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broken)
Oesophageal varices
haemorrhage
Myocardial infarction
#1) MK-7902 )
CMUH107- 1911TURO |Followup Gastric haemorrhage
4, 2019/11/25 Study (Code not ) ) 23 | A
REC1-188 12593 2 Upper gastrointestinal
broken)
haemorrhage
Upper gastrointestinal
haemorrhage
#1) MK-7902
CMUH107- 1912MEXO0 |Followup ]
5. 2019/12/22 Study (Code not| Hepatic encephalopathy |1.2.3| A
REC1-188 11230 3
broken)
#1) MK-7902
CMUH107- 1912MEXO0 |Followup ]
6. 2019/12/22 Study (Code not| Hepatic encephalopathy |1.2.3| A
REC1-188 11230 4
broken)
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#1) MK-7902
CMUH107- 1910TURO |Followup Pneumonia
1. 2019/10/7 Study (Code not 123 A
REC1-188 09330 16 Hepatorenal syndrome
broken)
#1) MK-7902
CMUH107- 1910TURO |Followup Pneumonia
8. 2019/10/7 Study (Code not 1231 A
REC1-188 09330 17 Hepatorenal syndrome
broken)
Hepatic failure
#1) MK-7902 ) )
CMUH107- 1912RUSO |Followup Alanine aminotransferase
9. 2019/12/25 Study (Code not _ 13| A
REC1-188 12189 1 increased
broken) ) .
Autoimmune hepatitis
Hepatic failure
#1) MK-7902
CMUH107- 1912RUSO |Followup Alanine aminotransferase
10. 2019/12/25 Study (Code not _ 13| A
REC1-188 12189 2 increased
broken) ) .
Autoimmune hepatitis
#1) MK-7902
CMUH107- 1912RUSO |Followup Acute myocardial
11. 2019/12/13 Study (Code not _ ) 23 | A
REC1-188 07477 2 infarction
broken)
#1) MK-7902 _
CMUH107- 1912RUSO |Followup Acute myocardial
12. 2019/12/13 Study (Code not _ ) 23 | A
REC1-188 07477 3 infarction
broken)
Palmar-plantar
erythrodysaesthesia
syndrome
Asthenia
#1) MK-7902 ) o
CMUH107- 1911POL00|Followup Intermittent claudication
13. 2019/8/14 Study (Code not ] 1231 A
REC1-188 3251 8 Hypertension
broken) )
Weight decreased
Gastrointestinal
haemorrhage
Abdominal pain
#1) MK-7902 )
CMUH107- 1912RUSO [Followup Acute myocardial
14. 2019/12/13 Study (Code not _ ) 23 | A
REC1-188 07477 4 infarction
broken)
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#1) MK-7902
CMUH107- 1912MEXO0 |Followup )
15. 2019/12/22 Study (Code not| Hepatic encephalopathy [1.2.3| A
REC1-188 11230 5
broken)
#1) MK-7902
CMUH107- 1912FRAO [Followup ) )
16. 2019/12/10 Study (Code not|  Respiratory distress 23| A
REC1-188 06405 4
broken)
#1) MK-7902 | Alanine aminotransferase
CMUH107- 1912RUSO |Followup )
17. 2019/12/25 Study (Code not increased 13 A
REC1-188 12189 3
broken) Hepatic failure
#1) MK-7902 Abdominal pain
CMUH107- 1911POL00|Followup
18. 2019/11/4 Study (Code not Gastrointestinal 23| A
REC1-188 3251 9
broken) haemorrhage
#1) MK-7902
CMUH107- 1912FRAO [Followup ] ]
19. 2019/12/10 Study (Code not Cardiac failure 23 | A
REC1-188 06405 5
broken)
#1) MK-7902
CMUH107- 1912FRAO |Followup Ruptured cerebral
20. 2019/11/13 Study (Code not 23| A
REC1-188 09504 3 aneurysm
broken)
#1) MK-7902 Abdominal pain
CMUH107- 1911POL00|Followup ] ]
21. 2019/11/4 Study (Code not Gastrointestinal 23 | A
REC1-188 3251 10
broken) haemorrhage
#1) MK-7902 | Alanine aminotransferase
CMUH107- 1912RUSO |Followup
22. 2019/12/25 Study (Code not increased 13| A
REC1-188 12189 4
broken) Hepatic failure
#1) MK-7902 )
CMUH107- 1912RUSO (Followup Acute myocardial
23. 2019/12/13 Study (Code not 23 | A
REC1-188 07477 5 infarction
broken)
#1) MK-7902
CMUH107- 1912FRAO [Followup Ruptured cerebral
24. 2019/11/13 Study (Code not 23| A
REC1-188 09504 4 aneurysm
broken)
#1) MK-7902
CMUH107- 2001RUSO |Followup o
25. 2020/1/15 Study (Code not Atrial fibrillation 23| A
REC1-188 08618 1
broken)
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#1) MK-7902 _
CMUH107- 1912RUSO |Followup Acute myocardial
26. 2019/12/13 Study (Code not _ ) 23 | A
REC1-188 07477 6 infarction
broken)
#1) MK-7902
CMUH107- 1912RUSO |Followup _ ~ |down
27. 2019/12/25 Study (Code not| Autoimmune hepatitis A
REC1-188 12189 5 grade
broken)
JNJ-56021927/P
CMUH104- 201912448 |follow up LACEBO
28. 2019/12/26 1.ISCHEMIC STROKE 2,3 A
REC1-116 42(1) 1 BICALUTAMI
DE/PLACEBO
CMUH107- Follow
29. 2019/12/30 | 2481252 Atezolizumab FATAL PNEUMONIA 1,3 A
REC1-099 up 3
Anorexia [Decreased
CMUH106- 2020TWO02 [follow up| Pracinostat/Plac appetite]
30. 2020/1/19 _ _ 13| A
REC1-103 0138 1 ebo Septic shock [Septic
shock]
CMUH104- 19TWO0000 [follow up ) o
31. 2019/10/22 CX-4945 | Septic shock, Braininjury | 1,2 [ A
REC1-135 87 2
CMUH104- 19TWO0000 [follow up ) o
32. 2019/10/31 CX-4946 | Septic shock, Braininjury | 1,2 [ A
REC1-135 87 3
#1) MK-3475
Study
#2)
PACLITAXEL
CMUH107- 1911COLO |Followup ) )
33. 2019/12/19 #3) Febrile neutropenia 23| A
REC1-174 07299 7
CYCLOPHOSP
HAMIDE
#4)
EPIRUBICIN
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34.

CMUH107-
REC1-174

2019/11/14

1911COLO
07299

Followup
8

#1) MK-3475
Study (Code not
broken)
#2)
PACLITAXEL
#3)
CYCLOPHOSP
HAMIDE
#4)
EPIRUBICIN

Febrile neutropenia

2.3

35.

CMUH107-
REC1-174

2019/12/14

1912GBRO
08008

Followup
2

#1) MK-3475
Study
#2)
CYCLOPHOSP
HAMIDE
#3)
PACLITAXEL
#4)
EPIRUBICIN

Hyponatraemia

Seizure

2.3

36.

CMUH107-
REC1-174

2019/12/19

2001COLO
03061

Followup
1

#1) MK-3475
Study
#2)
PACLITAXEL
#3)
CYCLOPHOSP
HAMIDE
#4)
EPIRUBICIN

Febrile neutropenia

2.3
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37.

CMUH107-
REC1-174

2019/11/14

1911COLO
07299

Followup

9

#1) MK-3475
Study
#2)
PACLITAXEL
#3)
CYCLOPHOSP
HAMIDE
#4)
EPIRUBICIN

Febrile neutropenia

2.3

38.

CMUH107-
REC1-174

2019/12/19

2001COLO
03061

Followup

2

#1) MK-3475
Study
#2)
PACLITAXEL
#3)
CYCLOPHOSP
HAMIDE
#4)
EPIRUBICIN

Febrile neutropenia

2.3

39.

CMUH107-
REC1-174

2019/12/19

2001COLO
03061

Followup

3

#1) MK-3475
Study
#2)
PACLITAXEL
#3)
CYCLOPHOSP
HAMIDE
#4)
EPIRUBICIN

Febrile neutropenia

2.3
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CMUH107-
REC1-174

2020/1/21

2001USAO0
08029

Initial

#1) MK-3475
Study

#2)
PACLITAXEL
#3)
DOXORUBICI
N
#4)
CYCLOPHOSP
HAMIDE

Hyponatraemia

23 | A

CMUH107-
REC1-174

2019/11/14

1911COLO
07299

Followup

10

#1) MK-3475
Study
#2)
PACLITAXEL

#3)
CYCLOPHOSP
HAMIDE
#4)
EPIRUBICIN

Febrile neutropenia

23 | A

CMUH107-
REC1-174

2019/12/14

1912GBRO
08008

Followup
3

#1) MK-3475
Study
#2)
CYCLOPHOSP
HAMIDE
#3)
PACLITAXEL
#4)
EPIRUBICIN

Seizure

Hyponatraemia
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#1) MK-3475
Study
#2)

PACLITAXEL

CMUH107- 2001COLO |Followup ) ]
2019/12/19 #3) Febrile neutropenia

REC1-174 03061 4
CYCLOPHOSP
HAMIDE
#4)
EPIRUBICIN

#1) MK-3475
Study
#2)
PACLITAXEL

CMUH107- 2001USAO [Followup #3) Adrenal insufficiency
2020/1/21 .
08029 1 DOXORUBICI Hyponatraemia
N
#4)
CYCLOPHOSP

HAMIDE

REC1-174

#1) MK-3475

Study
#2)

PACLITAXEL

CMUH107- 2001USAO [Followup #3) Adrenal insufficiency

2020/1/21
REC1-174 08029 2 DOXORUBICI Hyponatraemia
N
#4)
CYCLOPHOSP

HAMIDE

£
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46.

CMUH107-
REC1-174

2001USAO0
08029

Followup
3

#1) MK-3475

Study

#2)

PACLITAXEL

#3)

DOXORUBICI
N

#4)

CYCLOPHOSP

HAMIDE

Hyponatraemia

Adrenal insufficiency

2.3

47.

CMUH107-
REC1-174

2019/12/19

2001COLO
03061

Followup
5

#1) MK-3475
Study
#2)
PACLITAXEL
#3)
CYCLOPHOSP
HAMIDE
#4)
EPIRUBICIN

Febrile neutropenia

2.3

48.

CMUH108-
REC1-059

2019/12/13

1912CHNO
07541

Followup
3

#1)
PACLITAXEL
(7902 STUDY)

#2)
CARBOPLATI

N (7902
STUDY)

Anaphylactic shock

Anaphylactic shock

49.

CMUH108-
REC1-059

2019/12/13

1912CHNO
07541

Followup
4

#1)
PACLITAXEL
(7902 STUDY)

#2)
CARBOPLATI

N (7902

STUDY)

Anaphylactic shock

Anaphylactic shock
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50.

CMUH108-
REC1-059

2019/12/13

1912CHNO
07541

Followup
5

#1)
PACLITAXEL
(7902 STUDY)
#2)
CARBOPLAT]I
N (7902
STUDY)

Anaphylactic shock
Anaphylactic shock

51.

CMUH108-
REC1-059

2019/12/13

1912CHNO
07541

Followup
6

#1)
PACLITAXEL
(7902 STUDY)

#2)
CARBOPLATI

N (7902
STUDY)

Anaphylactic shock
Anaphylactic shock

52.

CMUH107-
REC1-058

2019/12/23

2507266

Initial

1. Pertuzumab
2. Trastuzumab
3.
PACLITAXEL
4.
DOXORUBICI
N
5.
CYCLOPHOSP
HAMIDE

CARDIAC
INSUFFICIENCE
PLEURAL EFFUSION

1,34

53.

CMUH107-
REC1-126

2019/10/9

2439854

Follow

up 4

1. Atezolizumab
2. Trastuzumab
Emtansine
3.Pertuzumab
4. Trastuzumab

5. Doxorubicin

PULMONARY
EMBOLISM

13

54,

CMUH107-
REC1-188

2019/10/7

1910TURO
09330

Followup
15

#1) MK-7902
Study (Code not
broken)

Pneumonia

Hepatorenal syndrome

123
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#1) MK-7902 Abdominal pain
CMUH107- 1911POLO0O0|Followup ) )
55. 2019/11/4 Study (Code not Gastrointestinal 23 | A
REC1-188 3251 6
broken) haemorrhage
CMUH107- 1912RUSO #1) MK-7902 Acute myocardial
56. 2019/12/13 Initial ) ) 23 [ A
REC1-188 07477 Study infarction
Palmar-plantar
erythrodysaesthesia
syndrome
Asthenia
CMUH107- 1911POLO0O0|Followup| #1) MK-7902 | Intermittent claudication
57. 2019/8/14 ) 1231 A
REC1-188 3251 7 Study Hypertension
Weight decreased
Gastrointestinal
haemorrhage
Abdominal pain
CMUH107- 1912RUSO |Followup| #1) MK-7902 Acute myocardial
58. 2019/12/13 _ ) 23 | A
REC1-188 07477 1 Study infarction
#1) MK-7902
CMUH107- 1912MEXO0 |Followup ]
59, 2019/12/22 Study (Code not| Hepatic encephalopathy |1.2.3| A
REC1-188 11230 6
broken)
#1) MK-7902
CMUH107- 1912RUSO |Followup Acute myocardial
60. 2019/12/13 Study (Code not _ ) 23 | A
REC1-188 07477 7 infarction
broken)
#1) MK-7902 | Alanine aminotransferase
CMUH107- 1912RUSO [Followup ]
61. 2019/12/25 Study (Code not increased 123 A
REC1-188 12189 6 o
broken) Hepatic failure
#1) MK-7902 Abdominal pain
CMUH107- 1911POLO0O0|Followup ) )
62. 2019/11/4 Study (Code not Gastrointestinal 23| A
REC1-188 3251 11
broken) haemorrhage
#1) MK-7902
CMUH107- 2001RUSO |Followup Atrial fibrillation
63. 2020/1/15 Study (Code not 23| A
REC1-188 08618 2 Atrial fibrillation
broken)
#1) MK-7902 Abdominal pain
CMUH107- 1911POLO0O0|Followup ) )
64. 2019/11/4 Study (Code not Gastrointestinal 23| A
REC1-188 3251 12
broken) haemorrhage
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Malignant neoplasm
#1) MK-7902 progression
CMUH107- 1912RUSO |Followup ] N
65. 2019/12/25 Study (Code not [Immune-mediated hepatitis| 1.2.3| A
REC1-188 12189 7
broken) Malignant neoplasm
progression
#1) MK-7902 Malignant neoplasm
CMUH107- 1912RUSO |Followup )
66. 2019/12/25 Study (Code not progression 1.23] A
REC1-188 12189 8 ) .
broken) Immune-mediated hepatitis
FINERENONE
CMUH105- 2020-00057 or PLACEBO | Heart attack [Myocardial
67. 2019/12/18 Initial 1|1 A
REC1-094 9 (Code not infarction]
broken)
[A&] B R4H -
R~ HEHLEAFA
eJ-i
g e
B8 * € % N FHEPMEF
[ =% 21404 ]
1. | DMR101-IRB1-284 ELR | & ¥4 4L Brentuximab vedotin
DHAFLHEF 2019 7 1p 3 2019# 127 31 p
[#]
Report domestic SUSAR case:
2. | CMUH107-REC1-188 | #%% | -MFR No.: 2001TWNO003732 (F2)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
[#]
Report domestic SUSAR case:
3. | CMUH107-REC1-188 | #%% | -MFR No.: 2000TWNO03732 (F4)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
[ % 2444 ]
*Ro% ¥4 # 4 1 PERTUZUMAB
4., | CMUH107-REC1-126 ]
*E rMIRLPF 10862 8p 3 108& 12 7 p
(2= 24dp4 ]
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*ES%E P L4 0 Atezolizumab
*% pMERLHF 10857 18 p 1 108 &

11 » 17 p

CMUH103-REC1-080

pa
|~
)

[ 2444 ]

*E% E 4 AL © Bosutinib

*E pMARAHRF 108£ 20 16 p 3 108 &
* pwm T rMEFL 2 EETAETER

08 " 15 p

22 Bosutinib z

benefit-risk = ff72_ % f]ig & > Flyb 3 & H 4e % ;f:‘—’ﬁ R

CMUH107-REC1-099

H
|~
I

[z % 2442 ]
*R% E P LA Atezolizumab

IPHIFLHEF 2019 & 5% 18p 2 2019 F 11 % 17 p
IR 2T A LD P RRE L 4 M Tk Rk

e .

CMUH107-REC1-026

i

(CEIEE TR |
*:%% % 4 ¢4 TECENTRIQ® / atezolizumab

DHFELHRF 201950 18 p 3 2019 11 7 17 p

CMUH104-REC1-091

Mo

(2% 2144 ]

*E % ¥ 1 4§ © Bexagliflozin/ Placebo

*E AR

(1) 6 monthly line listing: 2018 & 05 * 31 p
7 30 p:No SUSAR

(2) 6 monthly line listing: 2018 # 12 * 1 p =
30 p

I 2018 & 11

2019 # 5

(3)DSURV62019::2018 # 2" 6 p % 2019# 2" 5

CMUH107-REC1-188

CR

(2]
Report domestic SUSAR case:
-MFR No.: 20010TWNO003732 (I)
-Serious criteria: Involved or Prolonged Inpatient

Hospitalization

10.

CMUH107-REC1-188

CHN

(2]
Report domestic SUSAR case:
-MFR No.: 2001TWNO003732 (F2)
-Serious criteria: Involved or Prolonged Inpatient

Hospitalization

11.

CMUH107-REC1-188

g g

(2]
Report domestic SUSAR case:
-MFR No.: 1912TWNO002806 (F2)
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-Serious criteria: Involved or Prolonged Inpatient

Hospitalization

12.

CMUH108-REC1-050

i o

[z % 2142 ]
*E% B f 4L TRC101
*% pMAR2 MR 108070 31p % 108& 127 31 p

13.

CMUH107-REC1-174

[z % 2442 ]

*EREF AL T MK3475

* M ARA YR 12019 & 3% 4p 3 2019& 97 3P
* rMAR L WiEy WP 12018 # 12 0 4 p 3 2019 & 3
3 p

14.

CMUH107-REC1-174

(2]
Report domestic SUSAR case:
-MFR No.: 1911TWNO006717 (F5)
-Serious criteria: Involved or Prolonged Inpatient

Hospitalization

15.

CMUH107-REC1-174

(2]
Report domestic SUSAR case:
-MFR No.: 1912TWNO005344 (F1)

-Serious criteria: Other Serious Criteria: Medically Significant

16.

CMUH107-REC1-174

|+
(o
&

(2]
Report domestic SUSAR case:
-MFR No.: 1911TWNO006717 (F6)
-Serious criteria: Involved or Prolonged Inpatient

Hospitalization

17.

CMUH107-REC1-174

|+
fe:
&

(2]
Report domestic SUSAR case:
-MFR No.: 1912TWNO005344 (F3)

-Serious criteria: Other Serious Criteria: Medically Significant

18.

CMUH107-REC1-130

il
I
B

(2]
*ROE O HREATER R &
CRF for Stage 1 Version 5.0 Date 05NOV2019
CRF for Stage 2 Version 5.0 Date 05NOV2019

19.

CMUH105-REC1-057

Bl A

CE R 2ETD
WA 1 13.0
pH 108 & 12 % 17 p

20.

CMUH102-REC1-016

TEM

[z 2pdp2]

109 # 03 * 04 p




PHRFFETURFRALRRLARAF-FRARS
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EE- R
*E% & AL 1 Belimuamab
*g pMApL @R 2019 & 5% 1p 32019 10 31
[ioh=%Fdm2Eg]
*Effective date: 18-JUL-2019
(2]
*jp o 4 e H o Listing of Planned and Actual Treament Arms,
date 04Dec2018

[z =% 2142 ]
21. | CMUH107-REC1-094 FEP | RREF L
*% R MR W 12019 # 6% 26 p 1 2019 & 12 7 25 p

[#]
Report domestic SUSAR case:
22. | CMUH107-REC1-188 | #:% | -MFR No.: 2001TWNO003732 (F1)
-Serious criteria: Involved or Prolonged Inpatient

Hospitalization

(s 2idr 2]
*EB% F 4 L4 ¢ Pertuzumab
*EFrPIFLYPRF 20196 8p 22019127 7 p

23. | CMUH107-REC1-058

|
(e
¥

[{#72i# 42 ] VEMLIDY®(TAF) Investigator’s
Brochure_Edition 15_08 January 2020

[La7% 2 FH]:
(1) =4 = > 3¢ 4 VEMLIDY (TENOFOVIR
ALAFENAMIDE) Blinded Six-Monthly Line Listing (Period
Covered: 10 MAY 2019-09 NOVEMBER 2019)
2) T H % > 13F 4 VIREAD (TENOFOVIR DISOPROXIL
FUMARATE) Blinded Six-Monthly Line Listing (Period
Covered: 01 MAY 2019-31 OCTOBER 2019)

24. | CMUH102-REC1-089

Gl

N
&
ot

[DSMB i3 )
*Lk s p g 12019 & 12 0 18 p

25. | CMUH108-REC1-064 v Ak

(2]
Report domestic SUSAR case:
26. | CMUH107-REC1-188 WEF | -MFR No.: 1912TWNO002806 (F3)
-Serious criteria: Involved or Prolonged Inpatient

Hospitalization

[##]

27. | CMUH107-REC1-188 IR )
Report domestic SUSAR case:
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-MFR No.: 2001TWNO003732 (F5)
-Serious criteria: Involved or Prolonged Inpatient

Hospitalization

28. | CMUH107-REC1-188 R R

(2]
Report domestic SUSAR case:
-MFR No.: 2001 TWNO003732 (F6)
-Serious criteria: Involved or Prolonged Inpatient

Hospitalization

29. | CMUH107-REC1-188 e R

[#]
Report domestic SUSAR case:
-MFR No.: 2001TWNO003732 (F7)
-Serious criteria: Involved or Prolonged Inpatient

Hospitalization

30. | CMUH105-REC1-142 FEH

[F% %5243 4]
*R A 1.0
*p #p:07Jan2020

(k] FRPR -

ER P eEETE (%)
pd - etk (%)
FRE 0 dcg (@45 L)
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