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1) .
1) Blood creatine
2016/7/14 .
PDM201 phosphokinase
CMUH10 2) follow .
1. 60107 ONO-4538 increased 3| A
4-REC2-112016/7/27 up 3 :
39 3 (V4) 2) Anaemia
3) Decreased appetite
2016/7/27 ) PP
PDM201
CMUH10 follow _
2. 2016/8/1 | 60121 ONO-4538 Pneumonia 3 1A
4-REC2-1 up 1
(V2)
39
PDM201
CMUH10 follow Tracheo-oesophageal
3. 2016/7/25| 60114 ONO-4538 _ 3,71 A
4-REC2-1 up 2 fistula
(V3)
39
PDM-KR
CMUH10 . . .
4. 2016/8/17(-2016021| Initial | ONO-4538 | Intestinal perforation | 3 | A
4-REC2-1 )
39
PDM201
CMUH10 follow .
5. 2016/8/1 | 60121 ONO-4538 Pneumonia 3| A
4-REC2-1 up 2
(V3)
39
PDM(KR
CMUH10 follow
6. 2016/7/29()2016018 ONO-4538 | Tumour haemorrhage [ 2,3 | A
4-REC2-1 up 3
6 (v4)
39
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PDM-KR
CMUH10 follow i .
7. 2016/8/13(-2016021 ONO-4538 | Disease progression |3,7| A
4-REC2-1 5 up 1
39
PDM-KR i
CMUH10 follow Malignant neoplasm
8. 2016/8/13|-2016021 ONO-4538 ) 3,71 A
4-REC2-1 5 up 2 progression
39
PDM-KR i
CMUH10 follow Malignant neoplasm
9. 2016/8/17|-2016021 ONO-4538 ) 3,71 A
4-REC2-1 5 up 3 progression
39
PDM201
CMUH10 follow Tracheo-oesophageal
10. 2016/7/25| 60114 ONO-4538 _ 3,71 A
4-REC2-1 up 3 fistula
(V4)
39
PDM-KR
CMUH10 . .
11. 2016/9/1 |-2016023| Initial | ONO-4538 Pneumonia 3| A
4-REC2-1 3
39
CMUH10 systemic allergic
20163842 . . . . -
12.|2-REC2-1(2016/8/10 %0 initial |Bococizumab| reaction [Systemic | 2.3 | A
30 allergic reaction]
CMUH10 systemic allergic
20163842| follow ) . :
13.|2-REC2-1(2016/8/10 %0 up 1 Bococizumab| reaction [Systemic 2 | A
30 P allergic reaction]
CMUH10 PDM-KR follow
14.|4-REC2-1| 2016/9/1 |-2016023 ONO-4538 Pneumonia 1,3 A
up 1
39 3
sepsis [Sepsis]
urinary tract infection
CMUH10 MK-3475 )
1604USA(| follow ) [Urinary tract
15. | 4-REC2-02016/3/29 (pembrolizum i . 23| A
000828 | up1l infection]
30 ab)
encephalopathy
[Encephalopathy]
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adrenal insufficency
CMUH10 MK-3475 [Adrenal
1606USA| follow _ ) -
16. |4-REC2-0| 2016/6/8 (pembrolizum insufficiency] 23| A
005236 | up4 L
30 ab) pericarditis
[Pericarditis]
CMUH10 MK-3475 .
1609ISRO| follow _ trombocytopenia
17.|14-REC2-0| 2016/9/6 (pembrolizum ) 23| A
04740 up 1 [Thrombocytopenia]
30 ab)
hypercalcaemia
[Hypercalcaemia]
rapid disease
progression [Disease
progression]
CMUH10 MK-3475 )
1603ISRO0| follow . malignant neoplasm
18. |4-REC2-02016/3/13 (pembrolizum ) 13 A
30 10560 | up 11 ab) progression
[Malignant neoplasm
progression]
urinary tract infection
[Urinary tract
infection]
myositis [Myositis]
Thyroiditis
[Thyroiditis]
CMUH10 MK-3475 .
1512SGP | follow . Myocarditis
19. |4-REC2-02015/12/3 (pembrolizum . 13 A
008375 | up 12 [Myocarditis]
30 ab) .
Pneumonia
[Pneumonia]
Hepatitis [Hepatitis]
CMUH10 MK-3475
1609ISRO| . . . ) unknown death
20. | 4-REC2-0 | 2016/8/6 initial [(pembrolizum 1A
09198 [Death]
30 ab)
follow
CMUH10 MK-3475 .
1609ISRO[ up _ trombocytopenia
21. [4-REC2-0| 2016/9/6 (pembrolizum ) 23| A
30 04740 |(downg ab) [Thrombocytopenia]
rade)
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follow . .
CMUH10 MK-3475 progression disease
1609ISRO[ up _ i
22.|4-REC2-0| 2016/8/6 (pembrolizum| [Malignant neoplasm | 1 [ A
09198 |(downg )
30 ab) progression]
rade)
hypercalcaemia
[Hypercalcaemia]
rapid disease
progression [Disease
progression]
CMUH10 MK-3475 )
1603ISRO0| follow . malignant neoplasm
23.|4-REC2-0(2016/3/13 (pembrolizum ) 13 A
30 10560 | up 12 ab) progression
[Malignant neoplasm
progression]
urinary tract infection
[Urinary tract
infection]
adrenal insufficency
CMUH10 MK-3475 [Adrenal
1606USA| follow _ i .
24.|4-REC2-0| 2016/6/8 (pembrolizum insufficiency] 23| A
005236 | up5 e
30 ab) pericarditis
[Pericarditis]
Pneumonia
[Pneumonia]
myositis [Myositis]
CMUH10 MK-3475 I
1512SGP | follow . Thyroiditis
25. | 4-REC2-0(2015/12/3 (pembrolizum e 13 A
30 008375 | up 13 ab) [Thyroiditis]
Myocarditis
[Myocarditis]
Hepatitis [Hepatitis]
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Other Serious Criteria:
Medically Significant
CMUH10 MK-3475 | adrenal insufficency
1606USA| follow :
26. | 4-REC2-0 2016/6/8 (pembrolizum [Adrenal 23| A
005236 | up6 ) -
30 ab) insufficiency]
pericarditis
[Pericarditis]
CMUH10 PDM(KR .
. Tumor bleeding Grade
27.|4-REC2-0(2016/7/29()2016018| initial [ ONO-4538 4 2 | A
42 6
CMUH10 PDM(KR .
follow Tumor bleeding Grade
28. | 4-REC2-0(2016/7/29])2016018 ONO-4538 2 | A
upl 4
42 6
CMUH10 PDM(KR .
follow Tumor bleeding Grade
29. | 4-REC2-0(2016/7/29])2016018 ONO-4538 2,4 A
up 2 4
42 6
CMUH10 PDM(KR .
follow Tumor bleeding Grade
30. | 4-REC2-0(2016/7/29])2016018 ONO-4538 2,31 A
up 3 4
42 6
1(5);
1 2(1);
' 1) Drug-induced |3(1
2016/1/19 (1) Drug . (X
) myocarditis 2)(3)
' 2) Infectious 4);
2016/2/08 follow @) . )
CMUH10 mononucleosis 7(5
3. PDM201| wup ONO-4538 _ : .
31.|4-REC2-0 (3) Liver dysfunction |imp | A
2016/2/24| 60010 |(downg|BMS-734016
42 (4) Increased orta
4, rade) .
pancreatic enzymes | nt
2016/2/24 . .
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