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B X 2 PAR(R L
X E LA ERE TR E S 3 A %5 |32
=3 g o | % ’\Zi s Y| K v 5 ole
#1) MK-3475
) Dyspnea [Dyspnoea]
CMUH103- (pembrolizumab| ]
1. 2017/6/6 FU 02 ] Bilateral lung pneuomonia | 2.3 A
REC1-123 ) Solution for )
S [Pneumonia]
injection
#1)
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION ] )
Worsening of anemia
STUDY) ]
) [Anaemia]
(paclitaxel)
CMUH103- 1701CHNO platelet count decreased
2. 2017/1/12 FU 23 Intravenous 23 | A
REC1-123 11993 o [Platelet count decreased]
infusion,
platelet count decreased
#2)
[Platelet count decreased]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
% 22 % 80 |
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CMUH103-
REC1-123

2017/3/6

1704CHNO
13063

FU 09

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

Anemia [Anaemia]

2.3

CMUH103-
REC1-123

2017/3/23

1705TURO
05646

FU 04

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

neutrophil count decreased

[Neutrophil count

decreased]
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#1) MK-3475
) Dyspnea [Dyspnoea]
CMUH103- 1706CHNO (pembrolizumab| )
5. 2017/6/6 FU 03 ] Bilateral lung pneuomonia| 2.3 | A
REC1-123 03986 ) Solution for )
S [Pneumonia]
injection
#1)
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY) o o
) ketoacidosis [Ketoacidosis]
(paclitaxel) ] ]
CMUH103- 1612CHNO pneumonia [Pneumonia]
6. 2016/11/29 fu 23 Intravenous ] 13| A
REC1-123 07819 ) ) high blood glucose [Blood
infusion ]
glucose increased]
#2)
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
#1) MK-3475
) dyspnea [Dyspnoea]
CMUH103- 1706CHNO (pembrolizumab| )
7. 2017/6/6 FU 04 ) bilateral lung pneumonia | 2.3 | A
REC1-123 03986 ) Solution for

injection

[Pneumonia]
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CMUH103-
REC1-123

2017/1/12

1701CHNO
11993

FU 24

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

Worsening of anemia

[Anaemia]

platelet count decreased
[Platelet count decreased]
platelet count decreased

[Platelet count decreased]

2.3

CMUH103-
REC1-123

2017/2/15

1707CHNO
00355

INITIAL

#1)
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
Intravenous
Injection
#2)
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)

unknown [Death]
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B X 2 PAR (R L
AE sy EA p Y Vo E A A Eas
|6 2y | ul N
#1)
PEMETREXED
(3475
SOLUTION
FOR
INJECTION ) )
Febrile neutropenia
STUDY) ) )
[Febrile neutropenia]
(pemetrexed) ) )
CMUH103- 1702BRA0 sepsis [Sepsis]
10. 2017/1/31 FU15 | Intravenous ] _ 23 | A
REC1-123 02534 ] ] sepsis [Sepsis]
infusion
Esophageal moniliasis
#2) o
[Oesophageal candidiasis]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
#1) MK-3475
) dyspnea [Dyspnoea]
CMUH103- 1706CHNO (pembrolizumab| )
11. 2017/6/6 FU 04 _ bilateral lung pneumonia | 2.3 | A
REC1-123 03986 ) Solution for ]
S [Pneumonia]
injection
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5L § 2 S5 &
#1)
PACLITAXEL | ] )
infectious shock [Septic
(3475
shock]
SOLUTION ) )
respiratory failure
FOR [Respi failure]
espiratory failure
INJECTION P ) Y
anorexia [Decreased
STUDY) )
] appetite]
(paclitaxel) ) N
CMUH103- 1704CHNO vomit [Vomiting]
12. 2017/4/18 FU 15 Intravenous 13| A
REC1-123 13017 o nausea [Nausea]
infusion
Intermittent diarrhea
#2)
[Diarrhoea]
CARBOPLATI
level 4 myelosuppression
N (3475
[Bone marrow failure]
SOLUTION
pulmonary infection [Lung
FOR
infection]
INJECTION
STUDY)
#1)
PACLITAXEL | ) ]
infectious shock [Septic
(3475
shock]
SOLUTION ] ]
respiratory failure
FOR [Respi failure]
espiratory failure
INJECTION P ] Y
anorexia [Decreased
STUDY) ]
) appetite]
(paclitaxel)
CMUH103- 1704CHNO vomit [Vomiting]
13. 2017/4/18 FU 15 Intravenous 13| A
REC1-123 13017 o nausea [Nausea]
infusion
Intermittent diarrhea
#2) .
[Diarrhoea]
CARBOPLATI )
level 4 myelosuppression
N (3475
[Bone marrow failure]
SOLUTION | infection [L
ulmonary infection [Lun
FOR p y g
infection]
INJECTION
STUDY)
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#1)
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed)
CMUH103- 1707CHNO platelet count decreased
14, 2017/7/11 INITIAL| Intravenous 23| A
REC1-123 01583 o [Platelet count decreased]
infusion
#2)
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
#1)
PACLITAXEL | ) ]
infectious shock [Septic
(3475
shock]
SOLUTION ] ]
respiratory failure
FOR [Respi failure]
espiratory failure
INJECTION P ] Y
anorexia [Decreased
STUDY) ]
) appetite]
(paclitaxel) ) N
CMUH103- 1704CHNO vomit [Vomiting]
15. 2017/4/18 FU 17 Intravenous 13| A
REC1-123 13017 o nausea [Nausea]
infusion
Intermittent diarrhea
#2) .
[Diarrhoea]
CARBOPLATI )
level 4 myelosuppression
N (3475
[Bone marrow failure]
SOLUTION | infection [L
pulmonary infection [Lung
FOR
infection]
INJECTION
STUDY)
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CMUH103-
REC1-123

2017/7/11

1707CHNO
01403

INITIAL

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

Septic shock [Septic
shock]

2.3

17.

CMUH103-
REC1-123

2017/7/11

1707CHNO
01955

INITIAL

#1) MK-3475
(pembrolizumab
) Solution for

injection

Thrombocytopenia

[Thrombocytopenia]

2.3
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B X 2 PAR (R L
A€ S| F 4 p Vo E Ay S
|6 4 | w N
#1)
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION ) )
Worsening of anemia
STUDY) )
] [Anaemia]
(paclitaxel)
CMUH103- 1701CHNO platelet count decreased
18. 2017/1/12 FU 25 Intravenous 23| A
REC1-123 11993 o [Platelet count decreased]
infusion
platelet count decreased
#2)
[Platelet count decreased]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
#1) MK-3475
) Dyspnea [Dyspnoea]
CMUH103- 1706CHNO (pembrolizumab| ]
19. 2017/6/6 F6 ) Bilateral lung pneumonia | 2.3 | A
REC1-123 03986 ) Solution for ]
S [Pneumonia]
injection
Thrombocytopenia
#1) MK-3475 ]
) [Thrombocytopenia]
CMUH103- 1707CHNO (pembrolizumab )
20. 2017/7/11 F1 _ Acute left ventricular 23 | A
REC1-123 01955 ) Solution for )
S failure [Acute left
injection
ventricular failure]
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#1)
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed)
CMUH103- 1707CHNO Platelet count decreased
21. 2017/7/11 F1 Intravenous 23| A
REC1-123 01583 o [Platelet count decreased]
infusion
#2)
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
Thrombocytopenia
[Thrombocytopenia]
#1) MK-3475
) Acute left ventricular
CMUH103- 1707CHNO (pembrolizumab )
22. 2017/7/11 F2 _ failure [Acute left 23 | A
REC1-123 01955 ) Solution for ] ]
L ventricular failure]
injection .
Severe pneumonia
[Pneumonia]
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#1)
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed)
CMUH103- 1707CHNO Platelet count decreased
23. 2017/7/11 F2 Intravenous 23| A
REC1-123 01583 o [Platelet count decreased]
infusion
#2)
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
Thrombocytopenia
[Thrombocytopenia]
#1) MK-3475
) Acute left ventricular
CMUH103- 1707CHNO (pembrolizumab )
24. 2017/7/11 F3 _ failure [Acute left 23 | A
REC1-123 01955 ) Solution for ] ]
S ventricular failure]
injection .
Severe pneumonia
[Pneumonia]
#1) MK-3475
) Dyspnea [Dyspnoea]
CMUH103- 1706CHNO (pembrolizumab| ]
25. 2017/6/6 F7 ) Bilateral lung pneumonia | 2.3 | A
REC1-123 03986 ) Solution for ]
S [Pneumonia]
injection

106 = 08 * 23 p
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#1)
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin) |Neutrophil count decreased
CMUH103- 1705TURO )
26. 2017/3/23 F5 Intravenous [Neutrophil count 2 A
REC1-123 05646 o
Injection decreased]
#2)
PEMETREXED
(3475
SOLUTION
FOR
INJECITON
STUDY)
#1)
PACLITAXEL ) ]
Infectious shock [Septic
(3475
shock]
SOLUTION ] )
Respiratory failure
FOR [Respi failure]
espiratory failure
INJECTION P ) Y
Anorexia [Decreased
STUDY) ]
) appetite]
(paclitaxel) . i
CMUH103- 1704CHNO Vomit [Vomiting]
217. 2017/4/18 F18 Intravenous 13| A
REC1-123 13017 o Nausea [Nausea]
infusion
Intermittent diarrhea
#2) .
[Diarrhoea]
CARBOPLATI )
Level 4 myelosuppression
N (3475
[Bone marrow failure]
SOLUTION
Pulmonary infection [Lung
FOR
infection]
INJECTION
STUDY)

106 = 08 * 23 p
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#1)
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed)
CMUH103- 1704CHNO ) )
28. 2017/3/6 F10 Intravenous Anemia [Anaemia] 23 | A
REC1-123 13063 o
infusion,
#2)
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
oral hemorrhage [Mouth
haemorrhage]
MK-3475 cardiac arrest [Cardiac
1704USA0 (pembrolizumab arrest]
29.| CMUH104- | 2017/4/2 INITIAL 2,3 A
01349 ) Solution for anoxic brain damage
REC1-039 L o
injection [Brain injury]
cardiac arrest [Cardiac
arrest]

106 = 08 * 23 p
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30.

CMUH104-
REC1-039

2017/3/21

1704USAO0
02589

INITIAL

MK-3475
(pembrolizumab
) Solution for
injection,
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin),
5-FLUOROUR
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY),CARB
OPLATIN (3475
SOLUTION
FOR
INJECTION
STUDY)
(carboplatin)
Intravenous

infusion

death [Death]

106 = 08 * 23 p

S
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CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
5-FLUOROUR

ACIL (3475 ) )
1701BRAO [Respiratory failure]

Respiratory insufficiency

.| CMUH104- | 2017/1/24 F4 SOLUTION 1,23 A

12807 pneumonia [Pneumonia]
REC1-039 FOR

INJECTION
STUDY),CARB
OPLATIN (3475

SOLUTION

FOR

INJECTION

STUDY)

sepsis [Sepsis]

(carboplatin)
Intravenous

infusion

106 = 08 * 23 p % 36 F o2
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CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
1702HUNO Intravenous Hypokalemia
32.| CMUH104- | 2017/2/16 F7 o ) 2 A
08114 infusion, [Hypokalaemia]
REC1-039
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
oral hemorrhage [Mouth
£1 MK-3475 haemorrhage]
1704USAQ (pembrolizumab|  anoxic brain damage
33.| CMUH104- | 2017/4/2 Downgra _ o 23 | A
01349 ) Solution for [Brain injury]
REC1-039 de S ) )
injection cardiac arrest [Cardiac
arrest]
immune related reaction
[Immune system disorder]
MK-3475 ) )
) transaminase elevation
1701USA0 (pembrolizumab ) )
34.| CMUH104- | 2016/12/31 F15 _ [Transaminases increased] | 1,2,3| A
04870 ) Solution for - -
REC1-039 S encephalitis [Encephalitis]
injection .
Hypercalcemia
[Hypercalcaemia]

106 = 08 * 23 p
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35.

CMUH104-
REC1-039

2017/2/16

1702HUNO
08114

F8

CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin),
5-FLUOROUR
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY)

Hypokalemia
[Hypokalaemia]

106 = 08 * 23 p

S
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36.

CMUH104-
REC1-039

2016/10/3

1610TURO
02312

F12

MK-3475
(pembrolizumab
) Solution for
injection,
5-FLUOROUR
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY),
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin),CLE
XANE
(enoxaparin
sodium)
(enoxaparin
sodium)

Injection

Septic shock [Septic

shock]

Hematochezia

[Haematochezia]
Increase of creatinine

[Blood creatinine

increased]

1,23

37.

CMUH106-
REC1-061

2017/6/12

2017SLSA
000002

intial

SP

02L(DARINAP

ARSIN)(DARI
NAPARSIN)

FEVER (Pyrexia)

38.

CMUH106-
REC1-061

2017/6/29

2017SLSA
000003

intial

SP

02L(DARINAP

ARSIN)(DARI
NAPARSIN)

FEVER (Pyrexia)

106 = 08 * 23 p
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39.

CMUH104-
REC1-039

2017/1/24

1701BRA0O
12807

F14

CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
5-FLUOROUR
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY),CARB
OPLATIN (3475
SOLUTION
FOR
INJECTION
STUDY),
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)

sepsis [Sepsis]

pneumonia [Pneumonia]

1,23

106 = 08 * 23 p

S
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CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
CISPLATIN
tromb inright lung artery
CMUH104- 1702LVA00 (3475 ) )
40. 2017/1/6 F4 (lobus inferior) [Pulmonary| 1 A
REC1-039 7506 SOLUTION )
artery thrombosis]
FOR
INJECTION
STUDY)
(cisplatin),
5-FLUOROUR
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY)
MK-3475
CMUH104- 1611ITA00 (pembrolizumab | Internal Bleeding [Internal
41. 2016/11/9 F7 1231 A
REC1-039 6264 ) Solution for haemorrhage]
injection
pneumonitis [Pneumonitis]
thrombolytic event-
MK-3475
F2 ) pulmonary embolism
CMUH104- 1606USAQ (pembrolizumab )
42. 2016/6/10 Downgra _ [Pulmonary embolism] | 23 | A
REC1-039 07982 ) Solution for )
de L non-malignant pleural
injection
effusion - grade 2 [Pleural
effusion]
106 # 08 * 23 p % 41 F > % 80 |




PRFRAETERRFRAL R
-FRAERSLAEFE

R

2%
g ik

%

£
&

(F ux)

LAl RN

¢ 0%

L P

R e
2 5o

Ei4

34

&

=

= 2
Pt 5 o

*AFE R

£

43.

CMUH104-
REC1-039

2016/2/2

1602BRA0
03029

F9

MK-3475
(pembrolizumab
) Solution for
injection,
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin),
5-FLUOROUR
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY)

Febrile neutropenia

[Febrile neutropenia]

2,3

44,

CMUH104-
REC1-039

2015/8/25

1508USA0
13409

F2

CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous

infusion

Stridor [Stridor]

Infusion related reaction

[Infusion related reaction]

2,3

106 = 08 * 23 p
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45.

CMUH104-
REC1-039

2017/6/8

1707CANO
04645

Initial

CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin),
5-FLUOROUR
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY)

unknown cause of death

[Death]

106 = 08 * 23 p

S
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MK-3475
(pembrolizumab
) Solution for
injection,
CARBOPLATI | pneumonia [Pneumonia]
N (3475 pneumonia [Pneumonia]
- SOLUTION hypopotassemia
CMUH104- 1706TURO FOR [Hypokalaemia]
46. 2017/6/2 Downgra o 13 A
REC1-039 01893 d INJECTION hypomagnisemia
e
STUDY), [Hypomagnesaemia]
5-FLUOROUR hypocalsitemia
ACIL (3475 [Hypocalcaemia]
SOLUTION
FOR
INJECTION
STUDY)
immune related reaction
MK-3475 .
) [Immune system disorder]
CMUH104- 1701USAO0 (pembrolizumab - N
47, 2016/12/31 F25 _ encephalitis [Encephalitis] [ 1,2,3] A
REC1-039 04870 ) Solution for )
S Hypercalcemia
injection .
[Hypercalcaemia]
Thrombocytopenia
[Thrombocytopenia]
Acute left ventricular
failure [Acute left
ventricular failure]
#1) MK-3475 _
] Severe pneumonia
CMUH103- 1707CHNO [follow up|(pembrolizumab )
48. 2017/7/11 _ [Pneumonia] 23| A
REC1-123 01955 04 ) Solution for ] ]
L ALT increased [Alanine
injection )
aminotransferase
increased]
AST increased [Aspartate
aminotransferase
increased]
106 # 08 * 23 p % 44 F > % 80 |
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#1)
PACLITAXEL ) )
Infectious shock [Septic
(3475
shock]
SOLUTION ) )
Respiratory failure
FOR [Respi failure]
espiratory failure
INJECTION P Y
Anorexia [Decreased
STUDY) )
] appetite]
(paclitaxel) ) N
CMUH103- 1704CHNO |follow up Vomit [Vomiting]
49, 2017/4/18 Intravenous 1.3 A
REC1-123 13017 19 o Nausea [Nausea]
infusion,
Intermittent diarrhea
#2)
[Diarrhoea]
CARBOPLATI
Level 4 myelosuppression
N (3475
[Bone marrow failure]
SOLUTION
Pulmonary infection [Lung
FOR
infection]
INJECTION
STUDY)
#1) MK-3475
CMUH103- 1706CHNO |follow up|(pembrolizumab| Bilateral lung pneumonia
50. 2017/6/6 _ ) 123 A
REC1-123 03986 08 ) Solution for [Pneumonia]
injection,

106 = 08 * 23 p




PRFFAETERRFRALRE
-~ FRAERFLEGEE

4R
e

%

FF-FELR ¢
$(+ 3R)

I E A EN R

R e
2 5o

SIS )
&

=

= 2
Pt 5 o

*AFE R

£

51.

CMUH103-
REC1-123

2017/1/31

1702BRA0
02534

follow up
18

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

Febrile neutropenia
[Febrile neutropenia]
Sepsis [Sepsis]
Sepsis [Sepsis]
Esophageal moniliasis

[Oesophageal candidiasis]

2.3

52.

CMUH103-
REC1-123

2017/6/21

1707COLO
01000

Initial

#1)
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed)
Intravenous
infusion
#2)
CARBOPLATI
N (3476
SOLUTION
FOR
INJECTION
STUDY)

Upper digestive tract
hemorrhage [Upper
gastrointestinal

haemorrhage]

2.3

106 = 08 * 23 p
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53.

CMUH103-
REC1-123

2017/3/21

1703BRA0
11508

follow up
05

#1)
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion,
#2)
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

Febrile neutropenia

[Febrile neutropenia]

2.3

54.

CMUH103-
REC1-123

2017/7/11

1707CHNO
01583

follow up
03

#1)
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed)
Intravenous
infusion
#2)
CARBOPLATI
N (3478
SOLUTION
FOR
INJECTION
STUDY)

Platelet count decreased

[Platelet count decreased]

2.3

106 = 08 * 23 p
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55.

CMUH103-
REC1-123

2017/3/6

1704CHNO
13063

follow up
11

#1)
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed)
Intravenous
infusion
#2)
CARBOPLATI
N (3479
SOLUTION
FOR
INJECTION
STUDY)

Anemia [Anaemia]

2.3

56.

CMUH103-
REC1-123

2017/6/6

1706CHNO
03986

follow up
09

#1) MK-3475
(pembrolizumab
) Solution for

injection

Bilateral lung pneumonia

[Pneumonia]

1.23

106 = 08 * 23 p
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S7.

CMUH103-
REC1-123

2017/7/8

1707CHNO
01583

follow up
04

#1)
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed)
Intravenous
infusion
#2)
CARBOPLATI
N (3481
SOLUTION
FOR
INJECTION
STUDY)

Platelet count decreased

[Platelet count decreased]

2.3

58.

CMUH103-
REC1-123

2017/7/11

1707CHNO
01403

follow up
01

#1)
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
#2)
CARBOPLATI
N (3482
SOLUTION
FOR
INJECTION
STUDY)

Septic shock [Septic

shock]

1.2.3

106 = 08 * 23 p
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#1)
PACLITAXEL ) )
Infectious shock [Septic
(3475
shock]
SOLUTION ) )
Respiratory failure
FOR [Respi failure]
espiratory failure
INJECTION P ) Y
Anorexia [Decreased
STUDY) )
] appetite]
(paclitaxel) ) N
CMUH103- 1704CHNO |follow up Vomit [Vomiting]
59. 2017/4/18 Intravenous 1.3 A
REC1-123 13017 20 o Nausea [Nausea]
infusion,
Intermittent diarrhea
#2) _
[Diarrhoea]
CARBOPLATI )
Level 4 myelosuppression
N (3483 )
[Bone marrow failure]
SOLUTION ) )
Pulmonary infection [Lung
FOR
infection]
INJECTION
STUDY)
#1)
PEMETREXED
(3475
SOLUTION
FOR
INJECTION ) ]
Febrile neutropenia
STUDY) ) ]
[Febrile neutropenia]
(pemetrexed) ] )
CMUH103- 1702BRAO (follow up Sepsis [Sepsis]
60. 2017/1/31 Intravenous _ ] 23 | A
REC1-123 02534 19 ) ) Sepsis [Sepsis]
infusion o
Esophageal moniliasis
#2) o
[Oesophageal candidiasis]
CARBOPLATI
N (3484
SOLUTION
FOR
INJECTION
STUDY)

106 = 08 * 23 p
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B X 2 PAR (R L
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#1) MK-3475
CMUH103- 1606JPNOO |follow up| (pembrolizumab Sigmoid Volvulus
61. 2016/5/28 23 [ A
REC1-123 1801 07 ) Solution for [Volvulus]
injection,
Thrombocytopenia
[Thrombocytopenia]
Acute left ventricular
failure [Acute left
ventricular failure]
#1) MK-3475 ]
] Severe pneumonia
CMUH103- 1707CHNO [follow up|(pembrolizumab )
62. 2017/7/11 _ [Pneumonia] 23| A
REC1-123 01955 05 ) Solution for ] ]
S ALT increased [Alanine
injection, )
aminotransferase
increased]
AST increased [Aspartate
aminotransferase
increased]
#1)
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY) o
Upper digestive tract
(pemetrexed)
CMUH103- 1707COLO |follow up hemorrhage [Upper
63. 2017/6/21 Intravenous o 23 | A
REC1-123 01000 01 o gastrointestinal
infusion
haemorrhage]
#2)
CARBOPLATI
N (3487
SOLUTION
FOR
INJECTION
STUDY)
106 # 08 * 23 p % 51 7% 80 |
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64.

CMUH103-
REC1-123

2017/7/11

1707CHNO
01403

follow up
02

#1)
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion,
#2)
CARBOPLATI
N (3488
SOLUTION
FOR
INJECTION
STUDY)

Septic shock [Septic

shock]

1.23

65.

CMUH103-
REC1-123

2017/7/8

1707CHNO
01583

follow up
05

#1)
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed)
Intravenous
infusion
#2)
CARBOPLATI
N (3489
SOLUTION
FOR
INJECTION
STUDY)

Platelet count decreased

[Platelet count decreased]

2.3

106 = 08 * 23 p
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#1) MK-3475
CMUH103- 1706CHNO [follow up|(pembrolizumab| Bilateral lung pneumonia
66. 2017/6/6 1231 A
REC1-123 03986 10 ) Solution for [Pneumonia]
injection,
#1)
PACLITAXEL
(3475 Infectious shock [Septic
SOLUTION shock]
FOR Respiratory failure
INJECTION [Respiratory failure]
STUDY) Anorexia [Decreased
CMUH103- 1704CHNO [follow up (paclitaxe) appetite]
67. 2017/4/18 Intravenous Vomit [Vomiting] 13| A
REC1-123 13017 21
infusion, Nausea [Nausea]
#2) Intermittent diarrhea
CARBOPLATI [Diarrhoea]
N (3491 Level 4 myelosuppression
SOLUTION [Bone marrow failure]
FOR Pneumonia [Pneumonia]
INJECTION
STUDY)

106 = 08 * 23 p
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68.

CMUH103-
REC1-123

2017/3/6

1704CHNO
13063

follow up
12

#1)
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed)
Intravenous
infusion
#2)
CARBOPLATI
N (3492
SOLUTION
FOR
INJECTION
STUDY)

Anemia [Anaemia]

2.3

69.

CMUH103-
REC1-123

2017/3/21

1703BRA0
11508

follow up
06

#1)
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion,
#2)
CARBOPLATI
N (3493
SOLUTION
FOR
INJECTION
STUDY)

Febrile neutropenia

[Febrile neutropenia]

2.3

106 = 08 * 23 p
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#1)
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION ) )
Worsening of anemia
STUDY) )
] [Anaemia]
(paclitaxel)
CMUH103- 1701CHNO |follow up Platelet count decreased
70. 2017/1/12 Intravenous 23| A
REC1-123 11993 26 o [Platelet count decreased]
infusion,
Platelet count decreased
#2)
[Platelet count decreased]
CARBOPLATI
N (3494
SOLUTION
FOR
INJECTION
STUDY)
LSKBP-17-
CMUH105- - o
71. 2017/6/29 [ KOR-0003 | Initial Apatinib Subdural hemorrhage |death| A
REC1-156 A

106 = 08 * 23 p
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MK-3475
(pembrolizumab
) Solution for
injection,
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
CMUH104- 1605THAOQ Sepsis with septic arthritis
REC1-039 201615122 10986 FUL - |STUDY).S-FLU [Arthritis bacterial] 231 A
OROURACIL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(5-Fluorouracil)
Intravenous

infusion
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Y 4
:‘i Kemu|Ea ”";;f ﬂ';“?‘ v 3 ag e SO
MK-3475
(pembrolizumab
) Solution for
injection,
CARBOPLATI
N (3475 pulmonary fibrosis
SOLUTION [Pulmonary fibrosis]
FOR septicemia [Sepsis]
INJECTION Anemia [Anaemia]
73. CMURL0- 2016/5/1 1005BRAO FU18 [STUDY),5-FLU asthenia [Asthenia] 23| A
REC1-039 07069
OROURACIL Back pain per to bone
(3475 lesion [Bone lesion]
SOLUTION | Spinal cord compression
FOR [Spinal cord compression]
INJECTION
STUDY)
(5-Fluorouracil)
Intravenous
infusion
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CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
CARBOPLATI
N (3475
CMUH104- 16111SR00 SOLUTION osteomyelitis (bone
74, 2016/11/11 FU22 ] ) - 1,3
REC1-039 7474 FOR infection) [Osteomyelitis]
INJECTION
STUDY),5-FLU
OROURACIL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(5-Fluorouracil)
Intravenous
infusion
CMUH-103- 2016SE806 PNEUMONITIS;
75. 2016/6/14 FU11 MEDI4736 123
REC1-110 17 RESPIRATORY FAILURE
CMUH-103- 2016SE806 PNEUMONITIS,
76. 2016/6/14 FU13 MEDI4736 123
REC1-110 17 RESPIRATORY FAILURE
16P-163-16
CMUH105- - -
77. 2016/7/5 |85531-00(3| Initial ABT494 Cellulitis 3
REC1-043
.0)
16P-163-17
CMUH105- » ]
78. 2016/10/19 | 71281-00(1 | Initial ABT494 Urosepsis 3
REC1-043 0

106 = 08 * 23 p
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16P-221-18
CMUH105-
79. 2016/12/19 |20453-00(0 ABT494 Dermatitis atopic
REC1-043
.0)
16P-221-18
CMUH105- .. .
80. 2016/12/19 |120453-00(3 ABT494 Dermatitis atopic
REC1-043
.0)
16P-221-18
CMUH105- .. .
81. 2016/12/19 |20453-00(4 ABT494 Dermatitis atopic
REC1-043
.0)
16P-163-17
CMUH105- .
82. 2016/10/19 | 71281-00(7 ABT494 Urosepsis
REC1-043
.0)
Aspartate aminotransferase
17P-251-18
CMUH105- increased
83. 2017/1/26 |69589-00(0 ABT494
REC1-043 0 Alanine aminotransferase
' increased
17P-076-18
CMUH105- Fluid loss
84. 2017/2/19 |81635-00(0 ABT494 )
REC1-043 Diarrhoea
.0)
17P-107-18
CMUH105-
85. 2017/2/9 190425-00(0 ABT494 Skin infection
REC1-043
.0)
17P-076-18 Gastroenteritis
CMUH105- .
86. 2017/2/19 |81635-00(1 ABT494 Fluid loss
REC1-043
.0) Diarrhoea

106 = 08 * 23 p
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Thrombocytopenia
[Thrombocytopenia]
Acute left ventricular
failure [Acute left
ventricular failure]
#1) MK-3475 ]
) Severe pneumonia
CMUH103- 1707CHNO (pembrolizumab )
87. 2017/7/11 FO6 _ [Pneumonia] 23 | A
REC1-123 01955 ) Solution for ] ]
S ALT increased [Alanine
injection, ]
aminotransferase
increased]
AST increased [Aspartate
aminotransferase
increased]
#1)
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel) ) ]
CMUH103- 1703BRA0 Febrile neutropenia
88. 2017/3/21 FO7 Intravenous _ _ 23 | A
REC1-123 11508 o [Febrile neutropenia]
infusion,
#2)
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
106 = 08 * 23 p % 60 F % 80 |
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Thrombocytopenia
[Thrombocytopenia]
Acute left ventricular
failure [Acute left
ventricular failure]
#1) MK-3475 ]
) Severe pneumonia
CMUH103- 1707CHNO (pembrolizumab )
89. 2017/7/11 FO7 _ [Pneumonia] 23 | A
REC1-123 01955 ) Solution for
L ALT increased [Alanine
injection, ]
aminotransferase
increased]
AST increased [Aspartate
aminotransferase
increased]
#1)
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
CMUH103- 1707CHNO STUDY) Septic shock [Septic
90. 2017/7/11 FO3 123 A
REC1-123 01403 #2) shock]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
106 = 08 * 23 p % 61 F % 80 |
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91.

CMUH103-
REC1-123

2017/7/8

1707CHNO
01583

FO6

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

Platelet count decreased

[Platelet count decreased]

2.3

92.

CMUH103-
REC1-123

2017/3/21

1703BRA0
11508

F08

#1)
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion,
#2)
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)

Febrile neutropenia

[Febrile neutropenia]

2.3

106 = 08 * 23 p
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#) MK-3475
(pembrolizumab
)
#2 )YCARBOPL
ATIN (3475
93, CMUH104- 2016/7/18 1607USAOQ Fg Solution for Bronchial infection 13| A
REC1-039 09173 injection study) [Bronchitis]
#3)
5-FLUOROUR
ACIL (3475
Solution for
injection study)
#1) MK-3475
(pembrolizumab
) Laryngeal edema
#2) [Laryngeal oedema]
CISPLATIN [Pneumonitis [Pneumonitis]
(3475 Solution Febrile neutronenia
94, CMURL04- 2016/7/11 1007USAD F20 for injection [Febrile neutropenia] 23| A
REC1-039 05704
study) Oral mucositis [Stomatitis]
#3) Decreased
5-FLUOROUR | platelet/thrombocytopenia
ACIL (3475 [Thrombocytopenia]
Solution for
injection study)
106 & 08 * 23 p ¥ 63 F - 80 F
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#1) MK-3475
(pembrolizumab
) Lo
Pulmonary fibrosis
#2) L
[Pulmonary fibrosis]
CARBOPLATI o )
Septicemia [Sepsis]
N (3475 ) )
CMUH104- 1605BRA0 ] Anemia [Anaemia]
95. 2016/5/10 F19 Solution for ) 23| A
REC1-039 07069 S Back pain per to bone
injection study) ) )
4) lesion [Bone lesion]
Spinal cord compression
5-FLUOROUR ) )
[Spinal cord compression]
ACIL (3475
solution for
injection study)
SEPTIC
SHOCK( (follow-up report
CMUH103- follow up )
96. 2015/3/19 | 1554558 Atezolizumab that no longer meets 23| A
REC1-004 2
criteria for expedited safety
reporting)
ACUTE RESPIRATORY
FAILURE (follow-up
CMUH103- follow up )
97. 2014/8/29 | 1457816 Atezolizumab |report that no longer meets| 2,3 [ A
REC1-004 3 o _
criteria for expedited safety
reporting)
FATAL ACUTE
RESPIRATORY
CMUH103- follow ] FAILURE (follow-up
98. 2015/3/19 | 1554558 Atezolizumab 134 A
REC1-004 up 3 report that no longer meets
criteria for expedited safety
reporting)
ANAPHYLACTOID
REACTION (follow-up
CMUH103- follow up )
99. 2014/8/29 | 1457816 Atezolizumab |report that no longer meets|2,3,4| A
REC1-004 4 I .
criteria for expedited safety
reporting)
106 # 08 * 23 p % 64 F % 80 |
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FATAL
HEMOPTYSIS(follow-up
100 CMURIOS- 2014/11/14 | 1492462 follow up Atezolizumab |report that no longer meets| 1,3 | A
REC1-004 1
criteria for expedited safety
reporting)
#1)
PEMETREXED
(3475
SOLUTION
FOR
INJECTION upper digestive tract
CMUH103- 1707COLO |follow up STUDY) hemorrhage [Upper
101 2017/6/21 2.3 A
REC1-123 01000 02 #2) gastrointestinal
CARBOPLATI haemorrhage]
N (3475
SOLUTION
FOR
INJECTION
STUDY)

106 = 08 * 23 p
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Thrombocytopenia
[Thrombocytopenia]
Acute left ventricular
failure [Acute left
ventricular failure]
Severe pneumonia
[Pneumonia]
ALT increased [Alanine
#1) MK-3475 ]
_ aminotransferase
CMUH103- 1707CHNO |follow up | (pembrolizumab .
102 2017/7/11 _ increased] 23 | A
REC1-123 01955 08 ) Solution for ]
o AST increased [Aspartate
injection, ]
aminotransferase
increased]
lower gastrointestinal
bleeding [Lower
gastrointestinal
haemorrhage]
Thrombocytopenia
[Thrombocytopenia]
#1)
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION )
Neutrophil count decreased
CMUH103- 1705TURO |follow up STUDY) )
103 2017/3/23 [Neutrophil count 2 A
REC1-123 05646 06 #2)
decreased]
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)

106 = 08 * 23 p
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104

CMUH103-
REC1-123

2017/1/5

1701BRA0O
04273

follow up
14

#1) MK-3475
(pembrolizumab
) Solution for

injection

Acute kidney failure

[Acute kidney injury]

2.3

105

CMUH103-
REC1-123

2017/3/6

1704CHNO
13063

follow up
13

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

Anemia [Anaemia]

2.3

106

CMUH103-
REC1-123

2017/1/12

1701CHNO
11993

follow up
27

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

Worsening of anemia

[Anaemia]

platelet count decreased
[Platelet count decreased]
platelet count decreased

[Platelet count decreased]

2.3

106 = 08 * 23 p
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#1)
PACLITAXEL
(3475
SOLUTION
FOR Worsening of anemia
INJECTION [Anaemia]
107 CMUH103- S017/1/12 1701CHNO [follow up STUDY) platelet count decreased 23| A
REC1-123 11993 28 #2) [Platelet count decreased]
CARBOPLATI | platelet count decreased
N (3475 [Platelet count decreased]
SOLUTION
FOR
INJECTION
STUDY)
Thrombocytopenia
[Thrombocytopenia]
Acute left ventricular
failure [Acute left
ventricular failure]
Severe pneumonia
[Pneumonia]
#1) MK-3475 ALT increased [Alanine
) aminotransferase
108 CMUH103- 2017711 1707CHNO [follow up|(pembrolizumab increased] ’3 A
REC1-123 01955 09 ) Solution for
S AST increased [Aspartate
njection. aminotransferase
increased]
lower gastrointestinal
bleeding [Lower
gastrointestinal
haemorrhage]
Thrombocytopenia
[Thrombocytopenia]
% 68 F > x 80 F



PRFFAETERRFRALRE
-~ FRAERFLEGEE

R

%

LAl RN

§
$(+ 3R)

¢ 0%

L P

R e
2 5o

SIS )
&

3

= 2
Pt 5 o

*AFE R

i
4o

109

CMUH103-
REC1-123

2017/7/8

1707CHNO
01583

follow up
07

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

platelet count decreased

[Platelet count decreased]

2.3

110

CMUH103-
REC1-123

2017/7/8

1707CHNO
01583

follow
up08

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

platelet count decreased

[Platelet count decreased]

2.3

106 = 08 * 23 p




PRFFAETERRFRALRE
-~ FRAERFLEGEE

4R
e

%

FF-FELR ¢
$(+ 3R)

¢ 0%

L P

R e
2 5o

SIS )
&

=

= 2
Pt 5 o

*AFE R

£

111

CMUH103-
REC1-123

2017/7/11

1707CHNO
01955

follow
upl0

#1) MK-3475
(pembrolizumab
) Solution for

injection,

Thrombocytopenia
[Thrombocytopenia]
Acute left ventricular

failure [Acute left

ventricular failure]

Severe pneumonia

[Pneumonia]

ALT increased [Alanine
aminotransferase
increased]

AST increased [Aspartate
aminotransferase
increased]
lower gastrointestinal
bleeding [Lower
gastrointestinal
haemorrhage]
Thrombocytopenia

[Thrombocytopenia]

2.3

112

CMUH103-
REC1-123

2017/1/5

1701BRA0
04273

follow up
15

#1) MK-3475
(pembrolizumab
) Solution for

injection,

Acute kidney failure

[Acute kidney injury]

2.3

113

CMUH104-
REC1-015

2017/2/23

201708513
7

follow up
2

Palbociclib

Investigation other
pancytopenia grade 2, fatal
neoplasm

progression,platelet count

decreased

106 = 08 * 23 p
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#1) MK-3475
(pembrolizumab
) Solution for
injection
#2)
CISPLATIN
(3475
SOLUTION
114 CMUH104- 2016/4/3 16041SR0O0 | Follow FOR Allergic Reaction 23| A
REC1-039 2411 up 04 INJECTION [Hypersensitivity]
STUDY)
#3)
5-FLUOROUR
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY)
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#1) MK-3475
(pembrolizumab
) Solution for
injection,
#2)
CISPLATIN
(3475
SOLUTION
115 CMUH104- 2016/2/2 1602BRA0| Follow FOR Febrile neutropenia 23| A
REC1-039 03029 up 10 INJECTION [Febrile neutropenia]
STUDY)
#3)
5-FLUOROUR
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY)
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#1) MK-3475
(pembrolizumab
) Solution for
injection,
#2)
CARBOPLATI
N (3475
SOLUTION
116] MU po16ir2a | OOPERAC| Follow FOR Sepsis [Sepsis] 23 | A
REC1-039 15042 up 12 INJECTION
STUDY)
#3)
5-FLUOROUR
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY)
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CMUH104-
REC1-039

2017/7/4

1707HUNO
12595

Initial

#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)

Unknown cause of death

[Death]

118

CMUH106-
REC1-002

2017/07/05

SYM-2017-
000006

Initial

SYMO15

Diarrhea

3.hos
pitali
zation
initial
or
prolo

nged
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hospit
alizati
17P-153-20 on
CMUH105- ABT-494
119 2017/7/9 |33517-00(0| initial o Pneumonia bacterial ~ [initial| A
REC1-043 (Upadacitinib)
.0) or
prolo
nged
17P-153-20 o ]
CMUH105- follow up ABT-494 Pneumocystis jiroveci
120 2017/7/9 |33517-00(2 o i death| A
REC1-043 0 1 (Upadacitinib) pneumonia
#1) MK-3475 ] ]
CMUH103- 1706CHNO follo wup ) bilateral lung pneumonia
121 2017/6/6 (pembrolizumab ] 1.23] A
REC1-123 03986 11 | [Pneumonia]
#1)
PACLITAXEL Suspected pulmonary
CMUH103- 1611CHNO [follo wup )
122 2016/10/30 #2) embolism [Pulmonary [1.2.3| A
REC1-123 00232 13
CARBOPLATI embolism]
N
106 # 08 * 23 p ¥ 75 F % 80 F
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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 (follo wup _ ]
123 2017/7/11 (pembrolizumab bleeding [Lower 23 | A
REC1-123 01955 12 ] ]
) gastrointestinal
haemorrhage]
ALT increased [Alanine
aminotransferase
increased]
AST increased [Aspartate
aminotransferase
increased]
Thrombocytopenia
[Thrombocytopenia]
#1)
PACLITAXEL ) ]
CMUH103- 1707CHNO [follo wup Septic shock [Septic
124 2017/7/11 #2) 1.23] A
REC1-123 01403 04 shock]
CARBOPLATI
N
#1)
CARBOPLATI
CMUH103- 1707CHNO [follo wup unknown cause of death
125 2017/2/15 N 1 A
REC1-123 00355 02 [Death]
#2)
PACLITAXEL
106 = 08 * 23 p % 76 F % 80 |
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#1)
PEMETREXED
CMUH103- 1707CHNO |follo wup platelet count decreased
126 2017/7/8 #2) 23 [ A
REC1-123 01583 09 [Platelet count decreased]
CARBOPLATI
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 follo wup ) .
127 2017/7/11 (pembrolizumab bleeding [Lower 23| A
REC1-123 01955 13 ) )
) gastrointestinal
haemorrhage]
ALT increased [Alanine
aminotransferase
increased]
AST increased [Aspartate
aminotransferase
increased]
Thrombocytopenia
[Thrombocytopenia]
#1) platelet count decreased
CARBOPLATI | [Platelet count decreased]
CMUH103- 1612CHNO (follo wup )
128 2016/12/22 N Neutrophil count decreased| 2.3 | A
REC1-123 13228 18 )
#2) [Neutrophil count
PEMETREXED decreased]

106 = 08 * 23 p
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infectious shock [Septic
shock]
respiratory failure
[Respiratory failure]
#1) anorexia [Decreased
PACLITAXEL appetite]
CMUH103- 1704CHNO (follo wup ] N
129 2017/4/18 #2) vomit [Vomiting] 13| A
REC1-123 13017 23
CARBOPLATI nausea [Nausea]
N Intermittent diarrhea
[Diarrhoea]
level 4 myelosuppression
[Bone marrow failure]
pneumonia [Pneumonia]
Worsening of anemia
#1) )
[Anaemia]
PACLITAXEL
CMUH103- 1701CHNO |follo wup platelet count decreased
130 2017/1/12 #2) 23 [ A
REC1-123 11993 31 [Platelet count decreased]
CARBOPLATI
N platelet count decreased
[Platelet count decreased]
Febrile neutropenia
#1) ) )
[Febrile neutropenia]
PEMETREXED _ _
CMUH103- 1702BRAO [follo wup sepsis [Sepsis]
131 2017/1/31 #2) ) ) 23 [ A
REC1-123 02534 20 sepsis [Sepsis]
CARBOPLATI o
N Esophageal moniliasis
[Oesophageal candidiasis]
(k] FRPE -
4
7 2
273 k¢ S FHPE
(2]
. CMUH % gi o o EREREF LT 2 B %iﬁﬁ?&%@.%' o
+ o
104-REC1-066 BHE MAFLZEX ;ik.—*ﬁ TR - Wi p 74; ’%-Q H
fa iﬂfﬂ—?’ é?“‘ ’i‘d’
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2. CMUH104-REC1-078 | & I | *xz &4 Z 4 Rostafuroxin
*% pM4p2 WY 105& 12 % 13 p 1 106 # 06 * 12 p

[ =48 % >+48 £ JAvillion 33364 DSUR dated 06May2017
*3 % # 4 4L ¢ Bosutinib

* pMPFLHPF 1052038 13 p 32 106 & 03¢ 12 p
3. | CMUH103-REC1-080

W
11_
t

5 7 iz )
*ux x/p # © AV001_DSUR_Cover
letter_Taiwan_10May2017

[ 49 il ooz )

*iZ 30 p #p 12017 # 07 * 03 p A4091058 Protocol
Administrative

Clarification Letter NSAID Cohort

*iZ30p #p 02017 # 07 * 11 p A4091058 Protocol

4. | CMUH105-REC1-010 | % % m

Administrative Clarification Letter_abstinence

LNETE T |
*Z a3 p ¥ ¢ ACE-536-B-THAL-001, NOTE TO FILE,

5. CMUH105-REC1-001 | # & /,9]‘ . o
17Jul2017 - Correction of typos identified in the Protocol

Amendment 1, 21 Apr 2017

[{rTa8r 2p]
*5% A @ Varenicline_March 2017
6. | CMUH102-REC1-076 | k==& | *p # 2017 & 3 *
[ 59 wid 5oz a]

*iZdop #p 12017 & 06 ¥ 28 p

CEEE AEED
7. | DMR101-IRB-1-177 | £L 5 | =4 : 41
*p #p 12017 & 06 * 29 p

( f; ¢ tu}iﬁ_\."fg :l)]
8. | CMUH103-REC1-004 1k
% JFF:) *=Z & p #p 12017 &£ 04 % 05 p,2017 = 05 % 30 F

9. | DMR101-IRB1-217 TR | [fx25%24%4]

(e % 244 ]
10. | CMUH104-REC1-015 | %] 2 4F | *325% %4 4 : Palbociclib
*F rPFLHF L0610 10p X 106 EF 7 9p

(%% %42 # 3 JCNTO136ARA3003 52-Week Clinical

11. | DMR101-IRB1-215 i
Study Report, Date : 30 June 2016

106 = 08 * 23 p e

\l
©
=
S
©
o
=




TRFEAREHRFRIIRELAE Y- FELR ¢
“PFAERFARG R R RK)

+ ¥ ,
2 e S ERR G

[z#px 212 ]
12. | CMUH104-REC1-080 | R fGt5 | *w#mk %4 4L * LY2835219 (abemaciclib)
*E pMIF2L MR 105+ 107 15p 3 106 & 04 7 14 p

(EE IR YR
13. | CMUH103-REC1-063 | ¥t & = | *3#z % 1+ 4 : Olaparib (AZD2281, KU-0059436)
*% pM4FL WA 1 1054# 127 16p 51 1064# 6 157

(k] FRPH -

R Ry EAER (%)

Apd > RERH (%)
FRF - dcg (@ 254)

106 = 08 * 23 p % 80 F -2

|+
(o)
o
b




