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#1) MK-3475
Study creatinine increased [Blood
#2) creatinine increased]
CMUH106- 1809TWNO|follow up ] ]
1. 2018/9/12 CISPLATIN sepsis [Sepsis] 23 | A
REC3-078 06183 10 ]
#3) Hypokalemia
5-FLUOROUR [Hypokalaemia]
ACIL
#1) MK-3475 _ _
CMUH106- 1810TWNO| Follow Acute Respiratory Failure
2. 2018/10/26 Study (Code not ) _ 23 | A
REC3-121 13366 up4 [Acute respiratory failure]
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CMUH105- | 2018/5/16

REC3-093

1806BRA0

00821

Follow

up5

#1) MK-3475
(pembrolizumab
) Solution for
injection

#2 ) AXITINIB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Axitinib)

dyspnea [Dyspnoea]

2,3

CMUH106- | 2018/9/18

REC3-078

1809CHNO
10788

Followup
10

#1) MK-3475
Study
#2)
5-FLUOROUR
ACIL
#3)
CISPLATIN

Pneumonia
Neutrophil count decreased
Alanine aminotransferase
increased
Aspartate aminotransferase

increased

2.

3

CMUH106- | 2018/11/2

REC3-078

1811JPNOO
2541

Followup

#1) MK-3475
Study
#2)
5-FLUOROUR

ACIL
#3)
CISPLATIN

Decreased appetite

Hyponatraemia

2.3

CMUH106- | 2018/11/16

REC3-078

1811GTMO
08290

Followup

#1) MK-3475
Study

#2)
CISPLATIN
#3)

ACIL

5-FLUOROUR

Cerebral ischaemia

Neutrophil count decreased

2.3
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#1) MK-3475 )
Neutrophil count decreased
Study ) )
#2) Alanine aminotransferase
1809CHNO |Followup increased
7. | CMUH106- | 2018/9/18 5-FLUOROUR ) 23 [ A
10788 11 Aspartate aminotransferase
REC3-078 ACIL )
increased
#3) .
Pneumonia
CISPLATIN
#1) MK-3475
Study
#2)
1810USAO0 - o o
8. | CMUH106- | 2018/10/11 05645 Initial CISPLATIN Pneumatosis intestinalis | 2.3 A
REC3-078 #3)
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2) .
1811GTMO|Followup Neutrophil count decreased
9. | CMUH106- | 2018/11/16 CISPLATIN ) ] 23 [ A
08290 5 Cerebral ischaemia
REC3-078 #3)
5-FLUOROUR
ACIL
#1) MK-3475 ) )
CMUH106- 1810TWNO| Follow Acute Respiratory Failure
10. 2018/10/26 Study (Code not ] ] 23 | A
REC3-121 13366 up 5 [Acute respiratory failure]
broken)
#1) MK-3475
Study creatinine increased [Blood
#2) creatinine increased]
CMUH106- 1809TWNO|follow up ) )
11. 2018/9/12 CISPLATIN sepsis [Sepsis] 2.3
REC3-078 06183 11 )
#3) Hypokalemia
5-FLUOROUR [Hypokalaemia]
ACIL
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#1) MK-3475
Study creatinine increased [Blood
#2) creatinine increased]
CMUH106- 1809TWNO|follow up ] )
12. 2018/9/12 CISPLATIN sepsis [Sepsis] 23 | A
REC3-078 06183 12 )
#3) Hypokalemia
5-FLUOROUR [Hypokalaemia]
ACIL
#1) MK-3475
Study creatinine increased [Blood
#2) creatinine increased]
CMUH106- 1809TWNO|follow up ) )
13. 2018/9/12 CISPLATIN sepsis [Sepsis] 23| A
REC3-078 06183 13 )
#3) Hypokalemia
5-FLUOROUR [Hypokalaemia]
ACIL
#1) MK-3475
Study .
42) Granulomatous liver
CMUH106- 1806USAO |Followup disease
14. 2018/6/18 CISPLATIN ] 13| A
REC3-078 08402 8 4) Malignant neoplasm
progression
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2)
CMUH106- 1810USAO |Followup o o
15. 2018/10/9 CISPLATIN | Pneumatosis intestinalis | 2.3 | A
REC3-078 05645 1
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2)
CMUH106- 1812GTMO |Followup ) )
16. 2018/12/11 5-FLUOROUR Febrile neutropenia 2.3 A
REC3-078 06589 1
ACIL
#3)
CISPLATIN
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#1) MK-3475 )
Neutrophil count decreased
Study ) )
#2) Alanine aminotransferase
CMUH106- 1809CHNO |Followup increased
17. 2018/9/18 5-FLUOROUR ) 23 [ A
REC3-078 10788 12 Aspartate aminotransferase
ACIL )
increased
#3) )
Pneumonia
CISPLATIN
#1) MK-3475
Study
#2)
CMUH106- 1809CHNO |Followup Platelet count decreased
18. 2018/9/19 CISPLATIN ) ] 23 | A
REC3-078 10584 4 Febrile neutropenia
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2)
CMUH106- 1810USAO |Followup o o
19. 2018/10/9 CISPLATIN | Pneumatosis intestinalis | 2.3 | A
REC3-078 05645 2
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2)
CMUH106- 1812GTMO |Followup ) )
20. 2018/12/11 5-FLUOROUR Febrile neutropenia 23| A
REC3-078 06589 2
ACIL
#3)
CISPLATIN
#1) MK-3475
Study
#2)
CMUH106- 1810USAO |Followup o o
21. 2018/10/9 CISPLATIN Pneumatosis intestinalis | 2.3 A
REC3-078 05645 3
#3)
5-FLUOROUR
ACIL
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#1) MK-3475
Study
#2)
CMUH106- 1812GTMO|Followup
22. 2018/12/11 5-FLUOROUR Febrile neutropenia 23 | A
REC3-078 06589 3
ACIL
#3)
CISPLATIN
#1) MK-3475
Study
#2)
CMUH106- 1810USAO |Followup o o
23. 2018/10/9 CISPLATIN | Pneumatosis intestinalis | 2.3 | A
REC3-078 05645 4
#3)
5-FLUOROUR
ACIL
1) Sepsis
CMUH105- 2018-ES-P (follow up 1) )
24, 2018/9/15 o 2) Pneumonia 23 | A
REC3-054 EG-01337 1 Gemcitabine o
3) Peritonitis
2 1) Hypoxia
CMUH105- 2018-usp| | nab-Pachitael 2) Anaemia
25. 2018/4/3 Initial 2) 234 A
REC3-054 EG-00857 3) Platelet count decreased
Gemitabine 4) Confusional state
CMUH105- 2018-US-P - 1) 1) Spesis
26. 2018/6/21 Initial o _ 23 | A
REC3-054 EG-00896 Gemcitabine 2) Hypotension
1) PEGPH20 vs
CMUH105- 2017-US-P Placebo i
27. 2017/10/23 Initial _ 1) Spesis 23| A
REC3-054 EG-01653 2) nab-Paclitaxel
3) Gemcitabine
1) Sepsis
CMUH105- 2018-ES-P| o _
28. 2018/9/15 Initial | 1) Gemcitabine 2) Pneumonia 23| A
REC3-054 EG-01337 o
3) Peritonitis
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1) Syncope
2) Hypoxia
1) PEGPH20 vs ]
3) Acute respiratory
CMUH105- 2018-US-P Placebo
29. 2018/2/18 Initial ) distress  syndrome 23| A
REC3-054 EG-00847 2) nab-Paclitaxel
o 4) Pneumothorax
3) Gemcitabine ) ]
5) Orthostatic Hypotension
6) Anaemia
1) Hypoxia
CMUH105- 2018-US-P [follow up|1) nab-Paclitaxel 2) Anaemia
30. 2018/5/11 o _ 234 A
REC3-054 EG-00857 1 2) Gemcitabine 3) Confusional state
4) Platelet count decreased
1) PEGPH20 vs
CMUH105- 2018-US-P [follow up Placebo 1) Febrile neutropenia
31. 2018/10/15 ) ) 23 | A
REC3-054 EG-01649 1 2) nab-Paclitaxel 2) Neutropenia
3) Gemcitabine
CMUH105- 2018-US-P . o ] ]
32. 2018/10/15 Initial | 1) Gemcitabine | 1) Febrile neutropenia | 23 | A
REC3-054 EG-01649
#1) MK-3475
CMUH106- 1811TURO |Followup Study Multiple organ dysfunction
33. 2018/11/2 1 A
REC3-121 02167 1 #2 ) BLINDED syndrome
THERAPY
#1) MK-3475
CMUH106- 1807TURO |Followup Study )
34, 2018/7/24 Hypocalcaemia 23| A
REC3-121 12352 10 #2 ) BLINDED
THERAPY
#1) MK-3475
CMUH106- 1807TURO |Followup Study )
35. 2018/7/16 Hypocalcaemia 23| A
REC3-121 12352 11 #2 ) BLINDED
THERAPY
CMUH106- 1812CHLO » #1) MK-3475 ) -
36. 2018/12/7 Initial Lymphocytic hypophysitis| 1.2 | A
REC3-121 08311 Study
CMUH106- 1812CHLO |Followup| #1) MK-3475 ) -
37. 2018/12/7 Lymphocytic hypophysitis | 1 A
REC3-121 08311 1 Study
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#1) MK-3475
CMUH106- 1807TURO |Followup Study )
38. 2018/7/24 Hypocalcaemia 23| A
REC3-121 12352 12 #2 ) BLINDED
THERAPY
#1) MK-3475
CMUH106- 1807TURO |Followup Study )
39. 2018/7/16 Hypocalcaemia 23 | A
REC3-121 12352 13 #2 ) BLINDED
THERAPY
(DIBRUTINIB
vs Placebo
CMUH106- 2018PHC1| follow ® Cardiac arrest [Cardiac
40. 2018/7/15 1 A
REC3-070 8601 up2 | PREDNISONE arrest]
(PREDNISONE
)
DIBRUTINIB
vs Placebo
CMUH106- 2018PHC3 ® Fungal pneumonia
4]. 2018/11/21 Initial ) 1 A
REC3-070 3574 PREDNISONE [Pneumonia fungal]
(PREDNISONE
)
(DIBRUTINIB
Septic shock [Septic
vs Placebo
shock]
CMUH106- 2018PHC2 | follow @ )
42, 2018/8/2 Worsening GVHD 12 A
REC3-070 1178 up 5 PREDNISONE )
[Chronic graft versus host
(PREDNISONE )
disease]
)
#1) MK-3475
Study
#2) Fall
CMUH106- 1808JPNOO |Followup )
43, 2018/8/12 5-FLUOROUR |Subarachnoid haemorrhage| 2.3.4| A
REC3-078 6041 7
ACIL Subdural haematoma
#3)
CISPLATIN
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#1) MK-3475
Study
#2) )
CMUH106- 1811JPNOO |Followup Decreased appetite
44, 2018/11/2 5-FLUOROUR ) 23 [ A
REC3-078 2541 9 Hyponatraemia
ACIL
#3)
CISPLATIN
#1) MK-3475
Study
#2)
CMUH106- 1812GTMO |Followup ) )
45, 2018/12/11 5-FLUOROUR Febrile neutropenia 23| A
REC3-078 06589 4
ACIL
#3)
CISPLATIN
#1) MK-3475
Study
#2)
CMUH106- 1809CHNO |Followup Platelet count decreased
46. 2018/9/19 CISPLATIN ) ) 23 | A
REC3-078 10584 5 Febrile neutropenia
#3)
5-FLUOROUR
ACIL
#1) MK-3475 )
Neutrophil count decreased
Study
42) Alanine aminotransferase
CMUH106- 1809CHNO |Followup increased
47. 2018/9/18 5-FLUOROUR ] 23 | A
REC3-078 10788 13 Aspartate aminotransferase
ACIL ]
increased
#3)
Pneumonia
CISPLATIN
#1) MK-3475
Study
#2)
CMUH106- 1812GTMO |Followup ) )
48. 2018/12/7 CISPLATIN Febrile neutropenia 1.23| A
REC3-078 05508 3
#3)
5-FLUOROUR
ACIL
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49,

CMUH106-
REC3-078

2018/10/9

1810USAO0
05645

5

Followup

#1) MK-3475
Study

#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Pneumatosis intestinalis

23 [ A

50.

CMUH106-
REC3-078

2018/12/10

1812GTMO
06589

5

Followup

#1) MK-3475
Study
#2)
5-FLUOROUR
ACIL
#3)
CISPLATIN

Febrile neutropenia

23 | A

51.

CMUH106-
REC3-078

2018/12/15

1901TURO
01117

Initial

#1) MK-3475
Study
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Dysphagia

23 | A

52.

CMUH106-
REC3-078

2018/12/29

1901CHNO
01078

Initial

#1) MK-3475
Study
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Febrile neutropenia

Platelet count decreased

23 | A

53.

CMUH106-

REC3-078

2018/12/14

1901USAQ
01305

Initial

#1) MK-3475
Study
#2)
5-FLUOROUR
ACIL

#3)

CISPLATIN

syndrome

Multiple organ dysfunction
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#1) MK-3475
Multiple organ failure
CMUH106- 1811TURO Study
54, 2018/11/2 Initial [Multiple organ 1 A
REC3-121 02167 #2 ) BLINDED
dysfunction syndrome]
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1. | CMUH107-REC3-066 | #jip | *»=# :JS001-I-INB-4
*p # @ Sep 20,2018
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2. | CMUH107-REC3-066 | #p | * % * L A7 %k 4F £ % Case Report Form:
Version 3.0, 160ct2018
[ 5° vl iz &)
3. | CMUH107-REC3-066 | #7F3 | *fz 3 p # : File Note for reducing biomarker
sample collection_16Nov2018
(2]
Report domestic SUSAR case:
4. | CMUH106-REC3-121 | % ?,&11% -MFR No.: 1809TWNO001024 (FU7)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
(2]
Report domestic SUSAR case:
5. | CMUH106-REC3-121 | & 4415 | -MFR No.: 1809TWN001024 (FU8)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
[# ]
Report domestic SUSAR case:
6. | CMUH106-REC3-078 | +r4&/& | -MFR No.: 1805TWNO009093 (F 1)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
7. | CMUH106-REC3-078 | +k4=ik | [# ]
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Report domestic SUSAR case:

-MFR No.: 1805TWN009093 (F 2)

-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

CMUH105-REC3-054
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*Sponsor Press Release dated 26Nov2018
*Sponsor Letter dated 26Nov2018
*Sponsor Letter dated 12Dec2018
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10.

CMUH106-REC3-078

ik

[# =]
Report domestic SUSAR case:
-MFR No.: 1805TWNO009093 (F 3)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

11.

CMUH106-REC3-121

Lt

[# ]
Report domestic SUSAR case:
-MFR No.: 1809TWN001024 (F9)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

12.

CMUH106-REC3-121

-

[# ]
Report domestic SUSAR case:
-MFR No.: 1805TWNO008340 (F10)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

13.

CMUH106-REC3-121

-

[#]
Report domestic SUSAR case:
-MFR No.: 1809TWN001024 (F10)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
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