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#1) MK-3475
Study (Code not
broken)
CMUH106- 1711TURO |follow up #2) pulmonary embolism
1. 2017/11/24 13| A
REC3-078 12477 1 CISPLATIN [Pulmonary embolism]
#3)
5-FLUOROUR
ACIL
CMUH105- 1711JPNOL1| MK-3475 Drug eruption [Drug
2. 2017/11/26 initial 2 A
REC3-093 2368 AXITINIB eruption]
orchitis [Orchitis]
CMUH105- 1710FRAO |follow up MK-3475
3. 2017/10/18 hepatic cytolisis 123 A
REC3-093 11386 4 AXITINIB
[Hepatocellular injury]
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ﬂm%%*%%wag&pi HES R EEE FES K
TR-ER¥-ZBAEREE(L piR)
B X 2 PAR (R L
E L | AP Vit Ex BE 2 X3
3 g o |% 2 B 3 5 5] FE K v = e
Sepsis [Sepsis]
CMUH105- 1711JPNOO [follow up disseminated intravascular
4. 2017/11/16 SUNITINIB ) ) ) 23 [ A
REC3-093 8323 2 coagulation [Disseminated
intravascular coagulation]
MK-3475
CMUH105- 1711JPNO1 [follow up Drug eruption [Drug
5. 2017/11/26 AXITINIB ] 2 A
REC3-093 2368 1 eruption]
BAKTAR
CMUH105- 1706FRAO (follow up
6. 2017/5/28 SUNITINIB peritonitis [Peritonitis] 2.3 A
REC3-093 04683 14
CMUH105- 1706FRAO (follow up
7. 2017/5/28 SUNITINIB peritonitis [Peritonitis] 2.3 A
REC3-093 04683 15
Sepsis [Sepsis]
CMUH105- 1711JPNOO |follow up disseminated intravascular
8. 2017/11/16 SUNITINIB ] ) ) 23 [ A
REC3-093 8323 3 coagulation [Disseminated
intravascular coagulation]
MK-3475 )
CMUH105- 1711JPNO1 |follow up Drug eruption [Drug
9. 2017/11/26 AXITINIB ] 2 A
REC3-093 2368 2 eruption]
BAKTAR
#1) MK-3475
CMUH106- 1711KORO [follow up ] ) )
10. 2017/11/21 Study (Code not infection [Infection] 1,3 A
REC3-054 10940 2
broken)
#1) MK-3475
CMUH106- 1711KORO [follow up ) ) )
11. 2017/11/21 Study (Code not| infection [Infection] 1,3 A
REC3-054 10940 3
broken)
#1) MK-3475
CMUH106- 1711KORO [follow up ) ) )
12. 2017/11/21 Study (Code not| infection [Infection] 1,3 A
REC3-054 10940 4
broken)
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Other Serious Criteria:
#1) MK-3475 Medically Significant
Study (Code not| pulmonary embolism
broken) [Pulmonary embolism]
CMUH106- 1711TURO |follow up #2) AST increased [Aspartate
13. 2017/11/24 13
REC3-078 12477 2 CISPLATIN aminotransferase
#3) increased]
5-FLUOROUR | ALT increased [Alanine
ACIL aminotransferase
increased]
16P-163.18 Community acquired
CMUH105- Follow | Upadacitinib pneumonia
14, 2016/11/6 |17523-00(1 2,3
REC3-013 1.0) up 2 (ABT-494) Acute respiratory failure
Sepsis
Other Serious Criteria:
#1) MK-3475 Medically Significant
Study (Code not|  pulmonary embolism
broken) [Pulmonary embolism]
15 CMUH106- 2017/11/24 1711TURO |Followup #2) AST increased [Aspartate 13
REC3-078 12477 3 CISPLATIN aminotransferase
#3) increased]
5-FLUORQOUR | ALT increased [Alanine
ACIL aminotransferase
increased]
Other Serious Criteria:
#1) MK-3475 Medically Significant
Study (Code not|  pulmonary embolism
broken) [Pulmonary embolism]
16. CMUH106- 2017/11/24 1711TURO |Followup #2) AST increased [Aspartate 123
REC3-078 12477 4 CISPLATIN aminotransferase
#3) increased]
5-FLUOROUR | ALT increased [Alanine
ACIL aminotransferase
increased]
¥ 23 F 0% 29 F
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Other Serious Criteria:
#1) MK-3475 Medically Significant
Study (Code not| pulmonary embolism
broken) [Pulmonary embolism]
CMUH106- 1711TURO |Followup #2) AST increased [Aspartate
17. 2017/11/24 1231 A
REC3-078 12477 5 CISPLATIN aminotransferase
#3) increased]
5-FLUOROUR | ALT increased [Alanine
ACIL aminotransferase
increased]
Other Serious Criteria:
#1) MK-3475 Medically Significant
Study (Code not|  pulmonary embolism
broken) [Pulmonary embolism]
CMUH106- 1711TURO |Followup #2) AST increased [Aspartate
18. 2017/11/24 _ 123 A
REC3-078 12477 6 CISPLATIN aminotransferase
#3) increased]
5-FLUOROUR | ALT increased [Alanine
ACIL aminotransferase
increased]
Worsening of
hyperglycemia
CMUH105- 1712BRA0| Follow MK-3475 )
19. 2017/11/14 [Hyperglycaemia] 23| A
REC3-093 03053 up 5 AXITINIB )
Hyperkalemia
[Hyperkalaemia]
Worsening of
hyperglycemia
CMUH105- 1712BRA0| Follow MK-3475 )
20. 2017/11/14 [Hyperglycaemia] 2.3
REC3-093 03053 up 6 AXITINIB )
Hyperkalemia
[Hyperkalaemia]
% 24 F % 29 |
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g |6 2 | Y N
Myasthenia-like Syndrome
[Myasthenic syndrome]
MK-3475 cpk increased [Blood
CMUH105- 1711USAQ | Follow |(pembrolizumab| creatine phosphokinase
21. 2017/10/31 ] 13| A
REC3-093 01053 up 5 ) increased]
AXITINIB AST increased [Aspartate
aminotransferase
increased]
MK-3475 Hyperglycemia
CMUH105- 1705JPNO1 |follow up| AXITINIB [Hyperglycaemia]
22. 2017/5/23 ) 23 [ A
REC3-093 2588 25 LANTUS hypoglycemia
HUMALOG [Hypoglycaemia]
MK-3475 )
CMUH105- 1711JPNO1 [follow up Drug eruption [Drug
23. 2017/11/26 AXITINIB ] 2 A
REC3-093 2368 3 eruption]
BAKTAR
CMUH105- 1706FRAO |follow up MK-3475 Hepatitis cytolisis
24, 2017/5/17 N 23 [ A
REC3-093 04656 12 AXITINIB [Hepatitis]
Myasthenia-like Syndrome
with Myositis
[Myositis-like syndrome]
cpk increased [Blood
creatine phosphokinase
CMUH105- 1711USAQ |follow up MK-3475 increased]
25. 2017/10/31 ] 13 A
REC3-093 01053 2 AXITINIB AST increased [Aspartate
aminotransferase
increased]
Generalized muscle
weakness [Muscular
weakness]
CMUH105- 1706FRAO (follow up o o
26. 2017/5/28 SUNITINIB peritonitis [Peritonitis] | 2.3 | A
REC3-093 04683 16
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Myasthenia-like Syndrome
with Myositis
[Myositis-like syndrome]
cpk increased [Blood
creatine phosphokinase
CMUH105- 1711USAQ |follow up MK-3475 increased]
217. 2017/10/31 ] 13| A
REC3-093 01053 3 AXITINIB AST increased [Aspartate
aminotransferase
increased]
Generalized muscle
weakness [Muscular
weakness]
Worsening of
hyperglycemia
CMUH105- 1712BRAO (follow up MK-3475 )
28. 2017/11/14 [Hyperglycaemia] 23| A
REC3-093 03053 2 AXITINIB
Hyperkalemia
[Hyperkalaemia]
MK-3475
CMUH105- 1711JPNO1 [follow up Drug eruption [Drug
29. 2017/11/26 AXITINIB ] 2 A
REC3-093 2368 4 eruption]
BAKTAR
sepsis due to gangrene of
fournier [Necrotising
CMUH105- 1710FRAO |follow up MK-3475
30. 2017/10/18 fasciitis] 1231 A
REC3-093 11386 5 AXITINIB _ -
hepatic cytolisis
[Hepatocellular injury]
MK-3475
(pembrolizumab Hyperglycemia
CMUH105- 1705JPNO1 |follow up ) [Hyperglycaemia]
31. 2017/5/23 ) 23 [ A
REC3-093 2588 26 AXITINIB hypoglycemia
LANTUS [Hypoglycaemia]
HUMALOG
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MK-3475
(pembrolizumab )
CMUH105- 1711JPNO1 [follow up Drug eruption [Drug
32. 2017/11/26 ) ) 2 A
REC3-093 2368 5 eruption]
AXITINIB
BAKTAR
Myasthenia-like Syndrome
[Myasthenic syndrome]
cpk increased [Blood
CMUH105- 1711USAO |follow up MK-3475 creatine phosphokinase
33. 2017/10/31 ) 13| A
REC3-093 01053 4 AXITINIB increased]
AST increased [Aspartate
aminotransferase
increased]
CMUH105- 1707BRAO [follow up
34. 2017/6/26 SUNITINIB Dyspnea [Dyspnoea] 13| A
REC3-093 00452 8
Worsening of
MK-3475
hyperglycemia
CMUH105- 1712BRAO (follow up [ (pembrolizumab )
35. 2017/11/14 [Hyperglycaemia] 23| A
REC3-093 03053 3 ) )
Hyperkalemia
AXITINIB )
[Hyperkalaemia]
sepsis due to gangrene of
MK-3475 P gang
fournier [Necrotising
CMUH105- 1710FRAO (follow up|(pembrolizumab
36. 2017/10/18 fasciitis] 123 A
REC3-093 11386 6 ) ) o
hepatic cytolisis
AXITINIB o
[Hepatocellular injury]
sepsis due to gangrene of
MK-3475 P gang
fournier [Necrotising
CMUH105- 1710FRAO (follow up|(pembrolizumab
37. 2017/10/18 fasciitis] 123 A
REC3-093 11386 7 ) ] o
hepatic cytolisis
AXITINIB o
[Hepatocellular injury]
Worsening of
MK-3475 )
) hyperglycemia
CMUH105- 1712BRAO (follow up [ (pembrolizumab )
38. 2017/11/14 [Hyperglycaemia] 23 | A
REC3-093 03053 4 )
Hyperkalemia
AXITINIB )
[Hyperkalaemia]
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sepsis due to gangrene of
fournier [Necrotising
CMUH105- 1710FRAO | Follow MK-3475 .
39. 2017/10/18 fasciitis] 123 A
REC3-093 11386 up 8 AXITINIB ) o
hepatic cytolisis
[Hepatocellular injury]
Sustained ventricular
tachycardia [Ventricular
tachycardia]
Multi organ failure
[Multiple organ
dysfunction syndrome]
CMUH105- 1712JPNOO| Follow MK-3475
40. 2017/12/16 Paroxysmal 23| A
REC3-093 9077 up 3 AXITINIB )
supraventricular
tachycardia
[Supraventricular
tachycardia]
heart failure [Cardiac
failure]
CMUH105- 1707BRAO | Follow
41. 2017/6/23 SUNITINIB Dyspnea [Dyspnoea] 13 A
REC3-093 00452 up 9
#1) MK-3475 ) o
Other Serious Criteria:
Study (Code not . o
Medically Significant
broken) ]
pulmonary embolism
CMUH106- 1711TURO |Followup #2) ]
42. 2017/11/24 [Pulmonary embolism] 1.3
REC3-078 12477 7 CISPLATIN
ALT increased [Alanine
#3) )
aminotransferase
5-FLUOROUR ]
increased]
ACIL
(k] FATIH -
¥ 28 F > x 29 F
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*E % B LA 1 MK3475 (Pembrolizumab)
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, E -
5. | CMUH105-REC3-047 | |4 >
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#1007 31p o
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Book 2 Final
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