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#1) MK-3475
Study .
#2) White blood cell count
CMUH106- 1903CHNO |Followup decreased
1. 2019/3/19 CISPLATIN 2.3 A
REC3-078 09794 2 4) Platelet count decreased
Febrile neutropenia
5-FLUOROUR
ACIL
CMUH106- 1810USAO |Followup| #1) MK-3475 o o
2. 2018/10/9 Pneumatosis intestinalis | 2.3 A
REC3-078 05645 10 Study
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#1) MK-3475
Study
#2) . T
CMUH106- 1807CANO . Inappropriate antidiuretic
3. 2018/7/21 Initial CISPLATIN ) 23 [ A
REC3-078 11174 hormone secretion
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2)
CMUH106- 1901CHNO |Followup Platelet count decreased
4, 2018/12/29 CISPLATIN ) ] 23 [ A
REC3-078 01078 16 i) Febrile neutropenia
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2) White blood cell count
CMUH106- 1903CHNO |Followup decreased
5. 2019/3/19 CISPLATIN 23 [ A
REC3-078 09794 3 4) Platelet count decreased
Febrile neutropenia
5-FLUOROUR
ACIL
#1) MK-3475
Study )
42) Malignant neoplasm
CMUH106- 1802USAO0 |Followup progression
6. 2018/1/26 5-FLUOROUR 123 A
REC3-078 00629 26 Immune thrombocytopenic
ACIL
purpura
#3)
CISPLATIN
#1) MK-3475 _
Pyrexia
Study )
Pyrexia
#2) _
CMUH106- 1810HKGO |Followup Pyrexia
2018/10/16 5-FLUOROUR ) 13 A
REC3-078 11035 23 Lower respiratory tract
ACIL o
infection
#3) )
Pneumonia
CISPLATIN
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#1) MK-3475
Study
#2) Cardiac failure
CMUH106- 1811COLO |Followup ] ]
8. 2018/11/8 CISPLATIN |Multiple organ dysfunction| 1.2.3| A
REC3-078 05315 1
#3) syndrome
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2) R
CMUH106- 1807CANO |Followup Inappropriate antidiuretic
9. 2018/7/21 CISPLATIN 23 [ A
REC3-078 11174 1 hormone secretion
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2) Thrombocytopenia
CMUH106- 1902CHNO [Followup )
10. 2019/2/9 CISPLATIN Leukopenia 23 [ A
REC3-078 04228 7
#3) Febrile neutropenia
5-FLUOROUR
ACIL
#1) MK-3475
Study
42) Tracheo-oesophageal
CMUH106- 1902CHNO |Followup fistula
11. 2019/2/22 CISPLATIN ] ] 23 [ A
REC3-078 10498 5 43) Lung infection
Haematemesis
5-FLUOROUR
ACIL
#1) MK-3475
Study )
42) White blood cell count
CMUH106- 1903CHNO |Followup decreased
12. 2019/3/19 CISPLATIN 2.3 A
REC3-078 09794 4 4) Platelet count decreased
Febrile neutropenia
5-FLUOROUR
ACIL
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#1) MK-3475
Study )
#2) White blood cell count
CMUH106- 1902CHNO |Followup decreased
13. 2019/1/28 5-FLUOROUR 23 [ A
REC3-078 01459 6 ACIL Platelet count decreased
Neutrophil count decreased
#3)
CISPLATIN
#1) MK-3475
Study
42) Tracheo-oesophageal
CMUH106- 1902CHNO |Followup fistula
14. 2019/2/22 CISPLATIN ] ) 23 | A
REC3-078 10498 6 4) Lung infection
Haematemesis
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2) Thrombocytopenia
CMUH106- 1902CHNO [Followup )
15. 2019/2/9 CISPLATIN Leukopenia 23 | A
REC3-078 04228 8 ) )
#3) Febrile neutropenia
5-FLUOROUR
ACIL
#1) MK-3475
Study )
42) Haematemesis
CMUH106- 1902CHNO |Followup Tracheo-oesophageal
16. 2019/2/22 CISPLATIN ] 23 | A
REC3-078 10498 7 4) fistula
Lung infection
5-FLUOROUR
ACIL
CMUH106- 1901MEXO|Followup| #1) MK-3475
17. 2019/1/25 Pericarditis 23| A
REC3-121 11570 11 Study
CMUH106- 1901MEXO|Followup| #1) MK-3475
18. 2019/1/25 Pericarditis 23| A
REC3-121 11570 12 Study
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Malignant neoplasm
CMUH106- 1903ARGO Followup| #1) MK-3475 progression
19. 2019/2/25 ] 13| A
REC3-121 00465 6 Study Septic shock
Acute coronary syndrome
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2 ) AXITINIB Metabolic acidosis
CMUH105- 1810GBRO| Follow o
20. 2018/10/23 (3475 [Metabolic acidosis] 2,3 A
REC3-093 11980 up 2 - »
SOLUTION nephritis [Nephritis]
FOR
INJECTION
STUDY)
(Axitinib) Tablet
#1) MK-3475
(pembrolizumab
) Solution for Worsening of
injection hyperglycemia
#2 ) AXITINIB [Hyperglycaemia]
CMUH105- 1712BRA0| Follow )
21. 2017/11/14 (3475 Hyperkalemia 2,3 A
REC3-093 03053 up 27 )
SOLUTION [Hyperkalaemia]
FOR Hyperkalemia
INJECTION [Hyperkalaemia]
STUDY)
(Axitinib) Tablet
Malignant neoplasm
CMUH106- 1903ARGO |Followup| #1) MK-3475 progression
22. 2019/2/25 ] 13 A
REC3-121 00465 7 Study Septic shock
Acute coronary syndrome
CMUH106- 1901MEXO|Followup| #1) MK-3475
23. 2019/1/25 Pericarditis 23| A
REC3-121 11570 13 Study
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#1) MK-3475
Study
CMUH106- 1904COLO
24, 2019/4/9 Initial | #2) BLINDED Dyspnoea 23 | A
REC3-121 05620
THERAPY
(ipilimumab)
#1) MK-3475
Study
CMUH106- 1901ESP0O0 - o
25. 2019/1/17 Initial | #2) BLINDED Encephalitis 23 [ A
REC3-121 8305
THERAPY
(ipilimumab)
#1) MK-3475
Study
#2) Malignant neoplasm
CMUH106- 1901ARGO |Followup )
26. 2019/1/28 CISPLATIN progression 1.23] A
REC3-078 12221 9
#3) Myocardial infarction
5-FLUOROUR
ACIL
#1) MK-3475
Study White blood cell count
#2) decreased
CMUH106- 1902CHNO |Followup
27. 2019/1/28 5-FLUOROUR | Platelet count decreased | 2.3 | A
REC3-078 01459 8
ACIL Platelet count decreased
#3) Neutrophil count decreased
CISPLATIN
#1) MK-3475 )
Pneumonia
Study ) )
4) Alanine aminotransferase
CMUH106- 1809CHNO |Followup increased
28. 2018/9/18 5-FLUOROUR ) 23 | A
REC3-078 10788 14 Aspartate aminotransferase
ACIL )
increased
#3) )
Neutrophil count decreased
CISPLATIN
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#1) MK-3475
Study
#2) )
CMUH106- 1812GTMO|Followup Anaemia
29. 2018/12/10 5-FLUOROUR ) ) 23 [ A
REC3-078 06589 15 Febrile neutropenia
ACIL
#3)
CISPLATIN
#1) MK-3475
Study
#2) .
Renal tubular necrosis
CMUH106- 1805USAO |Followup| CISPLATIN ]
30. 2018/5/2 Sepsis 23| A
REC3-078 02328 17 #3) ) » .
Tubulointerstitial nephritis
5-FLUOROUR
ACIL
#4) TUMS
#1) MK-3475
Study
#2) . e
CMUH106- 1807CANO |Followup Inappropriate antidiuretic
31. 2018/7/21 CISPLATIN 23 | A
REC3-078 11174 2 hormone secretion
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Study Platelet count decreased
#2) Platelet count decreased
CMUH106- 1902CHNO [Followup )
32. 2019/1/28 5-FLUOROUR |Neutrophil count decreased| 2.3 | A
REC3-078 01459 9
ACIL White blood cell count
#3) decreased
CISPLATIN
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#1) MK-3475
Study
#2) .
CMUH106- 1904CHNO |Followup Pneumonia
33. 2019/3/24 CISPLATIN ) o 123 A
REC3-078 02308 3 #2) Respiratory acidosis
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2)
CMUH106- 1811GTMO |Followup )
34. 2018/10/25 CISPLATIN Anaemia 23 [ A
REC3-078 04097 7
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Study
42) Lung infection
CMUH106- 1902CHNO [Followup Tracheo-oesophageal
35. 2019/2/22 CISPLATIN ] 23 [ A
REC3-078 10498 9 4) fistula
Haematemesis
5-FLUOROUR
ACIL
#1) MK-3475
Study Platelet count decreased
#2) Neutrophil count decreased
CMUH106- 1902CHNO [Followup )
36. 2019/1/28 5-FLUOROUR | White blood cell count | 2.3 | A
REC3-078 01459 10
ACIL decreased
#3) Platelet count decreased
CISPLATIN
#1) MK-3475 _
Pneumonia
Study ) )
42) Alanine aminotransferase
CMUH106- 1809CHNO |Followup increased
37. 2018/9/18 5-FLUOROUR ) 23| A
REC3-078 10788 15 Aspartate aminotransferase
ACIL _
increased
#3) )
Neutrophil count decreased
CISPLATIN
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#1) MK-3475
Study White blood cell count
#2) decreased
CMUH106- 1902CHNO |Followup
38. 2019/1/28 5-FLUOROUR | Platelet count decreased | 2.3 | A
REC3-078 01459 11
ACIL Platelet count decreased
#3) Neutrophil count decreased
CISPLATIN
#1) MK-3475
(pembrolizumab
) Solution for Worsening of
injection hyperglycemia
#2 ) AXITINIB [Hyperglycaemia]
CMUH105- 1712BRA0| Follow )
39. 2017/11/14 (3475 Hyperkalemia 2,3 A
REC3-093 03053 up 28 )
SOLUTION [Hyperkalaemia]
FOR Hyperkalemia
INJECTION [Hyperkalaemia]
STUDY)
(Axitinib) Tablet
#1) MK-3475
Study Neutrophil count decreased
#2) Platelet count decreased
CMUH106- 1901GTMO |Followup ) )
40. 2018/12/28 CISPLATIN Hypoalbuminaemia 23| A
REC3-078 00321 14
#3) Platelet count decreased
5-FLUOROUR | Mucosal inflammation
ACIL
#1) MK-3475
Study Neutrophil count decreased
#2) Mucosal inflammation
CMUH106- 1901GTMO|Followup
41, 2018/12/28 CISPLATIN | Platelet count decreased | 2.3 | A
REC3-078 00321 15 ) )
#3) Hypoalbuminaemia
5-FLUOROUR | Platelet count decreased
ACIL
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#1) MK-3475
Study White blood cell count
#2) decreased
CMUH106- 1902CHNO |Followup
42. 2019/1/28 5-FLUOROUR | Platelet count decreased | 2.3 | A
REC3-078 01459 12
ACIL Platelet count decreased
#3) Neutrophil count decreased
CISPLATIN
#1) MK-3475
Study )
42) Haematemesis
CMUH106- 1902CHNO |Followup Tracheo-oesophageal
43. 2019/2/22 CISPLATIN ] 23 [ A
REC3-078 10498 10 i) fistula
Lung infection
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2) R
CMUH106- 1807CANO |Followup Inappropriate antidiuretic
44, 2018/7/21 CISPLATIN 23 [ A
REC3-078 11174 3 hormone secretion
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Study creatinine increased [Blood
#2) creatinine increased]
CMUH106- 1809TWNO|follow up ) )
45, 2018/9/12 CISPLATIN sepsis [Sepsis] 23| A
REC3-078 06183 19 )
#3) Hypokalemia
5-FLUOROUR [Hypokalaemia]
ACIL
#1) MK-3475
Renal failure
Study )
42) General physical health
CMUH106- 1901FRAO |Followup deterioration
46. 2019/1/25 5-FLUOROUR _ 123 A
REC3-078 11587 8 Pulmonary embolism
ACIL
Cardiac failure
#3)
Bronchitis chronic
CISPLATIN
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#1) MK-3475
Study . .
#2) Interstitial lung disease
CMUH106- 1903JPNOO |Followup Cytomegalovirus infection
47. 2019/3/14 5-FLUOROUR o B 23 [ A
REC3-078 6978 3 Pneumocystis jirovecii
ACIL )
pneumonia
#3)
CISPLATIN
#1) MK-3475
Study Neutrophil count decreased
#2) Mucosal inflammation
CMUH106- 1901GTMO|Followup
48. 2018/12/28 CISPLATIN | Platelet count decreased | 2.3 | A
REC3-078 00321 16 ) )
#3) Hypoalbuminaemia
5-FLUOROUR | Platelet count decreased
ACIL
#1) MK-3475
Study - ,
42) Interstitial lung disease
CMUH106- 1903JPNOO |Followup Cytomegalovirus infection
49, 2019/3/14 5-FLUOROUR o B 23 [ A
REC3-078 6978 4 Pneumocystis jirovecii
ACIL )
pneumonia
#3)
CISPLATIN
#1) MK-3475
Study
#2) . e
CMUH106- 1807CANO |Followup Inappropriate antidiuretic
50. 2018/7/21 CISPLATIN 23 [ A
REC3-078 11174 4 hormone secretion
#3)
5-FLUOROUR
ACIL
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#1) MK-3475
Study
#2) Malignant neoplasm
CMUH106- 1805USAO0 |Followup| CISPLATIN progression
51. 2018/5/2 23 | A
REC3-078 02328 18 #3) Tubulointerstitial nephritis
5-FLUOROUR | Renal tubular necrosis
ACIL
#4) TUMS
#1) MK-3475
Study Neutrophil count decreased
#2) Mucosal inflammation
CMUH106- 1901GTMO|Followup
52. 2018/12/28 CISPLATIN | Platelet count decreased | 2.3 | A
REC3-078 00321 17
#3) Hypoalbuminaemia
5-FLUOROUR | Platelet count decreased
ACIL
#1) MK-3475 » )
Interstitial lung disease
Study ) .
#2) Upper gastrointestinal
CMUH106- 1903JPNOO |Followup haemorrhage
53. 2019/3/14 5-FLUOROUR o ) 23 | A
REC3-078 6978 5 ACIL Cytomegalovirus infection
Pneumocystis jirovecii
#3) .
pneumonia
CISPLATIN
#1) MK-3475 » )
Interstitial lung disease
Study ) )
#2) Upper gastrointestinal
CMUH106- 1903JPNOO |Followup haemorrhage
54. 2019/3/14 5-FLUOROUR o ) 23 | A
REC3-078 6978 6 ACIL Cytomegalovirus infection
Pneumocystis jirovecii
#3) .
pneumonia
CISPLATIN
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#1) MK-3475
Study )
#2) White blood cell count
CMUH106- 1903CHNO |Followup decreased
55. 2019/3/19 CISPLATIN 23 [ A
REC3-078 09794 7 43) Platelet count decreased
Febrile neutropenia
5-FLUOROUR
ACIL
#1) MK-3475
Study Platelet count decreased
#2) Neutrophil count decreased
CMUH106- 1902CHNO [Followup )
56. 2019/1/28 5-FLUOROUR | White blood cell count | 2.3 | A
REC3-078 01459 13
ACIL decreased
#3) Platelet count decreased
CISPLATIN
#1) MK-3475
Study creatinine increased [Blood
#2) creatinine increased]
CMUH106- 1809TWNO|follow up ) )
57. 2018/9/12 CISPLATIN sepsis [Sepsis] 23| A
REC3-078 06183 20 )
#3) Hypokalemia
5-FLUOROUR [Hypokalaemia]
ACIL
(DIBRUTINIB
vs Placebo
(Code not
CMUH106- 2019PHCO |follow up broken)
58. 2019/1/22 Death [Death] 1 A
REC3-070 2277 1 @
PREDNISONE
(PREDNISONE
) Tablet
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MDIBRUTINIB
vs Placebo
(Code not
CMUH106- 2019PHCO |follow up broken)
59. 2019/1/22 Death [Death] 1| A
REC3-070 2277 2 ®
PREDNISONE
(PREDNISONE
) Tablet
DIBRUTINIB
vs Placebo
(Code not
CMUH106- 2019PHCO |follow up broken) Invasive fungal sinusitis Gr
60. 2019/1/18 2,3 A
REC3-070 2172 1 ® 3 [Sinusitis fungal]
PREDNISONE
(PREDNISONE
) Tablet
[A&] B R4H -
R FEEwEARER
4 ,
B * & % Ny AR F
[#5]
Report domestic SUSAR case:
1. | CMUH106-REC3-078 | tk4&/R | -MFR No.: 1805TWNO009093 (F8)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
(2]
Report domestic SUSAR case:
2. | CMUH106-REC3-121 | % 4&¥ | -MFR No.: 1903TWNO010908 (1)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
[57° <l v &)
3. | CMUH108-REC3-034 | # < % | 1. NP30179_Memo to investigators_Re: Opening of
recruitment in Part 111 (expansion) of study NP30179 _
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date: 1Mar2019

2. NP30179_Memo to investigators_Re: RO7082859
Risk Management Guidelines, Important Update_ date:
25Mar2019

[#&]
Report domestic SUSAR case:
4. | CMUH106-REC3-121 | % ?;m -MFR No.: 1903TWN010908 (1)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

[H&]
*NE O HRFERP - R(TPVGH)SUSAR % i
CIOMS Report: 1901TWN010353
Report Type: Follow Up 6
SAE Criteria: INVOLVED OR PROLONGED
INPATIENT HOSPITALISATION
SAE Term: Hypokalemia [Hypokalaemia]/ pneumonia

5. | CMUH105-REC3-093 | 3k v 4%

[Pneumonia]

[H=]
*nox o HRiERP © R(TPVGH)SUSAR ¥
CIOMS Report: 1901TWNO010353
Report Type: Follow Up 7
SAE Criteria: INVOLVED OR PROLONGED
INPATIENT HOSPITALISATION
SAE Term: Hypokalemia [Hypokalaemia]/ pneumonia

6. | CMUH105-REC3-093 | 3 v #%

[Pneumonia]

[z 2p24F2 ]
Ff:ﬁ%%*‘*# & : Gantenerumab

% rMAFL Y F2018 £ 08 7 13 p 3 2019 & 02
112 p

7. | CMUH107-REC3-078 | # * %=

[#]

Report domestic SUSAR case:

8. | CMUH106-REC3-121 | % 4&#; | -MFR No.: 1903TWN010908 (F 2)

-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

[H#-id 3]

9. CMUH106-REC3-088 | = 3 .
*ux & : Notification Lette: [03 February 2019]
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*p #p @ 03 February 2019
[#&]
Report domestic SUSAR case:
10. | CMUH106-REC3-121 | % 4#&t; | -MFR No.: 1903TWN010908 (F 3)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
[ =% 2144 ]
W% E L AL - MEDI4736(Durvalumab)
*g pMHIRL MR 2018 & 7 13 p 3 2019 # 1
11. | CMUH106-REC3-122 | % 4&Lt5 | * 127
#Eok E P AL Tremelimumab
*g pMHIRL MR 2018 & 7 13 p 3 2019 # 1
112 p
[H=]
Report domestic SUSAR case:
12. | CMUH106-REC3-078 | #+k4&/R | -MFR No.: 1904TWN009409 (1)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
(2]
Report domestic SUSAR case:
13. | CMUH106-REC3-078 | #k4=k | -MFR No.: 1904TWN009409 (1)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
(2]
*ROF IRFE 2019 & 02 % 08 p BT  #7IND
14. | CMUH107-REC3-031 | #%fa § | SLm il & & o IND 5uag #-d 4 51126,406 > 22 5
142,795 0 o 3B AR & & 2T AT & A7 B
PEE RS
[ 2>M4F2 ]
15. | CMUH107-REC3-168 | % 7t.14 :;fg%ﬁ# jrﬁi | Dware (Certin)
THFLHEF 2018# 10 % 1p 3 2019 & 37
31 p
(k] FRPHE -

iR -FEFEFTH (%)
108 # 05 09 p
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