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1. HEMOLYTIC
ANEMIA
PL-JNJFO
CMUH103- o DARATUMU | 2. CARDIAC ARREST
1. 2016/11/7 |C-2016111]| initial 123 A
REC1-075 MAB 3.ANEMIADUE TO
5272(9)
MYELODYSPLASTIC
SYNDROME
PL-JNJFO
CMUH103- follow | DARATUMU | 1. CARDIAC ARREST
2. 2016/12/12|C-2016111 123 A
REC1-075 up 10 MAB 2. ANEMIA
5272(10)
ALT increased [Alanine
aminotransferase
increased]
AST increased
CMUH105- 1701TUR | follow MK-3475
3. 2017/1/23 [Aspartate 23 | A
REC1-102 011979 | up 16 study :
aminotransferase
increased]
pleural effusion [Pleural
effusion]
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PEMETREXE
D (3475
SOLUTION
FOR
INJECTION
STUDY)
(pemetrexed) | gastrointestinal toxicity
4. |CMUH103-| 2016/9/13 1609MEX] follow Intravenous [Gastrointestinal 13| A
010327 up 9 . -
REC1-123 infusion toxicity]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
PACLITAXEL | infectious shock [Septic
(3475 shock]
SOLUTION respiratory failure
FOR [Respiratory failure]
INJECTION | anorexia [Decreased
STUDY) appetite]
1704cHN | follow (paclitaxel) vomit [Vomiting]
5. |CMUH103-| 2017/4/18 Intravenous nausea [Nausea] 13| A
013017 up 6 L ] .
REC1-123 infusion Intermittent diarrhea
CARBOPLATI [Diarrhoea]
N (3475 level 4
SOLUTION |myelosuppression [Bone
FOR marrow failure]
INJECTION | pulmonary infection
STUDY) [Lung infection]
106 # 06 * 28 p ¥ 23 F - % 98 F
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PACLITAXEL
(3475
SOLUTION
FOR . .
Worsening of anemia
INJECTION i
[Anaemia]
STUDY)
i platelet count decreased
(paclitaxel)
1701CHN | follow [Platelet count
6. [CMUH103-| 2017/1/12 Intravenous 23 | A
011993 | up 18 ) ) decreased]
REC1-123 infusion
platelet count decreased
CARBOPLATI
[Platelet count
N (3475
decreased]
SOLUTION
FOR
INJECTION
STUDY)
ERIBULIN
MESYLATE
(3475
SOLUTION
follow FOR DISEASE
CMUH104- 1702USA| wupl PROGRESSION
7. 2016/11/2 INJECTION . 1 A
REC1-118 007449 |[(downgr [Malignant neoplasm
STUDY) _
ade) o progression]
(eribulin
mesylate)
Solution for
injection
Adrenal insufficiency
MK-3475 | [Adrenal insufficiency]
CMUH103- 1608JPNO| follow [(pembrolizuma| Interstitial pneumonia
8. 2016/7/30 i . ) 23 | A
REC1-123 01781 up 22 |[b) Solution for |[Interstitial lung disease]
injection Hypothyroidism
[Hypothyroidism]
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CMUH103-
REC1-123

2017/1/31

1702BRA
002534

follow
up 13

PEMETREXE
D (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

10.

CMUH103-
REC1-123

2017/3/23

1705TUR
005646

follow
up 1

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

neutrophil count
decreased [Neutrophil
count decreased]
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PACLITAXEL
(3475
SOLUTION
FOR
INJECTION L
ketoacidosis
STUDY) L
) [Ketoacidosis]
(paclitaxel) ) )
CMUH103- 1612CHN | follow pneumonia [Pneumonia]
11. 2016/11/29 Intravenous ) 1.3 A
REC1-123 007819 | up 19 ) ) high blood glucose
infusion
[Blood glucose
CARBOPLATI )
increased]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
PACLITAXEL
(3475
SOLUTION
FOR . .
Worsening of anemia
INJECTION .
[Anaemia]
STUDY)
] platelet count decreased
(paclitaxel)
CMUH103- 1701CHN| follow [Platelet count
12. 2017/1/12 Intravenous 23| A
REC1-123 011993 | up 19 ] ) decreased]
infusion
platelet count decreased
CARBOPLATI
[Platelet count
N (3475
decreased]
SOLUTION
FOR
INJECTION
STUDY)
106 = 06 * 28 p ¥ 26 F % 98 F
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PACLITAXEL | infectious shock [Septic
(3475 shock]
SOLUTION respiratory failure
FOR [Respiratory failure]
INJECTION | anorexia [Decreased
STUDY) appetite]
(paclitaxel) vomit [Vomiting]
13. CMURLOS- 2017/4/18 1704CHN | Tollow Intravenous nausea [Nausea] 13 A
REC1-123 013017 up 7 . . .
infusion Intermittent diarrhea
CARBOPLATI [Diarrhoea]
N (3475 level 4
SOLUTION [myelosuppression [Bone
FOR marrow failure]
INJECTION | pulmonary infection
STUDY) [Lung infection]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin)
1 CMUH103- 2017/3/10 1704ZAF0| follow Intravenous Unknown cause of death . A
REC1-123 13601 up 1 o [Death]
Injection
PEMETREXE
D (3475
SOLUTION
FOR
INJECTION
STUDY)
MK-3475
CMUH103- 1702ZAF0| follow |(pembrolizuma| worsening hemoptysis
15. 2016/10/14 i ) 1 A
REC1-123 03772 up 2 |b) Solution for [Haemoptysis]
injection
106 = 06 * 28 p » 27 F »x 98 |
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MK-3475 ) .
) Liver dysfunction
CMUH103- 1509JPNO| follow |(pembrolizuma ) .
16. 2015/9/10 . [Hepatic function 23 | A
REC1-123 06858 up 2 |b) Solution for
S abnormal]
injection
PACLITAXEL | infectious shock [Septic
(3475 shock]
SOLUTION respiratory failure
FOR [Respiratory failure]
INJECTION | anorexia [Decreased
STUDY) appetite]
(paclitaxel) vomit [Vomiting]
CMUH103- 1704CHN | follow
17. 2017/4/18 Intravenous nausea [Nausea] 13 A
REC1-123 013017 up 8 L ) .
infusion Intermittent diarrhea
CARBOPLATI [Diarrhoea]
N (3475 level 4
SOLUTION |myelosuppression [Bone
FOR marrow failure]
INJECTION | pulmonary infection
STUDY) [Lung infection]
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION o
ketoacidosis
STUDY) o
] [Ketoacidosis]
(paclitaxel) ) )
CMUH103- 1612CHN | follow pneumonia [Pneumonia]
18. 2016/11/29 Intravenous . 13 A
REC1-123 007819 | up20 ] ) high blood glucose
infusion
[Blood glucose
CARBOPLATI .
increased]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
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immune reaction
[Immune system
MK-3475 .
) disorder]
CMUH104- 1701USA (pembrolizuma .
. 2016/12/31 F12 ) encephalitis 23| A
REC1-039 004870 b) Solution for .
. [Encephalitis]
injection )
Hypercalcemia
[Hypercalcaemia]
MK-3475
(pembrolizuma
b) Solution for
injection,
5-FLUOROU
RACIL (3475
SOLUTION Supraglottic edema
CMUH104- 1605USA FOR (Grade 4) [Laryngeal
: 2016/5/4 F14 23| A
REC1-039 005123 INJECTION oedema]
STUDY), Sepsis [Sepsis]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
106 = 06 * 28 p % 29 F % 98 |




‘AFELEERRF A

—p?'w‘ﬂi

R

EF-354R ¢

(L %)

¢

L P

}_ i

i
,‘m

por
e

21.

CMUH104-
REC1-039

2017/1/6

1702LVAO
07506

F2

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

tromb inright lung artery
(lobus inferior)
[Pulmonary artery
thrombosis]
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MK-3475
(pembrolizuma
b) Solution for

injection,

CISPLATIN
(3475

SOLUTION
FOR

INJECTION

STUDY)
(cisplatin),CA )
CMUH104- 1702HUN Thrombocytopenia
: 2017/2/20 F3 RBOPLATIN . 23| A
REC1-039 009462 [Thrombocytopenia]

(3475
SOLUTION
FOR
INJECTION
STUDY),
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION

STUDY)
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CMUH104-
| REC1-039

2016/12/17

1612JPNO
09584

F2

MK-3475
(pembrolizuma
b) Solution for

injection,

CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin),
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION

STUDY)

Interstitial Pneumonia
[Interstitial lung disease]

1,3
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CMUH104-
REC1-039

2016/11/11

16111SR0O
07474

F13

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

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

1,2,3

106 = 06 * 28 p

¥
w
w
b

|+




PRPFCREARFIAIGRLEEF-FALR ¢
~FERAERF-XREEHRC RR)
B X 2 PAR (R L
AE S |F A pd Vit Ex * LE el
=3 gﬁ”% & 24 p iy ?“ﬁn%}{ 5 PR SR ov ¥ 5 ole
CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
5-FLUOROU
RACIL (3475
SOLUTION .
Respiratory
FOR ) .
insufficiency
CMUH104- 1701BRA INJECTION . ]
25. 2017/1/24 F3 [Respiratory failure] [1,2,3] A
REC1-039 012807 STUDY), ) )
pneumonia [Pneumonia]
CARBOPLATI i .
sepsis [Sepsis]
N (3475
SOLUTION
FOR
INJECTION
STUDY),
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Immune reaction
[Immune system
MK-3475 .
i disorder]
CMUH104- 1701USA (pembrolizuma .
26. 2016/12/31 F13 ) encephalitis 23| A
REC1-039 004870 b) Solution for .
L [Encephalitis]
injection )
Hypercalcemia
[Hypercalcaemia]
106 # 06 * 28 p % 34 F % 98 T
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27.

CMUH104-
REC1-039

2016/11/11

16111SR0O
07474

F14

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

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

1,2,3

106 = 06 * 28 p

¥
w
(31
b

|+
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28.

CMUH104-
REC1-039

2017/1/6

1702LVAO
07506

F3

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

tromb inright lung artery
(lobus inferior)
[Pulmonary artery
thrombosis]

106 = 06 * 28 p

S
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29.

CMUH104-
REC1-039

2017/2/16

1702HUN
008114

F5

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

Hypokalemia
[Hypokalaemia]

106 = 06 * 28 p

S




PRFFLEEARFEAIRELR 8- F2LR 4
-~ FRAERF-ZFRERC PR
5 o
S E VAL ENE Y j;jz ﬂz’;“‘?‘ TRES 3 At BE|ER
MK-3475
(pembrolizuma
b) Solution for
injection, laryngeal edema
CISPLATIN [Laryngeal oedema]
(3475 pneumonitis
SOLUTION [Pneumonitis]
FOR febrile neutronenia
CMUH104- 1607USA ) )
. 2016/7/11 F18 INJECTION | [Febrile neutropenia] A
REC1-039 005704 .
STUDY) oral mucositis
(cisplatin), [Stomatitis]
5-FLUOROU decreased
RACIL (3475 |platelet/thrombocytopeni
SOLUTION | a[Thrombocytopenia]
FOR
INJECTION
STUDY)

106 = 06 * 28 p

S
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31.

CMUH104-

2017/1/24
REC1-039

1701MEX
012708

F5

N (3475

FOR

STUDY)

Intravenous

infusion,

SOLUTION
FOR
INJECTION

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

infusion

CARBOPLATI

SOLUTION

INJECTION

(carboplatin)

5-FLUOROU
RACIL (3475

STUDY),CET

Other Serious Criteria:
Medically Significant
Neutrophil decreased
[Neutrophil count
decreased]
White blood cells
decreased [White blood
cell count decreased]
pneumonia [Pneumonia]

1,3

106 = 06 * 28 p

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

CARBOPLATI| osteomyelitis (bone
CMUH104- 16111SR0O ) .
| Rec1.039 2016/11/11 07474 F15 N (3475 mfectlon.)- 13| A
SOLUTION [Osteomyelitis]
FOR
INJECTION
STUDY),
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY)

106 = 06 * 28 p % 40 | oo 2

|+
[(=)
[¢5]
b
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CMUH104-
| REC1-039

2016/5/12

1605USA
009033

F6

MK-3475
(pembrolizuma
b) Solution for

injection,

CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin),
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION

STUDY)

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

1,2,3

106 = 06 * 28 p

¥
N
MY
b
|+
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34.

CMUH104-
REC1-039

2017/2/16

1702HUN
008114

F6

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

Hypokalemia
[Hypokalaemia]

106 = 06 * 28 p

S
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MK-3475
(pembrolizuma
b) Solution for

injection,
5-FLUOROU
RACIL (3475

SOLUTION
FOR
INJECTION
STUDY),

Septic shock [Septic
shock]

Hematochezia
CMUH104- 1610TUR

CISPLATIN
2016/10/3 F11
REC1-039 002312 (3475

SOLUTION
FOR
INJECTION
STUDY)
(cisplatin),CL

EXANE

(enoxaparin

[Haematochezia] 1,23 A
Increase of creatinine
[Blood creatinine
increased]

sodium)(enoxa

parin sodium)

Injection

106 = 06 * 28 p

)
N
w
R
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©
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36.

CMUH104-
REC1-039

2016/11/11

1611ISRO
07474

F16

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

osteomyelitis (bone
infection)
[Osteomyelitis]

1,3

37.

CMUH104-
REC1-039

2016/12/1

1612AUS
001800

F4

MK-3475
(pembrolizuma
b) Solution for

injection

Pneumonitis
[Pneumonitis]
Increased paroxysmal
SOB [Dyspnoea]

1,3

106 = 06 * 28 p

¥
N
N
b

|+




SRFFASEARFAALRRLA G- FRLR Y
-FREAERS X B A LR #R)
B % AR 3R
AE S |F A pd Vit Ex 7 AE el
=3 gﬁ”% & 24 p iy ?“ﬁn%}{ 5 PR SR ov ¥ 5 ole
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(carboplatin) ) .
Other Serious Criteria:
Intravenous . L
. . Medically Significant
infusion, ] )
pneumonia [Pneumonia]
5-FLUOROU .
mucositis oral
RACIL (3475 .
[Stomatitis]
CMUH104- 1701MEX SOLUTION )
38. 2017/1/18 F6 Neutrophil decreased | 1,3 | A
REC1-039 012708 FOR .
[Neutrophil count
INJECTION
decreased]
STUDY).CET i
White blood cells
UXIMAB i
decreased [White blood
(3475
cell count decreased]
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion

106 = 06 * 28 p

S
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MK-3475
(pembrolizuma
b) Solution for

injection,

CISPLATIN
(3475

SOLUTION
FOR

INJECTION

STUDY)
(cisplatin),CA
RBOPLATIN

CMUH104- 1702HUN (3475
. 2017/2/20 F4

REC1-039 009462 SOLUTION
FOR
INJECTION
STUDY)
(carboplatin)

Thrombocytopenia

. 23| A
[Thrombocytopenia]

Intravenous
infusion,
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY)

106 = 06 * 28 p

)
N
[}
R
|+
©
<5}
b

B A
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AE S |F A pd Vit Ex FAE el
=3 gﬁ”% & 24 p iy ?“ﬁn%}{ 5 PR SR ov ¥ 5 ole
CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
CISPLATIN o
progressive disease
CMUH104- 1703BRA (3475 i
40. 2017/2/28 F1 [Malignant neoplasm 1 A
REC1-039 001174 SOLUTION )
progression]
FOR
INJECTION
STUDY)
(cisplatin),
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY)
immune reaction
[Immune system
MK-3475 .
i disorder]
CMUH104- 1701USA (pembrolizuma -
41. 2016/12/31 F14 ) encephalitis 1,231 A
REC1-039 004870 b) Solution for N
L [Encephalitis]
injection )
Hypercalcemia
[Hypercalcaemia]
106 = 06 * 28 p » 47 F o % 98 |




PRFFLEEARFEAIRELR 8- F2LR 4
-~ FRAERF-ZFRERC PR
5 o
S E VAL ENE Y j;jz ﬂz’;“‘?‘ TRES 3 At BE|ER
MK-3475
(pembrolizuma
b) Solution for
injection, laryngeal edema
CISPLATIN [Laryngeal oedema]
(3475 pneumonitis
SOLUTION [Pneumonitis]
FOR febrile neutronenia
CMUH104- 1607USA ) )
. 2016/7/11 F19 INJECTION | [Febrile neutropenia] A
REC1-039 005704 .
STUDY) oral mucositis
(cisplatin), [Stomatitis]
5-FLUOROU decreased
RACIL (3475 |platelet/thrombocytopeni
SOLUTION | a[Thrombocytopenia]
FOR
INJECTION
STUDY)

106 = 06 * 28 p

S
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43.

CMUH104-
REC1-039

2016/11/11

1611ISRO
07474

F17

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

osteomyelitis (bone
infection)
[Osteomyelitis]

1,3

44,

CMUH104-
REC1-039

2016/12/1

1612AUS
001800

F5

MK-3475
(pembrolizuma
b) Solution for

injection

Pneumonitis
[Pneumonitis]
Increased paroxysmal
SOB [Dyspnoea]

1,3

106 = 06 * 28 p

¥
N
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b
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CMUH104-
| REC1-039

2016/12/17

1612JPNO
09584

F3

MK-3475
(pembrolizuma
b) Solution for

injection,

CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin),
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION

STUDY)

Interstitial Pneumonia
[Interstitial lung disease]

1,3

106 = 06 * 28 p

S
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AE S |F A pd Vit Ex 7 AE el
=3 gﬁ”% & 24 p iy ?“ﬁn%}{ 5 PR SR ov ¥ 5 ole
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY) . o
. Other Serious Criteria:
(carboplatin) ] o
Medically Significant
Intravenous . .
. . pneumonia [Pneumonia]
infusion, o
mucositis oral
5-FLUOROU .
[Stomatitis]
RACIL (3475 )
Neutrophil decreased
CMUH104- 1701MEX SOLUTION .
46. 2017/1/18 F7 [Neutrophil count 13 A
REC1-039 012708 FOR
decreased]
INJECTION i
White blood cells
STUDY),CET i
decreased [White blood
UXIMAB
cell count decreased]
(3475 )
dehydration
SOLUTION )
[Dehydration]
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion
106 = 06 * 28 p % 51 7% 98 |
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MK-3475
(pembrolizuma
b) Solution for

injection,

CISPLATIN
(3475
SOLUTION
FOR
INJECTION
CMUH104- 1702HUN STUDY) Thrombocytopenia
: 2017/2/20 F5 . i . 23| A
REC1-039 009462 (cisplatin),CA | [Thrombocytopenia]
RBOPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(carboplatin)
Intravenous

infusion

CAPECITABI
NE (3475
SOLUTION
CMUH104- 1610USA | follow FOR cardiac tamponade
| REC1-118 2016/10720 012420 | up 10 | INJECTION [ [Cardiac tamponade] 23| A
STUDY)
(capecitabine)
Tablet

106 = 06 * 28 p e
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N
=
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"RFFAETARFRAIGRELR S -FALR 4
- FEAERRSXFEERC 2R
B % AR 3R
e L EARY Vot B R 7 AE el
3 gﬁ”% & 24 p iy 2 e 5 PR SR e ¥ = e
ERIBULIN
MESYLATE
(3475
SOLUTION
FOR
CMUH104- 1702MEX| = . unknown cause of death
49, 2017/2/2 initial | INJECTION 1 A
REC1-118 011300 [Death]
STUDY)
(eribulin
mesylate)
Solution for
injection
CMUH105
1705PHLO[ MK-3475 Tumor bleed [Tumour
50. [-REC1-102 | 2017/5/21 Initial 23 | A
11546 study haemorrhage]
ALT increased [Alanine
aminotransferase
increased]
CMUH105 AST increased
1701TUR | follow MK-3475
51.|-REC1-102 | 2017/1/23 [Aspartate 23 | A
011979 | up 17 study ]
aminotransferase
increased]
pleural effusion [Pleural
effusion]
MK-3475
CMUH103- 1606TUR | follow [(pembrolizuma| pulmonary embolism
52. 2016/6/23 ) i 123 A
REC1-123 013046 up 9 |b) Solution for | [Pulmonary embolism]
injection
106 = 06 * 28 p % 53 F > % 98 |




PRFFLEEARFEAIRELR 8- F2LR 4
-~ FRAERF-ZFRERC PR
5 o
; AL ERE j;jz ﬂz’;“‘?‘ v RE S 3 age b
PACLITAXEL | infectious shock [Septic
(3475 shock]
SOLUTION respiratory failure
FOR [Respiratory failure]
INJECTION | anorexia [Decreased
STUDY) appetite]
(paclitaxel) vomit [Vomiting]
53. CMUHRL03- 2017/4/18 1704CHN] follow Intravenous nausea [Nausea] 13| A
REC1-123 013017 | up 10 . . .
infusion Intermittent diarrhea
CARBOPLATI [Diarrhoea]
N (3475 level 4
SOLUTION [myelosuppression [Bone
FOR marrow failure]
INJECTION | pulmonary infection
STUDY) [Lung infection]
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin) febril neutropenia
CMUH103- 1602PERO| follow | Intravenous [Febrile neutropenia]
54. 2016/2/9 o ) 23| A
REC1-123 06636 up 5 Injection Neutropenia grade IV
PACLITAXEL [Neutropenia]
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
106 = 06 * 28 p % 54 > % 98 F
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B % AR 3R
AE S |F A pd ViR &y L AR el
=3 gfn% & 24 p iy 2 e 5 PR SR ov E Ay & o le
Adrenal insufficiency
MK-3475 | [Adrenal insufficiency]
CMUH103- 1608JPNO| follow |(pembrolizuma| Interstitial pneumonia
55. 2016/7/30 ] . ) 23 | A
REC1-123 01781 up 23 |[b) Solution for |[Interstitial lung disease]
injection Hypothyroidism
[Hypothyroidism]
PACLITAXEL
(3475
SOLUTION
FOR i )
Worsening of anemia
INJECTION i
[Anaemia]
STUDY)
) platelet count decreased
(paclitaxel)
CMUH103- 1701CHN| follow [Platelet count
56. 2017/1/12 Intravenous 23| A
REC1-123 011993 | up21 ) ) decreased]
infusion
platelet count decreased
CARBOPLATI
[Platelet count
N (3475
decreased]
SOLUTION
FOR
INJECTION
STUDY)
7.
medi
PF-0438119/C
CMUH5-R 20171067 . . cally
57. 2017/3/10 CIOMS elecoxib Central chest tightness | = " | A
EC1-010 17 signi
/Placebo ]
fican
t
106 = 06 * 28 p % 55 F % 98 |
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7:me
dicall
y
signi
fican
t
spon
PF-0438119/C
CMUH5-R 20171067 . sor.c
58. 2017/3/10 CIOMS elecoxib oesophageal spasm A
EC1-010 17 FU1 onsid
/Placebo
ered
inval
id
event
after
revie
W.
CMUH105- 1705PHLO| follow MK-3475 Tumor bleed [Tumour
59. 2017/5/21 23 | A
REC1-102 11546 upl study haemorrhage]
CAPECITABI
NE (3475
SOLUTION
CMUH104- 1610USA | follow FOR cardiac tamponade
60. 2016/10/20 i 23 | A
REC1-118 012420 | up 11l | INJECTION [ [Cardiac tamponade]
STUDY)
(capecitabine)
Tablet
106 = 06 * 28 p % 56 F > % 98 F
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61.

CMUH104-
REC1-118

2017/2/2

1702MEX
011300

follow
up 1

ERIBULIN
MESYLATE
(3475
SOLUTION
FOR
INJECTION
STUDY)
(eribulin
mesylate)
Solution for
injection

unknown cause of death
[Death]

62.

CMUH103-
REC1-123

2017/6/3

1706CHN
001835

initial

MK-3475
(pembrolizuma
b) Solution for

injection

Respiratory failure
[Respiratory failure]

63.

CMUH103-
REC1-123

2016/9/13

1609MEX
010327

follow
up 10

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

gastrointestinal toxicity
[Gastrointestinal
toxicity]

1.3

106 = 06 * 28 p
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64.

CMUH103-
REC1-123

2017/3/23

1705TUR
005646

follow
up 3

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

neutrophil count

decreased [Neutrophil

count decreased]

65.

CMUH103-
REC1-123

2017/3/21

1703BRA
011508

follow
up 4

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

Febrile neutropenia

[Febrile neutropenia]

2.3

106 = 06 * 28 p

S
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66.

CMUH103-

2016/10/30
REC1-123

1611CHN
000232

follow

up 11

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

Suspected pulmonary
embolism [Pulmonary
embolism]

123 A

67.

CMUH104-
REC1-118

2017/4/1

1706USA
003877

INITIA
L

#1)
ERIBULIN
MESYLATE
(3475
SOLUTION
FOR
INJECTION
STUDY)
(eribulin
mesylate)
Solution for
injection

Respiratory Failure
[Respiratory failure]

68.

CMUH105-
REC1-072

2017/1/6

E2B_8005
7796

FU3

MSB0010718
C/OXALIPLA
TIN

Disease progression

69.

CMUH105-
REC1-072

2017/3/6

E2B_8006
1514

OXALIPLATI
N;CAPECITA
BINE

Febrile
neutropenia;Diarrhoea

131 A

106 = 06 * 28 p

¥
a
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|
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OXALIPLATI
CMUH105- E2B 8005 SEPTIC SHOCK DUE
70. 2017/1/4 FU2 [N;CAPECITA 13| A
REC1-072 7567 TO PNEUMONIA
BINE
OXALIPLATI ]
CMUH105- E2B 8006 Febrile
71. 2017/3/6 - FU1 |N;CAPECITA o 131 A
REC1-072 1514 neutropenia;Diarrhoea
BINE
OXALIPLATI
CMUH105- E2B_8006 Haemorrhage
72. 2017/2/22 FU3 | N;FLUOROU ) ) ) 131 A
REC1-072 0841 intracranial;Sepsis
RACIL
OXALIPLATI
CMUH105- E2B 8005
73. 2017/1/4 - FU4 |N;CAPECITA SEPTIC SHOCK 131 A
REC1-072 7567
BINE
OXALIPLATI
CMUH105- E2B_8006 Haemorrhage
74. 2017/2/22 FU4 |[N;FLUOROU . ] ) 13| A
REC1-072 0841 intracranial;Sepsis
RACIL
OXALIPLATI .
CMUH105- E2B 8006 Febrile
75. 2017/3/6 FU2 [N;CAPECITA o 13| A
REC1-072 1514 neutropenia;Diarrhoea
BINE
OXALIPLATI
CMUH105- .
76. 2017/1/20 | 8139072 | FU4 [N;CAPECITA Diarrhoea 13| A
REC1-072
BINE
OXALIPLATI )
CMUH105- E2B 8006 Febrile
77. 2017/3/6 FU3 |N;CAPECITA o 131 A
REC1-072 1514 neutropenia;Diarrhoea
BINE
106 & 06 * 28 p % 60 F > £ 98 F
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78.

CMUH103-
REC1-123

2017/3/21

1703BRA
011508

follow
up 3

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

Febrile neutropenia
[Febrile neutropenia]

2.3

79.

CMUH103-
REC1-123

2017/1/12

1701CHN
011993

follow
up 20

PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Intravenous
infusion
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 = 06 * 28 p
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CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
(Carboplatin) neutrophil count
80. |CMUH103-| 2017/3/23 1705TUR | follow Intravenous | decreased [Neutrophil | 2 A
005646 up 2 o
REC1-123 Injection count decreased]
PEMETREXE
D (3475
SOLUTION
FOR
INJECTION
STUDY)
PACLITAXEL | infectious shock [Septic
(3475 shock]
SOLUTION respiratory failure
FOR [Respiratory failure]
INJECTION | anorexia [Decreased
STUDY) appetite]
1704cHN | follow (paclitaxel) vomit [Vomiting]
81. [CMUH103-| 2017/4/18 Intravenous nausea [Nausea] 13| A
013017 up 9 L ) .
REC1-123 infusion Intermittent diarrhea
CARBOPLATI [Diarrhoea]
N (3475 level 4
SOLUTION |myelosuppression [Bone
FOR marrow failure]
INJECTION | pulmonary infection
STUDY) [Lung infection]
MK-3475
CMUH103- 1502ISR0 | follow [(pembrolizuma]unknown cause of death
82. 2015/1/31 i 1 A
REC1-135 07001 up 13 |[b) Solution for [Death]
injection
106 # 06 * 28 p ¥ 62 F - % 98 F
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VINFLUNINE
(3475 neutropenia
SOLUTION [Neutropenia]
FOR thrombocytopenia
CMUH103- 1510POLO| follow )
83. 2015/10/20 INJECTION | [Thrombocytopenia] | 2.3 | A
REC1-135 11041 up 3 . .
STUDY) anemia [Anaemia]
(Vinflunine) mucositis [Mucosal
Intravenous inflammation]
infusion
MK-3475 .
) Malignant neoplasm
CMUH103- 1501ESPO| follow |(pembrolizuma . .
84. 2015/1/25 ) Progression [Malignant | 1.3 | A
REC1-135 10824 up 3 |b) Solution for .
. neoplasm progression]
injection
VINFLUNINE| Other Serious Criteria:
(3475 Medically Significant
SOLUTION |unknown cause of death
FOR [Death]
CMUH103- 1507DNK | follow i ) .
85. 2015/7/15 INJECTION | urinary tract infection 1 A
REC1-135 011544 up 3 i ) .
STUDY) | [Urinary tract infection]
(Vinflunine) | Decreased neutrophile
Intravenous | count [Neutrophil count
infusion decreased]
DOCETAXEL
(3475 .
neutropenia
SOLUTION )
[Neutropenia]
FOR .
CMUH103- 1510USA | follow dehydration
86. 2015/10/6 INJECTION . 23] A
REC1-135 006408 up 3 [Dehydration]
STUDY) _
dehydration
(Docetaxel) .
. [Dehydration]
Solution for
injection
106 = 06 * 28 p ¥ 63 F - ¥ 98 F
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ADR No.: PACLITAXEL
TWN/15/0 (3475
109 SOLUTION ) .
ADR: sepsis [Sepsis]
CIOMS FOR .
CMUH103- FU 02 acute renal failure 1.2
87. 2015/1/15 No.: INJECTION i . A
REC1-135 CIOMS: [Acute Kidney injury] 3
1501TWN| . . STUDY) ) . i
initial ) jaundice [Jaundice]
008804 (paclitaxel)
Patient ID: Intravenous
451504 infusion
#1)
ERIBULIN
MESYLATE
(3475
SOLUTION ) .
Respiratory Failure
CMUH104- 1706USA | . . FOR . .
88. 2017/3/21 initial [Respiratory failure] | 1.3 | A
REC1-118 003739 INJECTION . .
gastritis [Gastritis]
STUDY)
(eribulin
mesylate)
Solution for
injection
#1)
ERIBULIN
MESYLATE
(3475 ) .
Respiratory Failure
follow | SOLUTION ) ]
[Respiratory failure]
CMUH104- 1706USA| up1 FOR _ _
89. 2017/3/21 microperforation of 13| A
REC1-118 003739 ([(downgr| INJECTION
small bowel [Small
ade) STUDY) ] ] )
o intestinal perforation]
(eribulin
mesylate)
Solution for
injection
106 = 06 * 28 p % 64 F % 98 |
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#1)
ERIBULIN
MESYLATE
(3475 ) .
Respiratory Failure
follow | SOLUTION ] ]
[Respiratory failure]
CMUH104- 1706USA| upl FOR i i
90. 2017/3/21 microperforation of 13| A
REC1-118 003877 |[(downgr| INJECTION
small bowel [Small
ade) STUDY) ) ] )
o intestinal perforation]
(eribulin
mesylate)
Solution for
injection
#1)
ERIBULIN ) .
Febrile Neutropenia
MESYLATE : )
[Febrile neutropenia]
(3475 i .
septic shock [Septic
SOLUTION
shock]
CMUH104- 1606PHLO| follow FOR i
91. 2016/6/24 Worsening of pleural [1.2.3| A
REC1-118 13514 up 6 INJECTION .
effusion [Pleural
STUDY) _
o effusion]
(eribulin ) )
Community acquired
mesylate) ) .
i pneumonia [Pneumonia]
Solution for
injection
ALT increased [Alanine
aminotransferase
increased]
AST increased
CMUH105- 1701TUR | follow MK-3475
92. 2017/1/23 [Aspartate 23 | A
REC1-102 011979 | up 18 study i
aminotransferase
increased]
pleural effusion [Pleural
effusion]
106 = 06 * 28 p % 65 F > % 98 F
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93.

DMR100
-IRB-091

2012/10/16

1212USA
000015

follow
up 1

MK-V212
Study
ERTAPENEM
SODIUM

toxic encephalopathy
[Toxic encephalopathy]
worsening of metastatic
colorectal cancer
[Colorectal cancer
metastatic]
Necrotizing fasciitis at
right hip [Necrotising
fasciitis]
right hip cellulitis
[Cellulitis]
recurrent cellulitis
[Cellulitis]
Enterocutaneous fistula
infection [Intestinal
fistula infection]

1.2.3

94.

DMR100
-IRB-091

2012/5/14

1205USA
04538

initial

MK-Vv212
Study
DOXIL

Oral mucositis
[Stomatitis]
Orthostatic hypotension
[Orthostatic
hypotension]
Fever [Pyrexia]
Progression of
endometrial cancer
[Endometrial cancer]

1.3

106 = 06 * 28 p
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95.

DMR100
-IRB-091

2014/1/10

1402COL
001867

initial

MK-V212
Study
METHOTREX
ATE

progression acute
lymphoblastic leukemia
precursor T [Precursor
T-lymphoblastic
lymphoma/leukaemia]
febrile neutropenia
[Febrile neutropenia]
Febrile neutropenia
[Febrile neutropenia]
Febrile neutropenia
[Febrile neutropenia]
febrile neutropenia
[Febrile neutropenia]
Pulmonary aspergillosis
[Bronchopulmonary
aspergillosis]

E coli bacteremia
multisusceptible
[Escherichia
bacteraemia]
urinary tract infection
[Urinary tract infection]
cellulitis left lower limb
[Cellulitis]

1.3

96.

DMR100
-IRB-091

2013/4/10

1305HND
001646

initial

MK-Vv212
Study
DOXORUBIC
IN
HYDROCHL
ORIDE

stomatitis (mucositis)
[Stomatitis]
anemia [Anaemia]
pancytopenia
[Pancytopenia]
Anaemia [Anaemia]
pancytopenia
[Pancytopenia]

2.3

106 = 06 * 28 p
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Allergic reaction to
MK-V212 caelyx [Drug
DMR100 1606GRC | follow e
97. 2016/5/4 Study hypersensitivity] 23| A
-IRB-091 014605 up 2
CAELYX |Stroke [Cerebrovascular
accident]
squamous cell
carcinoma NSC
MK-V212 .
DMR100 1112USA0| follow progression [Squamous
98. 2011/10/28 Study . 13 A
-IRB-091 0188 up 4 cell carcinoma of lung]
PRINIVIL .
angioedema
[Angioedema]
immune related reaction
[Immune system
disorder]
MK-3475 | transaminase elevation
CMUH104- 1701USA (pembrolizuma [Transaminases
99. 2016/12/31 F16 ) ) 123 A
REC1-039 004870 b) Solution for increased]
injection encephalitis
[Encephalitis]
Hypercalcemia
[Hypercalcaemia]
MK-3475
(pembrolizuma
b) Solution for
injection,
CISPLATIN _
CMUH104- 1702HUN Thrombocytopenia
100. 2017/2/20 F6 (3475 ) 23,1 A
REC1-039 009462 [Thrombocytopenia]
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)

106 = 06 * 28 p

S
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CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY) . .
. Other Serious Criteria:
(carboplatin) . L
Medically Significant
Intravenous . .
. ) pneumonia [Pneumonia]
infusion, .
mucositis oral
5-FLUOROU .
[Stomatitis]
RACIL (3475 )
Neutrophil decreased
CMUH104- 1701MEX SOLUTION .
101. 2017/1/18 F8 [Neutrophil count 131 A
REC1-039 012708 FOR
decreased]
INJECTION i
White blood cells
STUDY),CET .
decreased [White blood
UXIMAB
cell count decreased]
(3475 )
dehydration
SOLUTION )
[Dehydration]
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion
immune related reaction
[Immune system
disorder]
MK-3475 encephalitis
CMUH104- 1701USA (pembrolizuma [Encephalitis]
102. 2016/12/31 F17 i i ) 123 A
REC1-039 004870 b) Solution for| transaminase elevation
injection [Transaminases
increased]
Hypercalcemia
[Hypercalcaemia]
106 = 06 * 28 p
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103.

CMUH104-
REC1-039

2017/4/5

1704CHL
003273

F1

MK-3475
(pembrolizuma
b) Solution for

injection,
CARBOPLATI

N (3475

SOLUTION
FOR
INJECTION

STUDY),
5-FLUOROU
RACIL (3475

SOLUTION
FOR
INJECTION
STUDY)

pneumonia [Pneumonia]

2,3

104

CMUH104-

| REC1-039

2016/5/12

160SUSA
009033

F7

MK-3475
(pembrolizuma
b) Solution for

injection,

CISPLATIN
(3475

SOLUTION
FOR

INJECTION

STUDY)

(cisplatin),
5-FLUOROU
RACIL (3475

SOLUTION
FOR
INJECTION
STUDY)

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

1,2,3

106 = 06 * 28 p

S
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immune related reaction
[Immune system
MK-3475 .
) disorder]
CMUH104- 1701USA (pembrolizuma .
105. 2016/12/31 F18 ) encephalitis 1,23 A
REC1-039 004870 b) Solution for .
L [Encephalitis]
injection )
Hypercalcemia
[Hypercalcaemia]
CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
5-FLUOROU Respiratory
RACIL (3475 insufficiency
CMUH104- 1701BRA i ]
106. 2017/1/24 F5 SOLUTION [Respiratory failure] [1,2,3] A
REC1-039 012807 ) )
FOR pneumonia [Pneumonia]
INJECTION sepsis [Sepsis]
STUDY),CISP
LATIN (3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Intravenous
infusion
106 = 06 * 28 p ¥ 71 F » ¥ 98 |
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CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY) . o
. Other Serious Criteria:
(carboplatin) ] o
Medically Significant
Intravenous . .
. . pneumonia [Pneumonia]
infusion, o
mucositis oral
5-FLUOROU .
[Stomatitis]
RACIL (3475 )
Neutrophil decreased
CMUH104- 1701MEX SOLUTION .
107. 2017/1/18 F9 [Neutrophil count 131 A
REC1-039 012708 FOR
decreased]
INJECTION i
White blood cells
STUDY),CET .
decreased [White blood
UXIMAB
cell count decreased]
(3475 )
dehydration
SOLUTION )
[Dehydration]
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion
106 = 06 * 28 p % 72 7 % 98 T
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CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY),CAR ) .

insufficiency

108. CMUHRL04- 2017/1/24 1701BRA F6 BOPLATIN [Respiratory failure] [1,2,3] A
REC1-039 012807 (3475

SOLUTION
FOR

INJECTION
STUDY)

(carboplatin)

Respiratory

pneumonia [Pneumonia]
sepsis [Sepsis]

Intravenous
infusion, ,CISP
LATIN (3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Intravenous

infusion

106 = 06 * 28 p ¥ 73 | o2
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MK-3475
(pembrolizuma
b) Solution for

injection,
CARBOPLATI

N (3475

SOLUTION
109. CMUHL04- 2017/4/5 1704CHL F2 FOR pneumonia [Pneumonia] | 2,3 | A
REC1-039 003273 INJECTION
STUDY),
5-FLUOROU
RACIL (3475
SOLUTION

FOR
INJECTION

STUDY)

106 = 06 * 28 p e
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CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY) . o
. Other Serious Criteria:
(carboplatin) ] o
Medically Significant
Intravenous . .
. . pneumonia [Pneumonia]
infusion, o
mucositis oral
5-FLUOROU .
[Stomatitis]
RACIL (3475 )
Neutrophil decreased
CMUH104- 1701MEX SOLUTION .
110. 2017/1/18 F10 [Neutrophil count 131 A
REC1-039 012708 FOR
decreased]
INJECTION i
White blood cells
STUDY),CET i
decreased [White blood
UXIMAB
cell count decreased]
(3475 )
dehydration
SOLUTION )
[Dehydration]
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion
106 = 06 * 28 p % 75 F % 98 |
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CMUH104-

| REC1-039

2017/2/16

1702HUN
008114

F9

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

Hypokalemia
[Hypokalaemia]

112

CMUH104-

| REC1-039

2016/12/31

1701USA
004870

F19

MK-3475
(pembrolizuma
b) Solution for

injection

immune related reaction
[Immune system
disorder]
encephalitis
[Encephalitis]
Hypercalcemia
[Hypercalcaemia]

1,2,3

106 = 06 * 28 p

S
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pulmonary fibrosis
MK-3475 o
) [Pulmonary fibrosis]
(pembrolizuma . . .
) septicemia [Sepsis]
b) Solution for ) )
o Anemia [Anaemia]
injection, ) .
asthenia [Asthenia]
CARBOPLATI .
Back pain per to bone
N (3475 . .
lesion [Bone lesion]
SOLUTION )
Tumor bleeding
CMUH104- 1605BRA FOR
113. 2016/5/1 F14 [Tumour haemorrhage] | 2,3 | A
REC1-039 007069 INJECTION i i
Spinal cord compression
STUDY), .
[Spinal cord
5-FLUOROU .
compression]
RACIL (3475 i i
Lung infection [Lung
SOLUTION . i
infection]
FOR )
Symptomatic
INJECTION hvoothvroidi
othyroidism
STUDY) YPORY .
[Hypothyroidism]
106 = 06 * 28 p » 77 F »x 98 |
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MK-3475
(pembrolizuma
b) Solution for

injection,

CISPLATIN
(3475

SOLUTION
FOR

INJECTION

STUDY)
(cisplatin),5-F
LUOROURA

[Myocardial infarction]
CMUH104- 1511FINO| . .. CIL (3475
114. 2015/10/31 initial dyspnea [Dyspnoea] | 2,3 | A
REC1-039 02185 SOLUTION
FOR
INJECTION
STUDY)

(5-Fluorouracil

myocardial infarctation

acute kidney injury
[Acute Kidney injury]

) Intravenous
infusion,,
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION

STUDY)

106 = 06 * 28 p e
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MK-3475
(pembrolizuma
b) Solution for

injection,

CISPLATIN
(3475

SOLUTION
FOR

INJECTION

STUDY)
(cisplatin),5-F
LUOROURA
CMUH104- 1704USA CIL (3475
115. 2017/3/21 F1 death [Death] 1 A

REC1-039 002589 SOLUTION
FOR
INJECTION
STUDY)
(5-Fluorouracil
) Intravenous
infusion,
CARBOPLATI

N (3475

SOLUTION
FOR
INJECTION
STUDY)

106 = 06 * 28 p e
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MK-3475
(pembrolizuma
b) Solution for

injection,
CARBOPLATI

N (3475
SOLUTION
FOR
INJECTION
116.CMUH104_ 2017/4/5 1704CHL F3 |STUDY),5-FL [pneumonia [Pneumonia]| 2,3 | A
REC1-039 003273
UOROURACI
L (3475
SOLUTION
FOR
INJECTION

STUDY)

(5-Fluorouracil
) Intravenous
infusion

106 = 06 * 28 p £
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CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
CISPLATIN
(3475
CMUH104- 1702HUN SOLUTION Hypokalemia
117. 2017/2/16 F10 FOR ] 2 A
REC1-039 008114 [Hypokalaemia]
INJECTION
STUDY)
(cisplatin),5-F
LUOROURA
CIL (3475
SOLUTION
FOR
INJECTION
STUDY)
(5-Fluorouracil
) Intravenous

infusion

[00)
-
=
S
©
(00)
=

106 = 06 * 28 p £
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MK-3475
(pembrolizuma
b) Solution for

injection,
CARBOPLATI

N (3475
SOLUTION
FOR
INJECTION Sepsis with septic
118. CMUHRLOA- 2016/5/22 1005THA F3 |STUDY),5-FL| arthritis [Arthritis 23| A
REC1-039 010986 .
UOROURACI bacterial]
L (3475
SOLUTION
FOR
INJECTION

STUDY)

(5-Fluorouracil
) Intravenous
infusion

106 = 06 * 28 p £
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CMUH104-
REC1-039

2016/8/26

1608BRA
015042

F6

MK-3475
(pembrolizuma
b) Solution for

injection,
CARBOPLATI

N (3475
SOLUTION
FOR
INJECTION
STUDY),5-FL
UOROURACI
L (3475
SOLUTION
FOR
INJECTION

STUDY)

(5-Fluorouracil
) Intravenous
infusion

sepsis [Sepsis]

2,3

120.

CMUH104-
REC1-039

2016/12/31

1701USA
004870

F20

MK-3475
(pembrolizuma
b) Solution for

injection

[Immune system
disorder]
encephalitis
[Encephalitis]
Hypercalcemia

[Hypercalcaemia]

immune related reaction

1,2,3

106 = 06 * 28 p
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MK-3475
(pembrolizuma
b) Solution for

injection,
CARBOPLATI

N (3475
SOLUTION
121 CMUH104- 2016/8/24 1608BRA £ FOR sinus- inf(-ac-tion 23| A
REC1-039 015042 INJECTION [Sinusitis]
STUDY),
5-FLUOROU
RACIL (3475
SOLUTION

FOR
INJECTION

STUDY)
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CMUH104-

| REC1-039

2017/1/24

1701BRA
012807

F7

CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY),
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY),
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)

(cisplatin)

pneumonia [Pneumonia]
Respiratory
insufficiency
[Respiratory failure]
sepsis [Sepsis]

1,23

106 = 06 * 28 p

S
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CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
CARBOPLATI| osteomyelitis (bone
CMUH104- 16111SR0O ) .
123. 2016/11/11 F18 N (3475 infection) 131 A
REC1-039 07474 .
SOLUTION [Osteomyelitis]
FOR
INJECTION
STUDY),
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY)
immune related reaction
[Immune system
MK-3475 .
i disorder]
CMUH104- 1701USA (pembrolizuma -
124, 2016/12/31 F21 ) encephalitis 1,231 A
REC1-039 004870 b) Solution for o
L [Encephalitis]
injection )
Hypercalcemia
[Hypercalcaemia]
106 = 06 * 28 p ¥ 86 F - 98 F
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CMUH104-
REC1-039

2016/3/25

1603ESPO
13034

F1

CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Intravenous
infusion,
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY),CET
UXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion

Pneumonia [Pneumonia]

1,23

106 = 06 * 28 p
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CMUH104-

| REC1-039

2017/4/5

1704CHL
003273

F4

MK-3475
(pembrolizuma
b) Solution for

injection,
CARBOPLATI

N (3475

SOLUTION
FOR
INJECTION

STUDY),
5-FLUOROU
RACIL (3475

SOLUTION
FOR
INJECTION
STUDY)

pneumonia [Pneumonia]

2,3

127.

CMUH104-
REC1-039

2016/7/18

1607USA
009173

F6

MK-3475
(pembrolizuma
b) Solution for

injection,
CARBOPLATI

N (3475
SOLUTION
FOR
INJECTION

STUDY),
5-FLUOROU
RACIL (3475

SOLUTION
FOR
INJECTION
STUDY)

Bronchial infection
[Bronchitis]

1,3

106 = 06 * 28 p

S
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MK-3475
(pembrolizuma o
) pulmonary fibrosis
b) Solution for o
L [Pulmonary fibrosis]
injection, o )
septicemia [Sepsis]
CARBOPLATI . .
Anemia [Anaemia]
N (3475 . .
asthenia [Asthenia]
SOLUTION .
Back pain per to bone
CMUH104- 1605BRA FOR . .
128. 2016/5/1 F15 lesion [Bone lesion] | 2,3 | A
REC1-039 007069 INJECTION . .
Spinal cord compression
STUDY), .
[Spinal cord
5-FLUOROU ]
compression]
RACIL (3475 .
Symptomatic
SOLUTION hvmothvroidi
othyroidism
FOR [HyIO thy idism]
othyroidism
INJECTION yPOrY
STUDY)
106 # 06 * 28 p ¥ 89 F - 98 F
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129.

CMUH104-
REC1-039

2017/1/24

1701BRA
012807

F8

CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY),
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY),
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)

(cisplatin)

pneumonia [Pneumonia]
Respiratory
insufficiency
[Respiratory failure]
sepsis [Sepsis]

1,23

106 = 06 * 28 p
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130.

CMUH104-
REC1-039

2016/7/18

1607USA
009173

F7

MK-3475
(pembrolizuma
b) Solution for

injection,
CARBOPLATI

N (3475

SOLUTION
FOR
INJECTION

STUDY),
5-FLUOROU
RACIL (3475

SOLUTION
FOR
INJECTION
STUDY)

Bronchial infection
[Bronchitis]

13,

131

CMUH104-

| REC1-039

2016/5/12

160SUSA
009033

F8

MK-3475
(pembrolizuma
b) Solution for

injection,

CISPLATIN
(3475

SOLUTION
FOR

INJECTION

STUDY)

(cisplatin),
5-FLUOROU
RACIL (3475

SOLUTION
FOR
INJECTION
STUDY)

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

1,2,3

106 = 06 * 28 p

S
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MK-3475
(pembrolizuma I
. pulmonary fibrosis
b) Solution for ] )
L [Pulmonary fibrosis]
injection, N .
septicemia [Sepsis]
CARBOPLATI . .
Anemia [Anaemia]
N (3475 . .
asthenia [Asthenia]
SOLUTION .
Back pain per to bone
CMUH104- 1605BRA FOR . .
132. 2016/5/1 F16 lesion [Bone lesion] | 2,3 | A
REC1-039 007069 INJECTION . .
Spinal cord compression
STUDY), .
[Spinal cord
5-FLUOROU .
compression]
RACIL (3475 .
Symptomatic
SOLUTION hvoothvroidi
othyroidism
FOR [HyIO thy idism]
othyroidism
INJECTION yPoty
STUDY)
MK-3475
(pembrolizuma
b) Solution for
injection,
CARBOPLATI
N (3475
SOLUTION
CMUH104- 1608BRA FOR _ )
133. 2016/8/24 F8 sepsis [Sepsis] 23| A
REC1-039 015042 INJECTION
STUDY),
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY)
106 # 06 * 28 p ¥ 92 F o 98 F
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134.

CMUH104-
REC1-039

2017/1/24

1701BRA
012807

F9

CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY),CAR
BOPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(carboplatin)
Intravenous
infusion,CISP
LATIN (3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Intravenous

infusion

pneumonia [Pneumonia]
Respiratory
insufficiency
[Respiratory failure]
sepsis [Sepsis]

1,23

106 = 06 * 28 p
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135.

CMUH104-
REC1-039

2017/1/24

1701BRA
012807

F10

CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY),CAR
BOPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(carboplatin)
Intravenous
infusion,CISP
LATIN (3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)
Intravenous

infusion

pneumonia [Pneumonia]
Respiratory
insufficiency
[Respiratory failure]
sepsis [Sepsis]

1,23
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106 = 06 * 28 p
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1. | CMUH105-REC1-101

*n % @ Investigator Memo_07Mar2017

[

S

CMUH105-REC1-094

[z 2144 ]
*E% & L4 - FINERENONE
*E pMHAFLPF 10509 01p 3 106+ 022 28 p
1. Quarterly Summary Report of SUSAR 01Sep2016 to
30Nov2016 > 2. Quarterly Summary Report of SUSAR
01Dec2016 to 28Feb2017 - 3. Serious Study Conduct Related
Cases 01Sep2016 to 30Nov2016
4. Serious Study Conduct Related Cases 01Dec2016 to
28Feb2017 » 5. SUSAR Study Cases 01Sep2016 to
30Nov2016 - 6. SUSAR Study Cases 01Dec2016 to
28Feb2017 -
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F
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*3 & @ Investigator’s Brochure Edition 18 15March2017
*p dp 12017 # 03 % 15 ¢
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*mox L #7B %3R4 £ eCRF V6.0 Change Request 6 Final 02
Aug 2016-Unique Forms, Generated On: 13 Dec 2016

DMR100 -IRB-171

[S%>%La 4]
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CMUH105-REC1-094
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*i&5% ¥ ¢4 FINERENONE

TMIRLHAFI05£092 01p 1 106%02* 28 p
1. Quarterly Summary Report of SUSAR 01Sep2016 to
30Nov2016 » 2. Quarterly Summary Report of SUSAR
01Dec2016 to 28Feb2017 - 3. Serious Study Conduct Related
Cases 01Sep2016 to 30Nov2016
4. Serious Study Conduct Related Cases 01Dec2016 to
28Feb2017 > 5. SUSAR Study Cases 01Sep2016 to 30Nov2016 -
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o RABGERTRD
[z 2144 ]

6. | DMR100-IRB-064 A | *3Esk ¥4 ACZ885
*p g 2016 %10 1p % 2017# 37 31p
[z 2144 ]

7. | CMUH104-REC1-039 | £ L 7 | *@% ¥4 4L : MK3475 (Pembrolizumab)
* pMARLEHEF D 105% 122 04p 3 106 % 037 03 p
[{r7i4F4 2p]
1)* %416

8. | CMUH105-REC1-072 | ¥ #iR *p #2016 # 10 * 14 p
)Rl N

*pdp 12017 #03 % 31p

[ 773 5% 1 #% 4 2 3 Investigator’s letter: ECG hard copy or
electronic soft copy collecting for third party reading, May 10,

9. | CMUH104-REC1-015 | %24 | 2017]
FhRh D GATRIZ 2 B AR R Y
*pdp 1106 05* 10 p
(2]
*n % o Investigational drugs Survey report on measures such as
discontinuation of manufacturing, collection, disposal in foreign
countries: ( US-KYOWAKIRIN-2017LI1T-482700002AA )

10. | CMUH106-REC1-030 | & 5/
(2017LIT-482700002 )
[ 579 il &z &)
*Fap fp 12017 & 04 % 14 p
*Fap fp 12017 &£ 05 % 22 p
(&< 2iap4 ]
*Eok F 4 LA ¢ Lenvatinib

11. | CMUH102-REC1-053 | #8FEf | *% 2idr @ :105# 29 13p 1 105#8* 127
*Eok F 4 LA ¢ Lenvatinib
*% rMIRLHEF 10587 13p 3 10620 12p
[#&]
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CMUH102-REC1-016
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[ 57 il 4 @)
*z @ p #1106 & 057 08 p

[ =% 2244 ]

*ES%E L LA Belimumab

* 2 AR2 W R (PSRI)105 £ 11 % 01 p % 106 & 04 *
30 p

* 2 4R2 9 R 0 (DSUR)105 & 03 » 09 p 3 106 # 03
" 08 p

[DMC ;i34 5] IDMC Letter

*dk it pd r105& 057 31 ¢

14.

CMUH102-REC1-028
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¢
e

[{ATadr £p]
*3= & 1 Addendum No. 02 to IB#20, dated 16-Dec-2016 for
Abatacept (BMS-188667)
*p #2017 & 04 % 11 p

15.

DMR101-IRB1-177

[ %9¢ il 50f3 &)

*iZSop dp 106 £ 057 01p

16.

CMUH102-REC1-016

[DMC ;+-3#%:f =] IDMC Letter
*A-zk 52 p Hp 1106 & 057 23 p

17.

CMUH103-REC1-067

[ = 2444 ] B SUSAR

*E % F 4 4L Masitinib Tablet 100 mg, 200 mg

*% rMIRLHEF 103£ 07 28p 3 106 06 % 07 p
(2]

*I % 1 #74% eCRF i IRB # & » %% : CRF_Part

1 Version1.0_20110308 £

Part 2_Version 1.0_20120719 » #74% : version2.0_20170320

18.
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*5x A : Edition 10
*p # : Mar-2017

19.
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*Z 3 p #p 12017 & 05 % 30 p

20.

CMUH105-REC1-109

(EETELEE 2D |
*E ok E 4 L« Tecentriq® /Atezolizumab
*g pMAEL PR 0 105& 112 11p 3 106 % 05 10 p

21.

CMUH103-REC1-085
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22.
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[#]
24. | CMUH103-REC1-126 | £ & _
*mn % : Dear Investigator Letter, dated 30 May 2017
25. | CMUH103-REC1-087 | %48 [R5k H 4]
(2]
*M % % 85X DSMB Rm37*t 106 & 06 * 30 p = 2 B » F]3%
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27. | CMUH103-REC1-075 | # 4 3 | *% # : Addendum 1 to Investigator's Brochure Edition 13
*p dp 12017 # 03 % 29 p
[ =4 =% > 242 ] SUSAR 6-monthly line listing-CT
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