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#1) MK-3475
Study (Code not
broken)
#2)
CARBOPLATI
N
#3)
ETOPOSIDE

Neutropenic sepsis

[Neutropenic sepsis]

17.

CMUH106-
REC2-096

2017/9/3

1709TURO
02868

Followup
3

#1) MK-3475
Study (Code not
broken)
#2)
CARBOPLATI
N
#3)
ETOPOSIDE

Neutropenic sepsis

[Neutropenic sepsis]

18.

CMUH106-
REC2-096

2017/9/3

1709TURO
03715

Followup
2

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
#3)

ETOPOSIDE

Febrile neutropenia

[Febrile neutropenia]

2.3
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FTREAERYLZX3 8 EREL( K
B X >MAR|RE A
AEHRE|FA P V5B LE %[k
g |6 EX T N
malignant neoplasm
progression - clinical
#1) MK-3475
[Malignant neoplasm
Study (Code not )
progression]
broken) )
Neutrophil count decrease
CMUH106- 1708ISR0O1 [Followup #2) ]
19. 2017/8/23 [Neutrophil count 123 A
REC2-096 1226 2 CARBOPLATI
N decreased]
Anemia [Anaemia]
#3)
Atrial fibrillation [Atrial
ETOPOSIDE
fibrillation]
hypotension [Hypotension]
#1) MK-3475
Study (Code not
broken) ] ]
CMUH106- 1709TURO |Followup Febrile neutropenia
20. 2017/9/3 #2) ) ] 23 [ A
REC2-096 03715 3 [Febrile neutropenia]
CISPLATIN
#3)
ETOPOSIDE
#1) MK-3475
Study (Code not Neutropenic Sepsis
broken) [Neutropenic sepsis]
CMUH106- 1709TURO |Followup )
21. 2017/9/1 #2) Thrombocytopenia 1.23] A
REC2-096 10292 3 )
CISPLATIN [Thrombocytopenia]
#3) Leucopenia [Leukopenia]
ETOPOSIDE
#1) MK-3475
Study (Code not
broken)
CMUH106- 1709TURO |Followup #2) Neutropenic sepsis
22. 2017/9/3 ) ) 1 A
REC2-096 02868 6 CARBOPLATI [Neutropenic sepsis]
N
#3)
ETOPOSIDE
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#1) MK-3475
Study (Code not Neutropenic Sepsis
broken) [Neutropenic sepsis]
CMUH106- 1709TURO |Followup ]
23. 2017/9/1 #2) Thrombocytopenia 123 A
REC2-096 10292 4
CISPLATIN [Thrombocytopenia]
#3) Leucopenia [Leukopenia]
ETOPOSIDE
#1) MK-3475
Study (Code not
broken)
CMUH106- 1709TURO |Followup #2) Neutropenic sepsis
24, 2017/9/3 ) ) 1 A
REC2-096 02868 7 CARBOPLATI [Neutropenic sepsis]
N
#3)
ETOPOSIDE
Neutrophil count decrease
[Neutrophil count
#1) MK-3475
decreased]
Study (Code not ) )
Anemia [Anaemia]
broken) )
malignant neoplasm
CMUH106- 1708ISR01 |Followup #2) ) o
25. 2017/8/23 progression - clinical | 1.2.3
REC2-096 1226 3 CARBOPLATI )
N [Malignant neoplasm
progression]
#3) R )
Atrial fibrillation [Atrial
ETOPOSIDE
fibrillation]
hypotension [Hypotension]
BR31-
CMUH104- follow |MEDI4736/Plac| Heart failure (Grade 5) -
26. 2017/11/1 |FRAP0004- 1
REC2-065 up 2 ebo Fatal
01-F2
Heart failure (Grade 5) -
BR31-
CMUH104- follow |MEDI4736/Plac Fatal
217. 2017/11/1 |FRAP0004- o 1
REC2-065 OLF4 up 4 ebo Hyperthyroidism (Grade 1)
- Life Threatening
DMR101- follow up o .
28. 2013/11/11 | P03002 PG2 Injection Suspect Sepsis shock 1
IRB2-032 3
106 # 12 » 27 p % 31 7% 42T
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Guadecitabine
(Guadecitabine) | Cryptogenic organizing
CMUH104- 2016_0244| Powder and pneumonia lung reaction
29. 2016/10/12 initial ) o 3 A
REC2-046 95 solvent for [Cryptogenic organizing
solution for pneumonia]
injection
#1) MK-3475
Study (Code not
broken)
CMUH106- 1709TURO |Followup #2) Neutropenic sepsis
30. 2017/9/3 ) ) 1 A
REC2-096 02868 9 CARBOPLATI [Neutropenic sepsis]
N
#3)
ETOPOSIDE
#1) MK-3475 ) ]
acute abdominal pain
Study (Code not . .
[Abdominal pain]
broken)
CMUH106- 1711CANO [Followup Febrile neutropenia
31. 2017/10/28 #2) ) ] 23 [ A
REC2-096 00138 7 [Febrile neutropenia]
CISPLATIN ] S
acute sigmoid diverticulitis
#3)
[Diverticulitis]
ETOPOSIDE
#1) MK-3475
Study (Code not
broken) ]
thrombocytopenia
CMUH106- 1711FRAO |Followup #2) ]
32. 2017/11/23 [Thrombocytopenia] 23| A
REC2-096 11058 1 CARBOPLATI ] )
N anemia [Anaemia]
#3)
ETOPOSIDE
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LEFT LOWER LOBE
PNEUMONIA (Lobar
pneumonia)
SUBCUTANEOUS
Atezolizumab/G| ABSCESS(NECK, LEFT
CMUH105- Follow
33. 2017/7/26 | 1967435 emcitabine/Carb| LOWER JAW, LEFT 23| A
REC2-074 up 4
oplatin CHEEK)
HYPOPITUITARISM
(Hypopituitarism)
WEIGHT DECREASED
(Weight decreased)
Atezolizumab/C | CAMPYLOBACTERIOSI
CMUH105- - )
34, 2017/9/11 | 1992743 | |Initial |arboplatin/Gemc S (Campylobacter 23| A
REC2-074
itabine/Cisplatin infection)
PANCYTOPENIA
Atezolizumab/C )
CMUH105- Follow |. . ) (Pancytopenia)
35. 2017/8/24 | 1985304 isplatin/Gemcita 23 | A
REC2-074 up 1 bi PNEUMONIA
ine
(Pneumonia)
Atezolizumab/C
CMUH105- Follow ) PULMONARY
36. 2017/6/13 | 1956606 arboplatin/Gemc 2 A
REC2-074 upl o THROMBOEMBOLISM
itabine
HEMORRHAGE
(Hemorrhage)
Atezolizumab/G ACUTE KIDNEY
CMUH105- Follow o )
37. 2017/7/13 | 1964488 emcitabine/CAR| INJURY (Acute kidney | 1,3 [ A
REC2-074 up 2
BOPLATIN injury)
NEUTROPENIC FEVER
(Neutropenic fever)
CLINICAL
Atezolizumab/C
CMUH105- Follow ) DETERIORATION (UNK
38. 2017/7/29 | 1972698 arboplatin/Gemc 13| A
REC2-074 up 1 o DIAGNOSIS) (Reduced
itabine -
general condition)
106 # 12 7 27 p % 33 F % 42T
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INTERSTITIAL
NEPHRITIS (Nephritis
interstitial)
INTERSTITIAL
Atezolizumab/G| NEPHRITIS (Nephritis
CMUH105- Follow
39. 2017/8/25 | 1973592 emcitabine/Cispl interstitial) 23| A
REC2-074 up 2
atin ACUTE RENAL
(TUBULAR) DAMAGE
INJURY (Renal tubular
injury)
SEPSIS (Sepsis)
PANCYTOPENIA
Atezolizumab/G )
CMUH105- Follow (Pancytopenia)
40. 2017/8/24 | 1985304 EMCITABINE/ 23 [ A
REC2-074 up 2 ] ) PNEUMONIA
Cisplatin )
(Pneumonia)
CLINICAL
DETERIORATION (UNK
Atezolizumab/C| DIAGNOSIS) (Reduced
CMUH105- Follow ) .
41. 2017/7/29 | 1972698 arboplatin/Gemc general condition) 13 A
REC2-074 up 2
itabine PAIN OF THE CLINICAL
STATE OF THE PATIENT
(PAIN) (Pain)
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ACUTE CORONARY
SYNDROME (Acute
coronary syndrome)
ADRENAL
INSUFFICENCY (Adrenal
insufficiency)
) THROMBOCYTOPENIA
Atezolizumab/G ]
CMUH105- - o (Thrombocytopenia)
42. 2017/5/21 | 1938068 | Initial [emcitabine/Carb 237 A
REC2-074 ) MENINGOENCEPHALIT
oplatin ] .
IS (Meningoencephalitis)
ATRIAL FIBRILATION
WITH FAST
VENTRICULAR
RESPONSE (Atrial
fibrillation with rapid
ventricular response)
Pneumonitis, Fatigue,
Myalgia, Productive
CMUH105- E2B_80070 )
43. 2017/4/1 FU4 AVELUMAB cough, Anxiety, 13| A
REC2-050 351
Musculoskeletal chest
pain, Haemoptysis
CMUH105- E2B_80070
44, 2017/5/28 FU5 AVELUMAB Pneumonitis 13 A
REC2-050 351
AVELUMARB,;
CMUH105- PACLITAXEL; ] )
45, 2016/12/9 | 8150501 FU5 Disease progression 1 A
REC2-050 CARBOPLATI
N
AVELUMAB
PEMETREXED
CMUH105- E2B_80068 )
46. 2017/5/7 FU3 ; Pancytopenia 13 A
REC2-050 501
CARBOPLATI
N
106 # 12 » 27 p % 3B Foox 42T
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PEMETREXED
CMUH105- ; _
47, 2017/4/18 | 8155983 FU3 Pneumonia 134 A
REC2-050 CARBOPLATI
N
PEMETREXED
CMUH105- ; ]
48. 2017/4/18 | 8155983 FU4 Pneumonia 1341 A
REC2-050 CARBOPLATI
N
PEMETREXED
CMUH105- ;
49, 2017/7/21 | 8171648 FU1 Febrile neutropenia 1,231 A
REC2-050 CARBOPLATI
N
PEMETREXED
CMUH105- E2B_80079 ; ] ]
50. 2017/8/13 I Renal failure; Sepsis 13| A
REC2-050 450 CARBOPLATI
N
PEMETREXED
CMUH105- E2B_80079 ; _ _
51. 2017/8/13 FU1 Renal failure; Sepsis 13 A
REC2-050 450 CARBOPLATI
N
PEMETREXED
CMUH105- E2B_80079 ; _ _
52. 2017/8/13 FU2 Renal failure; Sepsis 1,231 A
REC2-050 450 CARBOPLATI
N
AVELUMAB,;
CARBOPLATI
CMUH105- E2B_80073 . .
53. 2017/5/14 FU2 N; Disease progression 1 A
REC2-050 710
GEMCITABIN
E
CMUH105- E2B_80080
54, 2017/8/28 FUL | AVELUMAB Ventricle rupture 1 A
REC2-050 108
CMUH105- E2B_80080
55. 2017/8/27 FU2 | AVELUMAB Ventricle rupture 1 A
REC2-050 108
CMUH105- E2B_80080
56. 2017/8/27 FU3 AVELUMAB Ventricle rupture 1 A
REC2-050 108
106 # 12 7 27 p % 36 F > x 42 F




2. e A
ém?% FEHRFRATRRLREF- G240 §
FREAERFLZXF A ERES( #K)
B X >MAR|RE A
*E S| A P TRER LA e W 5 S
3 g b | % 2 —":i Py 5 ¥t K v 5 ole
CMUH105- E2B_80080 )
57. 2017/8/27 FU4 | AVELUMAB Ventricle rupture 1 A
REC2-050 108
PEMETREXED
CMUH105- E2B_80079 ; ) )
58. 2017/8/13 FU3 Renal failure; Sepsis 1,23 A
REC2-050 450 CARBOPLATI
N
CMUH105- CISPLATIN; .
59. 2017/8/26 | 8179573 FU1l Pseudomembranous colitis| 1,2,3| A
REC2-050 PEMETREXED
PEMETREXED
CMUH105- E2B_80079 ; ) )
60. 2017/8/13 FU6 Renal failure; Sepsis  [1,2,3] A
REC2-050 450 CARBOPLATI
N
PEMETREXED
CMUH105- ; ) )
61. 2017/7/21 | 8171648 FU2 Febrile neutropenia 1,23 A
REC2-050 CARBOPLATI
N
MK-3475
CMUH104- 1712USA0 N )
62. 2016/1/10 Initial |(pembrolizumab death [Death] 1 A
REC2-030 03442 |
MK-3475
CMUH104- 1712USA0 N )
63. 2016/6/28 Initial |(pembrolizumab unknown [Death] 1 A
REC2-030 03653 |
MK-3475
CMUH104- 1712USA0 - _
64. 2017/11/16 Initial |(pembrolizumab death [Death] 1 A
REC2-030 00204 )
uncontrolled cancer pain
[Cancer pain]
#1) MK-3475 malignant neoplasm
CMUH104- 1709IRLO1 _ _ _
65. 2017/9/15 F7 |(pembrolizumab| progression [Malignant | 1.3 | A
REC2-181 2844 _
) neoplasm progression]
uncontrolled cancer pain
[Cancer pain]
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#1)
BEVACIZUMA
B
#2) ischemia cerebrovascular
LEVOLEUCOV| [Cerebral ischaemia]
CMUH104- 17101TAOQO [Followup ]
66. 1905/7/9 ORIN neoplasm malignant 14 | A
REC2-181 3687 9 ) i
#3) progression [Malignant
OXALIPLATIN| neoplasm progression]
#4)
FLUOROURAC
IL
uncontrolled cancer pain
[Cancer pain]
#1) MK-3475 malignant neoplasm
CMUH104- 1709IRLO01 |Followup ) ) )
67. 2017/9/15 (pembrolizumab| progression [Malignant | 1.3 | A
REC2-181 2844 8 _
) neoplasm progression]
uncontrolled cancer pain
[Cancer pain]
Atezolizumab/G
CMUH105- - o )
68. 2017/8/24 | 1985304 | Initial [emcitabine/Cispl PANCYTOPENIA 23 [ A
REC2-074 _
atin
Y ACUTE RENAL
Atezolizumab/G
CMUH105- » o ] (TUBULAR)
69. 2017/8/25 | 1973592 | |Initial |emcitabine/Cispl| . . 23| A
REC2-074 ] Y Y DAMAGE INJURY
atin
(Renal tubular injury)
Y INTERSTITIAL
NEPHRITIS (Nephritis
Atezolizumab/G interstitial)
CMUH105- Follow }
70. 2017/8/25 | 1973592 emcitabine/Cispl Y ACUTE RENAL 2,3 A
REC2-074 up 1
atin (TUBULAR) DAMAGE
INJURY (Renal tubular
injury)
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Y HEPATIC FAILURE
(Hepatic failure)
Y SEPSIS (Sepsis)
Y PLATELET COUNT
DECREASED (Platelet
) count decreased)
Atezolizumab/G )
CMUH105- Follow o ) Y WOSENING
71. 2017/7/15 | 1956007 emcitabine/Cispl 13 A
REC2-074 up 2 ) CREATININE
atin
INCREASED (Creatinine
increased)
Y BLOOD BILIRUBIN
INCREASED (Blood
bilirubin increased)
Y ANEMIA (Anemia)
CMUH106- EC-2017- N _
72. 2017/10/19 Initial Lemborexant Unconsciousness 3 A
REC2-067 032277
CMUH106- EC-2017- | Follow _ o
73. 2017/10/19 Lemborexant | Disturbance of vigilance 3 A
REC2-067 032277 upl
CMUH106- EC-2017- | Follow _ o
74. 2017/10/19 Lemborexant | Disturbance of vigilance | 3 A
REC2-067 032277 up2
PL-
CMUH105- JNJFOC- | FOLLO
75. 2017/4/12 JNJ-56022473 1.PANCYTOPENIA 1,23 A
REC2-090 201704146 | W UP5
20(5)
(D Tracheo-oesophageal
2017/02/16
CMUH104- PDM-JP- | Follow fistula
76. 2017/02/16 ONO-4538 ) . 371 A
REC2-139 20170020 | up5 (@Lung infection
2017/04/18 ]
(®Sepsis
(D Tracheo-oesophageal
2017/02/16
CMUH104- PDM-JP- | Follow fistula
77. 2017/02/16 ONO-4538 ) ) 3,71 A
REC2-139 20170020 | up6 @Lung infection
2017/04/18 ]
@ Sepsis
106 # 12 7 27 p % 39 Fox 42 T
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2017/06/16 (DlInappetence
CMUH104- | 2017/07/21 | PDMC-JP- | Follow ) (@lnappetence
78. Paclitaxel ) 3 A
REC2-139 | 2017/08/15 | 20170023 | wup 7 (QFatigue
2017/09/22 @lnappetence
CMUH104- PDM-JP- B
79. 2017/10/2 Initial ONO-4538 Pneumothorax 3 A
REC2-139 20170186
CMUH104- PDM-JP- | Follow
80. 2017/10/2 ONO-4538 Pneumothorax 3 A
REC2-139 20170186 up 1l
2017/06/16 (Dlnappetence
CMUH104- | 2017/07/21 | PDMC-JP- | Follow ) (@lnappetence
81. Paclitaxel ) 3 A
REC2-139 | 2017/08/15 | 20170023 up 8 (3Fatigue
2017/09/22 @lnappetence
CMUH104- PDM-JP- | Follow
82. 2017/10/2 ONO-4538 Pneumothorax 371 A
REC2-139 20170186 up 2
CMUH104- PDM-JP- | Follow
83. 2017/10/2 ONO-4538 Pneumothorax 371 A
REC2-139 20170186 up 3
2017/04/19 (DPneumonia aspiration
2017/05/29 (@Pneumonia bacterial
CMUH104- PDM-JP- | Follow S
84. 2017/06/16 ONO-4538 (®Pneumonia aspiration | 3,7 [ A
REC2-139 20170056 | up 10 o
2017/07/03 (@Pneumonia aspiration
2017/11/13 (®Pneumonia aspiration
2017/04/19 (DPneumonia aspiration
2017/05/29 (@Pneumonia bacterial
CMUH104- PDM-JP- | Follow o
85. 2017/06/16 ONO-4538 (®Pneumonia aspiration | 3,7 | A
REC2-139 20170056 | up 11 o
2017/07/03 (@HPneumonia aspiration
2017/11/13 (®Pneumonia aspiration
2017/04/19 (DPneumonia aspiration
2017/05/29 (@Pneumonia bacterial
CMUH104- PDM-JP- | Follow o
86. 2017/06/16 ONO-4538 (@Pneumonia aspiration | 3,7 | A
REC2-139 20170056 | up 12 o
2017/07/03 (@Pneumonia aspiration
2017/11/13 (®Pneumonia aspiration
(k] B AR -
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CMUH106-REC2-071

56 7 A

[ = 2144 ]

*EB ¥4 LA 1 MK3475 (Pembrolizumab)
*F > FLHE D106 £ 067 04p I 106
£09 7 03p

CMUH104-REC2-102

MRl

(EE TR

*RERE L LA Ipilimumab

*F P FLHE 106 #0407 04p I
£107 01 p

106

DMR99-IRB-210

[#]
*NE LA LA RARA P

CMUH105-REC2-079

v AR

[ %3« > 147+ ] DSUR

Fé%% % 4 ¢+ ONO-4538 (nivolumab)
MIRLHPEF 201677 4p 1 2017

#7771 37p

CMUH106-REC2-
096

%4 B

[z 2P ]

*iE % & ¢ #:MK3475 (Pembrolizumab)
*g pMIFL R 200706 04p 3
2017 & 09 * 03 p

CMUH105-REC2-110

H
lL'
2

[z8% 214F2]

*R2 P L Venetoclax(ABT-199)
g r ML WEF 106 09 01p =
#1117 29p

106

CMUH105-REC2-071

[{RTa4Fr 2p]
*5E A ¢ Abemaciclib LY2835219 Investigator’s
Brochure, Approval Date 15-Sep-2017
*p g 2017 &# 09 * 15 p

CMUH103-REC2-129

3 A4

[{A7a4 4 2]

* A 115

*p Hp 12017 £ 08" 21 p

(2]

R L x;f:‘—'ﬂk iw-r% 3 %8 Certificate of
liability insurance_18Aug2017

CMUH106-REC2-103
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(XProTM System)
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[z = 214 ]
*ESRE S LA LY2875358
* rMARLHPEF 10562097 19p 3 106
#£037% 18 p
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#0977 18 p
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