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with Obinutuzumab and Polatuzumab Vedotin. In each case, the event was assessed as

reasonably related to Venetoclax, and in one case to Venetoclax and Polatuzumab
Vedotin.
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#1 ) PEGPH20
vs Placebo
(Code not
broken) 1) Perforated sigmoid
#2) colon with diffuse
CMUH105- 2016US007 [follow up
1. 2016/8/4 ABRAXANE peritonitis 2,3 A
REC3-054 653 7 _ )
(nab-Paclitaxel) | 2) Duodenal Ulcer with
Injection hemorrhage
#3) GEMZAR
(GEMCITABIN
E) Injection
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CMUH105-
REC3-054

2017/4/3

2017HUO0
4159

follow up

2

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Worsening of condition

2) Liver abscess

2,3

CMUH105-
REC3-054

2017/4/3

2017HUO0
4159

follow up

3

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Worsening of condition

2) Liver abscess

2,3

CMUH105-
REC3-054

2017/4/3

2017HUO0
4159

follow up

4

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Worsening of condition

2) Liver abscess

2,3
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CMUH105-
REC3-054

2017/12/19

2017HUO1
7314

Initial

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Pneumonia

1,3

CMUH105-
REC3-054

2017/12/19

2017HUO1
7314

fo

llow up
1

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Pneumonia

2) Septic Shock

1,3

CMUH105-
REC3-054

2017/7/18

20171L009
480

fo

llow up
1

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Pulmonary embolism

2) Pneumonitis

2,3

107 # 05 * 10 p
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CMUH105-
REC3-054

2017/7/18

20171L009
480

follow up

2

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

2) Pneumonitis

1) Pulmonary embolism

2,3

CMUH105-
REC3-054

2017/7/18

20171L009
480

follow up

3

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

2) Pneumonitis

1) Pulmonary embolism

2,3

10.

CMUH105-
REC3-054

2017/7/18

20171L009
480

follow up

4

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

2) Pneumonitis

1) Pulmonary embolism

2,3

107 # 05 * 10 p
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11.

CMUH105-
REC3-054

2017/11/26

20171L016
271

Initial

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Other Serious Criteria:
Medically Significant

2) Pulmonary embolism

12.

CMUH105-
REC3-054

2017/6/4

20171T007
236

Follow

up 2

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Sepsis

2,3

13.

CMUH105-
REC3-054

2017/6/4

20171T007
236

Follow

up 3

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Sepsis

2,3

107 # 05 * 10 p
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14.

CMUH105-
REC3-054

2017/6/4

20171T007
236

Follow

up 4

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Sepsis

2,3

15.

CMUH105-
REC3-054

2017/6/4

20171T007
236

Follow

up 5

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Sepsis

2,3

16.

CMUH105-
REC3-054

2017/8/7

2017KR010
301

Follow

up 2

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Anemia
2) Pancytopenia
3) Neutropenia

4) Sepsis

1,3

107 # 05 * 10 p
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17.

CMUH105-
REC3-054

2017/8/7

2017KR010
301

Follow

up 3

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Anemia
2) Pancytopenia
3) Neutropenia

4) Sepsis

1,3

18.

CMUH105-
REC3-054

2017/8/7

2017KR010
301

Follow

up 4

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Anemia
2) Pancytopenia
3) Neutropenia

4) Sepsis

1,3

19.

CMUH105-
REC3-054

2017/9/26

2017LT013
175

Follow

up 1

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Hyponatremia
2) Hypokalemia
3) Hypochloremia

2,3

107 # 05 * 10 p
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20.

CMUH105-
REC3-054

2017/9/26

2017LT013
175

Follow

up 2

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Hyponatremia
2) Hypokalemia
3) Hypochloremia

2,3

21.

CMUH105-
REC3-054

2017/9/26

2017LT013
175

Follow

up 3

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Hyponatremia
2) Hypokalemia
3) Hypochloremia

2,3

22.

CMUH105-
REC3-054

2017/9/26

2017LT013
175

Follow

up 4

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Hyponatremia
2) Hypokalemia
3) Hypochloremia

2,3

107 # 05 * 10 p




PRPE L TR R
FREAR

& M3

L P

X >R
2 S

£

23.

CMUH105-
REC3-054

2017/9/21

2017US012
758

Follow

up 1l

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Sepsis

1,3

24,

CMUH105-
REC3-054

2017/9/21

2017US012
758

Follow

up 2

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Sepsis

1,3

25.

CMUH105-
REC3-054

2017/10/27

2017US014
782

Initial

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Pulmonary embolism

107 # 05 * 10 p
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26.

CMUH105-
REC3-054

2017/10/27

2017US014
782

Follow

up 1l

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Pulmonary embolism

27.

CMUH105-
REC3-054

2017/10/27

2017US014
782

Follow

up 2

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Pulmonary embolism

28.

CMUH105-
REC3-054

2017/11/1

2017US015
265

Follow

up 1

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Upper GI Bleed

2) Stroke

3) Upper GI Bleed

1,23

107 # 05 * 10 p
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29.

CMUH105-
REC3-054

2017/11/1

2017US015
265

Follow

up 2

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Upper GI Bleed
2) Upper GI Bleed

1,23

30.

CMUH105-
REC3-054

2017/11/1

2017US015
265

Follow

up 3

#1) PEGPH20
vs Placebo
(Code not

broken)
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Upper GI Bleed
2) Upper Gl Bleed
3) Stroke

1,23

31.

CMUH105-
REC3-054

2018/2/1

2018CZ001
350

Initial

#1) PEGPH20
vs Placebo
(Code not

broken)
Injection
#2)
nab-Paclitaxel

(nab-Paclitaxel)

Injection

#3) GEMZAR

(GEMCITABIN

E) Injection

1) Hepato-renal failure

1,23

107 # 05 * 10 p
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#1) PEGPH20
vs Placebo
(Code not
broken)
#2)
CMUH105- 2018Cz001| Follow
32. 2018/2/1 nab-Paclitaxel | 1) Hepato-renal failure |[1,2,3 A
REC3-054 350 up 1 )
(nab-Paclitaxel)
Injection
#3) GEMZAR
(GEMCITABIN
E) Injection
#1) PEGPH20
vs Placebo
(Code not
broken)
#2)
CMUH105- 2018FR0O00 - ) )
33. 2018/1/19 Initial | nab-Paclitaxel 1) Septic Shock 13| A
REC3-054 768 .
(nab-Paclitaxel)
Injection
#3) GEMZAR
(GEMCITABIN
E) Injection
Injection acute reaction,
CMUH106- 2017SA113|follow up )
34. 2017/6/20 SAR650984 Hyperglycaemia, 2,3 A
REC3-031 071 6 -
Pneumonitis
Injection acute reaction,
CMUH106- 2017SA113|follow up )
35. 2017/6/20 SAR650984 Hyperglycaemia, 2,3 A
REC3-031 071 7 N
Pneumonitis
CMUH106- 2017SA126 [follow up ] ]
36. 2017/7/8 SAR650984 Febrile neutropenia 23| A
REC3-031 152 3
CC-4047(POM
PROBABLE HEART
CMUH106- ITA-20170 [follow up| ALIDOMIDE),
37. 2017/2/26 ATTACK (Heart attack, 1 A
REC3-031 29487 1 VELCADE(Bort
] Myocardial infarction)
ezomib)

107 # 05 * 10 p
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Ay |EA p Y Vo E A %% =R
g |6 2y | ul N
MEDI4736
CMUH106- ITA-20170 |follow up| (durvalumab), S
38. 2017/3/17 Cholelithiasis 2371 A
REC3-031 38571 5 CC-4047(POM
ALIDOMIDE)
Injection acute reaction,
CMUH106- 2017SA113|follow up )
39. 2017/6/20 SAR650984 Hyperglycaemia, 23 | A
REC3-031 071 8 »
Pneumonitis
Sepsis, Influenza,
CMUH106- 2016SA056 |follow up Dehydration, Cellulitis,
40. 2016/3/22 SAR650984 23 [ A
REC3-031 226 16 Neutropenic infection,
Pneumonia
CMUH106- 2017SA079|follow up )
41. 2017/4/26 SAR650984 Hyperglycaemia 23 | A
REC3-031 411 3
Sepsis, Influenza,
CMUH106- 2016SA056 |follow up Dehydration, Cellulitis,
42. 2016/3/22 SAR650984 23| A
REC3-031 226 17 Neutropenic infection,
Pneumonia
CMUH106- 2017SA079(follow up )
43. 2017/4/26 SAR650984 Hyperglycaemia 2,3 A
REC3-031 411 4
MEDI4736
CMUH106- ESP-20170 - (durvalumab), ) ) .
44, 2017/8/17 Initial Respiratory infection 1231 A
REC3-031 806172 CC-4047(POM
ALIDOMIDE)
MEDI4736
CMUH106- ESP-20170 [follow up| (durvalumab), ) ] )
45, 2017/8/17 Respiratory infection 1,231 A
REC3-031 806172 1 CC-4047(POM
ALIDOMIDE)
CMUH106- 2017SA079|follow up )
46. 2017/4/26 SAR650984 Hyperglycaemia 23| A
REC3-031 411 5
CMUH106- 2017SA171 N ) )
47, 2017/9/11 Initial SAR650984 Infusion related reaction | 2,3 A
REC3-031 161
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107 # 05 * 10 p

4 S 2 A
ﬂm?# CETHRFRAIRRLIAAF=FRL 4
FRE-ERFIZFEEHRES( #R)
£ rMAR(ER L N
e |EA P Y Vo E R LE LR
5, § ¥ - M N
CC-4047(POM
HOSPITALISATION DUE
ALIDOMIDE),
TO SUSPICION OF
CMUH106- POL-20170 N DEXAMETHA
48. 2017/9/9 Initial PNEUMONIAE AND 13| A
REC3-031 902961 SONE
SKIN CHANGES
ORAL(DEXAM _ o
(Pneumonia, Skin disorder)
ETHASONE)
CMUH106- 2017SA079(follow up )
49, 2017/4/26 SAR650984 Hyperglycaemia 23| A
REC3-031 411 6
CMUH106- 2017SA171|follow up ] _
50. 2017/9/11 SAR650984 Infusion related reaction | 2,3 | A
REC3-031 161 1
PNEUMONIA
CC-4047(POM
(S.AUREUS)
CMUH106- ESP-20170 [follow up| ALIDOMIDE),
51. 2017/5/31 (Staphylococcus aureus | 1,2,3| A
REC3-031 806172 2 MEDI4736 _ _
pneumonia, Pneumonia
(durvalumab)
staphylococcal)
CC-4047(POM
CMUH106- ESP-20170( | ALIDOMIDE),
52. 2017/9/15 Initial Death from unknown cause| 1 A
REC3-031 906094 MEDI4736
(durvalumab)
CMUH106- 2017SAL171|follow up
53. 2017/9/11 SAR650984 Infusion related reaction | 2,3 A
REC3-031 161 2
Hypertension, Platelet
CMUH106- 2017SA182 -
54. 2017/9/21 Initial SAR650984 count decrease, acute  (2,4,7| A
REC3-031 255
pulmonary edema,
MEDI4736
CMUH106- ESP-20170 [follow up| (durvalumab),
55. 2017/9/15 Death from unknown cause| 1 A
REC3-031 906094 1 CC-4047(POM
ALIDOMIDE)
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Infusion related reaction,
invasive fungal infection
due to mucormycosis
fungus, PULMONARY
CMUH106- 2017SA113|follow up
56. 2017/6/20 SAR650984 MUCORMYCOSIS 23 | A
REC3-031 071 9 ]
(Mucormycosis),
worsening hyperglisemia,
hyperglycemia
(Hyperglycaemia)
CMUH106- 2017SAL171|follow up ] ]
57. 2017/9/11 SAR650984 Infusion related reaction | 23 | A
REC3-031 161 3
Hypertension, Platelet
CMUH106- 2017SA182|follow up count decrease, acute
58. 2017/9/21 SAR650984 237 A
REC3-031 255 1 pulmonary edema,
cytobacter sepsis
CC-4047(POM
CMUH106- ITA-20170 |follow up| ALIDOMIDE),
59. 2017/2/26 Death from unknown cause| 1 A
REC3-031 29487 2 VELCADE(Bort
ezomib)
CARDIAC ARREST,
ACUTE RESPIRATORY
CC-4047(POM
FAILURE, SEPSIS,
CMUH106- USA-20160 ALIDOMIDE),
60. 2016/3/25 Initial ) HYPERGLYCEMIA, 123 A
REC3-031 37506 Bortezomib(BO
GASTRIC
RTEZOMIB)
HEMORRHAGE,
ABDOMINAL PAIN
CMUH106- 2017SA183(follow up )
61. 2017/9/20 SAR650984 Infection pneumopathy 2,3 A
REC3-031 506 2
CMUH106- 2017SA171|follow up . ]
62. 2017/9/11 SAR650984 Infusion related reaction 2 A
REC3-031 161 4
Hypertension, Platelet
count decrease, acute
CMUH106- 2017SA182(follow up )
63. 2017/9/22 SAR650984 | pulmonary edema, sepsis [2,3,7] A
REC3-031 255 2
due to catheter related
infection
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CMUH106- 2017SA171|follow up . )
64. 2017/9/11 SAR650984 Infusion related reaction 2 A
REC3-031 161 5
Hypertension, Platelet
count decrease, acute
CMUH106- 2017SA182(follow up )
65. 2017/9/22 SAR650984 | pulmonary edema, sepsis |2,3,7| A
REC3-031 255 3
due to catheter related
infection
CC-4047(POM )
Pneumonia staphylococcal,
CMUH106- ESP-20160 [follow up| ALIDOMIDE),
66. 2016/9/7 Staphylococcal 123 A
REC3-031 93097 1 VELCADE(Bort )
) bacteraemia
ezomib)
CC-4047(POM
ALIDOMIDE),
CMUH106- POL-20170(follow up| DEXAMETHA | Suspicion of pneumonia
67. 2017/9/9 ) 13| A
REC3-031 902961 1 SONE and skin changes
ORAL(DEXAM
ETHASONE)
SEPSIS,
CMUH106- 2017SA186
68. 2017/9/26 Initial SAR650984 HYPERPYREXIA, 2,3 A
REC3-031 858
ANEMIA
CMUH106- 2017SA207 » Bacteriemia Lysteria,
69. 2017/10/19 Initial SAR650984 i 1,231 A
REC3-031 846 bacteremia
sepsis due to gangrene of
#1) MK-3475
) fournier [Necrotising
CMUH105- 1710FRAOQ [Followup | (pembrolizumab
70. 2017/10/18 fasciitis] 123 A
REC3-093 11386 15 ) ) o
hepatic cytolisis
#2 ) AXITINIB o
[Hepatocellular injury]
#1) MK-3475
CMUH105- 1712USAQ |Followup | (pembrolizumab|  diabetic ketoacidosis
71. 2017/12/25 o o 23| A
REC3-093 14098 4 ) [Diabetic ketoacidosis]
#2 ) AXITINIB
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Sustained ventricular
tachycardia [Ventricular
tachycardia]
Multi organ failure
[Multiple organ
dysfunction syndrome]
#1) MK-3475
_ heart failure [Cardiac
CMUH105- 1712JPNOO |Followup | (pembrolizumab
72. 2017/12/16 failure] 23 | A
REC3-093 9077 22 )
Paroxysmal
#2 ) AXITINIB )
supraventricular
tachycardia
[Supraventricular
tachycardia]
Chronic Kindne disease
[Chronic kidney disease]
sepsis due to gangrene of
#1) MK-3475
fournier [Necrotising
CMUH105- 1710FRAO [Followup | (pembrolizumab
73. 2017/10/18 fasciitis] 1231 A
REC3-093 11386 16 ) ) o
hepatic cytolisis
#2 ) AXITINIB o
[Hepatocellular injury]
CMUH105- 1709DEUO |Followup #1) intracranial hemorrhage
74. 2017/9/12 ) ] 13| A
REC3-093 07703 7 SUNITINIB [[Haemorrhage intracranial]
#1) MK-3475
(pembrolizumab )
CMUH105- 1711JPNO1 |Followup Drug eruption [Drug
75. 2017/11/26 ) ] 23 [ A
REC3-093 2368 10 eruption]
#2 ) AXITINIB
#3) BAKTAR
Myasthenia-like Syndrome
[Myasthenic syndrome]
#1) MK-3475 cpk increased [Blood
CMUH105- 1711USAQ |Followup| (pembrolizumab| creatine phosphokinase
76. 2017/10/31 ] 13 A
REC3-093 01053 9 ) increased]
#2 ) AXITINIB | AST increased [Aspartate
aminotransferase
increased]

107 # 05 * 10 p




ﬂﬂ?% CETHRFREIRRLAR 4R FELR 4
FR-ERFIZFEERRE( »KR)
B SIE S e B
ANERE | F AP Y TR E R 7 A E 2 B |2
3 g o |% 2 B 3 5 5] FE K v = e
#1) MK-3475
(pembrolizumab )
| Hyperglycemia
CMUH105- 1705JPNO1 |Followup [Hyperglycaemia]
77. 2017/5/23 #2 ) AXITINIB ) 23 [ A
REC3-093 2588 27 hypoglycemia
#3) LANTUS )
[Hypoglycaemia]
#4)
HUMALOG
#1) MK-3475
(pembrolizumab
CMUH105- 1711JPNO1 |Followup Drug eruption [Drug
78. 2017/11/26 ) ] 23 [ A
REC3-093 2368 11 eruption]
#2 ) AXITINIB
#3) BAKTAR
#1) MK-3475
CMUH105- 1712USAOQ |Followup | (pembrolizumab|  diabetic ketoacidosis
79. 2017/12/25 23 [ A
REC3-093 14098 5 ) [Diabetic ketoacidosis]
#2 ) AXITINIB
CMUH105- 1709DEUO |Followup #1) intracranial hemorrhage
80. 2017/9/12 ) ] 13 A
REC3-093 07703 8 SUNITINIB [[Haemorrhage intracranial]
#1) MK-3475
(pembrolizumab )
| Hyperglycemia
CMUH105- 1705JPNO1 |Followup [Hyperglycaemia]
81. 2017/5/23 #2 ) AXITINIB 2.3 A
REC3-093 2588 28 hypoglycemia
#3) LANTUS _
[Hypoglycaemia]
#4)
HUMALOG
#1) MK-3475
CMUH105- 1804JPNOO - (pembrolizumab | Drug-induced Myocarditis
2017/12/16 Initial N 23 [ A
REC3-093 0572 ) [Myocarditis]
#2 ) AXITINIB
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Myasthenia gravis and
assosiated
myositis/inflamatory
myopathy [Myasthenic
#1) MK-3475
) syndrome]
CMUH105- 1711USAQ |Followup | (pembrolizumab )
83. 2017/10/31 cpk increased [Blood 13| A
REC3-093 01053 10 ) ) ]
creatine phosphokinase
#2 ) AXITINIB ]
increased]
AST increased [Aspartate
aminotransferase
increased]
Sustained ventricular
tachycardia [Ventricular
tachycardia]
Multi organ failure
[Multiple organ
dysfunction syndrome]
heart failure [Cardiac
#1) MK-3475
failure]
CMUH105- 1712JPNOO |Followup | (pembrolizumab
84. 2017/12/16 Paroxysmal 23| A
REC3-093 9077 23 ) )
supraventricular
#2 ) AXITINIB )
tachycardia
[Supraventricular
tachycardia]
Chronic Kindne disease
[Chronic kidney disease]
Drug-induced myocarditis
[Myocarditis]
CMUH105- 1709DEUO0 [Followup #1) intracranial hemorrhage
85. 2017/9/12 ) ) 13 A
REC3-093 07703 9 SUNITINIB |[Haemorrhage intracranial]
#1) MK-3475
CMUH105- 1804JPNOO |Followup | (pembrolizumab | Drug-induced Myocarditis
86. 2017/12/16 N 23 | A
REC3-093 0572 1 ) [Myocarditis]
#2 ) AXITINIB
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CMUH105- 1706IRLOO0 |Followup #1) gram negative sepsis
87. 2017/6/9 ] ) 23 [ A
REC3-093 5255 8 SUNITINIB [Bacterial sepsis]
Myasthenia gravis and
assosiated
myositis/inflamatory
myopathy [Myasthenia
#1) MK-3475 yopathy [ .y
) gravis]
CMUH105- 1711USAQ |Followup | (pembrolizumab ]
88. 2017/10/31 cpk increased [Blood 13| A
REC3-093 01053 11 ) ) )
creatine phosphokinase
#2 ) AXITINIB
increased]
AST increased [Aspartate
aminotransferase
increased]
Worsening of
hyperglycemia
#1) MK-3475
[Hyperglycaemia]
CMUH105- 1712BRAO [Followup [ (pembrolizumab
809. 2017/11/14 Hyperkalemia 23 | A
REC3-093 03053 18 ) )
[Hyperkalaemia]
#2 ) AXITINIB
Hyperkalemia
[Hyperkalaemia]
#1) MK-3475
CMUH105- 1705BRAO0 |Followup | (pembrolizumab myocardiopathy
90. 2017/5/26 ) 1231 A
REC3-093 15061 14 ) [Cardiomyopathy]
#2 ) AXITINIB
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Sustained ventricular
tachycardia [Ventricular
tachycardia]
Multi organ failure
[Multiple organ
dysfunction syndrome]
heart failure [Cardiac
#1) MK-3475
failure]
CMUH105- 1712JPNOO |Followup [ (pembrolizumab
91. 2017/12/16 Paroxysmal 23 | A
REC3-093 9077 24 ) )
supraventricular
#2 ) AXITINIB ]
tachycardia
[Supraventricular
tachycardia]
Chronic Kindne disease
[Chronic kidney disease]
Drug-induced myocarditis
[Myocarditis]
Myasthenia gravis and
assosiated
myositis/inflamatory
#1) MK-3475
) myopathy [Myasthenia
CMUH105- 1711USAQ |Followup | (pembrolizumab )
92. 2017/10/31 gravis] 13 A
REC3-093 01053 12 ) )
cpk increased [Blood
#2 ) AXITINIB
creatine phosphokinase
increased]
Floaters [Vitreous floaters]
Worsening of
hyperglycemia
#1) MK-3475
[Hyperglycaemia]
CMUH105- 1712BRAO [Followup [ (pembrolizumab
93. 2017/11/14 Hyperkalemia 23 | A
REC3-093 03053 19 ) )
[Hyperkalaemia]
#2 ) AXITINIB
Hyperkalemia
[Hyperkalaemia]
CMUH105- 1711FRAO0 » #1) ) )
94, 2017/10/31 Initial hemoptysis [Haemoptysis] | 1.3 | A
REC3-093 02282 SUNITINIB
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Worsening of
hyperglycemia
#1) MK-3475 YPergy ]
) [Hyperglycaemia]
CMUH105- 1712BRAO [Followup [ (pembrolizumab
95. 2017/11/14 Hyperkalemia 23 | A
REC3-093 03053 20 ) ]
[Hyperkalaemia]
#2 ) AXITINIB
Hyperkalemia
[Hyperkalaemia]
CMUH105- 1711FRAO |Followup #1) ] ]
96. 2017/10/31 hemoptysis [Haemoptysis] | 1.3 | A
REC3-093 02282 1 SUNITINIB
Sustained ventricular
tachycardia [Ventricular
tachycardia]
Multi organ failure
[Multiple organ
dysfunction syndrome]
heart failure [Cardiac
#1) MK-3475
failure]
CMUH105- 1712JPNO0O | Followup | (pembrolizumab ) .
97. 2017/12/16 Drug-induced myocarditis | 2.3 | A
REC3-093 9077 25 ) -
[Myocarditis]
#2 ) AXITINIB
Paroxysmal
supraventricular
tachycardia
[Supraventricular
tachycardia]
Chronic Kindne disease
[Chronic kidney disease]
#1) MK-3475
Study (Code not
broken)
CMUH106- 1804GTMO #2) Platelet count decreased
98. 2018/3/22 Initial 23 [ A
REC3-078 01108 CISPLATIN | [Platelet count decreased]
#3)
5-FLUOROUR
ACIL
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#1) MK-3475
Study (Code not
broken)
CMUH106- 1804GTMO|Followup #2) Platelet count decreased
99. 2018/3/22
REC3-078 01108 1 CISPLATIN | [Platelet count decreased]
#3)
5-FLUOROUR

ACIL

#1) MK-3475
Study (Code not
broken)
CMUH106- 1804THAO #2) Diarrhea grade 5
100. 2018/4/5 Initial )
REC3-078 04648 CISPLATIN [Diarrhoea]
#3)
FLUOROURAC

IL

#1) MK-3475
Study (Code not
broken)
CMUH106- 1804THAO |Followup #2) Diarrhea grade 5
101. 2018/4/5 )
REC3-078 04648 1 CISPLATIN [Diarrhoea]
#3)
FLUOROURAC

IL

#1) MK-3475
Study (Code not
broken)
CMUH106- 1804THAO [Followup #2) ) .
102. 2018/4/1 Diarrhea [Diarrhoea]

REC3-078 04648 2 CISPLATIN
#3)
FLUOROURAC

IL

Y Ipatasertib
CMUH106- Follow |
103. 2017/11/1 | 2018863 Y Abiraterone BRADYCARDIA
REC3-081 up 3
Acetate

S
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CMUH106- 2018RVUO . RVX000222 or | Infiltrative Squamous Cell
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