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CMUH107-
REC1-101

2019/8/6

2019US032
196

Initial

1. IMAB362
Blinded (Code
not broken)

2.
LEVOFOLINIC
ACID
3.
FLUOROURAC
IL

Bilateral pulmonary
thromboembolism

[Pulmonary embolism]

2,7

CMUH107-
REC1-101

2019/8/6

2019US032
196

Initial

1. IMAB362
Blinded (Code
not broken)

2.
LEVOFOLINIC
ACID
3.
FLUOROURAC
IL

Bilateral pulmonary
thromboembolism

[Pulmonary embolism]

2,7

CMUH107-
REC1-101

2019/8/6

2019US032
196 1

follow up

1. IMAB362
Blinded (Code
not broken)

2.
LEVOFOLINIC
ACID
3.
FLUOROURAC
IL

Bilateral pulmonary
thromboembolism

[Pulmonary embolism]

2,7
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o 2 | W) T
Anemia [Anaemia]
Septic shock [Septic
shock]
Acute encephalopath
1. IMAB362 € hF: E : Y
) ncephalopathy’
Blinded (Code
Anemia [Anaemia]
not broken) ) ]
CMUH107- 2019US047 [follow up Neutropenia [Neutropenia]
4, 2019/11/21 2. 1,371 A
REC1-101 061 3 Deep vein thrombosis
OXALIPLATIN ] ]
[Deep vein thrombosis]
(OXALIPLATI )
) Rectal bleeding [Rectal
N) Infusion
haemorrhage]
Hypocalcemia
[Hypocalcaemia]
Syncope [Syncope]
Anemia [Anaemia]
Septic shock [Septic
shock]
Acute encephalopathy
1. IMAB362 (Encephalopathy]
ncephalopathy
Blinded (Code ) .
Anemia [Anaemia]
not broken) ) )
CMUH107- 2019US047 |follow up Neutropenia [Neutropenia]
5. 2019/11/21 2. 1371 A
REC1-101 061 4 Deep vein thrombosis
OXALIPLATIN
[Deep vein thrombosis]
(OXALIPLATI
Rectal bleeding [Rectal
N) Infusion
haemorrhage]
Hypocalcemia
[Hypocalcaemia]
Syncope [Syncope]
109 # 04 » 29 p ¥ 25 F » ¥ 38 F




ﬂm?# CEEHRFREIRRLIRAF-FALRE
TRLERSTI XA € REE(L RK)
B X 2 PAR (R L
e E |4 P i B 5 I A FE e
%}i g D 5? 2 % ﬁﬁn%ﬁ, "vlj ﬁ Z =g
Anemia [Anaemia]
Septic shock [Septic
shock]
Acute encephalopathy
1. IMAB362 € nalopathy]
) ncephalopathy
Blinded (Code
Anemia [Anaemia]
not broken) ) ]
CMUH107- 2019US047 [follow up Neutropenia [Neutropenia]
6. 2019/11/21 2. 1371 A
REC1-101 061 5 Deep vein thrombosis
OXALIPLATIN ] ]
[Deep vein thrombosis]
(OXALIPLATI )
) Rectal bleeding [Rectal
N) Infusion
haemorrhage]
Hypocalcemia
[Hypocalcaemia]
Syncope [Syncope]
1. IMAB362
Blinded (Code o
Suspicion upper gastro
not broken) | ] )
CMUH107- 2019US049 - intestinal bleeding [Upper
7. 2019/12/10 Initial 2. ] ) 23 | A
REC1-101 508 gastrointestinal
OXALIPLATIN
haemorrhage]
(OXALIPLATI
N) Infusion
1. IMAB362
Blinded (Code o
Suspicion upper gastro
not broken) | ) )
CMUH107- 2019US049(follow up intestinal bleeding [Upper
8. 2019/12/10 2. ] ) 23 | A
REC1-101 508 1 gastrointestinal
OXALIPLATIN
haemorrhage]
(OXALIPLATI
N) Infusion
1. IMAB362
Blinded (Code o
Suspicion upper gastro
not broken) | ) )
CMUH107- 2019US049(follow up intestinal bleeding [Upper
9. 2019/12/10 2. ] ) 12,3 A
REC1-101 508 2 gastrointestinal
OXALIPLATIN
haemorrhage]
(OXALIPLATI
N) Infusion
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2. S &
ﬂm?# CEEHRFREIRRLIRAF-FALRE
TRLERSTI XA € REE(L RK)
B X 2 PAR (R L
e B |FA P TR E R 7 A B TR
g |6 2y | ul N
1. IMAB362
Blinded (Code Abdominal pain
not broken) [Abdominal pain]
2. Death due to
CMUH107- 2019US052 [follow up ) 1,2,3,
10. 2019/11/28 LEVOFOLINIC esophagogastric A
REC1-101 178 1 i 7
ACID adenocarcinoma
(LEVOFOLINI | progression [Malignant
CACID) neoplasm progression]
Infusion
1. IMAB362
Blinded (Code Abdominal pain
not broken) [Abdominal pain]
2. Death due to
CMUH107- 2019US052 [follow up ) 1,23,
11. 2019/11/28 LEVOFOLINIC esophagogastric A
REC1-101 178 2 7
ACID adenocarcinoma
(LEVOFOLINI | progression [Malignant
CACID) neoplasm progression]
Infusion
JNJ-56021927/P
1.ISCHEMIC STROKE
CMUH104- 201904005 |follow up| LACEBO
12. 2019/3/28 2.POST STROKE 234 A
REC1-116 67(14) 14 BICALUTAMI
EPILEPSY
DE/PLACEBO
Immune-mediated hepatitis
Oesophageal ulcer
#1) MK-7902
2002FRAOQ |Followup haemorrhage
13. [ CMUH107- | 2020/2/2 Study (Code not o 13| A
02591 3 Blood bilirubin increased
REC1-188 broken) ) ]
Alanine aminotransferase
increased
#1) MK-7902 | Hepatic encephalopathy
2002ESPO0 |Followup ) ]
14. | CMUH107-| 2020/2/8 4584 3 Study (Code not Gastrointestinal 13| A
REC1-188 broken) haemorrhage
#1) MK-7902
1912FRAO |Followup Ruptured cerebral
15. | CMUH107- | 2019/11/13 Study (Code not 23 | A
09504 5 aneurysm
REC1-188 broken)
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B X 2 PAR (R L
* & [ FA p Y v RER 3 At B[
g |6 2y | ul N
#1) MK-7902 | Hepatic encephalopathy
2002ESPOO0|Followup ) )
16. | CMUH107- | 2020/2/8 4584 A Study (Code not Gastrointestinal 1.3 | A
REC1-188 broken) haemorrhage
#1) MK-7902 )
1912RUSO (Followup Acute myocardial
17. | CMUH107- | 2019/12/13 Study (Code not 23 | A
07477 8 infarction
REC1-188 broken)
#1) MK-7902
1912FRAO (Followup Ruptured cerebral
18. | CMUH107- | 2019/11/13 Study (Code not 23 | A
09504 6 aneurysm
REC1-188 broken)
#1) MK-7902
2003CHNO |Followup Blood bilirubin increased
19. | CMUH107- | 2020/3/6 Study (Code not N 23 | A
03301 1 Pneumonitis
REC1-188 broken)
#1) MK-7902
2003CHNO |Followup Blood bilirubin increased
20. | CMUH107- | 2020/3/6 Study (Code not N 23 | A
03301 2 Pneumonitis
REC1-188 broken)
#1) MK-7902
2003FRAO . ]
21. | CMUH107- | 2020/3/12 05504 Initial |Study (Code not| Pulmonary embolism 2 A
REC1-188 broken)
#1) MK-7902
2003CHNO |Followup Blood bilirubin increased
22. | CMUH107- | 2020/3/6 Study (Code not _ 23| A
03301 3 Pneumonia
REC1-188 broken)
#1) MK-7902 Oesophageal ulcer
2002FRAOQ |Followup
23. | CMUH107-| 2020/2/2 02501 A Study (Code not haemorrhage 13| A
REC1-188 broken) Immune-mediated hepatitis
#1) MK-7902 Diabetic ketoacidosis
2002USAO0 |Followup ) )
24. | CMUH107- | 2020/1/31 02339 5 Study (Code not| Alanine aminotransferase | 2.3 | A
REC1-188 broken) increased
#1) MK-7902 Diabetic ketoacidosis
2002USAO0 |Followup ) )
25. | CMUH107- | 2020/1/31 02339 : Study (Code not| Alanine aminotransferase | 2.3 | A
REC1-188 broken) increased
#1) MK-7902
2003CHNO |Followup Dyspnoea
26. | CMUH107- | 2020/3/6 Study (Code not o 23 | A
03301 4 Blood bilirubin increased
REC1-188 broken)
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ﬂm?# CEEHRFREIRRLIRAF-FALRE
TRLERSTI XA € REE(L RK)
B % AR 3R
e B |FA P TR E R 7 A BE|FER
g |6 2y | ul N
#1) MK-7902
2003CHNO |Followup Dyspnoea
27. | CMUH107- | 2020/3/6 Study (Code not o 23| A
03301 5 Blood bilirubin increased
REC1-188 broken)
#1) MK-7902 | Alanine aminotransferase
2002USAO0 |Followup )
28. | CMUH107- | 2020/1/31 02339 6 Study (Code not increased 23| A
REC1-188 broken) Diabetic ketoacidosis
Prerenal failure
#1) MK-7902 )
2002DEUO |Followup Hepatic encephalopathy
29. | CMUH107- | 2020/2/10 Study (Code not 13| A
04551 7 Prerenal failure
REC1-188 broken) )
Ascites
#1) MK-7902
2003CHNO |Followup Dyspnoea
30. [ CMUH107- | 2020/3/6 Study (Code not o 1.23] A
03301 6 Blood bilirubin increased
REC1-188 broken)
#1) MK-7902 | Alanine aminotransferase
2002USAO0 |Followup ]
31. [ CMUH107- | 2020/1/31 02339 9 Study (Code not increased 23 | A
REC1-188 broken) Diabetic ketoacidosis
#1) MK-7902 | Alanine aminotransferase
2002USAO0 |Followup ]
32. | CMUH107- | 2020/1/31 Study (Code not increased 23 | A
02339 10 o o
REC1-188 broken) Diabetic ketoacidosis
#1) MK-7902 | Alanine aminotransferase
2002USAO0 |Followup ]
33. | CMUH107- | 2020/1/31 Study (Code not increased 23| A
02339 1 o o
REC1-188 broken) Diabetic ketoacidosis
Prerenal failure
#1) MK-7902 _
2002DEUO |Followup Hepatic encephalopathy
34. | CMUH107- | 2020/2/10 Study (Code not ) 23 | A
04551 8 Prerenal failure
REC1-188 broken) )
Ascites
#1) MK-7902 Malignant neoplasm
1912RUSO |Followup )
35. | CMUH107- | 2019/12/25 19189 o Study (Code not progression 1.23] A
REC1-188 broken) Immune-mediated hepatitis
#1) MK-7902 | Alanine aminotransferase
2002USAO0 |Followup )
36. | CMUH107- | 2020/1/31 Study (Code not increased 23| A
02339 12 o o
REC1-188 broken) Diabetic ketoacidosis
#1) MK-7902
2003CHNO |Followup Dyspnoea
37. | CMUH107- | 2020/3/6 Study (Code not o 23 | A
03301 7 Blood bilirubin increased
REC1-188 broken)
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ﬂm?# CEEHRFREIRRLIRAF-FALRE
TRLERSTI XA € REE(L RK)
B X 2 PAR (R L
A€ EL |4 p P i B 5 F ORE X3
%};u g g 5? B % ?:En%}{, Vv'J #”E P P 1=
#1) MK-7902 )
2004MEXO [Followup Confusional state
38. | CMUH107- | 2020/3/30 Study (Code not ) o 234 A
00562 2 Hypertensive crisis
REC1-188 broken)
#1) MK-7902 | Alanine aminotransferase
2002USAO0 |Followup )
39. [ CMUH107- | 2020/1/31 02339 13 Study (Code not increased 23| A
REC1-188 broken) Diabetic ketoacidosis
#1) MK-7902
2004MEXO0 [Followup Confusional state
40. | CMUH107- | 2020/3/30 Study (Code not ] o 234 A
00562 3 Hypertensive crisis
REC1-188 broken)
#1) MK-3475
CMUH103- 1912CHNO [Followup ) )
41, 2019/10/29 (pembrolizumab Septic shock 12 | A
REC1-123 00048 10 |
CMUH107- N _
42. 2020/2/18 | 2563712 Initial | Atezolizumab DEATH NOS 1 A
REC1-026
FATAL
CMUH107- Follow
43. 2020/2/18 | 2555558 Atezolizumab | CARDIORESPIRATORY | 1 A
REC1-026 up 2
ARREST (downgrade)
#1) MOR00208
(MORO00208)
Intravenous
infusion, 12
milligram/kilogr )
Streptococcal pneumonia
am
[Pneumonia streptococcal]
MOR208C
CMUH106- ([Dyspnoea]) 1-
44, 2018/5/29 |204-18-025| FU4 #2) A
REC1-147 23
-UK Bendamustine ) )
Neutropenic sepsis
(BENDAMUST _ _
[Neutropenic sepsis]
INE)
Intravenous
infusion, 90
milligram/sq.
meter
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45.

CMUH106-
REC1-147

2019/7/18

MOR208C
204-19-092
-CA

FUl

#1) MOR00208
(MOR00208)
Intravenous
infusion, 12
milligram/kilogr

am

#2)
Bendamustine
(BENDAMUST
INE)
Intravenous
infusion, 90
milligram/sq.

meter

Pyelonephritis
[Pyelonephritis]

46.

CMUH106-
REC1-147

2019/7/18

MOR208C
204-19-092
-CA

FU2

#1) MOR00208
(MOR00208)
Intravenous
infusion, 12
milligram/kilogr

am

#2)
Bendamustine
(BENDAMUST
INE)
Intravenous
infusion, 90
milligram/sq.

meter

Pyelonephritis
[Pyelonephritis]
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47.

CMUH106-
REC1-147

2018/5/29

MOR208C
204-18-025
-UK

FUS

#1) MOR00208
(MOR00208)
Intravenous
infusion, 12
milligram/kilogr

am

#2)
Bendamustine
(BENDAMUST
INE)
Intravenous
infusion, 90
milligram/sq.

meter

Streptococcal pneumonia

[Pneumonia streptococcal]

([Dyspnoea])

Neutropenic sepsis

[Neutropenic sepsis]

2~3

48.

CMUH106-
REC1-147

2018/5/29

MOR208C
204-18-025
-UK

FU6

#1) MOR00208
(MOR00208)
Intravenous
infusion, 12
milligram/kilogr

am

#2)
Bendamustine
(BENDAMUST
INE)
Intravenous
infusion, 90
milligram/sq.

meter

Streptococcal pneumonia

[Pneumonia streptococcal]

([Dyspnoea])

Neutropenic sepsis

[Neutropenic sepsis]
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CMUH106-
REC1-147

2019/7/18

MOR208C
204-19-092
-CA

FU3

#1) MOR00208
(MOR00208)
Intravenous
infusion, 12
milligram/kilogr
am
#2)
Bendamustine
(BENDAMUST
INE)
Intravenous
infusion, 90
milligram/sq.

meter

Pyelonephritis
[Pyelonephritis]

50.

CMUH106-
REC1-147

2019/7/18

MOR208C
204-19-092
-CA

FU4

#1) MOR00208
(MOR00208)
Intravenous
infusion, 12
milligram/kilogr
am
#2)
Bendamustine
(BENDAMUST
INE)
Intravenous
infusion, 90
milligram/sq.

meter

Pyelonephritis
[Pyelonephritis]
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CMUH107-REC1-101

0 ARk

[T Fx 2PEL]REEEFHE  RY P RRESL
M 2ETEY BE 7 L F 2 4F 4 (Periodic SUSAR Line
Listing) -

* Zolbetuximab SUSAR LL 010ct2018-31Jan2019
* Zolbetuximab SUSAR LL 07Nov2018-06May2019
* Zolbetuximab SUSAR LL 01Feb2019-31Mar2019

CMUH104-REC1-122

b
|~
I

[##]

*]ox 1A FF A & i3 S (Dear Investigator Letter)
*iz 30 p g : March 19, 2020

*m % Cover Letter

*i 3 p #p 1 27 Mar 2020

CMUH107-REC1-081

Lo
[l
"

(EEIEIEIEE

*25% ¥4 AL : Orelvo (voclosporin)

*g rMHIFL PR 108077 01 p 2 108 &
127 31 p

CMUH107-REC1-174

|+
(o
&

(2]
Report domestic SUSAR case:
-MFR No.: 2002TWNO006316 (I)
-Serious criteria: Involved or Prolonged Inpatient

Hospitalization

CMUH107-REC1-174

|+
(o
&

(2]
Report domestic SUSAR case:
-MFR No.: 2002TWNO006316 (F1)
-Serious criteria: Involved or Prolonged Inpatient

Hospitalization

CMUH107-REC1-174

|+
(i
&

(2]
Report domestic SUSAR case:
-MFR No.: 2002TWNO006316 (F2)
-Serious criteria: Involved or Prolonged Inpatient

Hospitalization

CMUH108-REC1-064

R

[z8h=x 2p42]
*:#% ¥ ¥ 24 DCC-2618 ~ Sunitinib
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¢ AP FA gﬁrﬁg&Pz%Eiﬁﬁ% PLLR¢
- FRLERSI XA EREE( K

AN T A TTIY

*g pMARL @R 12019282 11p 3 2020& 2% 10
[#]

8. CMUH107-REC1-110 R | *NF 1 REE 5 S (Protocol CSL112_3001 (AEGIS-II):
Communication re: Coronavirus (COVID-19), March 17, 2020)
[##] ATk itk 2

9. CMUH107-REC1-094 THEM
*p #2020 # 03 * 12 p
[DSMB i+ i 4]

10. | CMUH108-REC1-064 o AR
*Aix it p Hp 12020 £ 03 7 19 p
(L7244 2]
*3 F A 2 p 0 MK-3475, Edition Number 18,

11. | CMUH103-REC1-135 8% Release Date: 10-MAR-2020
*3F AL p 3 Letter for MK-3475 IB Edition
18, Date: March 10, 2020
(2% 2144 ]

12. | CMUH107-REC1-067 | + i | *:25 % 4 ¢ 4 : Ticagrelor (AZD6140)
*E rMARLHEF 2019872 1p 3 2019& 12 % 31 p
[ 579 il &z &)

13. | CMUH107-REC1-130 ®E R *F e p fp 12020 01 F 13 p
*ap fp 12020 # 03 % 20 p
[{ATRRFSE 2]
*1ix A :Annotated Study Book - I8F-MC-GPGM, March, 25,
2020

14. | CMUH107-REC1-159 e TR 2020087 257
[{rTa#r2p]
*i5 & Tirzepatide[LY3298176]_Investigator’s Brochure,
Approval Date 18-Mar-2020
*p #p 12020 # 03 % 18 p
[ =% 21404 ]

15. | CMUH107-REC1-076 BiohE | %%k 4 LA Upadacitinib (ABT-494)
*% rMELHEF 108072 01p 1 108& 127 31 p
(2= 2144 ]

16. | CMUH107-REC1-077 | % =% | *3% %4 ¢4 1 Upadacitinib (ABT-494)

ML I108# 072 01p 3 108# 127 31 p

[#]

17. | CMUH108-REC1-085 Fir

OB D RA AR S
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18.

CMUH105-REC1-001

[ 57 il 4 @)
1.5 5 3 Cover Letter :

RE: CORONAVIRUS (COVID-19) PANEDEMIC
ACTIONS, March 30, 2020

2.0 FF A i &z & Dear Investigator Letter :
COVID-19 Dear Investigator Letter, Thursday,
March 19, 2020

19.

CMUH107-REC1-018

\;\
uisl
#

[#]
*ROF D RIFF AR S (8374-CL-0101_Dear Doc
Letter 06Feb2020) - CIOMS Form

20.

CMUH104-REC1-116

34 &

[ =# % >4 2 ] Blinded Line Listing of Suspected
Unexpected Serious Adverse Reactions (SUSARS)
JNJ-56021927 (apalutamide)

*RS%E P L AL 0 INJ-56021927 (apalutamide)
X rMFLHEF 10822 14p 3 108# 8% 13 p

21,

CMUH104-REC1-116

A

[ %9 wil ooz a]

*iz a0 p Hp 0 2020 & 04 0 Q7 p
*iz a0 p Hp 02020 & 02 * 19 p
*iz a0 p Hp 02020 & 03 % 04 p
*iz . p #p 02020 £ 03 % 19 p

22,

CMUH104-REC1-116

8%

[ &3 % >384 ] Blinded Line Listing of Suspected
Unexpected Serious Adverse Reactions (SUSARS)
JNJ-56021927 (apalutamide)

*Esk B LA 1 INJ-56021927 (apalutamide)
*F rMIRLHF 10887 14p 1 109# 2% 13

[ &3 % >384 ] Development Safety Update Report No. 8
Executive Summary JNJ-56021927 (apalutamide)

*Egk B LA 1 INJ-56021927 (apalutamide)
*Z rMIRLHF 108F 2% 14p 1 109# 2% 13 P

23.

CMUH106-REC1-110

ks
|-
2

[ %7 il &0 )
Guidance for Patient Management During Coronavirus
Outbreak (COVID-19), Date: 11 Mar 2020
COVID-19 Trial Communication Letter, Date: 31 Mar 2020 and
02 Apr 2020

24,

CMUH105-REC1-057

FlA

[##]
*i % COVID-19 Communication with Regulatory Authorities
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Regarding Ongoing Clinical Trials
[#]
Report domestic SUSAR case:
25. | CMUH107-REC1-188 R R -MFR No.: 2001TWNO003732 (F12)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
[z 2144 ]
26. | CMUH108-REC1-123 ¥ CRAEL AR
*X r M2 HEF 2017 #09% 08 p % 2020 & 02 * 03
2
Llzwx 244 ]
*:Rok ¥4 L4 1 FORXIGA (Dapagliflozin)
PHFELHEF 2019206 20p 3 2019 & 12 * 19
27. | CMUH106-REC1-093 ENLS 5 ;
2. Periodic Safety Summary of SUSARs_Dapagliflozin_Period
covered 20 June 2019 - 19 December 2019
(2% 2144 ]
28. | CMUH104-REC1-039 FLR | *F%REY L4 MK3475
*f rMAFL WA 108E97 4p % 109# 3% 3p
[ 2144 ]
*E 2%k E 4 L4 1 INCA24 SUSAR listing
*% rMIRLHEF 108107 01 p X 109# 03 % 31 p
29. | CMUH105-REC1-139 | #4 % | *;*s %% 4 : RAD00L_transplant SUSAR listing
*% rMIpLHEF 108107 01 p X 109# 03 % 31 p
*E% ¥4 - f - RAD001_oncology SUSAR listing
*% rMIpLHEF 108107 01p 3 109# 03 % 31 p
[ 5° wif iz &)
*iE o p Ep o
1. Concerns related to novel Coronavirus (nCOV).
Version Date: March 2, 2020
20. | CMUH108-RECL.030 P 2. Guidance for novel Coronavirus (nCOV). Version

Date: 27 March, 2020

3. Guidance for novel Coronavirus - COVID-19
(coronavirus disease 19)/SARS-cov-2 (severe acute
respiratory syndrome-related coronavirus 2). Version
Date: 27 March, 2020.
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[#]
p o 5 COVID-19 & i & sl s f fradfedn B 4 | i

31. | CMUH108-REC1-128 o AR B o BT R 28 2020/412 Az - in e K 0 18 -k A R
REETER > BEERY i
AEp WA AR FELRY &P D P
[##] F&E&RLAT

3% | CMURI06-RECI-064 T *NE D RGEFEDE P p 2020Febl7 € #73 2020Mar3l
[z 2144 ]
*ES%E L LA 0 AG120 Periodic Line Listing Report

33. | CMUH106-REC1-108 gL PMIFLHF 108 E 077 17p X 109 % 017 16 p
*RB ¥4 4L ¢ Azacitidine SUSAR Line Listing Report
>R L PR 1082052 19p 3 108+ 117 18 p
[{r7i4F4 2p]
1. MK-3475 Investigator's Brochure, Edition Number 18,

34 | CMUH103-RECL-123 R Release Date: 10-MAR-2020
2. Letter for MK-3475 IB Edition 18: March 10, 2020
(A7 R4EE 4]
A p ) : 07-APR-2020

[A3k] B & 4H -

2
-

t8d o WEEER ()
87 4cf (0@ 554)
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