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#1)
BEVACIZUMA
B
#2)
OXALIPLATIN Colon diverticulum
CMUH104- 1802JPNO0O |Followup ) o
1. 2018/2/13 #3) perforation [Diverticular | 2.3 A
REC2-181 6630 7
LEUCOVORIN perforation]
#4)
FLUOROURAC
IL
#5) TRAMAL
#1)
CETUXIMAB
#2)
LEUCOVORIN [Neutrophil count decreased
CMUH104- 1802FRAQ (Followup .
2. 2018/2/21 #3) [Neutrophil count 2 A
REC2-181 12803 2
IRINOTECAN decreased]
#4)
FLUOROURAC
IL
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CMUH104-
REC2-181

2018/2/13

1802JPNQO
6630

Followup
8

#1)
BEVACIZUMA
B
#2)
OXALIPLATIN
#3)
LEUCOVORIN
#4)
FLUOROURAC
IL
#5) TRAMAL

Colon diverticulum
perforation [Diverticular

perforation]

2.3

CMUH104-
REC2-181

2018/2/13

1802JPNQO
6630

Follow

up 9

#1)
BEVACIZUMA
B
#2)
OXALIPLATIN
#3)
LEUCOVORIN
#4)
FLUOROURAC
IL

Colon diverticulum
perforation [Diverticular

perforation]

2.3

CMUH104-
REC2-181

2018/2/13

1802JPNQO
6630

Follow
up 10

#1)
BEVACIZUMA
B
#2)
OXALIPLATIN
#3)
LEUCOVORIN
#4)
FLUOROURAC
IL

Colon diverticulum
perforation [Diverticular

perforation]

2.3
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#1)
BEVACIZUMA
B
#2) N
Colon diverticulum
CMUH104- 1802JPN0O0| Follow |OXALIPLATIN ) o
6. 2018/2/13 perforation [Diverticular | 2.3 | A
REC2-181 6630 up 11 #3) )
perforation]
LEUCOVORIN
#4)
FLUOROURAC
IL
Hypovolemic shock
MK-3475 )
CMUH105- 1801CHNO |follow up ) [Hypovolaemic shock]
7. 2018/1/26 (pembrolizumab ) o 2,3 A
REC2-127 13934 6 ) Acute renal insufficiency
[Acute kidney injury]
ACUTE CORONARY
SYNDROME (Acute
coronary syndrome)
MENINGOENCEPHALIT
IS (Meningoencephalitis)
ADRENAL
INSUFFICENCY (Adrenal
insufficiency)
Atezolizumab/G | THROMBOCYTOPENIA
CMUH105- Follow o )
8. 2017/5/21 | 1938068 emcitabine/Carb (Thrombocytopenia) 2371 A
REC2-074 up 2 )
oplatin ATRIAL FIBRILATION
WITH FAST
VENTRICULAR
RESPONSE (Atrial
fibrillation with rapid
ventricular response)
WHITE BLOOD CELL
DECREASED (White
blood cell decreased)
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INTERSTITIAL
NEPHRITIS (Nephritis
) interstitial)
Atezolizumab/G
CMUH105- Follow o ) ACUTE RENAL
9. 2017/8/25 | 1973592 emcitabine/Cispl 23| A
REC2-074 up 3 ) (TUBULAR) DAMAGE
atin
INJURY (Renal tubular
injury)
SEPSIS (Sepsis)
#1) ONO-4538
vs. Placebo .
Diarrhea, suspect
(Code not ] ) .
infectious enterocolitis or
broken) )
| chemotherapy side effect
#2 ) oxaliplatin
PDM-TW-2|follow up [Diarrhoea]
10. | CMUH105- | 2017/10/26 (OXALIPLATI ] ] 13 A
0170049 2 o Acute Kidney Injury, favor
REC2-079 N) Injection .
4) dehydration related [Acute
o kidney injury]
capecitabine
Pneumonia [Pneumonia]
(CAPECITABI
NE) Tablet
#1) ONO-4538
vs. Placebo )
Diarrhea, suspect
(Code not ] ) »
infectious enterocolitis or
broken) )
_ | chemotherapy side effect
#2 ) oxaliplatin
PDM-TW-2|follow up [Diarrhoea]
11. | CMUH105- | 2017/10/26 (OXALIPLATI i ) 13 A
0170049 3 o Acute Kidney Injury, favor
REC2-079 N) Injection )
42) dehydration related [Acute
o kidney injury]
capecitabine
Pneumonia [Pneumonia]
(CAPECITABI
NE) Tablet

107 # 04 » 18 p




PRFFAETERFRALGRLAEF - FELR §
-~ FERF-ERYeAEEEREE(L RR)
B % AR 3R
Ay |EA p Y Vo E LE S
g |6 2y | ul N
#1) ONO-4538
vs. Placebo .
Diarrhea, suspect
(Code not ) ) »
infectious enterocolitis or
broken) )
chemotherapy side effect
#2 ) oxaliplatin )
PDM-TW-2|follow up [Diarrhoea]
12. | CMUH105- | 2017/10/26 (OXALIPLATI ) ) 131 A
0170049 4 Acute Kidney Injury, favor
REC2-079 N) Injection )
43) dehydration related [Acute
o kidney injury]
capecitabine ) )
Pneumonia [Pneumonia]
(CAPECITABI
NE) Tablet
#1)
CETUXIMAB
#2) Neutrophil count decreased
LEUCOVORIN [Neutrophil count
CMUH104- 1802FRAO (Followup
13. 2018/2/21 #3) decreased] 2.3 A
REC2-181 12803 3
IRINOTECAN left foot wound [Limb
#4) injury]
FLUOROURAC
IL
#1)
BEVACIZUMA
B
#2) o
Colon diverticulum
CMUH104- 1802JPNOO |Followup | OXALIPLATIN ) o
14, 2018/2/13 perforation [Diverticular | 2.3 A
REC2-181 6630 12 #3) ]
perforation]
LEUCOVORIN
#4)
FLUOROURAC
IL
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#1)
BEVACIZUMA
B
#2) .
Colon diverticulum
CMUH104- 1802JPNOO |Followup | OXALIPLATIN ) o
15. 2018/2/13 perforation [Diverticular | 2.3 | A
REC2-181 6630 13 #3) )
perforation]
LEUCOVORIN
#4)
FLUOROURAC
IL
#1)
CETUXIMAB
#2) Neutrophil count decreased
LEUCOVORIN [Neutrophil count
CMUH104- 1802FRAO (Followup
16. 2018/2/21 #3) decreased] 2.3 A
REC2-181 12803 4
IRINOTECAN left foot wound [Limb
#4) injury]
FLUOROURAC
IL
#1)
BEVACIZUMA
B
#2) o
Colon diverticulum
CMUH104- 1802JPNOO |Followup | OXALIPLATIN
17. 2018/2/13 perforation [Diverticular | 2.3 A
REC2-181 6630 14 #3) ]
perforation]
LEUCOVORIN
#4)
FLUOROURAC
IL
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#1)
BEVACIZUMA
B
#2)
Colon diverticulum
CMUH104- 1802JPNOO |Followup | OXALIPLATIN ) o
18. 2018/2/13 perforation [Diverticular | 2.3 | A
REC2-181 6630 15 #3) )
perforation]
LEUCOVORIN
#4)
FLUOROURAC
IL
vomiting [Vomiting]
#1) MK-3475 hypomagnesemia
CMUH104- 1802GBRO [Followup ) .
19. 2018/2/14 (pembrolizumab [Hypomagnesaemia] 2.3 A
REC2-181 09037 1 ) )
) worsening of diarrhoea
[Diarrhoea]
#1) ONO-4538
vs. Placebo
(Code not
broken)
#2 ) oxaliplatin
(OXALIPLATI
CMUH105- PDM-KR-2[follow up Hemolytic anemia
20. 2018/2/5 N) Injection _ . 13 A
REC2-079 0180033 2 [Haemolytic anaemia]
#3)TS-1
(Tegafur-gimera
cil-oteracil
potassium)
Capsule;
Regimen #1
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#1) ONO-4538
vs. Placebo
(Code not
broken)
#2 ) oxaliplatin
(OXALIPLATI _ _
” CMUH105- 2018/2/5 PDM-KR-2|follow up ) Injection Hemolytic anemia 13| A
REC2-079 0180033 3 [Haemolytic anaemia]
#3)TS-1
(Tegafur-gimera
cil-oteracil
potassium)
Capsule;
Regimen #1
#1) ONO-4538
vs. Placebo
(Code not ALT increased [Alanine
broken) aminotransferase
#2 ) oxaliplatin increased]
(OXALIPLATI | AST increased [Aspartate
22. CMURL0S 2018/2/19 POM-KR-2)follow up N) Injection aminotransferase 1,3 A
REC2-079 0180044 2
#3)TS-1 increased]
(Tegafur-gimera | Infections and infestations
cil-oteracil other, specify
potassium) [Bacteraemia]
Capsule;
Regimen #1
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23.

REC2-079

CMUH105-

2018/3/6

PDM-JP-20
180077

INITIAL

1) ONO-4538
(nivolumab)
Blind therapy
2) S-1 Taiho
Combination
OD Tablet
(tegafur/
gimeracil/
oteracil
potassium)

3) Oxaliplatin

(oxaliplatin)

Sudden death NOS
[Sudden death]

24,

CMUH105-
REC2-079

2018/2/19

PDM-KR-2
0180044

follow up

#1) ONO-4538
vs. Placebo
(Code not
broken)
#2 ) oxaliplatin
(OXALIPLATI
N) Injection
#3)TS-1
(Tegafur-gimera
cil-oteracil
potassium)
Capsule;
Regimen #1

Liver failure [Hepatic

failure]

Bacteremia [Bacteraemia]

1,3
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CMUH105-
REC2-079

2018/2/5

PDM-KR-2
0180033 4

follow up

#1) ONO-4538
vs. Placebo
(Code not
broken)

#2 ) oxaliplatin
(OXALIPLATI
N) Injection
#3)TS-1

Hemolytic anemia
[Haemolytic anaemia] L3
(Tegafur-gimera
cil-oteracil
potassium)
Capsule;

Regimen #1
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(N

GEIEIIEEES |
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#1127 03 p

2017

CMUH102-REC2-068

.t

(e % 2142 ]
*EmE LS LA LDK378

Y rMAFL YA 2017 #0407 01 p 3
#0917 30p

[ 7 ¢ i &7 & ] Investigator Notification
*Zp dp 2017 &£ 06 7 28 p

2017

CMUH103-REC2-125

4L
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[ #7144 £ )
Abemaciclib LY2835219 Investigator’s Brochure,
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