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#1) MK-3475
CMUH105- 2101USAO |Followup [ (pembrolizumab Fall
1. 2021/1/3 ) ) 1,3
REC3-093 04940 7 ) Cardiac failure
#2 ) AXITINIB
#1) MK-3475
CMUH105- 2101USAO |Followup [ (pembrolizumab Fall
2. 2021/1/3 ) ) 1,3
REC3-093 04940 8 ) Cardiac failure
#2 ) AXITINIB
CMUH105- 1906USAO |Followup #1) o _
3. 2019/6/9 Aortic dissection
REC3-093 04216 8 SUNITINIB
CMUH105- 1906USAO |Followup #1) o ]
4, 2019/6/9 Aortic dissection
REC3-093 04216 9 SUNITINIB
#1) MK-3475
Study (Code not
CMUH108- 2005COLO [Followup broken)
5. 2020/5/9 Subdural haematoma
REC3-098 04858 27 #2)
ENZALUTAMI
DE
#1) MK-3475
Study (Code not o )
Vascular device infection
CMUH108- 2011DEUO0 [Followup broken)
6. 2020/10/30 Syncope
REC3-098 04535 3 #2) )
Vena cava thrombosis
ENZALUTAMI
DE
#1) MK-3475
Study (Code not o )
Vascular device infection
CMUH108- 2011DEUO0 [Followup broken)
7. 2020/10/30 Syncope
REC3-098 04535 4 #2) )
Vena cava thrombosis
ENZALUTAMI
DE
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8. 2020/5/17 Hypokalaemia 13 A
REC3-098 06907 12 #2) o
Hepatic failure
ENZALUTAMI
DE
#1) MK-3475
Study (Code not
CMUH108- 2005COLO0 [Followup broken)
9. 2020/4/20 Subdural haematoma 23 | A
REC3-098 04858 28 #2)
ENZALUTAMI
DE
#1) MK-3475
Study (Code not .
Vena cava thrombosis
CMUH108- 2011DEUO |Followup broken)
10. 2020/10/30 Syncope 23| A
REC3-098 04535 5 #2) o ]
Vascular device infection
ENZALUTAMI
DE
#1) MK-3475
Study (Code not )
Vena cava thrombosis
CMUH108- 2011DEUO0 |Followup broken)
11. 2020/10/30 Syncope 23| A
REC3-098 04535 6 #2) o )
Vascular device infection
ENZALUTAMI
DE
#1) MK-3475
Study (Code not )
Vena cava thrombosis
CMUH108- 2011DEUO [Followup broken) o )
12. 2020/10/30 Vascular device infection | 2,3 | A
REC3-098 04535 7 #2)
Syncope
ENZALUTAMI
DE
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\Vena cava thrombosis
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13. 2020/10/30 Vascular device infection | 2,3 | A
REC3-098 04535 8 #2)
Syncope
ENZALUTAMI
DE
#1) MK-3475
Study (Code not )
Vena cava thrombosis
CMUH108- 2011DEUO [Followup broken) o ]
14. 2020/10/30 Vascular device infection | 2,3 [ A
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Vascular device infection
CMUH108- 2011DEUO |Followup broken)
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Study (Code not
broken)
CMUH108- 2007USAO0 |Followup S
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DE
#3) ELIGARD
#1) MK-3475
Study (Code not o )
Vascular device infection
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#1) MK-3475
Study (Code not
CMUH108- 2005COLO |Followup broken)
18. 2020/4/20 Subdural haematoma 23| A
REC3-098 04858 29 #2)
ENZALUTAMI
DE
#1) MK-7339
(olaparib)
CMUH108- 2103RUSO -
19. 2021/3/8 Initial #2) COVID-19 12| A
REC3-057 03194
PEMBROLIZU
MAB
#1) MK-7339
(olaparib) ]
CMUH108- 2007ARGO |Followup Acute myocardial
20. 2020/7/24 #2) 23| A
REC3-057 10804 7 infarction
PEMBROLIZU
MAB
#1) MK-7339
(olaparib)
CMUH108- 2103RUSO |Followup
21. 2021/3/8 #2) COVID-19 12| A
REC3-057 03194 1
PEMBROLIZU
MAB
United
Kingdom_Immune-mediat
CMUH109- BMS-2021-[follow up| NIVOLUMAB/
22. 2021/2/4 ed 1 A
REC3-068 011889 3 DOCETAXEL N o
myocarditis_Hyperbilirubi
naemia_Thrombocytopenia
United
Kingdom_Immune-mediat
CMUH109- BMS-2021-follow up| NIVOLUMAB/
23. 2021/2/4 ed 1 A
REC3-068 011889 5 DOCETAXEL N o
myocarditis_Hyperbilirubi
naemia_Thrombocytopenia
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#1) MK-3475
Study (Code not
broken)
#2) Alanine aminotransferase
DOCETAXEL increased [Alanine
FOR JAPAN aminotransferase
24, CMUH108- 2021111 2102NLDO |Followup (3475 increased] ) A
REC3-058 00003 3 SOLUTION | Aspartate aminotransferase
FOR increased [Aspartate
INJECTION aminotransferase
STUDY) increased]
(Docetaxel)
Solution for
injection
#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN _ _
CMUH108- 2011AUTO [Followup (3475 Inner heart Jayer lschemia
25. 2020/11/8 [Subendocardial 1.2 | A
REC3-058 08077 8 SOLUTION
FOR ischaemia]
INJECTION
STUDY)
(Docetaxel)
Solution for
injection
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CMUH108-
REC3-058

2020/1/30

2007ESPO0
5060

Followup
5

#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Docetaxel)
Solution for

injection

diarrhea [Diarrhoea]

2.3

27.
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REC3-058

2020/1/30

2007ESPO0
5060

Followup
6

#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Docetaxel)
Solution for

injection

diarrhea [Diarrhoea]

2.3
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2019/9/19

1910ITAQO
0983

Initial

#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Docetaxel)
Solution for
injection
#3) prednisone
(prednisone)
Tablet

Diarrhea [Diarrhoea]

2.3
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0983

Followup
1

#1) MK-3475
Study (Code not
broken)
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FOR JAPAN
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SOLUTION
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Solution for
injection
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(prednisone)

Tablet

Diarrhea [Diarrhoea]
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2020/1/30

5060

2007ESPO0

Followup
7

#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Docetaxel)
Solution for

injection

diarrhea [Diarrhoea]

2.3

31.

CMUH108-
REC3-151

2020/12/9

2101USAO0
07686

Followup
13

#1) MK-7339
(olaparib)
#2)
PEMBROLIZU
MAB

Haemolytic anaemia

2,3

32.

CMUH108-

REC3-151

2020/10/6

2010KORO
05961

Followup
13

#1)
PEMBROLIZU
MAB
#2)
GEMCITABIN
E
#3)
CARBOPLATI
N

Peripheral ischaemia

Pneumonitis

1,3
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CMUH108-
REC3-151

2020/10/6

2010KORO
05961

Followup

14

#1)
PEMBROLIZU
MAB
#2)
GEMCITABIN
E
#3)
CARBOPLAT]I
N

Peripheral ischaemia

Pneumonitis

1,3

34.

CMUH108-
REC3-151

2020/12/9

2101USA0
07686

Followup

14

#1) MK-7339
(olaparib)
#2)
PEMBROLIZU
MAB

Haemolytic anaemia

2,3

35.

CMUH108-
REC3-151

2020/12/9

2101USA0
07686

Followup

15

#1) MK-7339
(olaparib)
#2)
PEMBROLIZU
MAB

Haemolytic anaemia

2,3

36.

CMUH108-
REC3-151

2020/10/6

2010KORO
05961

Fol

lowup
15

#1)
PEMBROLIZU
MAB
#2)
GEMCITABIN
E
#3)
CARBOPLATI
N

Peripheral ischaemia

Pneumonitis

1,3

37.

CMUH-108-
REC3-051

2020/9/25

2010AUSO
01908

Fol

lowup
8

#1) MK-7902
Study (Code not
broken)
#2)
PEMBROLIZU
MAB

Renal failure
Renal impairment

Haematuria

1,3
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DIBRUTINIB(
Capsule)(IBRU Ischemic stroke
TINIB)(Blinded | (10055221) (Ischaemic
),UNKNOWN ([stroke (10061256)) [v.23.0]
2) - Death
CMUH106- 18P-008-31 |follow up
38. 2018/12/15 PREDNISONE(| Respiratory infection |1 - A
REC3-070 28654-00 6 ]
Tablet)(PREDNI| (10038700) (Respiratory
SONE)(Open |tract infection (10062352))
Label),UNKNO [v.23.0] - Not
WN recovered/not resolved
1IBRUTINIB(
Capsule)(IBRU
TINIB)(Blinded
),Unknown )
2 Leukemia recurrent
CMUH106- 20P-144-33 - (10062492) (Leukaemia
39. 2020/2/28 Initial [PREDNISONE( 1- A
REC3-070 05117-00 recurrent (10062489))
PREDNISONE)
[v.23.0] - Death
(Open
Label),Unknown
,Unknown,Unkn
own
1)
IBRUTINIB(Ca
psule)(IBRUTI
NIB)(Blinded),
Unknown Leukemia recurrent
CMUH106- 20P-144-33[follow up 2) (10062492) (Leukaemia
40. 2020/2/28 1- A
REC3-070 05117-00 1 PREDNISONE(| recurrent (10062489))
PREDNISONE) [v.23.0] - Death
(Open
Label),Unknown
,Unknown,Unkn
own
110 # 05 * 06 p ¥ 31 F % 40 F
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CMUH107- 202010245 [follow up Atrial fibrillation,

41. 2020/10/10 JNJ-61186372 » 13 A
REC3-143 88(2) 2 Cholecystitis
CMUH107- 202009365 |follow up Anemia, Death,

42. 2020/9/23 JNJ-61186372 ) ) 131 A
REC3-143 96(1) 1 Non-cardiac chest pain

1,2,
CMUH106- 20P-163-33|follow up ABT-494 SARS-CoV-2 infection;

43. 2020/03/26 o ] 3,4, A
REC3-093 95505-00 2 (Upadacitinib) Pneumonia 6
CMUH106- 20P-161-36 |follow up ABT-494 2,3,

44, 2020/11/07 COVID-19 A
REC3-093 97482-00 1 (Upadacitinib) 4,6
CMUH106- 19P-034-29 |follow up ABT-494

45, 2019/10/14 o Pulmonary embolism [ 2,3 | A
REC3-093 68313-00 14 (Upadacitinib)

CMUH106- 20P-251-34[follow up ABT-494

46. 2020/06/04 o Breast cancer 2,6 A
REC3-093 61797-00 1 (Upadacitinib)

CMUH106- 19P-035-28|follow up ABT-494

47. 2019/08/22 o Lung infection 2,3 A
REC3-093 99495-00 31 (Upadacitinib)

CMUH106- 20P-107-34 [follow up ABT-494 Lower respiratory tract | 1, 2,

48. 2020/05/25 o ) ) A
REC3-093 30000-00 4 (Upadacitinib) infection 3,6
CMUH106- 19P-163-31 |follow up ABT-494

49. 2019/12/12 Pulmonary embolism 2,3 A
REC3-093 99501-00 8 (Upadacitinib)

CMUH106- 20P-107-34 [follow up ABT-494 Lower respiratory tract | 1, 2,

50. 2020/05/30 o ) ) A
REC3-093 30000-00 3 (Upadacitinib) infection 3,6
CMUH105- 20P-130-32 [follow up| Upadacitinib Malignant neoplasm of | 2, 3,

51. 2019/12/3 _ A
REC3-013 51655-00 3 (ABT-494) thyroid gland 6

Sepsis;
CMUH105- 20P-163-32 [follow up| Upadacitinib | Acute respiratory failure;

52. 2019/12/30 2,3 A

REC3-013 18811-00 10 (ABT-494) Pulmonary embolism;

Acute pneumonia

110 # 05 * 06 p
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Pulmonary embolism;
Lumbar spine;
compression fracture
o Thoracic spine;
CMUH105- 20P-163-35[follow up| Upadacitinib ) 2,3,
53. 2020/8/6 compression fracture A
REC3-013 61175-00 10 (ABT-494) o 6
Thoracic spine;
compression fracture
Lumbar spine;
compression fracture
CMUH108- 202101255 | Follow o Acute kidney injury,
o4, 2021/1/12 Erdafitinib _ 123 A
REC3-130 88(2) up 2 Anorexia, Hypoglycemia
CMUH108- 202101255 | Follow o Acute kidney injury,
95. 2021/4/5 Erdafitinib _ 1123 A
REC3-151 88(2) up 2 Anorexia, Hypoglycemia
#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
CMUH108- 2104CHLO [Followup E (7339 febrile neutropenia [Febrile
56. 2021/4/5 ) 23 | A
REC3-151 01470 1 STUDY) neutropenia]
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)
Injection

110 # 05 * 06 p
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S7.

CMUH108-
REC3-151

2021/4/5

2104CHLO
01470

Followup
2

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

neutropenia]

febrile neutropenia [Febrile

2.3

110 # 05 * 06 p

S




R T

5 Ee(F piK)

* ¢

L P

*AFE R

i
3‘”

por
e

58.

CMUH108-
REC3-151

2021/4/5

2104CHLO
01470

Followup
3

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

neutropenia]

febrile neutropenia [Febrile

2.3
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59.

CMUH108-
REC3-151

2021/4/5

2104CHLO
01470

Followup
4

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

neutropenia]

febrile neutropenia [Febrile

2.3
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
60, CMUH108- 2020/5/8 2104CHLO |Followup E (7339 febrile neutropenia [Febrile 23| A
REC3-151 01470 5 STUDY) neutropenia]
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)
Injection
E I RTE
x FREEAER
P ,
L33 * § % ey FAP G
[z 2pp]
*35% ¥ L4 Venetoclax
THEFLHF 2019 11 % 29 p 3 2020 & 11 * 28 p
1. | CMUH106-REC3-094 LR [aradc2p]
*5% A :Venetoclax Investigator Brochure Edition 13 dated 13 January
2021
*p #2021 & 1% 13 p
[##]
FROF U AR S o A P
2. | CMUH109-REC3-152 EN-S
Cover letter non-clinical IND safety report dated 15Mar2021
FROF A IRAE X 2PEAEL kAP
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Nonclinical Safety Report, Approval Date: 09-Mar-2021

CMUH109-REC3-115

wx
(' o
Jok

[z < 244p4 ]

a. SSR_guselkumab_Blinded_13Jul2020-12Jan2021
*E % # 4 L4 ¢ Guselkumab

* rMAFLYHRF 109 077 13p 3 110E 017 12 p

CMUH106-REC3-073

T
ﬂm
#

[#&]
*RF O FIEFHEERS PR £ (TR ERTO® 4R - 3
20-September-2020 % # - Asepr % 2 Eo gl e % 2 E * AR
B ERT chi LEIRE » 2 A9 50, 5 TRk 40 M & 2 58 el o
PIRE 2 ERT ¢ 2 B P o1 IT AA#HZEHE - T eR< 2
FREFE BT Me 22 pr BEER  (independent impact
assessment) ; A T o ot F E XA PFEFEL L > Hhy

(2 = S/ S g

ERT® g% 2 F 2l 4F G Smk p P ¢
-Notification of ERT Cyber Security Incident (07-Oct-2020)
-ERT® Cyber Security Incident — Outcome of Novartis Independent
Assessment of

Impact (16-Nov-2020)

CMUH105-REC3-121

8 ARk

[z#=% 2pE2]

*R% & L4 0 NIVOLUMAB

*X >MIFL MR 12020 07 2 04p 3 2021+ 01 % 03 p (6
Monthly SUSAR Line-Listing)

CMUH105-REC3-108

(8% 242472 ]

*E% &4 ¢4 Ipilimumab & Nivolumab
*ERPFELHE

Ipilimumab: 109 # 04 * 04 p % 109 & 10 * 01 p
Nivolumab: 109 # 07 » 04 p % 110# 01 * 03 p

CMUH107-REC3-143

RALH

(8% 242472 ]
Blinded Line Listing of Suspected Unexpected Serious Adverse
Reactions (SUSARs)
*R % & L4 0 NJ-61186372 (amivantamab)

THEFLHF 109017 18p 3 109 # 07 # 17 p
*R & AL 1 INJ-73841937 (lazertinib, YH25448)
* rMAFLYTF 109 £ 062 23 p 3 109 & 120 22 1
Development Safety Update Report No. 4 Executive Summary

*R & AL 0 INJ-73841937 (lazertinib, YH25448)
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pn|  rgen | JE 1IN
*E >MAFAHREF 108 # 127 23 p 3 109 & 12 % 22 p
[2#]
il 3¢ DSMB -3 13 2
1.Lumosa_1010389_LT3001-201_3rd DSMB Recommendation
Form_27Aug2020
*5 A 1 3rd
*p #p 2020 & 08 * 27 p
2.Lumosa_1010389_LT3001-201_3rd 90 day additional documents
review_DSMB Recommendation Form_13Nov2020
8. | CMUH108-REC3-129 # L T e
*p #p 12020 # 11 * 13 p
3.Lumosa_1010389_LT3001-201_4th DSMB Recommendation
Form_04Feb2021
*i A 4th
*p 12021 & 02 ¢ 04 p
4.Lumosa_1010389_LT3001-201_4th 90 day additional documents
review_DSMB Recommendation Form_08Apr2021
*i A 4th
*p 12021 & 04 * 08 p
[z < 214p4 ]
9. | CMUH109-REC3-168 LA | W ¥ LA - Amivantamab (JNJ-61186372)
T rMAFLHREF 110907 18p 2 110# 01 % 17 p
(x5t il
10. | CMUH104-REC3-060 Fair | xmh o NA
*p# 108 & 02" 05p
[R5t il
*1x & ¢ EPI-NTHI-001 BOD APA (201112) Study Report
11. | CMUH106-REC3-040 L~
(19-Jan-2021)
*p #2021 # 01 19 p
[ 2iap ]
*25% ¥4 L4 © ALECENSA/ALECTINIB/RO5424802
*E rMFLHF 20208 7 4p 3 2020 &1 3¢
12. | CMUH107-REC3-090 L | *SUSAR CIOMs : 2762939(initial)

SUSAR CIOMs : 2762939(FU1)
SUSAR CIOMs : 2762939(FU2)
SUSAR CIOMs : 2762939(FU3)
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13. | CMUH109-REC3-048 LR | R % 2E s 2 Version 1.0, Date: 26
November 2020
[%% %44 % %] Clinical Study Report [Version 1.0, Dated

14. | CMUH107-REC3-039 WEF
02Feb2021]
(2% 242474 ]

15. | CMUH105-REC3-112 BA | *R®mEP 4L LCZ696

rHIFLHEF 109107 01p 2 110+ 03 31 p

(2= 2papd]
*RB & L4 0 BYL719 SUSAR listing

16. | CMUH109-REC3-092 £l I
*X rMEFLHF 10904 01 p 3 109# 09 % 30 P
*X > MFLHAF 109 107 01 p 2 110~ 032 31 p
[ 2papd]
1.Blinded Line Listing of Suspected Unexpected Serious Adverse
Reactions (SUSARs)
*3% E Y 4L 0 INJ-61186372 (amivantamab)

17. | CMUH107-REC3-143 RN , ,
*% pMARL W 109 £ 07 % 18p 3 110# 01 % 17 p
1.Development Safety Update Report No. 5 Executive Summary
*R% & L4 0 INJ-61186372 (amivantamab)

THEFLHF 109017 18p 3 110# 01 17 p

[z 2papd]
R ELS LA ASP1951

18. | CMUH109-REC3-124 G E | *X 2L T
2020 # 12 * 27 p % 2021 # 03 * 26 p (SUSAR LineListing)
2019 # 09 * 27 p X 2020 & 09 * 26 p (DSUR No.1)

(k] R A -
REP LR (%)

34

F o~ Rk (%)
R A (20 104)

110

£057 06p




