC1-110 17
PNEUMONITIS
RESPIRATORY
CMUH-103- 2016SE806
23. 2016/6/14 FU5 MEDI4736 FAILURE; 123 A
REC1-110 17
PNEUMONITIS
% 49 F o x 77T |
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RESPIRATORY
CMUH-103- 2016SE806
24. 2016/6/14 FU6 MEDI4736 FAILURE; 12,3 A
REC1-110 17
PNEUMONITIS
RESPIRATORY
CMUH-103- 2016SE806
25. 2016/6/14 FU7 MEDI4736 FAILURE; 1,2,3] A
REC1-110 17
PNEUMONITIS
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION ) )
Anaphylactic reaction to
STUDY) ) ]
) paclitaxel [Anaphylactic
(paclitaxel) ]
CMUH103- 1604BRA0 reaction]
26. 2016/3/22 INITIAL| Intravenous ) ) 23 [ A
REC1-123 09868 S Anaphylactic reaction to
infusion ) ]
paclitaxel [Anaphylactic
CARBOPLATI ]
reaction]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
MK-3475
(pembrolizumab
) Solution for
FOLLO injection
CMUH103- 1608JPN0O0| W UP 1 | CARBOPLATI respiratory failure
27. 2016/6/22 ) ) 1 A
REC1-123 8510 (DOWN N (3475 [Respiratory failure]
GRADE)| SOLUTION
FOR
INJECTION
STUDY)
105 % 12 % 14 p % 50 F % 77 F
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28.

CMUH103-
REC1-123

2016/10/23

1610ARGO
14393

FOLLO
WUP 1

CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
Intravenous
Injection
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)

Septic shock [Septic
shock]
Accute renal failure [Acute
kidney injury]

neutropenia [Neutropenia]

1.3

29.

CMUH103-
REC1-123

2016/10/30

1610CHNO
00232

INITIAL

MK-3475
(pembrolizumab
) Solution for
injection
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)

pulmonary embolism is
serious possibility

[Pulmonary embolism]

1.2

30.

CMUH103-
REC1-123

2015/12/23

1602POL00
4785

FOLLO
W UP 1
(DOWN
GRADE)

MK-3475
(pembrolizumab
) Solution for

injection

disease progression
[Malignant neoplasm

progression]

31.

CMUH104-
REC1-075

2016/7/11

106.2016S
E83003

Initial

MEDI4736;
TREMELIMU
MAB

ENDOCRINE
DISORDERS

32.

CMUH104-
REC1-075

2016/7/21

107.2016S
E80683

FUl

MEDI4736

HYPOCORTISOLISM
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MEDI4736; HEPATIC FUNCTION
CMUH104- 108.2016S
33. 2016/7/20 FU1 TREMELIMU [ABNORMALITY/HEPATI| 3 A
REC1-075 E80680
MAB TIS
MEDI4736;
CMUH104- 109.2016S ENDOCRINE
34. 2016/7/11 FUl TREMELIMU 3 A
REC1-075 E83003 DISORDERS
MAB
CMUH104- 110.2016SE
35. 2016/6/7 FU2 [study procedure PNEUMOTHORAC 3 A
REC1-075 64502
VINORELBINE
CMUH104- 111.2016SE
36. 2016/1/27 FU4 ;STUDY ANOREXIA 3 A
REC1-075 18771
PROCEDURE
VINORELBINE
CMUH104- 112.2016SE
37. 2016/8/1 Initial ;STUDY TROMBOCYTOSIS 3 A
REC1-075 84650
PROCEDURE
CMUH104- 113.2016SE
38. 2016/7/30 Initial MEDI4736 RUSH 3 A
REC1-075 85192
CMUH104- 114.2016SE HYPOCORTISOLISM;
39. 2016/7/21 FU2 MEDI4736 3 A
REC1-075 80683 HEPATITIS
CMUH104- 115.2016SE RASH; CYTOKINE
40. 2016/7/30 FUl MEDI4736 3 A
REC1-075 85192 RELEASE SYNDROME
MEDI4736;
CMUH104- 116.2016SE ENDOCRINE
41. 2016/7/11 FU3 TREMELIMU 3 A
REC1-075 83003 DISORDERS
MAB
CMUH104- 117.2016SE
42. 2016/6/17 FU2 MEDI4736 THYREODITIS 3 A
REC1-075 68502
ERLOTINIB;ST
CMUH104- 118.2016SE
43. 2016/7/13 FU3 uby ENTEROCOLITIS 3 A
REC1-075 79111
PROCEDURE
MEDI4736; HEPATIC FUNCTION
CMUH104- 119.2016SE
44, 2016/7/20 FU2 TREMELIMU [ABNORMALITY/HEPATI| 3 A
REC1-075 80680
MAB TIS
HYPOCORTISOLISM;
CMUH104- 120.2016S
45, 2016/707/21 FU3 MEDI4736 |DIARRHEA;RECURREN| 3 A
REC1-075 E80683

T DIARRHEA
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GGT INCREASED;
ASPARTATE
AMINOTRANSFERASE
INCREASED; GGT
CMUH104- 121.2016S MEDI4736;TRE
46. 2016/2/2 FU5 INCREASED; 3 A
REC1-075 E29137 MELIMUMAB
ALANINE
AMINOTRANSFERASE
INCREASED;
PNEUMONITIS
WORSENING OF
CMUH104- 122.2016S
47, 2015/12/3 FU5 MEDI4736 SHORTNESS OF 3 A
REC1-075 E16962
BREATH
CMUH104- 123.2016S MEDI4736;TRE
48. 2016/6/8 Initial PNEUMONIA 3 A
REC1-075 E69347 MELIMUMAB
MEDI4736; HEPATIC FUNCTION
CMUH104- 124.2016S
49, 2016/7/20 FU3 TREMELIMU [ABNORMALITY/HEPATI| 3 A
REC1-075 E80680
MAB TIS
MEDI4736;
CMUH104- 125.2016S
50. 2016/6/8 Initial | TREMELIMU PNEUMONIA 3 A
REC1-075 E69347
MAB
MEDI4736;
CMUH104- 126.2016S
51. 2016/7/11 FU4 TREMELIMU HYPOPITUITARISM 3 A
REC1-075 E83003
MAB
DETERIORATION OF
CMUH104- 127.2016S
52. 2016/5/4 FU3 |VINORELBINE|GENERAL CONDITION;| 3 A
REC1-075 E50934
PYELONEPHRITIS
HYPOCORTISOLISM,;
CMUH104- 128.2016S MULTIPLE
53. 2016/707/14 FU4 MEDI4736 3 A
REC1-075 E80683 OCCURANCE OF
COLITIS
WORSENING OF
CMUH104- 129.2016S
54, 2015/11/19 FUG6 MEDI4736 SHORTNESS OF 3 A
REC1-075 E16962
BREATH
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MEDI4736;
CMUH104- 130.2016S
55. 2016/7/11 FU5 TREMELIMU HYPOPITUITARISM 3 A
REC1-075 E83003
MAB
CMUH104- 131.2016S TREMELIMU
56. 2016/9/4 Initial FEVER 3 A
REC1-075 E97331 MAB
CMUH104- 132.2016S RASH; CYTOKINE
57. 2016/7/30 FU2 MEDI4736 3 A
REC1-075 E85192 RELEASE SYNDROME
CMUH104- 133.2016S ESOPHAGEAL
58. 2016/4/15 FU2 ERLOTINIB 3 A
REC1-075 E46189 DYSPHAGIA
GGT INCREASED;
ASPARTATE
AMINOTRANSFERASE
INCREASED; GGT
CMUH104- 134.2016S MEDI4736;TRE
59. 2016/2/2 FUG6 INCREASED; 3 A
REC1-075 E29137 MELIMUMAB
ALANINE
AMINOTRANSFERASE
INCREASED;
PNEUMONITIS
CMUH104- 135.2016S TREMELIMU
60. 2016/4/19 FU5 DIARRHEA 3 A
REC1-075 E53719 MAB
MEDI4736; HEPATIC FUNCTION
CMUH104- 136.2016S
61. 2016/7/20 FU4 TREMELIMU [ABNORMALITY/HEPATI| 3 A
REC1-075 E80680
MAB TIS
MEDI4736;
CMUH104- 137.2016S
62. 2016/7/11 FUG6 TREMELIMU HYPOPITUITARISM 3 A
REC1-075 E83003
MAB
MEDI4736;
CMUH104- 138.2016S
63. 2016/7/11 FU7 TREMELIMU HYPOPITUITARISM 3 A
REC1-075 E83003
MAB
GASTROENTERITIS
MULTIPLE
TREMELIMU
CMUH104- 139.2016S OCURRENCE; COLITIS
64. 2015/12/14 Initial | MAB;NIVOLU 3 A
REC1-075 E92707 MULTIPLE
MAB
OCURRENCE;

CANDIDAL SEPSIS
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HYPOCORTISOLISM;
MULTIPLE
CMUH104- 140.2016S
65. 2016/707/14 FU5 MEDI4736 OCCURRENCES OF 3 A
REC1-075 E80683
RECURRENT
COLITIS
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY) o
deterioration of the general
(pemetrexed) .
CMUH103- 1611POL00 condition [General
66. 2016/8/23 INITIAL| Intravenous ] 13 ] A
REC1-123 4814 o physical health
infusion o
deterioration]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
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67.

CMUH103-
REC1-123

2016/10/30

1611CHNO
00232

FU3

CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
Intravenous
Injection
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)

(paclitaxel)

suspected pulmonary

embolism [Pulmonary

embolism]

1.2.3

68.

CMUH103-
REC1-123

2016/7/11

1607BRA0O
06528

INITIAL

PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed)
Intravenous
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

Stroke [Cerebrovascular

accident]

234
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MK-3475
(pembrolizumab | supraglottic edema (Grade
CMUH104- 1605USAO |follow up
69. 2016/5/4 ) 4) [Laryngeal oedema] | 2.3 [ A
REC1-039 05123 7 ] ]
5-FLUOROUR sepsis [Sepsis]
ACIL
Febrile neutropenia
MK-3475 [Febrile neutropenia]
CMUH104- 1609SWEQO |follow up|(pembrolizumab| unknown cause of death
70. 2016/9/13 13 A
REC1-039 07883 3 ) [Death]
CISPLATIN myeloma [Plasma cell
myeloma]
MK-3475
(pembrolizumab
CMUH104- 1609SWEQO |follow up death cause unknown
71. 2016/9/27 ) 1 A
REC1-039 14392 1 [Death]
5-FLUOROUR
ACIL
MK-3475 ]
) tumor bleeding [Tumour
(pembrolizumab
CMUH104- 1607BRAO [follow up haemorrhage]
72. 2016/7/11 ) ] 13 A
REC1-039 06343 3 Thrombocytopenia
CARBOPLATI ]
N [Thrombocytopenia]
MK-3475 pulmonary fibrosis
(pembrolizumab [Pulmonary fibrosis]
CMUH104- 1605BRA0 [follow up o ]
73. 2016/5/1 ) septicemia [Sepsis] 23 | A
REC1-039 07069 3
CARBOPLATI Anemia [Anaemia]
N asthenia [Asthenia]
septic shock [Septic shock]
acute renal failure [Acute
kidney injur
MK-3475 Y .y]
) hypokalemia
CMUH104- 1602BRAO (follow up [ (pembrolizumab )
74. 2015/12/16 [Hypokalaemia] 123 A
REC1-039 06046 16 ) ) )
neutropenia [Neutropenia]
CISPLATIN
platelet count decreased
[Platelet count decreased]
diarrhea [Diarrhoea]
105# 12 % 14 p
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Afebrile Neutropenia
[Neutropenia]
CETUXIMAB i
CMUH104- 1606PHLO1|follow up Health Care associated
75. 2016/6/20 5-FLUOROUR 13| A
REC1-039 0987 1 Pneumonia [Pneumonia]
ACIL
Pulmonary Embolism
[Pulmonary embolism]
follow up
MK-3475 )
CMUH104- 1601ISR00 1 ) pseudomonal sepsis
76. 2016/1/1 (pembrolizumab ] 13| A
REC1-039 0517 (downgra ) [Pseudomonal sepsis]
de)
Hypercalcaemia
[Hypercalcaemia]
weight loss [Weight
decreased]
MK-3475
CMUH104- 1512MY SO0 |follow up ) Generalised body
77. 2015/12/7 (pembrolizumab ] 23| A
REC1-039 06911 16 ) weakness (asthenia)
[Asthenia]
Tumour bleed-contact
bleeding [Tumour
haemorrhage]
MK-3475 septic shock [Septic shock]
(pembrolizumab vomiting [Vomiting]
CMUH104- 1605BRA0 [follow up )
78. 2016/5/6 ) Acute renal failure [Acute | 1.3 | A
REC1-039 05313 9 ) o
5-FLUOROUR kidney injury]
ACIL diahrrea [Diarrhoea]
MK-3475
(pembrolizumab o )
CMUH104- 1607USAO |follow up Bronchial infection
79. 2016/7/18 ) N 13 A
REC1-039 09173 2 [Bronchitis]
CARBOPLATI
N
MK-3475 pulmonary fibrosis
(pembrolizumab [Pulmonary fibrosis]
CMUH104- 1605BRA0 [follow up o ]
80. 2016/5/1 ) septicemia [Sepsis] 23| A
REC1-039 07069 5
CARBOPLATI Anemia [Anaemia]
N asthenia [Asthenia]
105# 12 % 14 p
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MK-3475
(pembrolizumab | supraglottic edema (Grade
CMUH104- 1605USAO |follow up
81. 2016/5/4 ) 4) [Laryngeal oedema] | 2.3 [ A
REC1-039 05123 8 ] ]
5-FLUOROUR sepsis [Sepsis]
ACIL
MK-3475
(pembrolizumab
CMUH104- 1609AUSO |follow up ) )
82. 2016/8/29 ) septic shock [Septic shock]| 1 A
REC1-039 00042 2
5-FLUOROUR
ACIL
unknown cause of death
MK-3475 [Death]
CMUH104- 1609SWEO |follow up | (pembrolizumab Febrile neutropenia
83. 2016/9/13 _ ] 13| A
REC1-039 07883 4 ) [Febrile neutropenia]
CISPLATIN myeloma [Plasma cell
myeloma]
MK-3475
(pembrolizumab
CMUH104- 1609USA0| healthcare associated
84. 2016/9/5 initial ) ) ] 23 [ A
REC1-039 04223 pneumonia [Pneumonia]
5-FLUOROUR
ACIL
MK-3475
(pembrolizumab
CMUH104- 1609USA0| = healthcare associated
85. 2016/9/5 initial ) _ ) 23 | A
REC1-039 10871 pneumonia [Pneumonia]
5-FLUOROUR
ACIL
Afebrile Neutropenia
MK-3475 ]
) [Neutropenia]
(pembrolizumab )
CMUH104- 1606PHLO1| Health Care associated
86. 2016/6/20 initial ) ) _ 13| A
REC1-039 0987 Pneumonia [Pneumonia]
5-FLUOROUR
Pulmonary Embolism
ACIL

[Pulmonary embolism]

105# 12 % 14 p
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abdominal pain
MK-3475 ) ]
) [Abdominal pain]
CMUH104- 1610TURO |follow up| (pembrolizumab
87. 2016/9/30 _ cough [Cough] 13| A
REC1-118 02149 4 ) Solution for ) ]
o fatigue [Fatigue]
injection ] ]
profound malaise [Malaise]
profound malaise [Malaise]
MK-3475 ) )
abdominal pain
CMUH104- 1610TURO |follow up| (pembrolizumab ) ]
88. 2016/9/30 [Abdominal pain] 13 A
REC1-118 02149 2 ) Solution for
S cough [Cough]
injection
fatigue [Fatigue]
abdominal pain
MK-3475
) [Abdominal pain]
CMUH104- 1610TURQO |follow up| (pembrolizumab
89. 2016/9/30 cough [Cough] 13| A
REC1-118 02149 5 ) Solution for
S fatigue [Fatigue]
injection
profound malaise [Malaise]
MK-3475
CMUH104- 1610TURQO |follow up|(pembrolizumab| unknown cause of death
90. 2016/10/19 _ 1 A
REC1-118 11666 1 ) Solution for [Death]
injection
abdominal pain
MK-3475 ] ]
) [Abdominal pain]
CMUH104- 1610TURQO |follow up|(pembrolizumab
91. 2016/9/30 _ cough [Cough] 13| A
REC1-118 02149 6 ) Solution for ) )
S fatigue [Fatigue]
injection ] ]
profound malaise [Malaise]
CETUXIMAB
CMUH104- 1609AUSO| (Cetuximab) neutropenic sepsis
92. 2016/9/23 initial ] ] 13 A
REC1-039 12294 CARBOPLATI [Neutropenic sepsis]
N
MK-3475
CMUH104- 1607USAQ |follow up Bronchial infection
93. 2016/7/18 CARBOPLATI 13| A
REC1-039 09173 3 N [Bronchitis]
unknown cause of death
MK-3475
CMUH104- 1601AUSO |follow up ) [Death]
94. 2016/1/7 (pembrolizumab _ ) 13| A
REC1-039 02932 1 Necrotic defect to skin of

)

right cheek [Skin necrosis]

105# 12 % 14 p
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MK-3475
CMUH104- 1604ESPOO| = (pembrolizumab [febrile neutropenia [Febrile
95. 2016/3/27 initial ] 23 | A
REC1-039 3783 ) neutropenia]
CISPLATIN
neutropenia [Neutropenia]
MK-3475 Dyspnea worsening
CMUH104- 1605AUTO|
96. 2016/5/6 initial | CARBOPLATI [Dyspnoea] 13 A
REC1-039 06374 )
N Tumor bleeding [Tumour
haemorrhag]
1. SUSPECTED TOXIC
KR-IJNJFO
CMUH104- follow up EPIDERMAL
97. 2016/7/30 |C-2016080 JNJ-56021927 13 A
REC1-116 6 NECROLYSIS (TEN)
8513(6)
2. PNEUMONIA
1. SUSPECTED TOXIC
KR-IJNJFO
CMUH104- follow up EPIDERMAL
98. 2016/7/30 |C-2016080 JNJ-56021927 13 A
REC1-116 7 NECROLYSIS (TEN)
8513(7)
2. PNEUMONIA
Lung infection (klebsiella
pneumoniae) [Klebsiella
MK-3475 infection]
CMUH103- 1509TURQO |follow up| (pembrolizumab [ Pneumonitis [Pneumonitis]
99. 2015/8/31 ) ] 1.23] A
REC1-123 01265 11 ) Solution for thrombocytopenia

injection

[Thrombocytopenia]
Pulmonary embolism

[Pulmonary embolism]

105# 12 % 14 p
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Sepsis [Sepsis]
Thrombocytopenia
PEMETREXED [Thrombocytopenia]
(3475 Anemia [Anaemia]
SOLUTION gastrointestinal bleeding
FOR [Gastrointestinal
INJECTION haemorrhage]
STUDY) Thrombocytopenia
(pemetrexed) [Thrombocytopenia]
CMUH103- 1604TURO| ) ]
100 2016/3/31 initial Intravenous | Leukopenia [Leukopenia] | 1.2.3| A
REC1-123 02203
infusion febril neutropenia [Febrile
CARBOPLATI neutropenia]
N (3475 hyperuricemia
SOLUTION [Hyperuricaemia]
FOR Elevated AST [Aspartate
INJECTION aminotransferase
STUDY) increased]
blood bilirrubin increased
[Blood bilirubin increased]
Sepsis [Sepsis]
Respiratory failure
MK-3475 ) )
) [Respiratory failure]
CMUH103- 1510BRAO [follow up|(pembrolizumab » -
101 2015/10/10 _ Pneumonitis [Pneumonitis]|{ 1.2.3| A
REC1-123 07228 17 ) Solution for
S Pneumonia [Pneumonia]
injection .
pulmonary embolism
[Pulmonary embolism]

105# 12 % 14 p
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102

CMUH103-
REC1-123

2016/11/7

1611LTUOO
5535

follow up
1

PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed)
Intravenous
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

Thrombocytopenia

[Thrombocytopenia]

2.3

103

CMUH103-
REC1-123

2016/10/30

1611CHNO
00232

follow up
4

CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
Intravenous
Injection
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)

Suspected pulmonary

embolism [Pulmonary

embolism]

1.2

105# 12 % 14 p
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104

CMUH103-
REC1-123

2016/10/23

1610ARGO
14393

follow up
2

CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
Intravenous
Injection
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)

Septic shock [Septic

shock]

kidney injury]

Accute renal failure [Acute

neutropenia [Neutropenia]

1.3

105

CMUH103-
REC1-123

2016/8/17

1608BRA0
10431

follow up
1

PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed)
Intravenous
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

Pancytopenia

[Pancytopenia]

134

105# 12 % 14 p
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pneumonia [Pneumonia]
Thrombocytopenia
PEMETREXED [Thrombocytopenia]
(3475 Anemia [Anaemia]
SOLUTION gastrointestinal bleeding
FOR [Gastrointestinal
INJECTION haemorrhage]
STUDY) Thrombocytopenia
CMUH103- 1604TURO |follow up (pemetrexed) [Thromhacytopenia]
106 2016/3/31 Intravenous | Leukopenia [Leukopenia] | 1.2.3| A
REC1-123 02203 1
infusion febril neutropenia [Febrile
CARBOPLATI neutropenia]
N (3475 hyperuricemia
SOLUTION [Hyperuricaemia]
FOR Elevated AST [Aspartate
INJECTION aminotransferase
STUDY) increased]
blood bilirrubin increased
[Blood bilirubin increased]
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed) ] ]
107 CMURIL03- 2016/2/22 1602TURO initial Intravenous HOTSEning anemia 23 | A
REC1-123 11573 fusion [Anaemia]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
105 # 12 % 14 p % 65 F % 77T T
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108

CMUH103-
REC1-123

2016/8/17

1608KOR0O
11170

follow up
3

MK-3475
(pembrolizumab
) Solution for

injection

death]

sudden death [Sudden

109

CMUH103-
REC1-123

2016/2/22

1602MY S0
11535

initial

PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

hospital acquired

pneumonia [Pneumonia]

1.3

110

CMUH103-
REC1-123

2016/8/24

1608ARGO
13770

follow up
1

PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed)
Intravenous
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

Heart failure [Cardiac

failure]
Neutrophenia

[Neutropenia]

1.2.3

105# 12 % 14 p
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PEMETREXED
(3475
SOLUTION
FOR dehydration [Dehydration]
INJECTION pulmonary embolism
STUDY) [Pulmonary embolism]
(pemetrexed) increased ALT [Alanine
CMUH103- 1507CANO ]
111 2015/6/28 FU1 Intravenous aminotransferase 13| A
REC1-123 02349 o ]
infusion increased]
CARBOPLATI | increased AST [Aspartate
N (3475 aminotransferase
SOLUTION increased]
FOR
INJECTION
STUDY)
MK-3475
CMUH103- 1606 TURO (pembrolizumab|  pulmonary embolism
112 2016/6/23 FU 4 ) ) 1231 A
REC1-123 13046 ) Solution for [Pulmonary embolism]
injection
MK-3475
CMUH103- 1606 TURO (pembrolizumab|  pulmonary embolism
113 2016/6/23 FU5 ) ) 1231 A
REC1-123 13046 ) Solution for [Pulmonary embolism]
injection
CMUH104- 2016SF235 » Blinded for )
114 2016/11/19 Initial _ _ Hypoglycemic coma 1 A
REC1-010 97 investigator
MK-3475
(pembrolizumab | Hypoxemia secondary to
CMUH104- 1606PHLOO| o )
115 2016/6/14 initial ) aspiration [Hypoxia] 1 A
REC1-039 7920 o o
5-FLUOROUR | aspiration [Aspiration]
ACIL
neutropenic fever [Febrile
MK-3475 ]
) neutropenia]
CMUH104- 1605USA0| = (pembrolizumab ) )
116 2016/5/12 initial sepsis [Sepsis] 1231 A
REC1-039 09033 )
lung infection [Lung
CISPLATIN

infection]

105# 12 % 14 p
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MK-3475  |septic shock [Septic shock]
(pembrolizumab|  vomiting [Vomiting]
CMUH104- 1605BRAO0 [follow up )
117 2016/5/6 ) Acute renal failure [Acute | 1.3 | A
REC1-039 05313 10 ] o
5-FLUOROUR kidney injury]
ACIL diahrrea [Diarrhoea]
Upper gastrointestinal
MK-3475 bleeding [Upper
(pembrolizumab gastrointestinal
CMUH104- 1608CHEO|
118 2016/8/5 initial ) haemorrhage] 13| A
REC1-039 05692
5-FLUOROUR | Myocardial infarction with
ACIL lethal consequence
[Myocardial infarction]
MK-3475
(pembrolizumab | supraglottic edema (Grade
CMUH104- 1605USAO |follow up
119 2016/5/4 ) 4) [Laryngeal oedema] | 2.3 [ A
REC1-039 05123 09 ) )
5-FLUOROUR sepsis [Sepsis]
ACIL
MK-3475
CMUH104- 1611USAQ (pembrolizumab| Cardio pulmonary arrest
120 2016/11/7 initial ) ) 1 A
REC1-039 05156 ) [Cardio-respiratory arrest]
CISPLATIN
MK-3475 neutropenia [Neutropenia]
CMUH104- 1605AUTO [follow up )
121 2016/5/13 CARBOPLATI | Tumor bleeding [Tumour | 1.3 | A
REC1-039 06374 1
N haemorrhage]
Septic shock [Septic
MK-3475 shock]
(pembrolizumab Hematochezia
CMUH104- 1610TURO |follow up )
122 2016/10/3 ) [Haematochezia] 1.23] A
REC1-039 02312 3 o
5-FLUOROUR Increase of creatinine
ACIL [Blood creatinine
increased]
unknown cause of death
MK-3475
CMUH104- 1601AUSO |follow up ) [Death]
123 2016/1/7 (pembrolizumab _ ) 13| A
REC1-039 02932 2 Necrotic defect to skin of

)

right cheek [Skin necrosis]

105# 12 % 14 p
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MK-3475 )
CMUH104- 16111TA00 Internal Bleeding [Internal
124 2016/11/9 initial | (pembrolizumab 2 A
REC1-039 6264 | haemorrhage]
MK-3475 Gastric achalasia
CMUH104- 1607ITAO1L [follow up|(pembrolizumab| [Oesophageal achalasia]
125 2016/7/7 ) ) ) 13 A
REC1-118 3084 2 ) Solution for neoplastic cachexia
injection [Cachexia]
ERIBULIN
MESYLATE
(3475 Febrile Neutropenia
SOLUTION [Febrile neutropenia]
FOR septic shock [Septic shock]
CMUH104- 1606PHLO1(|follow up .
126 2016/6/27 INJECTION Worsening of pleural  |1.2.3]| A
REC1-118 3514 3 ) )
STUDY) effusion [Pleural effusion]
(eribulin Community acquired
mesylate) pneumonia [Pneumonia]
Solution for
injection
MK-3475
CMUH104- 1611FRAO (follow up|(pembrolizumab| interstitial pneumonitis
127 2016/11/10 _ N _ 13| A
REC1-118 07397 1 ) Solution for | [Interstitial lung disease]
injection
CAPECITABIN
E (3475
SOLUTION
Malignant neoplasm
CMUH104- 1610KORO [follow up FOR ) )
128 2016/8/22 progression [Malignant 1 A
REC1-118 14392 1 INJECTION ]
neoplasm progression]
STUDY)
(capecitabine)
Tablet
malignant neoplasm
progression [Malignant
CMUH105- 1609ISR0O0| MK-3475 )
129 2016/8/15 initial neoplasm progression] 1 A
REC1-102 1113 study

renal failure [Renal failure]

Ascites [Ascites]

105# 12 % 14 p
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ERIBULIN
MESYLATE
(3475 Febrile Neutropenia
SOLUTION [Febrile neutropenia]
FOR septic shock [Septic shock]
CMUH104- 1606PHLO1|follow up ]
130 2016/6/24 INJECTION Worsening of pleural  [1.2.3[ A
REC1-118 3514 4 ) ]
STUDY) effusion [Pleural effusion]
(eribulin Community acquired
mesylate) pneumonia [Pneumonia]
Solution for
injection
VINFLUNINE
(3475
SOLUTION pancytopenia
FOR [Pancytopenia]
CMUH103- 1511DNKO| _
131 2015/11/12 initial INJECTION fevered urinary tract 23| A
REC1-135 09368 ) ) )
STUDY) infection [Urinary tract
(Vinflunine) infection]
Intravenous
infusion
VINFLUNINE Febrile neutropenia
(3475 [Febrile neutropenia]
SOLUTION leus [lleus]
FOR infusion site reaction in the
CMUH103- 1504HUNO )
132 2015/4/8 INITIAL| INJECTION left lower arm [Infusion | 2.3 | A
REC1-135 18132
STUDY) site reaction]
(Vinflunine) Infusion site reaction
Intravenous hyperemia [Infusion site
infusion erythema]
105 # 12 % 14 p % 70 F % 77T |
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PACLITAXEL )
subacute bowel obstruction
(3475 ) )
[Intestinal obstruction]
SOLUTION )
paroxysmal atrial
FOR N
CMUH103- 1510NZLO fibrillation [Atrial
133 2015/10/16 FU1 INJECTION o 23 [ A
REC1-135 14668 fibrillation]
STUDY) )
] Malignant neoplasm
(paclitaxel) ) )
progression [Malignant
Intravenous )
] ] neoplasm progression]
infusion
105 # 12 % 14 p = 77 T
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1. | CMUH104-REC1-118 | ¥ & = | *3:5% ¥4 L4 1 MK3475 (Pembrolizumab)
THAFLHF 12016 032 04p I 201609 ® 03 p
(GEEIEECREE D |
1.a4F 4 2 p g4 p g Investigator’s Brochure MK-3475, Edition
2. | CMUH103-REC1-123 | % 4 th
Number 12, Release Date 05-OCT-2016
2. Letter for MK-3475 IB Edition 12 : October 07, 2016
(2= 2papd]
3. | CMUH103-REC1-048 | &3 @t | *3z% %4 4L 1 RLX030
*X > MIFL MR 2016 047 01p 3 2016+ 09 % 30 p
(2= 2papd]
4, DMR 100-IRB-135 FR3 I | %% ¥ L4E : Linagliptin
X rMIFLHPF 105072 01p 1 105&09 % 300
[ 2p]
*i A 1 INJ-54767414 (daratumumab) Investigator’s Brochure
Edition No.: 13
5. | CMUH103-REC1-075 | £1 7 )
*p #p 12016 # 10 * 06 p
[ DSMB -3 i 4]
*Lk iz it p ¥ 12016 # 057 23 p
[ 59 il ooz a3 )
6. | CMUH105-REC1-011 | & %7 ,
*F o p dp 2016 & 10 7 20 p
(LAridss 2]
*k 1140
7. | CMUH105-REC1-084 | % ﬁjﬁ *p # : October 07, 2016
(#%]
*N % o { A7 %44 4 Version 4.0/ Date: 14-Oct-2016
[ DSMB -2 i 4]
*FkipEpd 1105&09 % 050p
8. | CMUH102-REC1-127 | #st& g% |
(57 v o]
*2 3 p g 0105 & 10 7 19 p
[{ATBRFL L]
9. | CMUH105-REC1-010 | & % P | *s 4 : Blank Case Report Form
Study:A4091058/Book:A4091058/Book Status:Active/Generation
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Date:2016-05-26
*p # : Blank Case Report Form
Study:A4091058/Book:A4091058/Book Status:Active/Generation
Date:2016-05-26
[ %7 il oviz &)
*m o p dp ot 2016 & 10 ¥ 07 p
[ =4y % 2 +472 ] Line Listing
10. | CMUH102-REC1-087 | B & & | *#% %4 ¢4 : CNTO 136 (sirukumab)
T rMAFELHF 104 & 10" 24p 3 105& 47 23 p
[z % 214p4 ]
11. | CMUH103-REC1-135 | % 47 £ | *@#=& %4 4L : MK3475 (Pembrolizumab)
*E > MAFA R 12016 £ 032 04p 3 2016 # 09 ' 03 p
[ 3<% 2448+ ] Line Listing of Suspected Unexpected Serious
Adverse Reactions (SUSARs) STELARA (ustekinumab) PERIOD
12. | CMUH105-REC1-061 | & 2 ® | COVERED BY THIS REPORT: 1 January 2016 to 30 June 2016.
*3k5% ¥ ¢ STELARA (ustekinumab)
*Z rMEFLHF 105012 0lp 3 105+ 06* 30
[{srac£p]
13. | CMUH105-REC1-061 | &2 & | *i<+ : SIMPONI® (golimumab) Edition No.:17
*p #p 12016 & 09 * 30 p
[z 2p4F2]
14. | CMUH103-REC1-135 | Z 4 & | "% %4 &4 1 MK3475 (Pembrolizumab)
* rMAFLYF 103 £ 107 19p 3 104 #0117 06 F
[ 2p4F2 ]
15. | CMUH105-REC1-035 | & & 2 | *#% ## 4 : FluPandemic H5N1Quebec(Flu Q-PAN)
* rMAFLYPF 1052052 01 p 3 105+ 107 31 F
[ 2p4F2 ]
*R% % L4 Enzalutamide
THFLEHF 1052037 01p T 105F 087 30 P
16. | CMUH102-REC1-068 | X 47 £
[h% 2182 ]
*E5% ¥4 ¢4 Enzalutamide
*H rMAFLYPF 1042082 31 p 3 105#08% 30F
[#%]
17. | CMUH104-REC1-057 | ¥8 & = | *} % © & %4 2 %: FPA144-001 Unique CRF Final v 8.0
27Sep2016
18. | DMR101-IRB1-284 FLR | [Larasrisp])

105# 12 % 14 p




PRFFFEARF I z ES R EE S ES N
-~ FRIERNL-XP A ERES(C BR)
Ao e S TN

A V14
*p#p 2016 & 10 " 04 p
(2% 242474 ]
*Eo% ¥4 L4 0 1L.MEDI4736 ~ 2 TREMELIMUMAB

19. | CMUH104-REC1-075 | § ﬁ_ffﬁ N R ] ) , B ) , .
X rMIRLPHEF 12016 £ 01 13 p 3 2016 & 07 * 12 p;
22016 # 02 * 29 p 3 2016 # 8 * 30 p
(2% 242474 ]

) *:x% & 4 * Palbociclib

20. | CMUH104-REC1-015 | %] 24F
X ML HEF 10477 10p 2 10510 9p
X rMIFLHPF 10518 10p 2 105277 9p
[DSMB ¢ &% % 47 ]

21. | CMUH104-REC1-140 | & & #£ | *%#4 : 10
*p g 12016 & 09 * 20 p
[ 2papd]

22. | DMR101-IRB1-204 F 1 R | *mES 4 0 HZ/su candidate vaccine ¥ g2 7 % W
*Z rMEFLHAF 10557 01p 3 105# 10 31 p
(%t il

23. | DMR98-IRB-113 ER N
HeFEEL G4

24. | CMUH103-REC1-021 | v A8 /R | [#% %&£ 4 4]
[2h% 213484 ]

25. | DMR101-IRB1-165 Bl UAF | *R s L4
X rMIFA MR 2015 107 26 p 3 2016 & 04 * 25 p
(LAridss 2]

26. | CMUH103-REC1-060 | #j=¢ =~ | *#%4 : Amendmet Version September 13,2016
*p #p 12016 & 09 * 13 p
[##]
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