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#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
CISPLATIN
(3475 ) )
septic shock [Septic shock]
SOLUTION
acute renal failure [Acute
FOR idny iniury]
idney injur
INJECTION Y AHLY
hypokalemia
CMUH104- 1602BRAO (follow up STUDY)
2015/12/16 [Hypokalaemia] 1231 A
REC1-039 06046 22 #3) ) )
neutropenia [Neutropenia]
5-FLUOROUR
platelet count decreased
ACIL (3475
[Platelet count decreased]
SOLUTION
diarrhea [Diarrhoea]
FOR
INJECTION
STUDY)
#4)
GRANULOKIN
E (filgrastim)
Injection
106 # 09 * 20 p % 32 F 2 77T
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19.

CMUH104-
REC1-039

2017/2/16

1702HUNO
08114

follow up
13

#1)
CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
#2)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
5-FLUOROUR
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY)

Hypokalemia
[Hypokalaemia]

2.3

106 = 09 * 20 p
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PREFAEEMRFREIRRLAR AN -FALRS
FTREAERFLXDE € HMEL( 2R)
X >MIF|FEL A
4 4 3 2 % o T (L
j‘gfn%{. 5?__.B£'P %%En%};u ‘;'J #’E#‘ 7 \i] ,,-p‘atp e
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
CARBOPLATI
Bleeding on tumor
N (3475
[Tumour haemorrhage]
SOLUTION
Patient's PEG hose out
CMUH104- 1701TURO |follow up FOR
2017/1/6 [Complication associated |1.2.3| A
REC1-039 04794 18 INJECTION
with device]
STUDY)
4) Febrile neutropenia
[Febrile neutropenia]
5-FLUOROUR
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY)
106 # 09 * 20 p % 34 F 2 77T




PREFAEEMRFREIRRLAR AN -FALRS
FREAERFLXZE € REH( #R)
] Xa
R LA SR Zi;f S V:JL*P it 3 AE R N e
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
CARBOPLATI pulmonary fibrosis
N (3475 [Pulmonary fibrosis]
SOLUTION septicemia [Sepsis]
CMUH104- 1605BRAO (follow up FOR Anemia [Anaemia]
REC1-039 2010517 07069 22 INJECTION Back pain per to bone 23 A
STUDY) lesion [Bone lesion]
#3) Spinal cord compression
5-FLUOROUR | [Spinal cord compression]
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY)
106 & 09 * 20 p % 3B F o T7TF
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22,

CMUH104-
REC1-039

2017/2/16

1702HUNO
08114

follow up
14

#1)
CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
#2)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
5-FLUOROUR
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY)

Hypokalemia
[Hypokalaemia]

2.3

106 = 09 * 20 p
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23.

CMUH104-
REC1-039

2017/7/4

1707HUNO
12595

follow up
02

#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#4)
5-FLUOROUR
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY)

Death [Death]

24,

CMUH105-
REC1-139

20171717

PHHO2017
JP010329

follow up
1

#1) INC424
(RUXOLITINIB
) Tablet

lung injury]

Acute lung injury [Acute

106 = 09 * 20 p
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25.

CMUH105-
REC1-139

2017/7/20

PHJIP2017J
P023643

Initial

#1 )ANTITHY
MOCYTE
IMMUNOGLO
BULIN
COMP-AIM+
(ANTITHYMO
CYTE
IMMUNOGLO
BULIN)
Unknown
#2)NO
TREATMENT
RECEIVED
NOMED (NO
TREATMENT
RECEIVED)

Acute lung injury [Acute

lung injury]

1,2

26.

CMUH105-
REC1-139

2017/7/10

PHHO2017
JP010830

Initial

#1) INC424
(RUXOLITINIB
) Tablet

Acute renal dysfunction

[Acute kidney injury]

27.

CMUH105-
REC1-139

2017/7/10

PHHO2017
JP010830

follow up

1

#1)NO
TREATMENT
RECEIVED
NOMED (NO
TREATMENT
RECEIVED)

Unknown

Acute renal dysfunction

[Acute kidney injury]

1,2

28.

CMUH103-
REC1-123

2016/9/13

1609MEX0
10327

follow up
11

#1)
PEMETREXED
#2)
CARBOPLATI

N

gastrointestinal toxicity

[Gastrointestinal toxicity]

1.3

106 = 09 * 20 p




LREF-FELAE

PREFLE TR PR R
FREAERFLXF R RIS #R)
X >HAF|RE N
*E LB AP it 7 AE R N A
§ ¥ 2 | ul )
bilateral lung pneumonia
[Pneumonia]
#1) MK-3475 ] )
CMUH103- 1706CHNO follow up ) wotsening AST increased
2017/6/6 (pembrolizumab 1.2.3
REC1-123 03986 12 ) [Aspartate
aminotransferase
increased]
#1)
PEMETREXED
CMUH103- 1704CHNO [follow up ) )
30. 2017/3/6 #2) Anemia [Anaemia] 2.3
REC1-123 13063 16
CARBOPLATI
N
#1)
PEMETREXED
CMUH103- 1707CHNO [follow up platelet count decreased
31. 2017/7/8 #2) 2.3
REC1-123 01583 10 [Platelet count decreased]
CARBOPLATI
N
% 39 F & 77
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Other Serious Criteria:

32.

CMUH103-
REC1-123

2017/7/11

1707CHNO
01955

follow up
14

#1) MK-3475

(pembrolizumab

)

Medically Significant
Thrombocytopenia
[Thrombocytopenia]
Acute left ventricular

failure [Acute left
ventricular failure]
Severe pneumonia

[Pneumonia]

lower gastrointestinal

bleeding [Lower
gastrointestinal
haemorrhage]

ALT increased [Alanine

aminotransferase

increased]

AST increased [Aspartate

aminotransferase

increased]

Thrombocytopenia

[Thrombocytopenia]

infectious shock [Septic

1.23

33.

CMUH103-
REC1-123

2017/4/18

1704CHNO

13017

follow up
24

#1)

#2)

N

PACLITAXEL

CARBOPLATI

shock]
respiratory failure
[Respiratory failure]
anorexia [Decreased
appetite]
vomit [Vomiting]

nausea [Nausea]

[Diarrhoea]

Intermittent diarrhea

level 4 myelosuppression

[Bone marrow failure]

1.3

pneumonia [Pneumonia]

106 = 09 * 20 p
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FTEAERSLXB A EBREE( 2R
B X 2 PAR (R L
Ay |EA p Y Vo E LE S
g |6 4 | w N
bilateral lung pneumonia
[Pneumonia]
#1) MK-3475 ] )
CMUH103- 1706CHNO [follow up ) wotsening AST increased
34, 2017/6/6 (pembrolizumab 123 A
REC1-123 03986 13 ) [Aspartate
aminotransferase
increased]
Worsening of anemia
#1) .
[Anaemia]
PACLITAXEL
CMUH103- 1701CHNO |follow up platelet count decreased
35. 2017/1/12 #2) 23 [ A
REC1-123 11993 32 [Platelet count decreased]
CARBOPLATI
N platelet count decreased
[Platelet count decreased]
#1)
PEMETREXED
CMUH103- 1707CHNO [follow up platelet count decreased
36. 2017/7/8 #2) 23 [ A
REC1-123 01583 11 [Platelet count decreased]
CARBOPLATI
N
#1)
PEMETREXED
CMUH103- 1704CHNO [follow up ) )
37. 2017/3/6 #2) Anemia [Anaemia] 2.3 A
REC1-123 13063 17
CARBOPLATI
N
#1)
PEMETREXED o N
CMUH103- 1609MEXO0 [follow up gastrointestinal toxicity
38. 2016/9/13 #2) ) ) o 13| A
REC1-123 10327 12 [Gastrointestinal toxicity]
CARBOPLATI
N
#1)
PACLITAXEL _ _
CMUH103- 1707CHNO| follow Septic shock [Septic
39. 2017/7/11 #2) 123 A
REC1-123 01403 up05 shock]
CARBOPLATI
N
¥ 4 F £ 77T F
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Other Serious Criteria:

40.

Medically Significant
Thrombocytopenia
[Thrombocytopenia]
Acute left ventricular

failure [Acute left
ventricular failure]

Severe pneumonia

CMUH103-
REC1-123

2017/7/11

1707CHNO

follow
upl5

emb
01955 P

#1) MK-3475

rolizumab

)

lower gastrointestinal

ALT increased [Alanine

AST increased [Aspartate

pneumonitis [Pneumonitis]

[Pneumonia]
bleeding [Lower 1.2.3
gastrointestinal

haemorrhage]

aminotransferase

increased]

aminotransferase

increased]
Thrombocytopenia
[Thrombocytopenia]

CMUH103-
REC1-123

41. 2016/10/1

follow
upl3

1610BRA0
01391

#1) MK-3475

(pembrolizumab

)

#1)

Respiratory infection
[Respiratory tract
infection]
Respiratory insufficiency

[Respiratory failure]

1.23

CMUH103-

42.
REC1-123

2017/7/8

follow
upl2

1707CHNO
01583

PEMETREXED
#2)
CARBOPLATI
N

platelet count decreased

[Platelet count decreased]

2.3

106 = 09 * 20 p



PRFFSEARFRALRRLR - ARG
FTEAERSLXB A EBREE( 2R
B % AR 3R
X A ENE TRER g 2=
g |6 2y | ul N
OXALIPLATIN
CMUH105- ; ) )
43. 2017/2/8 | 8143023 FU13 Ascites; Cancer pain 13| A
REC1-072 CAPECITABIN
E
OXALIPLATIN
CMUH105- E2B_80061 ; ]
44, 2017/2/13 FU4 Decreased appetite 1,3 A
REC1-072 118 CAPECITABIN
E
OXALIPLATIN
CMUH105- ; )
45. 2017/2/2 8141257 FU6 Decreased appetite 1,3 A
REC1-072 CAPECITABIN
E
CMUH105- 2017-14800
46. 2017/8/1 Initial | FINERENONE 1.Peripheral swelling 23 | A
REC1-094 1
#1)
VINFLUNINE
(3475
SOLUTION |febrile neutropenia [Febrile
CMUH103- 1508FRAO [follow up FOR neutropenia]
47, 2015/7/25 ] ] 23 [ A
REC1-135 04970 5 INJECTION Intestinal Occlusion
STUDY) [Intestinal obstruction]
(Vinflunine)
Intravenous
infusion

106 = 09 * 20 p




PRFETEARFRALARAI LS - FRANE
FREAERFLXFEEHRES(L #R)
; 2 %
; AL INT. *jﬁf’f ﬂ';“?‘ RS A% (il
Bleeding on tumor
[Tumour haemorrhage]
#1) MK-3475 Febrile neutropenia
(pembrolizumab|  [Febrile neutropenia]
) High body temperature
#2) [Body temperature
48. CMURIOA- 2017/1/6 L701TURO follow up CARBOPLATI increased] 1231 A
REC1-039 04794 19
N Thrombocytopenia
#3) [Thrombocytopenia]
5-FLUOROUR |[septic shock [Septic shock]
ACIL Patient's PEG hose out
[Complication associated
with device]
#1) MK-3475
(pembrolizumab
)
29, CMUH104- 2016/2/2 1602BRAO [follow up #2) Febrile neutropenia ’3
REC1-039 03029 12 CISPLATIN [Febrile neutropenia]
#3)
5-FLUOROUR
ACIL
#1) MK-3475
(pembrolizumab
)
50, CMUH104- 2016/2/2 1602BRAO [follow up #2) Febrile neutropenia ’3
REC1-039 03029 13 CISPLATIN [Febrile neutropenia]
#3)
5-FLUOROUR
ACIL
Fox 777

106 = 09 * 20 p




PREFAEEMRFREIRRLAR AN -FALRS
TREAERS L3R EREE(L 2R
B X 2 PAR (R L
*E LB AP TR E R R 2x =R
3 g o |% 2 B 3 5 5] FE K v = e
#1) MK-3475
(pembrolizumab
)
#2)
CMUH104- 1608BRAO [follow up ) ]
51. 2016/8/24 CARBOPLATI |septic shock [Septic shock]| 2.3 [ A
REC1-039 15042 13 N
#3)
5-FLUOROUR
ACIL
#1) MK-3475
(pembrolizumab |septic shock [Septic shock]
) acute renal failure [Acute
#2) kidney injury]
CISPLATIN hypokalemia
CMUH104- 1602BRAO [follow up )
52. 2015/12/16 #3) [Hypokalaemia] 1231 A
REC1-039 06046 23 ) )
5-FLUOROUR | neutropenia [Neutropenia]
ACIL platelet count decreased
#4) [Platelet count decreased]
GRANULOKIN diarrhea [Diarrhoea]
E
aspiration pneumonia
#1) MK-3475 | [Pneumonia aspiration]
CMUH104- 1604BRAO |follow up ) )
53. 2016/4/19 (pembrolizumab | Tumoral bleeding [Tumour|1.2.3| A
REC1-039 14088 6
) haemorrhage]
Fatigue [Fatigue]
#1) MK-3475
(pembrolizumab
)
#2) - : .
CMUH104- 1605THAQ [follow up Sepsis with septic arthritis
54. 2016/5/19 CARBOPLATI - ) 23 [ A
REC1-039 10986 6 N [Arthritis bacterial]
#3)
5-FLUOROUR
ACIL
106 # 09 * 20 p % 45 F 2 77T |



PREFAEEMRFREIRRLAR AN -FALRS
TRAERS X2 E EREE(L #IR)
B % AR 3R
Ay |EA p Y Vo E LE S
g |6 2y | ul N
immune related reaction
#1) MK-3475 | [Immune system disorder]
CMUH104- 1701USAO |follow up ) - »
55. 2016/12/31 (pembrolizumab | encephalitis [Encephalitis] | 1.2.3| A
REC1-039 04870 27 ]
) Hypercalcemia
[Hypercalcaemia]
Bleeding on tumor
[Tumour haemorrhage]
#1) MK-3475 Febrile neutropenia
(pembrolizumab|  [Febrile neutropenia]
) High body temperature
#2) [Body temperature
CMUH104- 1701TURO| follow )
56. 2017/1/6 CARBOPLATI increased] 1231 A
REC1-039 04794 up20 )
N Thrombocytopenia
#3) [Thrombocytopenia]
5-FLUOROUR [septic shock [Septic shock]
ACIL Patient's PEG hose out
[Complication associated
with device]
CMUH105- DSU-2017- AC-220 or atrial fibrillation [Atrial
57. 2017/5/19 Initial o 2 A
REC1-069 115774 Placebo fibrillation]
Other Serious Criteria:
CMUH105- DSU-2017-| Follow AC-220 or IME 2,7(1
58. 2017/5/19 S ) A
REC1-069 115774 up 1 Placebo atrial fibrillation [Atrial | ME)
fibrillation]
Ventricular disfunction
secondary to miocardic
toxicity [Ventricular
CMUH105- DSU-2017- » AC-220 or ]
59. 2017/7/5 Initial dysfunction] 2 A
REC1-069 123979 Placebo
Ventricular disfunction
secondary to miocardic
toxicity [Cardiotoxicity]

106 = 09 * 20 p
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60.

CMUH105-
REC1-069

2017/7/5

DSU-2017-
123979

Follow

up 1l

AC-220 or

Placebo

Ventricular disfunction
secondary to miocardic
toxicity [Ventricular
dysfunction]
Ventricular disfunction
secondary to miocardic

toxicity [Cardiotoxicity]

61.

CMUH105-
REC1-069

2017/7/5

DSU-2017-
123979

Follow

up 2

AC-220 or

Placebo

Ventricular disfunction
secondary to miocardic
toxicity [Ventricular
dysfunction]
Ventricular disfunction
secondary to miocardic

toxicity [Cardiotoxicity]

62.

CMUH103-
REC1-126

2015/9/18

6368/2/4

Follow

up 1l

Vinflunine

UNEXPLAINED DEATH

(Death
unexplained),ILEUS
(lleus)

13

63.

CMUH103-
REC1-126

2015/7/2

6290/11/19

Follow

up 2

Vinflunine

FEBRILE APLASIA
(Febrile aplasia),SEPSIS
(Sepsis),RIGHT LOWER

LIMB PAIN (Unilateral leg

pain),HEAD TRAUMA
(Head injury),RIGHT
LOWER LIMB
ISCHEMIA (Limb

ischemia)

2,3

106 = 09 * 20 p




ﬂmﬁ%*%*%a?mpz RELAEF-F8LR4
TRAERS X2 E EREE(L #IR)
B X 2 PAR (R L
A€ S| F 4 P Vo E LE @ RS
g |6 4 | w N
FEBRILE APLASIA
(Febrile aplasia),SEPSIS
(Sepsis),RIGHT LOWER
LIMB PAIN (Unilateral leg
CMUH103- Follow
64. 2015/7/2 16290/11/19 Vinflunine pain),HEAD TRAUMA [ 23 [ A
REC1-126 up 3 o
(Head injury),RIGHT
LOWER LIMB
ISCHEMIA (Limb
ischemia)
WORSENING OF
GENERAL STATE
CMUH103- Follow ) )
65. 2015/6/6 |6261/12/23 Atezolizumab | (General physical health | 1,3 A
REC1-126 up 2 o
deterioration),DIARRHEA
(Diarrhea)
CMUH103- Follow ] DEATH UNEXPLAINED
66. 2015/4/12 |6179/10/31 Atezolizumab i 1 A
REC1-126 up 1 (Death unexplained)
CMUH103- Follow ] UNEXPLAINED DEATH
67. 2015/9/17 |6378/11/30 Atezolizumab i 1 A
REC1-126 up 1 (Death unexplained)
LEUKOENCEPHALITIS
(Leukoencephalopathy), W
ORSENING
HYPERTENSION
CMUH103- Follow ) ) (Hypertension
68. 2016/1/3 | 6507/2/9 Vinflunine 2371 A
REC1-126 up 2 worsened),PIC LINE
OBSTRUCTION (Catheter
occlusion),MYELOSUPPR
ESIVE APLASIA (Aplasia
bone marrow)
CMUH103- Follow UNEXPLAINED DEATH
69. 2016/2/7 | 7047/7/10 Atezolizumab ) 1 A
REC1-126 up 1 (Death unexplained)
#1) MK-3475 _ _
CMUH104- 1708BRA0 septic shock of abdominal
70. 2017/8/13 Initial |(pembrolizumab ) 1 A
REC1-039 06612 ) focus [Septic shock]

106 = 09 * 20 p
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TR ERF LR A € REE(L RIR)
B X 2 PAR (R L
E L | AP Vit Ex BE 2 X3
3 g o |% 2 B 3 5 5] FE K v = e
#1) MK-3475
(pembrolizumab
)
#2)
CARBOPLATI
CMUH104- 1707HUNO | followup
71. 2017/7/4 N Death [Death] 1 A
REC1-039 12595 3
#3)
CISPLATIN
#4)
5-FLUOROUR
ACIL
#1) MK-3475 ] ]
CMUH104- 1708BRAQ | followup ) septic shock of abdominal
72. 2017/8/13 (pembrolizumab . 1
REC1-039 06612 1 | focus [Septic shock]
severe autoimmune
inflammatory syndrome
#1) MK-3475 )
CMUH104- 1701USAO | followup ) [Immune system disorder]
73. 2016/12/31 (pembrolizumab . 123
REC1-039 04870 28 | encephalitis [Encephalitis]
Hypercalcemia
[Hypercalcaemia]
#1)
CETUXIMAB
#2)
CMUH104- 1708BRAO | followup
74. 2017/1/5 CISPLATIN unknown reason [Death] 1
REC1-039 01351 1
#3)
5-FLUOROUR
ACIL
% 49 F o x 77T |

106 = 09 * 20 p




PREFAEEMRFREIRRLAR AN -FALRS
TRAERE LB A EREE( RK)
B X 2 PAR (R L
Ay |EA p Y Vo E LE @ S
g |6 4 | w N
#1) MK-3475 o
) pulmonary fibrosis
(pembrolizumab o
| [Pulmonary fibrosis]
42) septicemia [Sepsis]
CMUH104- 1605BRAO | followup Anemia [Anaemia]
75. 2016/5/10 CARBOPLATI ) 23 [ A
REC1-039 07069 23 N Back pain per to bone
lesion [Bone lesion]
#3) . .
Spinal cord compression
5-FLUOROUR ) )
[Spinal cord compression]
ACIL
Bleeding on tumor
#1) MK-3475
) [Tumour haemorrhage]
(pembrolizumab ) )
) Febrile neutropenia
#) [Febrile neutropenia]
CMUH104- 1701TURO | followup Thrombocytopenia
76. 2017/1/6 CARBOPLATI ) 1.3 A
REC1-039 04794 21 N [Thrombocytopenia]
4) septic shock [Septic shock]
Patient's PEG hose out
5-FLUOROUR o )
[Complication associated
ACIL
with device]
#1) MK-3475
(pembrolizumab
)
#2)
CMUH104- 1608BRAO | followup . .
77. 2016/8/24 CARBOPLATI |septic shock [Septic shock]| 2.3 A
REC1-039 15042 14 \
#3)
5-FLUOROUR
ACIL
severe autoimmune
inflammatory syndrome
#1) MK-3475 )
CMUH104- 1701USAQ | followup ) [Immune system disorder]
78. 2016/12/31 (pembrolizumab - 123 A
REC1-039 04870 29 ) encephalitis [Encephalitis]
Hypercalcemia
[Hypercalcaemia]

106 = 09 * 20 p
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FTEAERSLXB A EBREE( 2R
B % AR 3R
Ay |EA p Y Vo E LE %% =R
g |6 2y | ul N
#1) o .
infectious shock [Septic
PACLITAXEL
shock]
(3475 ) )
respiratory failure
SOLUTION [Respi failure]
espiratory failure
FOR )
anorexia [Decreased
INJECTION )
appetite]
CMUH103- 1704CHNO| follow STUDY) ) N
79. 2017/4/18 vomit [Vomiting] 13| A
REC1-123 13017 up22 #2)
nausea [Nausea]
CARBOPLATI
Intermittent diarrhea
N (3475 .
[Diarrhoea]
SOLUTION )
level 4 myelosuppression
FOR _
[Bone marrow failure]
INJECTION _ _
pneumonia [Pneumonia]
STUDY)
#1)
CARBOPLATI
N (3475
SOLUTION
FOR
platelet count decreased
INJECTION
[Platelet count decreased]
CMUH103- 1612CHNO| follow STUDY) )
80. 2016/12/22 Neutrophil count decreased| 2.3
REC1-123 13228 upl? #2) )
[Neutrophil count
PEMETREXED
decreased]
(3475
SOLUTION
FOR
INJECTION
STUDY)
% 51 F % 77T
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81.

CMUH103-

REC1-123

2017/6/21

1707COLO

01000

follow
up03

PEMETREXED

#1)

(3475
SOLUTION
FOR
INJECTION
STUDY)
#2)
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

upper digestive tract

hemorrhage [Upper

gastrointestinal

haemorrhage]

2.3

82.

CMUH103-
REC1-123

2017/3/6

1704CHNO
13063

follow
upld

#1)
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
#2)
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION

STUDY)

Anemia [Anaemia]

2.3

106 = 09 * 20 p
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PRFELTEMRERE] 62
FREAERFLXFEEHRES(L #R)
; 2 %
:,i LR R i%sif ﬂz;&ﬁ TR ER age  (Bx|=g
#1)
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION Worsening of anemia
CMUH103- 1701CHNO| follow STUDY) [Anaemia]
83. 2017/1/12 2.3 A
REC1-123 11993 up29 #2) platelet count decreased
CARBOPLATI | [Platelet count decreased]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
Thrombocytopenia
[Thrombocytopenia]
Acute left ventricular
failure [Acute left
ventricular failure]
Severe pneumonia
[Pneumonia]
#1) MK-3475 ALT in-creased [Alanine
CMUH103- 1707CHNO| follow |(pembrolizumab aminotransferase
84. 2017/7/11 increased] 2.3
REC1-123 01955 upll ) Solution for
S AST increased [Aspartate
mjection aminotransferase
increased]
lower gastrointestinal
bleeding [Lower
gastrointestinal
haemorrhage]
Thrombocytopenia
[Thrombocytopenia]
Fox 777
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A
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85.

CMUH103-
REC1-123

2017/3/23

1705TURO

05646

follow
up07

CARBOPLATI

#1)

N (3475
SOLUTION
FOR
INJECTION
STUDY)
#2)
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)

Neutrophil count decreased

[Neutrophil count

decreased]

CMUH103-

86.
REC1-123

2016/10/30

1611CHNO
00232

upl2

follow

#1)
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
#2)
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION

STUDY)

Suspected pulmonary

embolism [Pulmonary

embolism]

1.23

106 = 09 * 20 p




ﬂ@?%*%“ﬁﬂ?&p‘

FRAER

1
R

GRLR €% -
£

vatig

B (L RR)

*

& 0

L P

X >R
2 S

SIS )
&

- 2z v
Pt 5 o

A

i
4o

87.

CMUH103-

REC1-123

2017/6/21

1707COLO

01000

follow
up04

PEMETREXED

#1)

(3475
SOLUTION
FOR
INJECTION
STUDY)
#2)
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

upper digestive tract

hemorrhage [Upper

gastrointestinal

haemorrhage]

2.3

88.

CMUH103-
REC1-123

2017/3/6

1704CHNO
13063

follow
upl5

#1)
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
#2)
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION

STUDY)

Anemia [Anaemia]

2.3

106 = 09 * 20 p
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89.

CMUH103-
REC1-123

2017/1/12

1701CHNO

11993

follow
up30

PACLITAXEL

SOLUTION

CARBOPLATI

#1)

(3475

FOR
INJECTION
STUDY)
#2)

N (3475
SOLUTION
FOR
INJECTION
STUDY)

Worsening of anemia

[Anaemia]

platelet count decreased

[Platelet count decreased]

2.3

CMUH103-

90.
REC1-123

2017/2/15

1707CHNO
00355

follow
up01

#1)
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
#2)
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION

STUDY)

Death (the reason was

unknown) [Death]
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PRFFCITARFRELARAR 4T -FELR4
TEAERF XD A € HES( 2KR)
B % AR 3R
E L | AP Vit Ex L A 25|
3 g o |% 2 B 3 5 5] FE K v = e
#1)
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION )
Neutrophil count decreased
CMUH103- 1705TURO | follow STUDY) )
91. 2017/3/23 [Neutrophil count 2 A
REC1-123 05646 up08 #2)
decreased]
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
3.hos
pitali
zation
CMUH-REC 2017US001 - ) ) o
92. 2017/212 Initial MM-121 Respiratory failure initial] A
1-060 256
or
prolo
nged
3.hos
pitali
zation
CMUH-REC 2017AU00
93. 2017/2/27 Initial MM-121 Hypovolaemia initial] A
1-060 2416
or
prolo
nged
3.hos
pitali
zation
CMUH-REC 2017AU00 |follow up
94, 2017/2/27 MM-121 Diarrhoea initial| A
1-060 2416 1
or
prolo
nged
106 # 09 * 20 p % 57 7 % 77 T
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95.

CMUH-REC
1-060

2017/3/18

2017US003
406

Initial

MM-121

Febrile neutropenia

3.hos
pitali
zation
initial| A
or
prolo

nged

96.

CMUH-REC
1-060

2015/11/20

2015US010
612

Initial

MM-121

Pneumonia

3.hos
pitali
zation
initial| A
or
prolo

nged

97.

CMUH-REC
1-060

2017/2/2

2017US001
256

follow up
1

MM-121

Respiratory failure

3.hos
pitali
zation
initial| A
or
prolo

nged

98.

CMUH-REC
1-060

2017/2/2

2017US001
256

follow up
2

MM-121

Respiratory failure

3.hos
pitali
zation
initial| A
or
prolo

nged

99.

CMUH-REC
1-060

2017/3/18

2017US003
406

follow up
1

MM-121

Febrile neutropenia

3.hos
pitali
zation
initial| A
or
prolo

nged

106 = 09 * 20 p




ﬂ@?%*%“ﬁﬂ?&p‘

PR ER L=

1
L

WRLRE5-FELR €
§ 5 (L RR)

¢

L P

X > 3F
2 S

SIS )
&

- 2z v
Pt 5 o

A

PN R
‘F" % “:L e

100.

CMUH-REC
1-060

2017/4/8

2017US004
486

Initial

MM-121

Febrile neutropenia

3.hos
pitali
zation
initial| A
or
prolo

nged

101.

CMUH-REC
1-060

2017/3/18

2017US003
406

follow up
2

MM-121

Febrile neutropenia

3.hos
pitali
zation
initial| A
or
prolo

nged

102.

CMUH-REC
1-060

2017/5/21

2017US006
583

Initial

MM-121

Lung infection

3.hos
pitali
zation
initial| A
or
prolo

nged

103.

CMUH-REC
1-060

2017/5/31

2017AU00
7052

Initial

MM-121

Myalgia

3.hos
pitali
zation
initial| A
or
prolo

nged

104.

CMUH-REC
1-060

2017/6/3

2017US007
565

Initial

MM-121

Infection

3.hos
pitali
zation
initial| A
or
prolo

nged

106 = 09 * 20 p
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105.

CMUH-REC
1-060

2017/6/2

2017AU00
7052

follow up
1

MM-121

Starvation

3.hos
pitali
zation
initial
or
prolo

nged

106.

CMUH-REC
1-060

2017/6/12

2017AU00
7595

Initial

MM-121

Dehydration

3.hos
pitali
zation
initial
or
prolo

nged

107.

CMUH-REC
1-060

2017/6/2

2017AU00
7052

follow up
2

MM-121

Starvation

3.hos
pitali
zation
initial
or
prolo

nged

108.

CMUH-REC
1-060

2017/6/12

2017AU00
7595

follow up
1

MM-121

Dehydration

3.hos
pitali
zation
initial
or
prolo

nged

1009.

CMUH-REC
1-060

2017/6/2

2017AU00
7052

follow up
3

MM-121

Starvation

3.hos
pitali
zation
initial
or
prolo

nged

106 = 09 * 20 p
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TEAERF XD A € HES( 2KR)
B % AR 3R
Ay |EA p Y Vo E R LE S
i § ¥ 2y | ul N
3.hos
pitali
zation
CMUH-REC 2017AU00 |follow up ] o
110. 2017/6/2 MM-121 Starvation initial| A
1-060 7052 4
or
prolo
nged
3.hos
pitali
zation
CMUH-REC 2017AU00 |follow up ) o
111. 2017/6/12 MM-121 Starvation initial| A
1-060 7595 2
or
prolo
nged
3.hos
pitali
zation
CMUH-REC 2017US010 - ) ) o
112. 2017/8/3 Initial MM-121 Febrile neutropenia initial] A
1-060 385
or
prolo
nged
#1)
ENZALUTAMI
DE;PLACEBO
(Code not
broken) Kabhler's disease [Second
CMUH102- 201725476 | Follow _ _
113. 2017/6/1 #2) primary malignancy] 2,7 A
REC1-068 4 Up1l ) ) )
*Leuprorelin | Kahler's disease [Multiple
Acetate myeloma
(LEUPRORELI
N ACETATE)
Unknown
106 # 09 * 20 p % 6l F % 77T




PREFAEEMRFREIRRLAR AN -FALRS
TR ERFLIBEEHBEL( #R)
B % AR 3R
Ay |EA p Y Vo E LE S
g |6 2y | ul N
#1)
ENZALUTAMI
DE;PLACEBO
(Code not
broken) Kahler's disease [Second
CMUH102- 201725476 | Follow
114. 2017/6/1 #2) primary malignancy] 2,71 A
REC1-068 4 Up 2 ] ] )
*Leuprorelin | Kahler's disease [Multiple
Acetate myeloma]
(LEUPRORELI
N ACETATE)
Unknown
#1)
ENZALUTAMI
CMUH102- i Death of unknown cause
115. 2016/10/17 | 2.017E+10| Initial | DE;PLACEBO 1 A
REC1-068 [Unknown cause of death]
(Code not
broken)
#1)
ENZALUTAMI
CMUH102- Follow Death of unknown cause
116. 2016/10/17 | 2.017E+10 DE;PLACEBO 1 A
REC1-068 Up1l [Unknown cause of death]
(Code not
broken)
3.hos
pitali
zation
CMUH106- SYM-2017-| follow Diarrhea - Septic shock - |
117. 2017/07/05 SYMO015 o initial| A
REC1-002 000006 up 1 Colitis
or
prolo
nged
3.hos
pitali
zation
CMUH106- SYM-2017-|follow up
118. 2017/07/05 SYMO015 Diarrhea initial| A
REC1-002 000006 2
or
prolo
nged
106 # 09 * 20 p % 62 F o x 77T T




PRFFCITARFRELARAR 4T -FELR4
TEAERF XD A € HES( 2KR)
B X 2 PAR (R L
Ay |EA p Y Vo E LE S
g |6 2y | ul N
#1) MK-3475
(pembrolizumab
)
#2) o : .
CMUH104- 1605THAO [Followup Sepsis with septic arthritis
119. 2016/5/19 CARBOPLATI » ] 23 [ A
REC1-039 10986 7 N [Arthritis bacterial]
#3)
5-FLUOROUR
ACIL
#1) MK-3475
(pembrolizumab |septic shock [Septic shock]
) acute renal failure [Acute
#2) kidney injury]
CISPLATIN hypokalemia
CMUH104- 1602BRAO0 |Followup )
120. 2015/12/16 #3) [Hypokalaemia] 1.2.3
REC1-039 06046 24 ) )
5-FLUOROUR | neutropenia [Neutropenia]
ACIL platelet count decreased
#4) [Platelet count decreased]
GRANULOKIN diarrhea [Diarrhoea]
E
#1) MK-3475
(pembrolizumab
)
#2)
CMUH104- 1608BRAO [Followup ) )
121. 2016/8/4 CARBOPLATI | Pneumonia [Pneumonia] | 2.3
REC1-039 04922 13 N
#3)
5-FLUOROUR
ACIL
#1) INC424
CMUH105- PHHO2017 - ) )
122. 2017/8/14 Initial [(RUXOLITINIB Sepsis [Sepsis] 2
REC1-139 JP011923
) Tablet
% 63 F o x 77T T

106 = 09 * 20 p




PREFAEEMRFREIRRLAR AN -FALRS
TRAERE LB A EREE( RK)
B X 2 PAR (R L
Ay |EA p Y Vo E LE S
g |6 2y | ul N
#1) INC424
CMUH105- PHHO2017 |follow up[ INC+TAB ) )
123. 2017/8/14 Sepsis [Sepsis] 12| A
REC1-139 JP011923 1 (RUXOLITINIB
) Tablet
#1) INC424
CMUH105- PHHO2017 |follow up| INC+TAB ] .
124. 2017/8/14 Sepsis [Sepsis] 12 | A
REC1-139 JP011923 2 (RUXOLITINIB
) Tablet
pneumonitis [Pneumonitis]
Respiratory infection
#1) MK-3475 ]
CMUH103- 1610BRAO |Followup ) [Respiratory tract
125. 2016/10/1 (pembrolizumab ) . 123] A
REC1-123 01391 15 | infection]
Respiratory insufficiency
[Respiratory failure]
Other Serious Criteria:
Medically Significant
Thrombocytopenia
[Thrombocytopenia]
Acute left ventricular
failure [Acute left
ventricular failure]
Severe pneumonia
[Pneumonia]
#1) MK-3475 lower gastrointestinal
CMUH103- 1707CHNO [Followup ) .
126. 2017/7/11 (pembrolizumab bleeding [Lower 1231 A
REC1-123 01955 16 ) )
) gastrointestinal
haemorrhage]
ALT increased [Alanine
aminotransferase
increased]
AST increased [Aspartate
aminotransferase
increased]
Thrombocytopenia
[Thrombocytopenia]

106 = 09 * 20 p




ﬂmﬁ%*%%%ag&p' ﬂiﬁ%* FaLR§
FTEAERSLXB A EBREE( 2R
B % AR 3R
Ay |EA p Y Vo E LE S
g |6 2y | ul N
#1)
PEMETREXED ) ) o
CMUH103- 1609MEXO0 |Followup gastrointestinal toxicity
127. 2016/9/13 #2) ) ) o 131 A
REC1-123 10327 14 [Gastrointestinal toxicity]
CARBOPLATI
N
#1)
PACLITAXEL Suspected pulmonary
CMUH103- 1611CHNO [Followup )
128. 2016/10/30 #2) embolism [Pulmonary |1.2.3] A
REC1-123 00232 14 )
CARBOPLATI embolism]
N
Worsening of anemia
#1) _
[Anaemia]
PACLITAXEL
CMUH103- 1701CHNO |Followup platelet count decreased
129. 2017/1/12 #2) 23 [ A
REC1-123 11993 33 [Platelet count decreased]
CARBOPLATI
N platelet count decreased
[Platelet count decreased]
#1)
PEMETREXED
CMUH103- 1707CHNO |Followup platelet count decreased
130. 2017/7/8 #2) 23 [ A
REC1-123 01583 13 [Platelet count decreased]
CARBOPLATI
N
#1)
PEMETREXED o N
CMUH103- 1609MEXO0 [Followup gastrointestinal toxicity
131 2016/9/13 #2) ) ) o 13| A
REC1-123 10327 [Gastrointestinal toxicity]
CARBOPLATI
N
bilateral lung pneumonia
[Pneumonia]
#1) MK-3475 ) )
CMUH103- 1706CHNO ) wotsening AST increased
132. 2017/6/6 (pembrolizumab 123 A
REC1-123 03986 ) [Aspartate
aminotransferase
increased]
% 65 F % 77T T
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PRFFSEARFRALRRLR - ARG
FTEAERSLXB A EBREE( 2R
B % AR 3R
Ay |EA p Y Vo E LE S
g |6 4 | w N
#1) MK-3475 )
) malingnant neoplasm
CMUH104- 1703SWEO| (pembrolizumab ) )
133. 2017/1/12 initial ) progression [Malignant | 1.3 | A
REC1-118 03204 ) Solution for ]
S neoplasm progression]
injection
LSKBP-17- ) )
CMUH105- - o Hospital acquired
134, 2017/7/23 | KOR-0004 | Initial Apatinib 1 A
REC1-156 . pneumonia
LSKBP-17-
CMUH105- - o )
135. 2017/6/29 [ KOR-0004 | Initial Apatinib Cachexia 1 A
REC1-156
9
#1)
PEMETREXED
CMUH103- 1707CHNO |Followup platelet count decreased
136. 2017/7/8 #2) 23 [ A
REC1-123 01583 14 [Platelet count decreased]
CARBOPLATI
N
#1)
PEMETREXED
CMUH103- 1707CHNO |Followup platelet count decreased
137. 2017/7/8 #2) 23 [ A
REC1-123 01583 15 [Platelet count decreased]
CARBOPLATI
N
#1)
PACLITAXEL _ _
CMUH103- 1707CHNO |Followup Septic shock [Septic
138. 2017/7/11 #2) 123 A
REC1-123 01403 6 shock]
CARBOPLATI
N
#1)
CARBOPLATI
CMUH103- 1707CHNO |Followup unknown cause of death
139. 2017/2/15 N 1 A
REC1-123 00355 3 [Death]
#2)
PACLITAXEL
% 66 R x 77T
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PREFAEEMRFREIRRLAR AN -FALRS
TRAERS X2 E EREE(L #IR)
B X 2 PAR (R L
A€ S| F 4 P Vo E LE @ S
g |6 4 | w N
Lung infection (klebsiella
pneumoniae) [Klebsiella
infection]
#1) MK-3475 ]
CMUH103- 1509TURO |Followup ) thrombocytopenia
140. 2015/8/31 (pembrolizumab ] 123 A
REC1-123 01265 25 ) [Thrombocytopenia]
Pneumonitis [Pneumonitis]
Pulmonary embolism
[Pulmonary embolism]
#1)
PACLITAXEL ) ]
CMUH103- 1703BRAO [Followup Febrile neutropenia
141, 2017/3/21 #2) ) ] 23 [ A
REC1-123 11508 10 [Febrile neutropenia]
CARBOPLATI
N
#1) N
upper digestive tract
PEMETREXED
CMUH103- 1707COLO |Followup hemorrhage [Upper
142, 2017/6/21 #2) ] ] 23 [ A
REC1-123 01000 5 gastrointestinal
CARBOPLATI
haemorrhage]
N
bilateral lung pneumonia
[Pneumonia]
#1) MK-3475 _ _
CMUH103- 1706CHNO | Followup ) wotsening AST increased
143. 2017/6/6 (pembrolizumab 123 A
REC1-123 03986 15 | [Aspartate
aminotransferase
increased]
Adrenal insufficiency
[Adrenal insufficiency]
#1) MK-3475 » )
CMUH103- 1608JPNO0O | Followup ) Interstitial pneumonia
144, 2016/7/30 (pembrolizumab . ) 2.3
REC1-123 1781 26 ) [Interstitial lung disease]
Hypothyroidism
[Hypothyroidism]
% 67 F > x 77 F
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PRFFSEARFRALRRLR - ARG
FTEAERSLXB A EBREE( 2R
B X 2 PAR (R L
Ay |EA p Y Vo E LE S
g |6 2y | ul N
Other Serious Criteria:
Medically Significant
Thrombocytopenia
[Thrombocytopenia]
Acute left ventricular
failure [Acute left
ventricular failure]
Severe pneumonia
[Pneumonia]
#1) MK-3475 lower gastrointestinal
CMUH103- 1707CHNO |Followup ) ]
2017/7/11 (pembrolizumab bleeding [Lower 123 A
REC1-123 01955 17 ] ]
) gastrointestinal
haemorrhage]
ALT increased [Alanine
aminotransferase
increased]
AST increased [Aspartate
aminotransferase
increased]
Thrombocytopenia
[Thrombocytopenia]
end stage non ischaemic
cardiomyopathy,
CMUH102- . Follow | C.Diff Toxoid . .
146. 2017/4/6 | Singapore ] Non-ischemic 1 A
REC1-061 up 3 Vaccine )
cardiomyopathy
(Cardiomyopathy)
#1) MK-3475
(pembrolizumab
)
#2)
CMUH104- 1608BRAO [Followup ) )
147. 2016/8/4 CARBOPLATI | Pneumonia [Pneumonia] | 23 | A
REC1-039 04922 14 \
#3)
5-FLUOROUR
ACIL
% 68 F % 77T T
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PRPESEARFAELARAT4E-FRARY
TR ERSLZ3 B R 2K
B X 2 PAR (R L
X A ENE T g @ 2 AT
g |6 4 | w N
Infusion related reaction
CMUH104- 1508USAO0 |Followup #1) ] )
148. 2015/8/25 [Infusion related reaction] | 2.3 [ A
REC1-039 13409 3 CETUXIMAB
Stridor [Stridor]
#1) MK-3475
(pembrolizumab
)
#2)
CMUH104- 1608BRAO0 [Followup ) )
149. 2016/8/24 CARBOPLATI |septic shock [Septic shock]] 2.3 | A
REC1-039 15042 15 N
#3)
5-FLUOROUR
ACIL
Bleeding on tumor
#1) MK-3475
) [Tumour haemorrhage]
(pembrolizumab ) )
) Febrile neutropenia
#) [Febrile neutropenia]
CMUH104- 1701TURO |Followup Thrombocytopenia
150. 2017/1/6 CARBOPLATI ) 1.3 A
REC1-039 04794 22 N [Thrombocytopenia]
4) septic shock [Septic shock]
Patient's PEG hose out
5-FLUOROUR o )
[Complication associated
ACIL
with device]
#1) MK-3475 o
) pulmonary fibrosis
(pembrolizumab o
) [Pulmonary fibrosis]
42) septicemia [Sepsis]
CMUH104- 1605BRA0 [Followup Anemia [Anaemia]
151. 2016/5/10 CARBOPLATI ] 23 [ A
REC1-039 07069 24 N Back pain per to bone
lesion [Bone lesion]
#3) . .
Spinal cord compression
5-FLUOROUR ) ]
[Spinal cord compression]
ACIL

106 = 09 * 20 p




PREFAEEMRFREIRRLAR AN -FALRS
TREAERS L3R EREE(L 2R
B X 2 PAR (R L
kg 54 p Y TRER ag RN E AT
g |6 2y | ul N
#1) MK-3475
(pembrolizumab
)
#2)
CISPLATIN
CMUH104- 1708HUNO
152. 2017/7/4 Initial #3) death [Death] 1 A
REC1-039 10797
FLUOROURAC
IL
#4)
CARBOPLATI
N
severe autoimmune
inflammatory syndrome
#1) MK-3475 )
CMUH104- 1701USAO |Followup ) [Immune system disorder]
153. 2016/12/31 (pembrolizumab - 1123 A
REC1-039 04870 30 ) encephalitis [Encephalitis]
Hypercalcemia
[Hypercalcaemia]
severe autoimmune
inflammatory syndrome
#1) MK-3475 )
CMUH104- 1701USAO |Followup ) [Immune system disorder]
154, 2016/12/31 (pembrolizumab - 1231 A
REC1-039 04870 31 | encephalitis [Encephalitis]
Hypercalcemia
[Hypercalcaemia]
#1) MK-3475
(pembrolizumab
)
#2)
CMUH104- 1608BRAO [Followup ) )
155. 2016/8/4 CARBOPLATI | Pneumonia [Pneumonia] | 2.3 A
REC1-039 04922 15 N
#3)
5-FLUOROUR
ACIL

106 = 09 * 20 p
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TEAERF XD A € HES( 2KR)
B % AR 3R
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g |6 2y | ul N
#1) MK-3475 o
) pulmonary fibrosis
(pembrolizumab o
| [Pulmonary fibrosis]
42) septicemia [Sepsis]
CMUH104- 1605BRA0 [Followup Anemia [Anaemia]
156. 2016/5/10 CARBOPLATI ) 23 [ A
REC1-039 07069 25 N Back pain per to bone
lesion [Bone lesion]
#3) . .
Spinal cord compression
5-FLUOROUR ) )
[Spinal cord compression]
ACIL
Bleeding on tumor
#1) MK-3475
) [Tumour haemorrhage]
(pembrolizumab ) )
) Febrile neutropenia
#) [Febrile neutropenia]
CMUH104- 1701TURO |Followup Thrombocytopenia
157. 2017/1/6 CARBOPLATI ) 1.3 A
REC1-039 04794 23 N [Thrombocytopenia]
4) septic shock [Septic shock]
Patient's PEG hose out
5-FLUOROUR o )
[Complication associated
ACIL
with device]
#1) MK-3475
(pembrolizumab
)
#2)
CISPLATIN
CMUH104- 1708HUNO |Followup unknown cause of death
158. 2017/7/4 #3) 1 A
REC1-039 10797 1 [Death]
FLUOROURAC
IL
#4)
CARBOPLATI
N
% 71 7 % 77 T
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#1)
CETUXIMAB o _
bronchial infection
#2) i
[Bronchitis]
CMUH104- 1611AUSO |Followup| CARBOPLATI )
159. 2016/11/22 Neutrophil Count 23 [ A
REC1-039 10939 10 N )
Decreased [Neutrophil
#3)
count decreased]
5-FLUOROUR
ACIL
#1) MK-3475
(pembrolizumab
)
#2)
CISPLATIN
CMUH104- 1708HUNO |Followup unknown cause of death
160. 2017/7/4 #3) 1 A
REC1-039 10797 2 [Death]
FLUOROURAC
IL
#4)
CARBOPLATI
N
#1) MK-3475
(pembrolizumab
)
#2) . . -
CMUH104- 1605THAQ [Followup Sepsis with septic arthritis
161. 2016/5/19 CARBOPLATI - ] 23 [ A
REC1-039 10986 8 N [Arthritis bacterial]
#3)
5-FLUOROUR
ACIL
% 72 R % 77T
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E L | AP Vit Ex BE 2 X3
3 g o |% 2 B 3 5 5] FE K v = e
#1)
CETUXIMAB
#2) Fibrile neutropenia [Febrile
CMUH104- 1609USAO |Followup| CARBOPLATI neutropenia]
162. 2016/9/26 23 [ A
REC1-039 14746 10 N Gl toxicity
#3) [Gastrointestinal toxicity]
5-FLUOROUR
ACIL
#1)
PEMETREXED
CMUH103- 1704CHNO |Followup ] )
163. 2017/3/6 #2) Anemia [Anaemia] 2.3 A
REC1-123 13063 18
CARBOPLATI
N
#1)
PACLITAXEL ] ]
CMUH103- 1707CHNO |Followup Septic shock [Septic
164. 2017/7/11 #2) 1231 A
REC1-123 01403 7 shock]
CARBOPLATI
N
Lung infection (klebsiella
pneumoniae) [Klebsiella
infection]
#1) MK-3475
CMUH103- 1509TURO |Followup ) thrombocytopenia
165. 2015/8/31 (pembrolizumab ) 1231 A
REC1-123 01265 26 | [Thrombocytopenia]
Pneumonitis [Pneumonitis]
Pulmonary embolism
[Pulmonary embolism]
106 # 09 * 20 p % 713 F % 77T T
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Other Serious Criteria:

Medically Significant

Thrombocytopenia

[Thrombocytopenia]

Acute left ventricular
failure [Acute left
ventricular failure]

Severe pneumonia

#1)
Followup

18

1707CHNO
01955

CMUH103-
REC1-123

166. 2017/7/11

MK-3475

(pembrolizumab

)

#1)

lower gastrointestinal

ALT increased [Alanine

AST increased [Aspartate

[Pneumonia]
bleeding [Lower 1.2.3
gastrointestinal

haemorrhage]

aminotransferase

increased]

aminotransferase

increased]
Thrombocytopenia
[Thrombocytopenia]

Followup
16

1707CHNO

CMUH103-
01583

REC1-123

167. 2017/7/8

PEMETREXED

#2)
CARBOPLATI

N
#1)

platelet count decreased

[Platelet count decreased]

2.3

Followup
34

1701CHNO

CMUH103-
11993

REC1-123

168. 2017/1/12

PACLITAXEL
#2)

N

CARBOPLATI

Worsening of anemia
[Anaemia]
platelet count decreased

2.3

[Platelet count decreased]
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#1)
PACLITAXEL ) )
CMUH103- 1707CHNO |Followup Septic shock [Septic
169. 2017/7/11 #2) 1231 A
REC1-123 01403 8 shock]
CARBOPLATI
N
pneumonitis [Pneumonitis]
Respiratory infection
#1) MK-3475 )
CMUH103- 1610BRAO [Followup [Respiratory tract
170. 2016/10/1 (pembrolizumab 123 A
REC1-123 01391 16 | infection]
Respiratory insufficiency
[Respiratory failure]
#1)
PACLITAXEL ) ]
CMUH103- 1703BRAO [Followup Febrile neutropenia
171 2017/3/21 #2) 23 [ A
REC1-123 11508 11 [Febrile neutropenia]
CARBOPLATI
N
CMUH-103- 2017SE746 SUDDEN CARDIAC
172. 2017/7/19 INT MEDI4736 1 A
REC1-110 71 ARREST
CMUH-103- 2017SE746 SUDDEN CARDIAC
173. 2017/7/19 FUl MEDI4736 1 A
REC1-110 71 ARREST
(k] FATH -
QR #F i# }i‘ is 1 IE % ﬁ
o
g 2
B * € %y g FEPMF
[e#= 2Hk2]
1. | DMR101-IRB-1-177 LR | %% F 4 4L Denosumab (XGEVAR )
T rPAFL A 106 #0101 01 p % 106 %062 30¢P
N [ DSMB -z i 4]
2. | CMUH103-REC1-127 | %3z y )
*AkG it pdy 120172047 20 P
[z 2444 ]
3. | DMR101-IRB1-148 LR | *RE%E S AL Carfilzomib (Kyprolis@ )
PPFLHA 106017 01 p % 106062 30¢P
4. | CMUH104-REC1-118 | ¥ & > | [2h =% 22454 ]
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TRFEAREHRFRIIRELAE Y- FELR ¢
~FRAERFLAB L EREEU FKR)

pn|  rgen | JE TTIY

*:E % # P AL © MK3475 (Pembrolizumab)
* rMAFLHF 106032 04p 3 106 & 06" 037
(2= 2144 ]

5. | CMUH103-REC1-123 | R fLt; | *#5 %+ & 4L:MK3475 (Pembrolizumab)
*E rMAFLHF 106032 04p 3 106 & 06" 0307
(2= 2144 ]

6. | CMUH103-REC1-135 | £ & & | *i#&% %4 4L ' MK3475 (Pembrolizumab)
*F rMAFLHRF 106032 04p 3 106 % 06" 037
[{ AT &aF2 4]

7. | CMUH105-REC1-060 | % ?;i;’fﬁ *4% 4 Study Version: 8.0 Study Published Date: 07-Jun-2017
*p g 2017 & 06 * 07 p
[{ATa#r 2p]

8. | DMR101-IRB1-148 F¥LR | RA 171
*p #2017 & 07 ® 19 p
[zp= 244 ]

9. | CMUH104-REC1-088 | © A& | *#5 &4 ¢4 : LY3009806 (Ramucirumab)
* rMIFLWRF105F 10 22p 2 106+ 04 21 P
[zp= 244 ]

10. | CMUH105-REC1-102 | 58§ = | *3% %4 4 1 MK3475 (Pembrolizumab)
*% pMIFL MR 106037 04p 3 106 % 06" 03P
[ #4 % >4+38 4 ] Line Listing of Suspected Unexpected
Serious Adverse Reactions (SUSARS)

11. | CMUH102-REC1-067 | 1 & » ) .
*HFE®EP LA lbrutinib
* pMHFLHF 105+ 117 13p 3 106 5% 12 p
[ 24244 ]

12. | CMUH105-REC1-107 | 2 & F | *3#=% Z+ £4L : Lefamulin
*% pMIFLHF 1054 127 19p 3 106 £ 06 * 18 p
(2% 2pdp4 ]

13. | CMUH105-REC1-126 | % #'#& | *:#=% %4+ £ 4L : Dupilumab
*g rMHIFLHPRF 10604 20p £ 106 & 08 7 23 B
(2% 2pdp4 ]

14. | CMUH103-REC1-097 | X & | *@s% &4 ¢4 1 LY2835219 (abemaciclib)
*g rMHIFAHPRF105F 10 15p 1 106+ 047 14 p
[##]

15. | CMUH103-REC1-097 | % &7
RE AR ERIES A
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*u A p #p : Version: 30-Mar-2017

16. | CMUH105-REC1-060 Eﬁ;?ﬁ

[FFmidsHilwa]
*x & 1 [ Memo_MM-121-01-02-09 Investigative Site Staff,
Date 28Apr2017]
*x & 1 [ Memo_MM-121-01-02-09 Investigative Site Staff,
Date 31May2017]

17. | DMR101-IRB1-062 & VAL

[zt ’e“%?% AT LI ]
2% A& :SFJ Pharma Ltd Il ATLAS Letter to Sites
pHp: 106 # 06 * 15 p

18. | DMR101-IRB1-284

ki
\1_
k3

[ =% 2144 ]

*E % % L L © Brentuximab Vedotin (SGN-35)

* rMHIFLWRF 10601 01p 1 106+ 06" 30F
[#]

*RoE (AR EER D

& V11.0

p¥p:2016 & 02 % 04 p

[L])] FRAtH o
FRREPEFT R (%)
t#d - FLEHA

ERR - R (%)
FH% dcg (20pF454)
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