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REC2-025 3759(0) MEDICATION/
GEMCITABINE
INVOLVED OR
BLINDED PROLONGED
CMUH109- E2B 9008| Follow STUDY INPATIENT
3. 2021/3/7 23] A
REC2-025 2813(11) | up 11 MEDICATION/ [HOSPITALIZATION
GEMCITABINE /| LIFE
THREATENING
BLINDED
CMUH109- E2B 9008]| Follow STUDY LIFE
4, 2021/5/24 - 2 A
REC2-025 3693(2) | up2 | MEDICATION/ | THREATENING
GEMCITABINE
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BLINDED
CMUH109- E2B_9008| Follow STUDY
5. 2021/5/28 - PATIENT DIED 1 (A
REC2-025 3759(1) | up1l | MEDICATION/
GEMCITABINE
INVOLVED OR
BLINDED PROLONGED
CMUH109- E2B_9008| Follow STUDY INPATIENT
6. 2021/3/7 23| A
REC2-025 2813(12) | up12 | MEDICATION/ [HOSPITALIZATION
GEMCITABINE / LIFE
THREATENING
BLINDED
CMUH109- E2B_9008( Follow STUDY LIFE
7. 2021/5/24 2 | A
REC2-025 3693(3) | up3 | MEDICATION/ | THREATENING
GEMCITABINE
INVOLVED OR
BLINDED PROLONGED
CMUH109- E2B_9008| Follow STUDY INPATIENT
8. 2021/5/8 23| A
REC2-025 3522(5) | up5 | MEDICATION/ [HOSPITALIZATION
GEMCITABINE / LIFE
THREATENING
BLINDED
CMUH109- E2B_9008( Follow STUDY LIFE
9. 2021/5/24 2 | A
REC2-025 3693(4) | up4 | MEDICATION/ [ THREATENING
GEMCITABINE
BLINDED
CMUH109- E2B_9008| Follow STUDY LIFE
10. 2021/5/24 2 | A
REC2-025 3693(5) [ up5 | MEDICATION/ [ THREATENING
GEMCITABINE
BLINDED
CMUH109- E2B_9008| STUDY
11. 20217713 Initial PATIENT DIED 1 A
REC2-025 4233(0) MEDICATION/
GEMCITABINE
110 & 12 % 22 p % 30 B> 46 F
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~F-ERFLZAFE RS PR
B X 2 PAR(RL
e L E AP Y it % * A E (R S AT
=3 gfn% & 24 p iy 2 e 5 Vot 4 A = e
BLINDED
CMUH109- E2B_9008| Follow STUDY
12. 2021/713 PATIENT DIED 1 A
REC2-025 4233(1) upl | MEDICATION/
GEMCITABINE
BLINDED
CMUH109- E2B 9008| follow STUDY Gastrointestinal
13. 2021/3/7 ) 23| A
REC2-025 2813(13) | up 13 | MEDICATION/ |haemorrhage; Ascites
GEMCITABINE
BLINDED
STUDY
CMUH109- E2B_9008| follow Pulmonary
14, 2021/5/24 MEDICATION; i 2 A
REC2-025 3693(6) up 6 thromboembolism
GEMCITABINE;
CISPLATIN
BLINDED
STUDY
MEDICATION;
CMUH109- E2B_9008| follow Pulmonary
15. 2021/5/24 BLINDED i 2 A
REC2-025 3693(7) up 7 thromboembolism
STUDY
MEDICATION;
CISPLATIN
BLINDED
STUDY
CMUH109- E2B_9008| follow Pulmonary
16. 2021/5/24 MEDICATION; i 2 A
REC2-025 3693(8) up 8 thromboembolism
GEMCITABINE;
CISPLATIN
1.MALIGNANT
20210827 TUMOR OF
CMUH108- _| follow )
17. 2021/6/15 945 1 Bli Selexipag URETHRA 12371 A
REC2-087 up 1
nded 2.SUDDEN
CARDIAC ARREST

110 # 12 * 22 p

S




PR RS ?“wxgmpi@ﬂzﬁg

"—ﬁ-"]‘-&)ilév"‘_:ok%ﬁg;i

~$2tR ¢

(2 #%)

* ¢ B

w2 p Y

ERNTER
2 ML

il

SIS )

A

VR

LR 3"

¥

i
,‘m

5 L
sn,p

18.

CMUH109-
REC2-155

2021/11/7

003242

2111GTM

Initial

#1) MK-3475
Study (Code not
broken)

#2)
5-FLUOROURA
CIL FOR JAPAN

#3)

OXALIPLATIN

FOR JAPAN

Septic shock

1,3

19.

CMUH109-
REC2-155

2021/11/7

003242

2111GTM

Followu
pl

#1) MK-3475
Study (Code not
broken)
#2)
5-FLUOROURA
CIL FOR JAPAN

#3)
OXALIPLATIN
FOR JAPAN

Septic shock

1,3

20.

CMUH109-
REC2-155

2021/11/7

2111GTM
003242

Followu
p2

#1) MK-3475
Study (Code not
broken)
#2)
5-FLUOROURA
CIL FOR JAPAN
#3)
OXALIPLATIN

FOR JAPAN

Septic shock

1,3

110 # 12 7 22 p
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21.

CMUH109-
REC2-155

2021/11/7

2111GTM
003242

Followu
p3

#1) MK-3475
Study (Code not
broken)

#2)
5-FLUOROURA
CIL FOR JAPAN
#3)
OXALIPLATIN
FOR JAPAN

Septic shock

1,3

22.

CMUH109-
REC2-155

2021/11/23

2111CHN
008692

Initial

#1) MK-3475
Study (Code not
broken)

#2) CISPLATIN
FOR JAPAN
#3)
5-FLUOROURA
CIL FOR JAPAN

Pneumonia

2,3

23.

CMUH109-
REC2-155

2021/11/23

2111CHN
008692

Followu
p1l

#1) MK-3475
Study (Code not
broken)

#2) CISPLATIN
FOR JAPAN
#3)
5-FLUOROURA
CIL FOR JAPAN

Pneumonia

2,3

24,

CMUH109-
REC2-155

2021/11/23

2111CHN
008692

Followu
p2

#1) MK-3475
Study (Code not
broken)

#2) CISPLATIN
FOR JAPAN
#3)
5-FLUOROURA
CIL FOR JAPAN

Pneumonia

2,3

110 # 12 * 22 p
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YRR FA ?“%&?hﬁiﬁﬂiﬁg “HBLR ¢
~F-ERFLZAFE RS PR
Fe ) % pMAR|4F 2N . . N
- ~E B |FA P 5 g ViR &R R At 5T
#1)
PEMBROLIZUM
AB Thrombocytopenia
CMUH108- 2012BRA | Followu .
25. 2020/12/25 #2) Malignant neoplasm |1,2,3] A
REC2-059 012210 .
PEMETREXED progression
#3)
CARBOPLATIN
#1)
PEMBROLIZUM
AB Neutropenia
CMUH108- 2106FRAO| Followu i 2,34
26. 2021/5/14 #2) Septic shock A
REC2-059 01438 ) 7
PEMETREXED | Thrombocytopenia
#3)
CARBOPLATIN
#1) .
Anaemia
PEMBROLIZUM )
AB Thrombocytopenia
CMUH108- 2012ARG |Followu Thrombocytopenia
27. 2020/12/9 #2) 13 A
REC2-059 006069 COVID-19
PEMETREXED .
Malignant neoplasm
#3) .
progression
CARBOPLATIN
#1) o
Pericarditis
PEMBROLIZUM
Death
CMUH108- 2103AUT |Followu AB )
28. 2021/3/14 General physical | 1,3 | A
REC2-059 004492 #2) oo
health deterioration
PEMETREXED N
Aortitis
#3) CISPLATIN
#1)
Death
PEMBROLIZUM .
Aortitis
CMUH108- 2103AUT |Followu AB o
29. 2021/3/14 Pericarditis 13 A
REC2-059 004492 #2) .
General physical
PEMETREXED oo
health deterioration
#3) CISPLATIN
¥ 34 F > £ 46 F
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30.

CMUH108-
REC2-059

2021/6/21

2107DEU
001119

Followu
p 14

#1)
PEMBROLIZUM
AB
#2)
PEMETREXED

Epistaxis

2,3

31.

CMUH108-
REC2-059

2021/5/14

2106FRAQ
01438

Followu
p 22

#1)
PEMBROLIZUM
AB
#2)
PEMETREXED
#3)
CARBOPLATIN

Septic shock
Neutropenia
Thrombocytopenia

2,3,7

32.

CMUH108-
REC2-059

2021/5/14

2106FRAQ
01438

Followu
p 23

#1)
PEMBROLIZUM
AB
#2)
PEMETREXED
#3)
CARBOPLATIN

Neutropenia
Thrombocytopenia
Septic shock

2,3,7

33.

CMUH108-
REC2-059

Unk

2111RUSO
03715

Initial

#1)
PEMBROLIZUM
AB
#2)
PEMETREXED

Thrombocytopenia

34.

CMUH108-
REC2-059

2021/10/30

2111RUSO
03715

Followu
p1l

#1)
PEMBROLIZUM
AB
#2)
PEMETREXED

Thrombocytopenia

35.

CMUH108-
REC2-059

2021/4/8

2104NZLO
02219

Followu
po9

#1)
PEMBROLIZUM
AB
#2)
PEMETREXED

Type 1 diabetes

mellitus

2,3

110 # 12 * 22 p
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B X 2 PAR(RL
e (B4 pd ¥ B 5 F A SR e
%}i gfn% &2 p AP %?ﬁn%}{ ‘;'J #’i, :i' = e
#1) MK-7902
(lenvatinib
CMUH110- 2106ESPO| Followu mesylate)
36. 2021/6/10 Encephalopathy | 2,3 | A
REC2-034 03747 p5 #2)
PEMBROLIZUM
AB
#1) MK-7902 Hypertension
(lenvatinib Acute kidney injury
CMUH110- 2108USA |Followu mesylate) Hyperthyroidism
37. 2021/8/11 i . 23| A
REC2-034 004810 p 15 #2) Posterior reversible
PEMBROLIZUM| encephalopathy
AB syndrome
#1) MK-7902 Hypertension
(lenvatinib Acute kidney injury
CMUH110- 2108USA |Followu mesylate) Hyperthyroidism
38. 2021/8/11 i . 23| A
REC2-034 004810 p 16 #2) Posterior reversible
PEMBROLIZUM| encephalopathy
AB syndrome
#1) MK-7902 Hypertension
(lenvatinib Acute kidney injury
CMUH110- 2108USA |Followu mesylate) Hyperthyroidism
39. 2021/8/11 i . 23| A
REC2-034 004810 p 17 #2) Posterior reversible
PEMBROLIZUM| encephalopathy
AB syndrome
#1) MK-7902 Hypertension
(lenvatinib Acute kidney injury
CMUH110- 2108USA [ Followu mesylate) Hyperthyroidism
40. 2021/8/11 ) . 23| A
REC2-034 004810 p 18 #2) Posterior reversible
PEMBROLIZUM| encephalopathy
AB syndrome

110 # 12 * 22 p
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‘RFE ?“ﬁ&?hpzﬁﬂiﬁﬁ XN
~F-LERYLZXFAEEREG(C 2R
B X AR |3R L
e AP E i3 7 a3 i+ [ I
%}i gfn% &2 p AP %?ﬁn%}{ ‘;'J #’i, :i' = e
#1) MK-7902 Hypertension
(lenvatinib Acute kidney injury
CMUH110- 2108USA [ Followu mesylate) Hyperthyroidism
41. 2021/8/11 i . 23| A
REC2-034 004810 p 19 #2) Posterior reversible
PEMBROLIZUM| encephalopathy
AB syndrome
#1) MK-3475
Study (Code not
broken)
#2 ) CISPLATIN
FOR JAPAN
(3475
platelet count
SOLUTION FOR
decrease [Platelet
CMUH108- 2110CHN |Followu| INJECTION
42. 2021/9/2 countdecreased] | 23 | A
REC2-134 003217 p7 STUDY) i
Bacteremia
#3) .
[Bacteraemia]
GEMCITABINE
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)
110 # 12 » 22 p % 37T B % 46 |




YRR FA 5“%&?&Fiﬁﬂiﬁg EEEEIE
~F-ERFLZAFE RS PR
B X 2 PAR(RL
g (B4 p S S 3 AE e 5[
%}i gfn% &2 p AP %?ﬁn%}{ ‘;'J #’i, :i' = e
#1) MK-3475
Study (Code not
broken) Death of unknown
#2) CISPLATIN cause [Death]
FOR JAPAN Neutrophil count
(3475 decreased
SOLUTION FOR| [Neutrophil count
CMUH108- 2104CHN [Followu| INJECTION decreased]
43. 2021/4/21 123 A
REC2-134 007668 p 15 STUDY) Platelet Count
#3) Decreased [Platelet
GEMCITABINE | count decreased]
FOR JAPAN Acute biliary tract
(3475 infection [Biliary
SOLUTION FOR| tract infection]
INJECTION
STUDY)
#1) MK-3475
Study (Code not
broken)
#2) CISPLATIN
FOR JAPAN
(3475
platelet count
SOLUTION FOR
decrease [Platelet
CMUH108- 2110CHN | Followu INJECTION
44, 2021/9/2 countdecreased] | 23 | A
REC2-134 003217 p8 STUDY) i
Bacteremia
#3) .
[Bacteraemia]
GEMCITABINE
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)

110 # 12 * 22 p

S



PRFF ?“wxgmpi@ﬂzﬁg
‘—ﬁ-‘;ili%"‘_:d%ﬁg;i

S EEI R
(4 5)

* § St

L P

R e

S

SIS )

A

VR

P AEE

Er

st
e

45,

CMUH108-
REC2-134

2021/9/2

2110CHN
003217

Followu
po9

#1) MK-3475
Study (Code not
broken)
#2 ) CISPLATIN
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)
#3)
GEMCITABINE
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)

platelet count
decrease [Platelet
count decreased]
Bacteremia
[Bacteraemia]

2.3

46.

CMUH108-

2021/9/2
REC2-134

2110CHN
003217

Followu
p 10

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

FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)
#3)
GEMCITABINE
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)

platelet count
decrease [Platelet
count decreased]
Bacteremia

[Bacteraemia]

2.3

110 # 12 * 22 p
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47.

CMUH108-
REC2-134

2021/5/28

000035

2106CHN

p 22

Followu

#1) MK-3475
Study (Code not
broken)
#2 ) CISPLATIN
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)
#3)
GEMCITABINE
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)

Myasthenia gravis
[Myasthenia gravis]
myocarditis
[Myocarditis]

1.2.3

48.

CMUH108-
REC2-134

2021/9/2

2110CHN
003217

Followu
p 11

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

FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)
#3)
GEMCITABINE
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)

platelet count
decrease [Platelet
count decreased]
Bacteremia

[Bacteraemia]

2.3

110 # 12 * 22 p
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49,

CMUH108-
REC2-134

2021/3/24

2103ESPO

07800 | p4

Followu

#1) MK-3475
Study (Code not
broken)
#2 ) CISPLATIN
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)
#3)
GEMCITABINE
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)

apex bulbar ulcer
[Duodenal ulcer]

2.3

50.

CMUH108-
REC2-134

2021/7/16

2107DEU

006194 | p9

Followu

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

FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)
#3)
GEMCITABINE
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)

[Malignant neoplasm

bleeding after ascites

malignant neoplasm
progression

progression]

puncture [Puncture
site haemorrhage]

1.3

110 # 12 * 22 p
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CMUH108-
REC2-134

2021/6/14

2106BRA
004643

Followu

p 6

#1) MK-3475
Study (Code not
broken)

#2)
GEMCITABINE
FOR JAPAN

(3475
SOLUTION FOR
INJECTION

STUDY)
#3) CISPLATIN
FOR JAPAN

(3475
SOLUTION FOR
INJECTION

STUDY)

Hepatorenal
syndrome
[Hepatorenal
syndrome]

1.3

52.

CMUH108-
REC2-134

2021/5/6

2105THA

002176

Followu
p5

#1) MK-3475
Study (Code not
broken)
#2) CISPLATIN
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)
#3)
GEMCITABINE
FOR JAPAN
(3475
SOLUTION FOR
INJECTION

STUDY)

Enterocolitis
[Enterocolitis]
febrile neutropenia
[Febrile neutropenia]

2.3

110 # 12 * 22 p

¥
N
N
b
|+



PRFF ?“wxgmpi@ﬂzﬁg
‘—ﬁ-‘;ili%"‘_:d%ﬁg;i

S EEI R
(4 5)

* § St

L P

R e

S

SIS )

A

VR

P AEE

Er

st
e

53.

CMUH108-
REC2-134

2021/9/2

2110CHN
003217

Followu
p12

#1) MK-3475
Study (Code not
broken)
#2 ) CISPLATIN
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)
#3)
GEMCITABINE
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)

platelet count
decrease [Platelet
count decreased]
Bacteremia
[Bacteraemia]

2.3

54.

CMUH108-

2021/9/2
REC2-134

2110CHN
003217

Followu
p13

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

FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)
#3)
GEMCITABINE
FOR JAPAN
(3475
SOLUTION FOR
INJECTION
STUDY)

platelet count
decrease [Platelet
count decreased]
Bacteremia

[Bacteraemia]

2.3

110 # 12 * 22 p
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B X 2 PAR(RL
e L |FA P Y R E *RE R B 5% [ER
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#1) MK-3475 .
Esophagitis
Study (Code not .
[Oesophagitis]
broken)
nausea [Nausea]
#2 ) CISPLATIN . .
vomiting [Vomiting]
FOR JAPAN
Platelet count
(3475
decreased [Platelet
SOLUTION FOR
count decreased]
CMUH108- 2001TUR |Followu| INJECTION o
55. 2020/1/27 Blood bilirubin ~ [1.2.3] A
REC2-134 010432 p3 STUDY) )
#3) increased [Blood
bilirubin increased]
GEMCITABINE ) }
bacterial pneumonia
FOR JAPAN .
[Pneumonia
(3475 .
bacterial]
SOLUTION FOR .
Oral intake reduce
INJECTION H hagia]
ophagia
STUDY) yPopnag
#1) MK-3475 .
Esophagitis
Study (Code not o
[Oesophagitis]
broken)
nausea [Nausea]
#2 ) CISPLATIN N -
vomiting [Vomiting]
FOR JAPAN
Platelet count
(3475
decreased [Platelet
SOLUTION FOR
count decreased]
CMUH108- 2001TUR |Followu| INJECTION o
56. 2020/1/27 Blood bilirubin A
REC2-134 010432 | p4 STUDY) _
#3) increased [Blood
bilirubin increased]
GEMCITABINE _ _
bacterial pneumonia
FOR JAPAN .
[Pneumonia
(3475 .
bacterial]
SOLUTION FOR .
Oral intake reduce
INJECTION H hagia]
ophagia
STUDY) yPopnag

110 # 12 * 22 p
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P RFFL §%w&§ 1 & iﬁs “FELR ¢
“F-LERFLZAFEEREG(U BK)
F X AR |3R L
J & 4 ¥ it - A L B |=E L
W R LA SR 4 s ) 5t & 5 FOAE L% 3G
1.MALIGNANT
TUMOR OF
20210827 URETHRA
CMUH108- _| follow . 1234
57. 2021/6/15 945 4 Bli Selexipag 2.SUDDEN A
REC2-087 up 4 7
nded CARDIAC ARREST
3.MULTIORGAN
FAILURE
1.MALIGNANT
TUMOR OF
20210827 URETHRA
CMUH108- | follow . 1234
58. 2021/6/15 945 5 Bli Selexipag 2.SUDDEN A
REC2-087 up 5 7
nded CARDIAC ARREST
3.MULTIORGAN
FAILURE
[ARk] B APH -
ey FRFIEFARZTA
) o
B * & B a4 FAPF
(8% 242472 ]
1. | CMUH107-REC2-121 FLi | *#m%¥H o4 CFZ533 (Iscalimab)
* pMAFLYHF 109# 10 01 p 2 110F09* 30 P
[{#7a4F12p]
2. | CMUH104-REC2-092 % w9 | *¥% & @ Lacosamide Investigator’s Brochure, Dated 26 Oct 2021
*p #p 12021 # 10 * 26 p
e o
(1) Development Safety Update Report for Gilteritinib Date
3. | CMUH106-REC2-036 L | 10Nov2020
(2) Development Safety Update Report for Gilteritinib Date
12Nov2021
(a2 2papd]
4. | CMUH109-REC2-155 HiRR Fé%éﬁfﬁrﬂ %4 * MK-3475 Pembrolizumab
X rMIRLPHF 2021 #03 % 04p T 2021 & 09 % 03 p
[z % 2p4E2]
5. CMUH109-REC2-129 o pé‘%%*" % # + GSK3228836
X rMIRLPHF 2021 #05% 01 p 3 2021 & 10 % 31 p
[##]
6. CMUH110-REC2-025 AR B N E’f,‘%ﬂ? 24 % (Urgent Safety Measure) 5, &, Date: 17 Nov
2021
[##]
7. | CMUH109-REC2-149 A I N j'«f,‘%.fé 244 % (Urgent Safety Measure) f; &, Date: 17 Nov
2021
8. | CMUH104-REC2-150 244 (EELEEED

110 # 12 * 22 p
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TRFFAETEHRFRFIGRLREF - FALR ¢

__—F']‘_.L;}i’é‘;.L

X3 hERES( RR)

BB

* g%

P&
344

I

*:x 5 & ¥ . Enzalutamide
*MR 4 F 2021 £ 03 % 01 p % 2021 # 08 % 30 p

CMUH110-REC2-008

LA

[h% 212484 ]
*E % #4544 0 INJ-61186372 (amivantamab)
*E rMAFLYPRF 110£010 18p 2 110& 07 % 17 p

10.

CMUH109-REC2-191

HESN

[z < 244p4 ]
*RE E 4 LA T RSVPreF3+AS01E
*% pP4RL YA 110#£05% 01p 3 110# 10 * 31 p

11.
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