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CMUH104-
REC1-106

2016/2/16

5142016US
000090

follow up
1

514G3

multifocal cerebral

vascular accident

[Cerebrovascular accident]

CMUH103-
REC1-123

2017/1/31

1702CHNO
08106

initial

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

Bone marrow hypocellular

[Bone marrow failure]

CMUH103-
REC1-123

2017/1/24

1701CHNO
11993

follow up
4

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

platelet count decreased

[Platelet count decreased]

2.3
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B X 2 PAR (R L
A€ S| F 4 P Vo E Ay A Eas
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MK-3475
CMUH103- 1702PEROO| (pembrolizumab
4, 1905/7/9 initial death [Death] 1 A
REC1-123 8171 ) Solution for
injection
PEMETREXED
(3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed) ] ]
Febrile neutropenia
Intravenous ) .
) ) [Febrile neutropenia]
CMUH103- 1702BRAO |follow up infusion ] ]
5. 2017/1/31 sepsis [Sepsis] 23| A
REC1-123 02534 2 CARBOPLATI ]
pulmonary sepsis grade 4
N (3475 fPul .
ulmonary sepsis
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
Intravenous
Injection
Sepsis [Sepsis]
Respiratory failure
MK-3475 ) )
) [Respiratory failure]
CMUH103- | 2015/10/1 [ 1510BRAO [follow up|(pembrolizumab N N
6. _ Pneumonitis [Pneumonitis]|{ 1.2.3| A
REC1-123 0 07228 19 ) Solution for ) _
S Pneumonia [Pneumonia]
injection .
pulmonary embolism
[Pulmonary embolism]
106 = 04 * 05 p % 20 F > x 109 F
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CMUH103-
REC1-123

2017/1/31

1702CHNO
08106

follow up
2

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

Bone marrow hypocellular

[Bone marrow failure]

CMUH103-
REC1-123

2016/12/2
2

1612CHNO
13228

follow up
9

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

platelet count decreased
[Platelet count decreased]
Neutrophil count decreased

[Neutrophil count

decreased]

2.3
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CMUH103-
REC1-123

2017/1/24

1701CHNO
11993

follow up
5

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

platelet count decreased

[Platelet count decreased]

2.3

10.

CMUH103-
REC1-123

2016/12/2
2

1612CHNO
13228

follow up
10

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

platelet count decreased
[Platelet count decreased]
Neutrophil count decreased

[Neutrophil count

decreased]

2.3

106 = 04 * 05 p




PRFRAETERRFRALRE
N R X EE X

E
£ &

EF-354R ¢

(F %)

¢

L P

R e
2 5o

SIS )
&

i
4o

11.

CMUH103-
REC1-123

2016/12/1
2

1612CHNO
07819

follow up
10

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

ketoacidosis [Ketoacidosis]

pneumonitis [Pneumonitis]

1.3

12.

CMUH103-
REC1-123

2016/12/2
2

1612CHNO
13228

follow up
11

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

platelet count decreased
[Platelet count decreased]
Neutrophil count decreased

[Neutrophil count

decreased]

2.3
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E L | AP Vit Ex *ORE K S Sy
3 g o |% 2 B 3 5 5] FE K v = e
VINFLUNINE
(3475
SOLUTION ) ) )
febrile neutropenia [Febrile
FOR )
CMUH103- 1508FRA4 [follow up neutropenia]
13. 2015/7/25 INJECTION ) ] 23 [ A
REC1-135 970 4 Intestinal Occlusion
STUDY) ) )
[Intestinal obstruction]
(Vinflunine)
Intravenous
infusion
DOCETAXEL
(3475
SOLUTION
FOR neutropenia [Neutropenia]
CMUH103- 1510USA0
14, 2015/10/6 initial INJECTION |dehydration [Dehydration] | 2.3 | A
REC1-135 06408 ) )
STUDY) dehydration [Dehydration]
(Docetaxel)
Solution for
injection
exacerbations of chronic
kidney injury [Renal
injury]
MK-3475 Malignant neoplasm
CMUH103- 1510NLDO [follow up|(pembrolizumab| progression [Malignant
15. 2015/9/26 _ _ 13| A
REC1-135 00658 20 ) Solution for neoplasm progression]
injection exacerbation of chronic
kidney injury [Renal
injury]
dyspnea [Dyspnoea]
106 & 04 * 05 p % 24 F > % 109 F
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B X 2 PAR (R L
E L | AP Vit Ex *ORE K S Sy
3 g o |% 2 B 3 5 5] FE K v = e
DOCETAXEL
(3475
SOLUTION
FOR neutropenia [Neutropenia]
CMUH103- 1510USAO |follow up ] ]
16. 2015/10/6 INJECTION |dehydration [Dehydration] | 2.3 | A
REC1-135 06408 1 ] ]
STUDY) dehydration [Dehydration]
(Docetaxel)
Solution for
injection
VINFLUNINE Febrile neutropenia
(3475 [Febrile neutropenia]
SOLUTION leus [lleus]
FOR infusion site reaction in the
CMUH103- 1504HUNO |follow up )
17. 2015/4/8 INJECTION | left lower arm [Infusion | 2.3 | A
REC1-135 18132 3
STUDY) site reaction]
(Vinflunine) Infusion site reaction
Intravenous hyperemia [Infusion site
infusion erythema]
VINFLUNINE
(3475
SOLUTION ) ]
FOR posterior reversible
CMUH103- | 2015/10/2 | 1510FRAOQ |follow up encephalopathy syndrome
18. INJECTION 23 [ A
REC1-135 1 11112 1 [Posterior reversible
STUDY) halonath ’ :
encephalopathy syndrome
(Vinflunine)
Intravenous
infusion

106 = 04 * 05 p
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~FRAERFEXF R ERC PR
B X 2 PAR (R L
E L | AP Vit Ex *ORE X3
3 g o |% 2 B 3 5 5] FE K v = e
VINFLUNINE | Other Serious Criteria:
(3475 Medically Significant
SOLUTION unknown cause of death
FOR [Death]
CMUH103- 1507DNKO |follow up
19. 2015/7/15 INJECTION urinary tract infection 1 A
REC1-135 11544 2
STUDY) [Urinary tract infection]
(Vinflunine) Decreased neutrophile
Intravenous count [Neutrophil count
infusion decreased]
VINFLUNINE
(3475
SOLUTION
FOR
CMUH103- 1601FRAQ [follow up . .
20. 2015/10/3 INJECTION |septic shock [Septic shock]|1.2.3| A
REC1-135 08273 3
STUDY)
(Vinflunine)
Intravenous
infusion
MK-3475
CMUH103- 1503CHLO |follow up|(pembrolizumab| urinary tract obstruction
21. 2015/3/9 _ _ ) 123 A
REC1-135 10123 16 ) Solution for | [Urinary tract obstruction]
injection
106 # 04 » 05 p % 26 F % 109 F
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PACLITAXEL
(3475
SOLUTION
FOR neumonia [Pneumonia]
INJECTION | Encephalocranial trauma
STUDY) [Craniocerebral injury]
CMUH103- 1506CHLO| = (paclitaxel) Malignant neoplasm
22. 2015/6/25 initial 123 A
REC1-135 14230 Intravenous progression [Malignant
infusion neoplasm progression]
ZOLPIDEM uremic syndrome
TARTRATE [Azotaemia]
(zolpidem
tartrate) Tablet,
5mg
DOCETAXEL
(3475
SOLUTION
FOR neutropenia [Neutropenia]
CMUH103- 1510USAO |follow up ) )
23. 2015/10/6 INJECTION |dehydration [Dehydration] | 2.3
REC1-135 06408 2 ) )
STUDY) dehydration [Dehydration]
(Docetaxel)
Solution for
injection
VINFLUNINE
(3475 ) ]
neutropenia [Neutropenia]
SOLUTION ]
FOR thrombocytopenia
CMUH103- | 2015/10/2 [1510POL01|follow up [Thrombocytopenia]
24. INJECTION 23 | A
REC1-135 0 1041 1 anemia [Anaemia]
STUDY)
_ _ mucositis [Mucosal
(Vinflunine)
inflammation]
Intravenous
infusion

106 = 04 * 05 p
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VINFLUNINE
(3475 ) ]
neutropenia [Neutropenia]
SOLUTION ]
FOR thrombocytopenia
CMUH103- | 2015/10/2 [1510POL01|follow up [Thrombocytopenia]
25. INJECTION ) ) 23 [ A
REC1-135 0 1041 2 anemia [Anaemia]
STUDY) N
mucositis [Mucosal
(Vinflunine) . .
inflammation]
Intravenous
infusion
CAPECITABIN
E (3475
SOLUTION
2% CMUH104- | 2016/10/1 | 1610USAO |follow up FOR cardiac tamponade 23| A
| REC1-118 8 12420 7 INJECTION [Cardiac tamponade] '
STUDY)
(capecitabine)
Tablet
Hemorrhagic Pleuritis
[Pleurisy]
Systemic Candida
CAPECITABIN
Infection [Systemic
E (3475
candida]
SOLUTION
Trombocytopenia
CMUH104- 1611NLDO [follow up FOR )
27. 2016/11/7 [Thrombocytopenia] |1.2.3| A
REC1-118 03722 9 INJECTION
Neutropenia [Neutropenia]
STUDY)
o Mucositis [Mucosal
(capecitabine) ) )
inflammation]
Tablet ) .
carcinomatous mastitis
[Inflammatory carcinoma
of the breast]
106 # 04 » 05 p % 28 F % 109 F
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MK-3475
(pembrolizumab
CMUH104- 1701YHAO ) Unknown cause of death
28. 2017/1/16 Initial | CARBOPLATI 1| A
REC1-039 11312 N [Death]
5-FLUOROUR
ACIL
Platelet count decreased
[Platelet count decreased]
MK-3475 ) )
) Multiple organ dysfunction
(pembrolizumab ]
[Multiple organ
) CISPLATIN _
CMUH104- 1602BRAO [follow up dysfunction syndrome]
29. 2016/2/10 CARBOPLATI _ _ 1.3 A
REC1-039 06458 10 N Anemia [Anaemia]
Acute renal failure [Acute
5-FLUOROUR ) o
kidney injury]
ACIL
Acute renal failure [Acute
kidney injury]
CMUH104- | 2015/11/1 | 1511USA0 N anaphylaxis [Anaphylactic
30. Initial | CETUXIMAB 2 A
REC1-039 7 10081 reaction]
CETUXIMAB
CARBOPLATI ] ]
CMUH104- 1609AUSO |follow up Neutropenic sepsis
31, 2016/9/23 N S 13| A
REC1-039 12294 4 [Neutropenic sepsis]
5-FLUOROUR
ACIL
106 # 04 » 05 p % 29 F > % 109 F
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CMUH104-
REC1-039

2016/5/1

1605BRA0
07069

9

follow up

MK-3475

)
CARBOPLATI

N
5-FLUOROUR
ACIL

(pembrolizumab

Other Serious Criteria:
Medically Significant
pulmonary fibrosis
[Pulmonary fibrosis]
septicemia [Sepsis]
Anemia [Anaemia]
asthenia [Asthenia]
Back pain [Back pain]
Symptomatic
hypothyroidism
[Hypothyroidism]
Constipation
[Constipation]
Tumor bleeding [Tumour
haemorrhage]
Spinal cord compression

[Spinal cord compression]

2.3

33.

CMUH104-
REC1-039

2016/12/3
1

1701USAO
04870

2

follow up

MK-3475
(PEMBROLIZU
MAB)

Other Serious Criteria:
Medically Significant
encephalitis [Encephalitis]
Hypercalcemia
[Hypercalcaemia]
Macrophage activation
syndrome [Histiocytosis

haematophagic]

2.3

34.

CMUH104-
REC1-039

2016/11/1
1

1611ISR00
7474

8

follow up

CETUXIMAB
CARBOPLATI
N
5-FLUOROUR
ACIL

infection) [Osteomyelitis]

Infection: other (epidural

osteomyelitis (bone

abscess) [Extradural

abscess]

1.2.3
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MK-3475
(pembrolizumab
CMUH104- 1608BRAO |follow up ) ] _
35. 2016/8/26 CARBOPLATI sepsis [Sepsis] 23 | A
REC1-039 15042 4 \
5-FLUOROUR
ACIL
MK-3475
(pembrolizumab
)
CMUH104- 1609USAO |follow up healthcare associated
36. 2016/9/5 CARBOPLATI _ _ 23 | A
REC1-039 04223 4 N pneumonia [Pneumonia]
5-FLUOROUR
ACIL
CETUXIMAB
CARBOPLATI ] )
CMUH104- 1609AUSO |follow up Neutropenic sepsis
37. 2016/9/23 N ) ] 13| A
REC1-039 12294 5 [Neutropenic sepsis]
5-FLUOROUR
ACIL
MK-3475
(pembrolizumab
)
CMUH104- | 2016/10/2 [ 1701THAO |follow up unknown cause of death
38. CARBOPLATI 1 A
REC1-039 1 11467 1 N [Death]
5-FLUOROUR
ACIL
1. DIFFUSE ALVEOLAR
GB-INJFO DAMAGE
CMUH102- follow up 1,2,3,
39. 2015/11/1 | C-2015102 IBRUTINIB 2. PULMONARY A
REC1-067 11 7
2917(11) INTERSTITIAL
FIBROSIS
106 # 04 » 05 p % 31 F % 109 F
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Hemorrhagic Pleuritis
[Pleurisy]
Systemic Candida
CAPECITABIN
Infection [Systemic
E (3475 )
candida]
SOLUTION ]
Trombocytopenia
CMUH104- 1611NLDO [follow up FOR ]
40. 2016/11/7 [Thrombocytopenia] |1.2.3| A
REC1-118 03722 10 INJECTION ) ]
Neutropenia [Neutropenia]
STUDY) N
o Mucositis [Mucosal
(capecitabine)
inflammation]
Tablet ] -
carcinomatous mastitis
[Inflammatory carcinoma
of the breast]
CMUH104- 201638180 = o
4]. 2016/8/8 initial Palbociclib Unknown cause of death | 1 A
REC1-015 8
CAPECITABIN
E (3475
SOLUTION ]
pancytopenia
CMUH104- 16121TAOQO [follow up FOR )
42. 2016/12/9 [Pancytopenia] 13| A
REC1-118 6627 4 INJECTION ] ]
sepsis [Sepsis]
STUDY)
(capecitabine)
Tablet
CAPECITABIN
E (3475
follow up[ SOLUTION
3 CMUH104- | 2016/10/1 [ 1610USA0 8 FOR cardiac tamponade 23| A
| REC1-118 8 12420 [(downgra| INJECTION [Cardiac tamponade] '
de) STUDY)
(capecitabine)
Tablet
106 # 04 » 05 p % 32 B> % 109
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44,

CMUH104-
REC1-118

2016/12/9

1612ITAQO
6627 5

follow up

CAPECITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(capecitabine)
Tablet

pancytopenia
[Pancytopenia]

sepsis [Sepsis]

1.3

45.
REC1-123

CMUH103-

2017/1/24

1701CHNO

11993 6

follow up

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

platelet count decreased

[Platelet count decreased]

2.3.
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PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
CMUH103- 1702CHNO |follow up Bone marrow hypocellular
46. 2017/1/31 Intravenous _ 2 | A
REC1-123 08106 3 o [Bone marrow failure]
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
Other Serious Criteria:
MK-3475
Medically Significant
CMUH103- 1701BRAO (follow up|(pembrolizumab
47. 2017/1/2 _ Upper vena cava syndrome| 1 A
REC1-123 05124 1 ) Solution for )
S [Superior vena cava
injection
syndrome]
PEMETREXED| pneumonia [Pneumonia]
(3475 Thrombocytopenia
SOLUTION [Thrombocytopenia]
FOR Anemia [Anaemia]
INJECTION gastrointestinal bleeding
STUDY) [Gastrointestinal
(pemetrexed) haemorrhage]
CMUH103- 1604TURO |follow up ) ]
48. 2016/3/31 Intravenous | Leukopenia [Leukopenia] |1.2.3[ A
REC1-123 02203 7 S ) ) )
infusion febril neutropenia [Febrile
CARBOPLATI neutropenia]
N (3475 hyperuricemia
SOLUTION [Hyperuricaemia]
FOR Elevated AST [Aspartate
INJECTION aminotransferase
STUDY) increased]
106 # 04 » 05 p % 34 F % 109 F




PRFEAETERRFIRAALRELAET-FELR ¢
~FRAERFEXF R ERC PR
B SIE S e B
E L | AP Vit Ex *ORE =R AT
3 g o |% 2 B 3 5 5] FE K v = e
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY) platelet count decreased
(Carboplatin) | [Platelet count decreased]
CMUH103- [ 2016/12/2 | 1612CHNO [follow up _
49. Intravenous  |Neutrophil count decreased| 2.3 | A
REC1-123 2 13228 12 o )
Injection [Neutrophil count
PEMETREXED decreased]
(3475
SOLUTION
FOR
INJECTION
STUDY)
Other Serious Criteria:
MK-3475
Medically Significant
CMUH103- 1701BRAO (follow up|(pembrolizumab
50. 2017/1/2 Upper vena cava syndrome| 1 A
REC1-123 05124 2 ) Solution for
S [Superior vena cava
injection
syndrome]
106 # 04 » 05 p % 35 F % 109 F
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pneumonia [Pneumonia]
PEMETREXED Thrombocytopenia
(3475 [Thrombocytopenia]
SOLUTION Anemia [Anaemia]
FOR gastrointestinal bleeding
INJECTION [Gastrointestinal
STUDY) haemorrhage]
(pemetrexed) | Leukopenia [Leukopenia]
CMUH103- 1604TURO |follow up ) ] ]
51. 2017/3/31 Intravenous | febril neutropenia [Febrile | 1.2.3[ A
REC1-123 02203 8 o ]
infusion neutropenia]
CARBOPLATI hyperuricemia
N (3475 [Hyperuricaemia]
SOLUTION | Elevated AST [Aspartate
FOR aminotransferase
INJECTION increased]
STUDY) blood bilirubin increase
[Blood bilirubin increased]
PEMETREXED
(3475
SOLUTION
FOR
INJECTION ]
Febrile neutropenia
STUDY) ) ]
[Febrile neutropenia]
(pemetrexed) ) ]
CMUH103- 1702BRAO (follow up sepsis [Sepsis]
52. 2017/1/31 Intravenous . _ A
REC1-123 02534 4 ) ) sepsis [Sepsis]
infusion o
Esophageal moniliasis
CARBOPLATI o
[Oesophageal candidiasis]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
106 # 04 » 05 p
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53.

CMUH103-
REC1-123

2016/12/2
3

1702ARGO
01875

follow up
1

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

dyspnoea [Dyspnoea]

54.

CMUH103-
REC1-123

2017/1/31

1702BRA0
02534

follow up
5

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

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

[Oesophageal candidiasis]

2.3

106 = 04 * 05 p
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CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY) platelet count decreased
CMUH103- | 2016/12/2 | 1612CHNo |follow up (Carboplatin) | [Platelet count decreased]
55. Intravenous  |Neutrophil count decreased| 2.3 | A
REC1-123 2 13228 13
Injection [Neutrophil count
PEMETREXED decreased]
(3475
SOLUTION
FOR
INJECTION
STUDY)
Adrenal insufficiency
MK-3475 [Adrenal insufficiency]
CMUH103- 1608JPNOO |follow up|(pembrolizumab| Interstitial pneumonia
56. 2016/7/30 _ N ) 23| A
REC1-123 1781 12 ) Solution for | [Interstitial lung disease]
injection Hypothyroidism
[Hypothyroidism]
Lung infection (klebsiella
pneumoniae) [Klebsiella
MK-3475 infection]
CMUH103- 1509TURQO |follow up|(pembrolizumab thrombocytopenia
57. 2015/8/31 _ ) 123 A
REC1-123 01265 18 ) Solution for [Thrombocytopenia]
injection Pneumonitis [Pneumonitis]
Pulmonary embolism
[Pulmonary embolism]
106 # 04 * 05 p % 38 F > £ 109 F
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58.

CMUH103-
REC1-123

2016/11/2
9

1612CHNO
07819

follow up
11

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

ketoacidosis [Ketoacidosis]
pneumonitis [Pneumonitis]
high blood glucose [Blood

glucose increased]

1.3

59.

CMUH103-
REC1-123

1905/7/9

1702PEROO
8171

follow up
1

MK-3475
(pembrolizumab
) Solution for

injection

death [Death]

60.

CMUH103-
REC1-123

2017/1/24

1701CHNO
11993

follow up
7

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

platelet count decreased

[Platelet count decreased]

2.3

106 = 04 * 05 p
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Adrenal insufficiency
MK-3475 [Adrenal insufficiency]
CMUH103- 1608JPNOO |follow up|(pembrolizumab| Interstitial pneumonia
61. 2016/7/30 _ N _ 23| A
REC1-123 1781 13 ) Solution for | [Interstitial lung disease]
injection Hypothyroidism
[Hypothyroidism]
pneumonia [Pneumonia]
PEMETREXED Thrombocytopenia
(3475 [Thrombocytopenia]
SOLUTION Anemia [Anaemia]
FOR gastrointestinal bleeding
INJECTION [Gastrointestinal
STUDY) haemorrhage]
(pemetrexed) | Leukopenia [Leukopenia]
CMUH103- 1604TURO |follow up ) ) )
62. 2016/3/31 Intravenous | febril neutropenia [Febrile | 1.2.3[ A
REC1-123 02203 9 o )
infusion neutropenia]
CARBOPLATI hyperuricemia
N (3475 [Hyperuricaemia]
SOLUTION Elevated AST [Aspartate
FOR aminotransferase
INJECTION increased]
STUDY) blood bilirubin increase
[Blood bilirubin increased]
17P-167-18 ABT-888
CMUH103- - ) Confusion
63. 2017/1/10(37406-00(0| Initial Carboplatin 3 A
REC1-155 Generally unwell
.0) Pemetrexed
LEFT BASAL GANGLIA
CMUH102- EC-2015-0 Sorafenib HEMORRHAGE; UPPER
64. 2015/3/31 FU ) 13| A
REC1-053 05677 Tosilate GASTROINTESTINAL
HEMORRHAGE
DEATH/PROGRESSIVE
CMUH102- EC-2016-0 Sorafenib )
65. 2016/7/27 FU ) DISEASE (Malignant 1 A
REC1-053 22628 Tosilate
neoplasm aggravated)
106 # 04 » 05 p % 40 7 > % 109
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66.

CMUH103-
REC1-123

2017/1/12

1701CHNO
11993

follow up
8

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

platelet count decreased
[Platelet count decreased]

Worsening of anemia

[Anaemia]

2.3

67.

CMUH103-
REC1-123

2017/1/23

1701TURO
11947

follow up
4

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

cortical infarct [Cerebral

infarction]

1.3

106 = 04 * 05 p
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Adrenal insufficiency
MK-3475 [Adrenal insufficiency]
CMUH103- 1608JPNOO |follow up|(pembrolizumab| Interstitial pneumonia
68. 2016/7/30 _ N ] A
REC1-123 1781 14 ) Solution for | [Interstitial lung disease]
injection Hypothyroidism
[Hypothyroidism]
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
CMUH103- 1702CHNO follow up Bone marrow hypocellular
69. 2017/1/31 Intravenous A
REC1-123 08106 4 o [Bone marrow failure]
infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
MK-3475
) Upper vena cava syndrome
CMUH103- 1701BRAO [follow up|(pembrolizumab )
70. 2017/1/2 _ [Superior vena cava A
REC1-123 05124 3 ) Solution for
S syndrome]
injection
106 = 04 * 05 p % 42 F > x 109 F
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PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY) o o
] ketoacidosis [Ketoacidosis]
(paclitaxel) . i
CMUH103- | 2016/11/2 [ 1612CHNO |follow up pneumonitis [Pneumonitis]
71. Intravenous | 13| A
REC1-123 9 07819 12 ] ] high blood glucose [Blood
infusion
glucose increased]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
PEMETREXED
(3475
SOLUTION
FOR
INJECTION | )
ulmonary sepsis
STUDY) P ysep ]
[Pulmonary sepsis]
(pemetrexed) ] ) )
CMUH103- 1608BRAO [follow up febrile neutropenia [Febrile
72. 2016/8/21 Intravenous 123 A
REC1-123 11687 4 o neutropenia]
infusion ) .
neutropenic colitis
CARBOPLATI ] N
[Neutropenic colitis]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
Autoimmune hepatitis
MK-3475 ) N
) [Autoimmune hepatitis]
CMUH103- |1 2016/12/3 [ 1701BRAO |follow up|(pembrolizumab
73. PERICARDIAL 23 | A
REC1-123 1 02647 1 ) Solution for
L TAMPONADE [Cardiac
injection
tamponade]
106 = 04 * 05 p % 43 F >+ 109 F
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PEMETREXED
(3475
SOLUTION
FOR dehydration [Dehydration]
INJECTION pulmonary embolism
STUDY) [Pulmonary embolism]
(pemetrexed) increased ALT [Alanine
CMUH103- 1607CANO [follow up
74. 2015/6/28 Intravenous aminotransferase 13| A
REC1-123 02349 2
infusion increased]
CARBOPLATI | increased AST [Aspartate
N (3475 aminotransferase
SOLUTION increased]
FOR
INJECTION
STUDY)
Adrenal insufficiency
MK-3475 [Adrenal insufficiency]
CMUH103- 1608JPNOO |follow up|(pembrolizumab| Interstitial pneumonia
75. 2016/7/30 _ N ) 23 | A
REC1-123 1781 15 ) Solution for | [Interstitial lung disease]
injection Hypothyroidism
[Hypothyroidism]
106 # 04 * 05 p ¥ 44 F > x 109 F
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PEMETREXED
(3475
SOLUTION
FOR
INJECTION ) )
Febrile neutropenia
STUDY) ) )
[Febrile neutropenia]
(pemetrexed) ) )
CMUH103- 1702BRAO (follow up sepsis [Sepsis]
76. 2017/1/31 Intravenous ] _ 23 | A
REC1-123 02534 6 ] ] sepsis [Sepsis]
infusion
Esophageal moniliasis
CARBOPLATI o
[Oesophageal candidiasis]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
MK-3475 ) o ]
) toxic hepatic disease with
CMUH103- | 2016/10/1 [1610POLO01|follow up|(pembrolizumab N N
77, _ acute hepatitis [Hepatitis | 2.3 | A
REC1-123 9 2201 9 ) Solution for ]
S toxic]
injection
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION Pulmonary fistula
STUDY) [Pulmonary fistula]
(paclitaxel) pulmonary sepsis
CMUH103- | 2016/10/1 | 1611BRAO |follow up )
78. Intravenous [Pulmonary sepsis] 1.23] A
REC1-123 9 00279 9 o ) i )
infusion respiratory infection
CARBOPLATI [Respiratory tract
N (3475 infection]
SOLUTION
FOR
INJECTION
STUDY)
106 # 04 » 05 p % 45 F > % 109 |
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PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY) ) )
] Worsening of anemia
(paclitaxel) )
CMUH103- 1701CHNO |follow up [Anaemia]
79. 2017/1/12 Intravenous 23| A
REC1-123 11993 9 o platelet count decreased
infusion
[Platelet count decreased]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
Adrenal insufficiency
MK-3475 [Adrenal insufficiency]
CMUH103- 1608JPNOO |follow up|(pembrolizumab| Interstitial pneumonia
80. 2016/7/30 _ N _ 23| A
REC1-123 1781 16 ) Solution for | [Interstitial lung disease]
injection Hypothyroidism
[Hypothyroidism]
Hemorrhagic Pleuritis
[Haemothorax]
Systemic Candida
CAPECITABIN
Infection [Systemic
E (3475
candida]
SOLUTION
Trombocytopenia
CMUH104- 1611NLDO [follow up FOR )
81. 2016/11/7 [Thrombocytopenia] |1.2.3| A
REC1-118 03722 11 INJECTION ) )
Neutropenia [Neutropenia]
STUDY)
o Mucositis [Mucosal
(capecitabine) ) )
inflammation]
Tablet ) .
carcinomatous mastitis
[Inflammatory carcinoma
of the breast]
106 & 04 * 05 p % 46 F >+ 109 F
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82.

CMUH104-
REC1-118

2016/12/9

1612ITAQO
6627 6

follow up

CAPECITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
(capecitabine)
Tablet

pancytopenia
[Pancytopenia]

sepsis [Sepsis]

1.3

83.
REC1-123

CMUH103-

2017/1/23

1947
de)

follow up
1701TUR1 5

(downgra

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

cortical infarct [Cerebral

infarction]

1.3
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PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY) ) )
] Worsening of anemia
(paclitaxel) )
CMUH103- 1701CHNO |follow up [Anaemia]
84. 2017/1/12 Intravenous 23| A
REC1-123 11993 10 o platelet count decreased
infusion
[Platelet count decreased]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
MK-3475 ) o ]
) toxic hepatic disease with
CMUH103- | 2016/10/1 [1610POLO01|follow up|(pembrolizumab N N
8b. ) acute hepatitis [Hepatitis | 2.3 | A
REC1-123 9 2201 10 ) Solution for )
S toxic]
injection
PEMETREXED
(3475
SOLUTION
FOR
INJECTION ) ]
Febrile neutropenia
STUDY) ) ]
[Febrile neutropenia]
(pemetrexed) ) ]
CMUH103- 1702BRAO (follow up sepsis [Sepsis]
86. 2017/1/31 Intravenous . _ 23 | A
REC1-123 02534 7 ) ) sepsis [Sepsis]
infusion o
Esophageal moniliasis
CARBOPLATI o
[Oesophageal candidiasis]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
106 = 04 * 05 p % 48 F > 109 F
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Adrenal insufficiency
MK-3475 [Adrenal insufficiency]
CMUH103- 1608JPNOO |follow up|(pembrolizumab| Interstitial pneumonia
87. 2016/7/30 ) » ] 23 | A
REC1-123 1781 17 ) Solution for | [Interstitial lung disease]
injection Hypothyroidism
[Hypothyroidism]
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION Pulmonary fistula
STUDY) [Pulmonary fistula]
(paclitaxel) pulmonary sepsis
88. CMUHL03- | 2016/10/1| 1611BRAC ffollow up Intravenous [Pulmonary sepsis] 1231 A
REC1-123 9 00279 10
infusion respiratory infection
CARBOPLATI [Respiratory tract
N (3475 infection]
SOLUTION
FOR
INJECTION
STUDY)
106 # 04 * 05 p % 49 F > x 109 F
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PEMETREXED
(3475
SOLUTION
FOR
INJECTION ) )
Febrile neutropenia
STUDY) ) )
[Febrile neutropenia]
(pemetrexed) ) )
CMUH103- 1702BRAO (follow up sepsis [Sepsis]
89. 2017/1/31 Intravenous ] _ 23 | A
REC1-123 02534 8 ] ] sepsis [Sepsis]
infusion
Esophageal moniliasis
CARBOPLATI
[Oesophageal candidiasis]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
MK-3475
) Upper vena cava syndrome
CMUH103- 1701BRAO [follow up|(pembrolizumab .
90. 2017/1/2 _ [Superior vena cava 1 A
REC1-123 05124 4 ) Solution for
S syndrome]
injection
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY) o o
) ketoacidosis [Ketoacidosis]
(paclitaxel) . .
CMUH103- | 2016/11/2 [ 1612CHNO |follow up pneumonitis [Pneumonitis]
91. Intravenous | 13| A
REC1-123 9 07819 13 o high blood glucose [Blood
infusion )
glucose increased]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
106 # 04 » 05 p % 50 F % 109 F
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PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY) ) )
] Worsening of anemia
(paclitaxel) )
CMUH103- 1701CHNO |follow up [Anaemia]
92. 2017/1/12 Intravenous 23| A
REC1-123 11993 11 o platelet count decreased
infusion
[Platelet count decreased]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
immune reaction [Immune
MK-3475
) system disorder]
CMUH104- | 2016/12/3 | 1701USAO [follow up|(pembrolizumab N N
93. _ encephalitis [Encephalitis] | 2,3 [ A
REC1-039 1 04870 7 ) Solution for )
S Hypercalcemia
injection
[Hypercalcaemia]
106 # 04 » 05 p % 51 F > x 109 F
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MK-3475
(pembrolizumab
) Solution for
injection,
CISPLATIN
(3475
SOLUTION
CMUH104- |1 2016/12/1 [1612JPNOO| FOR Interstitial Pneumonia
REC1-039 7 9584 nitial INJECTION | [Interstitial lung disease] LA
STUDY)
(cisplatin)
5-FLUOROUR
ACIL (3475
SOLUTIONFO
R INJECTION
STUDY)

106 = 04 * 05 p % 52 F > £ 109 ¥
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CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
CARBOPLATI
N (3475
SOLUTION bronchial infection
FOR [Bronchitis]
INJECTION Neutrophil Count 2,3 A
STUDY) Decreased [Neutrophil

CISPLATIN count decreased]
(3475
SOLUTION
FOR
INJECTION
STUDY)

CMUH104- | 2016/11/2 | 1611AUSO [follow up
REC1-039 2 10939 7

(cisplatin)
5-FLUOROUR
ACIL (3475
SOLUTIONFO
R INJECTION
STUDY)

106 = 04 * 05 p % B3 7> £ 109 F
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96.

CMUH104-
REC1-039

2017/1/24

1701BRA0O
12807

initial

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

Worsening of dyspnea
[Dyspnoea]

sepsis [Sepsis]

2,3
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97.

CMUH104-
REC1-039

2016/2/2

1602BRA0
03029

follow up
6

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

98.

CMUH104-
REC1-039

2017/1/6

1701TURO
04794

follow up
3

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

excessive bleeding on

tumor site [Tumour

haemorrhage]

Patient's PEG hose out

[Complication associated

with device]

13

106 = 04 * 05 p
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CMUH104-
REC1-039

2016/2/2

1602BRA0
03029

follow up
7

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

100

CMUH104-
REC1-039

2016/11/1
7

1611JPNO1
0242

follow up
8

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

STUDY)

Interstitial pneumonia
[Interstitial lung disease]
Pneumocystis pneumonia

[Pneumocystis jirovecii

pneumonia]

1,3

106 & 04

2.05p
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CMUH104-
REC1-039

2016/10/3

1610TURO
02312

follow up
10

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

Septic shock [Septic
shock]
Hematochezia
[Haematochezia]
Increase of creatinine
[Blood creatinine

increased]

1,23

102

CMUH104-
REC1-039

2016/12/1
7

1612JPNOO
9584

follow up
1

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

Interstitial Pneumonia

[Interstitial lung disease]

1,3

106 = 04 * 05 p

57

ook

109 |
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CMUH104-
REC1-039

2016/11/2
2

1611AUSO
10939

follow up
8

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

bronchial infection
[Bronchitis]
Neutrophil Count
Decreased [Neutrophil

count decreased]

2,3

106 & 04

2.05p

58 F - &

109 |
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CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY) Other Serious Criteria:
(Cetuximab) Medically Significant
Intravenous Neutrophil decreased
infusion, [Neutrophil count
CMUH104- 1701MEXO0 |follow up CARBOPLATI decreased]
104 2017/1/24 N (3475 White blood cells 1 A
REC1-039 12708 2
SOLUTION decreased [White blood
FOR cell count decreased]
INJECTION Acute respiratory
STUDY), insufficiency [Acute
5-FLUOROUR respiratory failure]
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY)
106 # 04 * 05 p % 59 F > x 109 F
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CMUH104-
REC1-039

2016/5/6

1605BRA0
05313

follow up
15

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

septic shock [Septic shock]
vomiting [Vomiting]
Acute renal failure [Acute
kidney injury]

diahrrea [Diarrhoea]

13

106

CMUH104-
REC1-039

2017/1/6

1701TURO
04794

follow up
4

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

excessive bleeding on
tumor site [Tumour
haemorrhage]
Patient's PEG hose out
[Complication associated

with device]

13

106 = 04 * 05 p
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CMUH104-
REC1-039

2016/8/5

1608CHEO
05692

follow up
2

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

Upper gastrointestinal
bleeding [Upper
gastrointestinal

haemorrhage]
Myocardial infarction with
lethal consequence

[Myocardial infarction]

13

106 = 04 * 05 p

% 61 F > &

109 |
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MK-3475
(pembrolizumab
) Solution for
injection,
CISPLATIN
(3475
SOLUTION | neutropenic fever [Febrile
FOR neutropenia]
CMUH104- 1605USAO |follow up ] )
108 2016/5/12 INJECTION sepsis [Sepsis] 123 A
REC1-039 09033 3
STUDY) lung infection [Lung
(cisplatin), infection]
5-FLUOROUR
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY)
immune reaction [Immune
MK-3475
) system disorder]
CMUH104- | 2016/12/3 | 1701USAO [follow up|(pembrolizumab N N
109 _ encephalitis [Encephalitis] | 2,3 [ A
REC1-039 1 04870 8 ) Solution for )
S Hypercalcemia
injection .
[Hypercalcaemia]
106 # 04 » 05 p % 62 F > x 109 F
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MK-3475
(pembrolizumab
) Solution for
injection,
CARBOPLATI
N (3475 excessive bleeding on
SOLUTION tumor site [Tumour
CMUH104- 1701TURO |follow up FOR haemorrhage]
110 2017/1/6 ) 13 A
REC1-039 04794 5 INJECTION Patient's PEG hose out
STUDY), [Complication associated
5-FLUOROUR with device]
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY)
MK-3475
(pembrolizumab
) Solution for
injection,
CISPLATIN [septic shock [Septic shock]
(3475 acute renal failure [Acute
SOLUTION kidney injury]
FOR hypokalemia
111 CMUH104- | 2015/12/1 [ 1602BRAO [follow up INJECTION [Hypokalaemia] 123 A
REC1-039 6 06046 21
STUDY) neutropenia [Neutropenia]
(cisplatin), platelet count decreased
5-FLUOROUR | [Platelet count decreased]
ACIL (3475 diarrhea [Diarrhoea]
SOLUTION
FOR
INJECTION
STUDY)
106 # 04 * 05 p % 63 F > x 109 F
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CMUH104-
REC1-039

2017/1/24

1701USAO
12173

follow up
4

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

Neutrophil count decreased
[Neutrophil count
decreased]

Chest infection [Lower

respiratory tract infection]

2,3

106 = 04 * 05 p

¥ 64 F o &

109 |
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CMUH104-
REC1-039

2017/1/6

1702LVAOO
7506

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)

tromb inright lung artery
(lobus inferior) [Pulmonary| 1

artery thrombosis]

106 = 04 * 05 p

% 65 F > £ 109




PRFRAFT AR P RE
- iR ERYe %R

E
£ &

f

Al RN

(F %)

& M3

L P

R e
2 5o

ik
3=

spt
e

114

CMUH104-
REC1-039

2017/2/16

1702HUNO
08114

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)

Hypokalemia
[Hypokalaemia]

106 = 04 * 05 p

% 66 B
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CMUH104-
REC1-039

2017/1/6

1701TURO
04794

follow up
6

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

septic shock [Septic shock]
Patient's PEG hose out
[Complication associated

with device]

1,3

116

CMUH104-
REC1-039

2016/11/1
7

1611JPNO1
0242

follow up
9

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

Interstitial pneumonia
[Interstitial lung disease]
Pneumocystis pneumonia

[Pneumocystis jirovecii

pneumonia]

13

106 = 04 * 05 p
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Infection- soft tissue [Soft
follow up MK-3475 tissue infection]
CMUH104- 1702USA0 1 (pembrolizumab | acute hypoxic respiratory
117 2017/2/10 ) ] _ 23 | A
REC1-039 05510 |(Downgr| ) Solution for | failure [Acute respiratory
ade) injection failure]
Dysphagia [Dysphagia]
MK-3475 pulmonary fibrosis
(pembrolizumab [Pulmonary fibrosis]
) Solution for septicemia [Sepsis]
injection, Anemia [Anaemia]
CARBOPLATI asthenia [Asthenia]
N (3475 Back pain per to bone
SOLUTION lesion [Bone lesion]
CMUH104- 1605BRAO [follow up FOR Symptomatic
118 2016/5/1 o 23 | A
REC1-039 07069 13 INJECTION hypothyroidism
STUDY), [Hypothyroidism]
5-FLUOROUR | Tumor bleeding [Tumour
ACIL (3475 haemorrhage]
SOLUTION Spinal cord compression
FOR [Spinal cord compression]
INJECTION Lung infection [Lung
STUDY) infection]
106 # 04 * 05 p % 68 F > x 109 F
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CMUH104-
REC1-039

2017/1/24

1701USAO
12173

follow up
5

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

Neutrophil count decreased
[Neutrophil count
decreased]

Chest infection [Lower

respiratory tract infection]

2,3

106 = 04 * 05 p

¥ 69 7%

109 |
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CMUH104-
REC1-039

2017/2/16

1702HUNO
08114

follow up
1

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 = 04 * 05 p

% 70 B

109 |
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CMUH104-
REC1-039

2017/1/24

1701BRA0O
12807

follow up
1

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

Worsening of dyspnea
[Dyspnoea]
pneumonia [Pneumonia]

sepsis [Sepsis]

1,23

122

CMUH104-
REC1-039

2016/12/3
1

1701USA0
04870

follow up
9

MK-3475
(pembrolizumab
) Solution for

injection

immune reaction likely,
macrophage activation
syndrome [Histiocytosis
haematophagic]
encephalitis [Encephalitis]
Hypercalcemia

[Hypercalcaemia]

2,3

106 & 04

2.05p

% 71 F > =
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CMUH104-
REC1-039

2017/1/6

1702LVAOO
7506

follow up
1

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

tromb inright lung artery
(lobus inferior) [Pulmonary| 1

artery thrombosis]

106 = 04 * 05 p

¥ 72 F > x 109 F
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CMUH104-
REC1-039

2017/1/6

1701TURO
04794

follow up
7

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

septic shock [Septic shock]
Patient's PEG hose out
[Complication associated

with device]

1,3

106 = 04 * 05 p

¥ 73 F > £ 109 F
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CMUH104-
REC1-039

2016/11/1
1

16111SR00
7474

follow up
9

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

osteomyelitis (bone
infection) [Osteomyelitis]
Infection: other (epidural

abscess) [Extradural

abscess]

1,23

106 = 04 * 05 p

¥ 74 F %

109 |
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CMUH104-
REC1-039

2017/1/6

1701TURO
04794

follow up
8

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

Bleeding on tumor
[Tumour haemorrhage]
Patient's PEG hose out

[Complication associated

with device]

1,3

127

CMUH104-
REC1-039

2017/1/6

1701TURO
04794

follow up
9

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

Bleeding on tumor
[Tumour haemorrhage]
Patient's PEG hose out

[Complication associated

with device]

13

106 = 04 * 05 p
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CMUH104-
REC1-039

2016/11/1
1

16111SR00
7474

follow up
10

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

osteomyelitis (bone
infection) [Osteomyelitis]
Infection: other (epidural

abscess) [Extradural

abscess]

1,23

106 = 04 * 05 p

¥ 76 F 0%
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CMUH104-
REC1-039

2017/1/24

1701USAO
12173

follow up
6

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

neutropenia [Neutropenia]
Chest infection [Lower

respiratory tract infection]

2,3

106 = 04 * 05 p

$ 77 F £
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CMUH104-
REC1-039

2016/11/1
1

16111SR00
7474

follow up
11

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

osteomyelitis (bone
infection) [Osteomyelitis]
Infection: other (epidural

abscess) [Extradural

abscess]

1,23

106 = 04 * 05 p

¥ 78 F X

109 |
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CMUH104-
REC1-039

2017/2/16

1702HUNO
08114

follow up
3

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 = 04 * 05 p

¥ 79 F

109 |
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CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
CISPLATIN
132 CMUR1L0% 2017/2/28 1703BRAD INITIAL (3475 [Malignant neoplasm 1 A
REC1-039 01174 SOLUTION
FOR
INJECTION
STUDY)

progressive disease

progression]

(cisplatin),
5-FLUOROUR
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY)

106 = 04 * 05 p % 80 F > % 109 F
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CMUH104-
REC1-039

2017/1/6

1701TURO
04794

follow up
10

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

Bleeding on tumor
[Tumour haemorrhage]
Patient's PEG hose out

[Complication associated

with device]

1,3

134

CMUH104-
REC1-039

2017/1/6

1701TURO
04794

follow up
1

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

Bleeding on tumor
[Tumour haemorrhage]
Patient's PEG hose out

[Complication associated

with device]

13

106 = 04 * 05 p
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CMUH104-
REC1-039

2016/11/1
1

16111SR00
7474

follow up
12

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

osteomyelitis (bone
infection) [Osteomyelitis]
Infection: other (epidural

abscess) [Extradural

abscess]

1,23

106 = 04 * 05 p

¥ 82 F %

109 |
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CMUH104-
REC1-039

2017/1/24

1701USAO
12173

follow up
9

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

neutropenia [Neutropenia]
Chest infection [Lower

respiratory tract infection]

2,3

106 = 04 * 05 p

¥ 83 F %

109 |
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CMUH104-
REC1-039

2017/1/24

1701MEXO0
12708

follow up
3

CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(carboplatin)
Intravenous
infusion,
5-FLUOROUR
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY),CETU
XIMAB (3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous

infusion,

Other Serious Criteria:
Medically Significant
Neutrophil decreased

[Neutrophil count
decreased]
White blood cells
decreased [White blood
cell count decreased]

pneumonia [Pneumonia]

13

138

CMUH104-
REC1-039

2015/8/25

1508USA0
13409

follow up
1

CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)

Intravenous

infusion

Infusion related reaction
[Infusion related reaction]
Stridor [Stridor]

2,3

106 = 04 * 05 p
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CMUH104-
REC1-039

2017/1/24

1701BRA0O
12807

follow up
2

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

Respiratory insufficiency
[Respiratory failure]
pneumonia [Pneumonia]

sepsis [Sepsis]

1,23

106 = 04 * 05 p
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CMUH104-
REC1-039

2017/2/16

1702HUNO
08114

follow up
2

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 = 04 * 05 p

% 86 F

109 |
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CMUH104-
REC1-039

2017/1/24

1701USAO
12173

follow up
7

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

neutropenia [Neutropenia]
Chest infection [Lower

respiratory tract infection]

2,3

142

CMUH104-
REC1-039

2017/2/20

1702HUNO
09462

follow up
1

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

Thrombocytopenia

[Thrombocytopenia]

2,3

106 = 04 * 05 p
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CMUH104-
REC1-039

2016/7/11

1607USAO
05704

follow up
17

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

laryngeal edema
[Laryngeal oedema]
pneumonitis [Pneumonitis]
febrile neutronenia [Febrile
neutropenia]
oral mucositis [Stomatitis]
decreased
platelet/thrombocytopenia

[Thrombocytopenia]

2,3

144

CMUH104-
REC1-039

2016/5/22

1605THAQ
10986

follow up
2

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

Sepsis with septic arthritis

[Arthritis bacterial]

2,3

106 = 04 * 05 p
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immune reaction likely,
MK-3475 macrophage activation
145 CMUH104- | 2016/12/3 [ 1701USAO |follow up|(pembrolizumab| syndrome [Histiocytosis 23| A
REC1-039 1 04870 10 ) Solution for haematophagic]
injection encephalitis [Encephalitis]
Hypercalcemia
[Hypercalcaemia]
MK-3475
(pembrolizumab
) Solution for
injection,
CISPLATIN
(3475
SOLUTION
CMUH104- 1701USAO |follow up FOR neutropenia [Neutropenia]
146 2017/1/24 INJECTION 23| A
REC1-039 12173 8 Chest infection [Lower
STUDY)
respiratory tract infection]
(cisplatin),
5-FLUOROUR
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY)

106 = 04 * 05 p

X
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CMUH104-
REC1-039

2016/11/8

1611USAQ
05418

follow up
6

Downgra
de

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

infusion

infusion related reaction -

Erbitux [Infusion related

reaction]

2,3

106 = 04 * 05 p

¥ 90 F %

109 |




PRFFAFENRFRAIRELA Y

B EEER

PR ERBEAFE R SR

¢

L P

}_ i

i
,‘m

por
e

148

CMUH104-
REC1-039

2017/2/20

1702HUNO
09462

follow up
2

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

Thrombocytopenia

[Thrombocytopenia]

2,3

106 = 04 * 05 p
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CMUH104-
REC1-039

2017/1/6

1701TURO
04794

follow up
12

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

Bleeding on tumor
[Tumour haemorrhage]
Patient's PEG hose out

[Complication associated

with device]

1,3

150

CMUH104-
REC1-039

2016/12/2
5

1612ITAO1
5126

follow up
7

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

gastrointestinal virus
infection [Gastrointestinal

viral infection]

1,3

106 = 04 * 05 p
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MK-3475
(pembrolizumab
) Solution for
injection,
CISPLATIN
(3475
SOLUTION
FOR gastrointestinal virus

CMUH104- {2016/12/2 [ 1612ITA01 |follow up o o
151 INJECTION | infection [Gastrointestinal

REC1-039 5 5126 8
STUDY) viral infection]
(cisplatin),
5-FLUOROUR
ACIL (3475
SOLUTION
FOR
INJECTION

STUDY)

MK-3475
(pembrolizumab
) Solution for
injection,
5-FLUOROUR
ACIL (3475
SOLUTION
FOR

CMUH104- [ 2016/11/1 |1611JPNO1 |follow up| INJECTION
152 Pneumocystis pneumonia
REC1-039 7 0242 10 STUDY),CARB
OPLATIN (3475
SOLUTION

FOR

INJECTION

STUDY)

Interstitial pneumonia

[Interstitial lung disease]

[Pneumocystis jirovecii

pneumonia]

(carboplatin)

Intravenous

infusion

106 = 04 * 05 p ¥ 93 F > %
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CMUH104-
REC1-039

2016/11/2
2

1611AUSO
10939

follow up
9

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

bronchial infection
[Bronchitis]
Neutrophil Count
Decreased [Neutrophil

count decreased]

2,3

106 & 04

2.05p

94 F > &

109 |
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CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(carboplatin)
Intravenous
o Other Serious Criteria:
infusion,
Medically Significant
5-FLUOROUR
Neutrophil decreased
ACIL (3475
CMUH104- 1701MEXO0 [follow up [Neutrophil count
154 2017/1/24 SOLUTION 13 A
REC1-039 12708 4 decreased]
FOR
White blood cells
INJECTION
decreased [White blood
STUDY),CETU
cell count decreased]
XIMAB (3475
pneumonia [Pneumonia]
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion
106 & 04 * 05 p % 95 F % 109 F
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CMUH104-
REC1-039

2017/1/6

1701TURO
04794

follow up
13

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

Bleeding on tumor
[Tumour haemorrhage]
Patient's PEG hose out

[Complication associated

with device]

1,3

156

CMUH104-
REC1-039

2016/5/12

1605USA0
09033

follow up
4

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

neutropenic fever [Febrile
neutropenia]
sepsis [Sepsis]
lung infection [Lung

infection]

1,23

106 = 04 * 05 p
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CMUH104-
REC1-039

2017/2/16

1702HUNO
08114

follow up
4

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 = 04 * 05 p

¥ 97 F

109 |
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MK-3475
(pembrolizumab
) Solution for
injection,
CARBOPLATI
N (3475
Bleeding on tumor
SOLUTION
[Tumour haemorrhage]
CMUH104- 1701TURO |follow up FOR
158 2017/1/6 Patient's PEG hoseout | 1,3 [ A
REC1-039 04794 14 INJECTION
[Complication associated
STUDY),
with device]
5-FLUOROUR
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY)
immune reaction [Immune
MK-3475
) system disorder]
CMUH104- | 2016/12/3 | 1701USAO [follow up|(pembrolizumab N N
159 _ encephalitis [Encephalitis] | 2,3 [ A
REC1-039 1 04870 11 ) Solution for )
S Hypercalcemia
injection
[Hypercalcaemia]
106 # 04 » 05 p % 98 F % 109 F




PRFFAFENRFRAIRELA Y

B EEER

~FEERSrABAER(C #R)

B X 2 PAR (R L
Ay |EA p Y Vo E Ay S
o 2 | W) TN
MK-3475
(pembrolizumab
) Solution for
injection,
CISPLATIN
(3475
SOLUTION sepsis [Sepsis]
FOR neutropenic fever [Febrile
CMUH104- 1605USAO |follow up )
160 2016/5/12 INJECTION neutropenia] 123 A
REC1-039 09033 5
STUDY) lung infection [Lung
(cisplatin), infection]
5-FLUOROUR
ACIL (3475
SOLUTION
FOR
INJECTION
STUDY)
DEGRADATION OF
CMUH103- follow up GENERAL STATUS
161 2016/7/25( 1805928 Docetaxel _ 3 | A
REC1-126 2 (General physical health
deterioration)
UNEXPLAINED DEATH
CMUH103- follow up ) ) )
162 2015/9/18 | 1631939 Vinflunine (Death unexplained) 13| A
REC1-126 1
ILEUS (lleus)
Adrenal insufficiency
MK-3475 [Adrenal insufficiency]
CMUH103- 1608JPNOO |follow up|(pembrolizumab| Interstitial pneumonia
163 2016/7/30 _ N ) 23 | A
REC1-123 1781 18 ) Solution for | [Interstitial lung disease]
injection Hypothyroidism
[Hypothyroidism]
106 # 04 » 05 p % 99 F > x 109 F
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CARBOPLATI
N (3475
SOLUTION
FOR Possible hospital acquired
INJECTION | pneumonia [Pneumonia]
STUDY) Oliguric renal failure
(Carboplatin) [Acute kidney injury]
CMUH103- 1509MYS0| ) )
164 2015/8/3 initial Intravenous Possible cardiac 1.23] A
REC1-123 10743
Injection arrhythmias [Arrhythmia]
PEMETREXED Febrile Neutropenia
(3475 [Febrile neutropenia]
SOLUTION |hypotension [Hypotension]
FOR
INJECTION
STUDY)
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel) [Anaemia]
CMUH103- 1701CHNO [follow up
165 2017/1/12 Intravenous | platelet count decreased | 2.3 [ A
REC1-123 11993 12
infusion [Platelet count decreased]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
MK-3475
) Upper vena cava syndrome
CMUH103- 1701BRAO (follow up|(pembrolizumab )
166 2017/1/2 _ [Superior vena cava 1 A
REC1-123 05124 5 ) Solution for
S syndrome]
injection
106 # 04 » 05 p % 100 F > = 109 F
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MK-3475
CMUH103- 1702PEROO|follow up | (pembrolizumab
167 2016/8/11 _ death [Death] 1| A
REC1-123 8171 2 ) Solution for
injection
Lung infection (klebsiella
pneumoniae) [Klebsiella
MK-3475 infection]
CMUH103- 1509TURO |follow up| (pembrolizumab thrombocytopenia
168 2015/8/31 _ ) 123 A
REC1-123 01265 19 ) Solution for [Thrombocytopenia]
injection Pneumonitis [Pneumonitis]
Pulmonary embolism
[Pulmonary embolism]
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
169 CMUH103-12016/12/2) 1702ARGO follow up Intravenous dyspnoea [Dyspnoea] 1 A
REC1-123 01875 2 infusion
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
106 # 04 * 05 p % 101 F > % 109 F
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PACLITAXEL
(3475
SOLUTION
FOR
INJECTION ) )
Anaphylactic reaction to
STUDY) ) )
] paclitaxel [Anaphylactic
(paclitaxel) ]
CMUH103- 1604BRAO (follow up reaction]
170 2016/3/22 Intravenous _ ) 23 | A
REC1-123 09868 2 o Anaphylactic reaction to
infusion . .
paclitaxel [Anaphylactic
CARBOPLATI
reaction]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION Pulmonary fistula
STUDY) [Pulmonary fistula]
(paclitaxel) pulmonary sepsis
CMUH103- | 2016/10/1 | 1611BRAO |follow up )
171 Intravenous [Pulmonary sepsis] 1.23] A
REC1-123 9 00279 11 o _ -
infusion respiratory infection
CARBOPLATI [Respiratory tract
N (3475 infection]
SOLUTION
FOR
INJECTION
STUDY)
106 # 04 » 05 p % 102 F >+ 109 F
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PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY) o o
] ketoacidosis [Ketoacidosis]
(paclitaxel) ) )
CMUH103- | 2016/11/2 [ 1612CHNO |follow up pneumonia [Pneumonia]
172 Intravenous 13| A
REC1-123 9 07819 14 ] ] high blood glucose [Blood
infusion
glucose increased]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
Respiratory infection
MK-3475 [Respiratory tract
CMUH103- 1610BRAO [follow up|(pembrolizumab infection]
173 2016/10/1 _ N 123 A
REC1-123 01391 6 ) Solution for |pneumonitis [Pheumonitis]
injection Respiratory insufficiency
[Respiratory failure]
106 # 04 » 05 p % 103 F > = 109 F
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PEMETREXED
(3475
SOLUTION
FOR
INJECTION | )
ulmonary sepsis
STUDY) P ysep )
[Pulmonary sepsis]
(pemetrexed) ) ) )
CMUH103- 1608BRAO (follow up febrile neutropenia [Febrile
174 2016/8/21 Intravenous ) 123 A
REC1-123 11687 5 o neutropenia]
infusion
neutropenic colitis
CARBOPLATI o
[Neutropenic colitis]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
PEMETREXED
(3475
SOLUTION
FOR
INJECTION ] )
anemia [Anaemia]
STUDY) ) )
Febrile neutropenia
(pemetrexed) ) ]
CMUH103- 1512BRAO [follow up [Febrile neutropenia]
175 2015/11/6 Intravenous 123 A
REC1-123 07876 2 o Pseudomembranous colitis
infusion
[Pseudomembranous
CARBOPLATI -
colitis]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
MK-3475 )
) hypoglycemia
CMUH103- 1606BRA0| (pembrolizumab )
176 2016/6/24 initial _ [Hypoglycaemia] 134 A
REC1-123 13051 ) Solution for ) )
S septic shock [Septic shock]
injection
106 = 04 * 05 p % 104 F > x 109 F
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PACLITAXEL
(3475
SOLUTION
FOR
INJECTION ) )
Anaphylactic reaction to
STUDY) ) )
] paclitaxel [Anaphylactic
(paclitaxel) ]
CMUH103- 1604BRAO (follow up reaction]
177 2016/3/22 Intravenous _ ) 23 | A
REC1-123 09868 3 o Anaphylactic reaction to
infusion . .
paclitaxel [Anaphylactic
CARBOPLATI )
reaction]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
[A&] B R24H -
ne FEALCEARE
)
¢ e
B > § % S FENF
CMUH102-REC1-083 T [ %FL5 4]
2. CMUH102-REC1-085 Fean [ %FL5 4]
[ 3 % >+34r £ ] Development Safety Update Report No. 6
Executive Summary PCI-32765 (ibrutinib)
*Eo% ¥4 L4 ¢ Ibrutinib
* pMAFLHF 104 & 110 13p 3 105& 110 12 p
3. CMUH102-REC1-067 FLE
[ %3 % > +3r+£ ] Blinded Line Listing of Suspected Unexpected
Serious Adverse Reactions (SUSARs) JNJ-54179060 (lIbrutinib)
*Eo% ¥4 L4 ¢ Ibrutinib
* pMIFLYPF 10557 13p 3 105& 110 12 p
[z % 2p4E2]
Development Safety Update Report: Gap Report INJ-54767414
4, CMUH103-REC1-075 gL
(daratumumab)
*Eo% ¥4 L ¢ daratumumab
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¥ 2 2
B * § % S FEPF
*F rMAFLHREF 106+ 107 12p 3 105# 112 15
[ =% 214p4 ]
5. CMUH102-REC1-061 3 EHE | *PE%ES L4 Clostridium difficile Toxoid Vaccine
i
*E >MAFAHREF 2005 122 22p 32016 & 122 21 p
[2#]
6. CMUH102-REC1-076 i
FROF EREIWMRE > pEp 12017 #0100 27 p
(AT ddpsd 4]
1. CMUH105-REC1-088 2 *A 120
*p #2017 & 01 % 30 F
[##]
*ROF DRTH A 4F A L P 2 sg4(Investigator Brochure Addendum
8. CMUH104-REC1-126 g %@Tﬁ
No. 1, 28-Sep-2016 /Addendum No. 1 to Investigator Brochure
Version 15.0, dated 24-Jun-2016, for BMS-936558 (Nivolumab))
[°¢ il driz &)
9. CMUH104-REC2-150 R
*Z3p #1106+ 02 % 10 p
[##]
*mi % @ IND Non-Clinical Safety Report
10. | CMUH102-REC1-033 T HM
14V_Nonclinical_Safety Report_
with_Cover_Letter_21Dec2016
[{a7a8c2p]
*i A& ¢ Investigator's Brochure JNJ-56021927 (apalutamide) Edition
11. | CMUH104-REC1-116 X8 &
10.0, Date: 23 January 2017
*p #p 1106 # 01 * 23 p
[#£6]
12. | CMUH105-REC1-089 8 A | *P 7 [IDMC &3k 5] & 3255 IDMC 4 4515 7 22 3 S48 8
7, Rate 2Py E.
ERD
RFCLATRRER A
13. | CMUH105-REC1-060 % ﬁﬁfﬁ
A 1 v6.0
p ¥y : 02Sep2016
[{a7ac£p]
W & Tanezumab (PF-04383119) Investigator’s Brochure February
14. | CMUH105-REC1-010 T HM
2017
p #p: 28-Feb-2017
15. | CMUH103-REC1-118 XN [{rTadr2p]
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16.

CMUH105-REC1-068

T
|~
I

[{ATadF42p]
*5x & ¢ INVESTIGATOR’S BROCHURE (Edition No.5.0),
AG-221(CC-90007), 27 Oct 2016
*p #1105 F 10 7 27 p

[{A7ifrLp ] (RLHER)
*5x & ¢ INVESTIGATOR’S BROCHURE SUMMARY OF
CHANGES (Edition 5.0),AG-221(CC-90007)
*p#p 105& 10 7 27 p

[{#72442p]
*5x & ¢ INVESTIGATOR’S BROCHURE (Edition No.13),
Azacitidine,17 AUG 2016
*p # :105& 08 % 07 p

[{ArigrLp )] (RLHEER)
*5x & ¢ SUMMARY OF CHANGES FOR INVESTIGATOR’S
BROCHURE, Azacitidine, EDITION NO.13
*p # :105& 087 17 p

[##]
RFCRPRP S
"Change of Central Laboratory from Tan Tock Seng Hospital Dept of
Laboratory Medicine to Q Squared Solutions Pte. Ltd. for IDH2
mutation testing dated 16 March 2017

[##]
Moy ¢ L F B E e aki oF Transition Notification — All

Singapore Bound Samples & Shipments, Date: September 19th, 2016

17.

CMUH105-REC1-107

[5¢ wil vz an]
*3+% 2 & 2 3 (Protocol Clarification Letter, SAE Collection,
date 07 December 2016)
*3+ % 3 % & & (SAE Clarification Letter, 26 January 2017)
[DSMB /-3 i 4]
*EHE 2 E L R ¢ A (DMC notification — 26 January
2017)

18.

CMUH103-REC1-062

[##]
*hoE L AT AP ]

*4% 4 : Investigator’s Brochure: ipatasertib - F. Hoffmann-La Roche
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pn|  rgen | JE 1IN
Ltd Addendum to Version Number 8, January 2017
*p # : January 2017
[ ]
*5 A& ¢ Subject:Request for Review of a Clinical Trial Application
Amendment According to Directive 2001/20/EC via the Voluntary
Harmonization Procedure
[z % 214p4 ]
19. | CMUH104-REC1-039 EFLR | *BRBHEPF LA 1 MK3475 (Pembrolizumab)
*% pPARLHAF: 1052007 04p 1 105# 127 03 B
[{araigFc£p]
A 7.0
*p 12017 # 01 % 31 p
20. | CMUH104-REC1-135 g AR (1]
*mo% c[#B4F2 toINDNo0.102,181] *p # : 2017 & 02 * 01
R
[ =3 % > 1472 ] Blinded Line Listing of Suspected Unexpected
Serious Adverse Reactions (SUSARs) JNJ-56021927 (apalutamide)
21. | CMUH104-REC1-116 R
*3% E L4 INJ-56021927 (apalutamide)
* rMAFLYPTF 10567 23p 3 105& 120 22 p
(8% 242472 ]
*R% ¥ 4L Abemaciclib
* pMAFLYF 104107 15p 3 105# 47 14 p
(8% 242472 ]
*R5% ¥ 4L Abemaciclib
22. | CMUH104-REC1-080 LAY | ¥ 2L 10542040 15p 3 105107 14 p
[{Arai4Fc 2]
*5 & p g 1 LY2835219, Approval Date: 12-Dec-2016
[(#£=]
*hE o ATRREL L
*y< & p # : Approval Date : 21-Mar-2016
[{Arai4Fc£p]
*1 A @ Viread TDF IB Ed 10, 12 Jan 2017
*p 4y 12 Jan 2017
23. | CMUH102-REC1-089 A

[ €% % 2>44r < ] Vemlidy Blinded Six-Monthly Line Listing
*R% & L4 Vemlidy (Tenofovir Alafenamide)
*% > PPaFLHREF 2 17Jun2016 1 16 Dec 2016
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(&R R
24. | CMUH105-REC1-109 3 R | *#Es%k P 4L Kadeyla® / Trastuzumab emtansine
*E > MAFELHRF 2016 £ 082 22 p 3 2017 & 02 21 p

CEFEREED

25. | CMUH102-REC1-028 Fr 2 | *5%4 : Abatacept (BMS-188667) IB#20
*p g : 2016 # 12 % 16 P
[{araigr£p]
26. | CMUH102-REC1-028 FL R | K4 Erratum No. 01 to Abatacept (BMS-188667) 1B#20

*p g 12017 & 02 * 08 p

[z 2pd4p2]
27. | DMR101-IRB-1-177 #£1 K | *3E%EH ¢4 Denosumab (XGEVA)
*% pMAFAHF 105#07 0 0Lp % 105& 120 31 p

(GETER T -ED

28. | DMR100-IRB-064 ER I | WS E 4 L 0 ACZ885
*% pPAR AW 12016 £ 047 0L p 3 20164 09 7 30 p
29. | CMUH103-REC1-044 Fa~ | [#5+%#F244]

[z % 21484 ]
R ER L
30. | CMUH105-REC1-072 v 4k | Avelumab (MSB0010718C)
*E AR PR

12015 & 12 % 18 p 1 2016 & 12 % 17 p

[2h% 213484 ]

*R% & L4 1 MK3475 (Pembrolizumab)

ﬂ!‘ﬂ
*

31. | CMUH105-REC1-102 8
*% AR WA 105£097 04p 3 1054 12 7 03 p

(k] FRPH -

bl
W¥*

REPaFL R (%)
did > EER (%)

R - Hcf (20 304)

e
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