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-DEXAMETHA| LEUKEMIA (Acute
SONE(DEXAM leukemia, Acute
ETHASONE) leukaemia)
-MELFLUFEN(
MELPHALAN | -MUSCLE ABSCESS
FLUFENAMID | (Muscle abscess, Muscle
CMUH108- PL-PSI-201|follow up
5. 2018/10/21 E) abscess) 1231 A
REC2-002 8-00087 6
-DEXAMETHA -NEUTROPENIA
SONE(DEXAM |(Neutropenia, Neutropenia)
ETHASONE)
-MELFLUFEN(|-THROMBOCYTOPENIA
MELPHALAN (Thrombocytopenia,
FLUFENAMID Thrombocytopenia)
CMUH108- RO-PSI-20 |follow up
6. 2021/02/04 E) -ACUTE MYELOID |23,7] A
REC2-002 21-00012 1
-DEXAMETHA| LEUKEMIA (Acute
SONE(DEXAM| myeloid leukemia, Acute
ETHASONE) myeloid leukaemia)
Paclitaxel
CMUH108- follow up ) MYOSITIS
7. 2020/7/14 | 2640256 Atezolizumab 131 A
REC2-115 7 ) ASAT INCREASED
Ipatasertib
MYOSITIS
Paclitaxel
CMUH108- follow up ) ASAT INCREASED
8. 2020/7/14 | 2640256 Atezolizumab 131 A
REC2-115 8 ) INFUSION RELATED
Ipatasertib
REACTION
Paclitaxel
CMUH108- follow up ) MYOSITIS
9. 2020/7/14 | 2640256 Atezolizumab 13 A
REC2-115 7 ) ASAT INCREASED
Ipatasertib

110 # 04 * 14 p




AFFEEARFRFLARLR R FRLR§

- F-tERFrAFEEREEC RK)

* ¢

L P

% > 1aF
2 S5

SIS )
&

B

|4
|5

" 5

*AFE R

ik
3=

por
e

10.

CMUH108-
REC2-060

2021/2/4

2102TURO
03260

Initial

#1) MK-7339
Study (Code not
broken)

#2 ) MK-3475

(pembrolizumab

)

Acute myocardial

infarction

2,3

11.

CMUH108-
REC2-060

2020/3/1

2003UKRO
01054

Followup
3

#1) MK-7339
Study (Code not
broken)

#2 ) carboplatin
#3 ) paclitaxel

Febrile neutropenia

Hepatotoxicity

2,3

12.

CMUH108-
REC2-060

2021/2/4

2102TURO
03260

Followup
1

#1) MK-7339
Study (Code not
broken)
#2) MK-3475

(pembrolizumab

)

Acute myocardial

infarction

2,3

13.

CMUH108-
REC2-060

2020/3/1

2003UKRO
01054

Followup
4

#1) MK-7339
Study (Code not
broken)

#2 ) carboplatin
#3 ) paclitaxel

Febrile neutropenia

Hepatotoxicity

2,3

14.

CMUH108-
REC2-060

2021/2/4

2102TURO
03260

Followup
2

#1) MK-7339
Study (Code not
broken)

#2 ) MK-3475

(pembrolizumab

)

Acute myocardial

infarction

2,3

15.

CMUH108-
REC2-060

2021/2/4

2102TURO
03260

Followup
3

#1) MK-7339
Study (Code not
broken)

#2 ) MK-3475

(pembrolizumab

)

Acute myocardial

infarction

2,3
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#1) MK-7339 )
CMUH108- 2102TURO |Followup Acute myocardial
16. 2021/2/4 Study (Code not _ ) 23 | A
REC2-060 03260 4 infarction
broken)
#1) MK-7339 )
CMUH108- 2102TURGO |Followup Acute myocardial
17. 2021/2/4 Study (Code not 23| A
REC2-060 03260 5 infarction
broken)
#1) MK-7339 )
CMUH108- 2102TURGO |Followup Acute myocardial
18. 2021/2/4 Study (Code not _ . 23| A
REC2-060 03260 6 infarction
broken)
Blinded study
CMUH108- CLO-2019- [follow up product
19. 2019/11/3 Anemia 2 A
REC2-149 002331 4 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CLO-2020- |follow up product
20. 2020/7/21 Anemia 2 A
REC2-149 001349 1 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CLO-2020- |follow up product )
21. 2020/7/21 Anemia 2 A
REC2-149 001349 2 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CLO-2020- |follow up product »
22. 2020/7/15 Acute pancreatitis 2 A
REC2-149 001313 1 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CLO-2020- [follow up product
23. 2020/7/21 Anemia 2 A
REC2-149 001349 3 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CLO-2020- |follow up product .
24, 2020/7/15 ) Acute pancreatitis 2 A
REC2-149 001313 2 1. Nivolumab
2. Rucaparib
110 # 04 » 14 p % 33 F % 36 T
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Blinded study
CMUH108- CLO-2020- |follow up product )
25. 2020/9/15 Anemia 2 A
REC2-149 001735 1 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CLO-2020- |follow up product
26. 2020/7/7 ] Febrile neutropenia 2 A
REC2-149 001251 4 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CLO-2020- [follow up product .
27. 2020/9/15 ) Anemia 2 A
REC2-149 001735 2 1. Nivolumab
2. Rucaparib
Blinded study
CMUH108- CLO-2020- [follow up product Megacolon
28. 2020/3/2 ) ) ) 1 A
REC2-149 000408 3 1. Nivolumab toxic/Sepsis/Syncope
2. Rucaparib
platelet count decreased
[Platelet count decreased]
#1) MK-3475 ) ] ]
febrile neutropenia [Febrile
Study )
neutropenia]
#2)
Renal insufficiency [Renal
CISPLATIN ]
CMUH109- 2009CHNO |Followup failure]
29. 2020/9/16 FOR JAPAN ] ) 23 | A
REC2-155 08328 16 4) diarrhea [Diarrhoea]
respiratory failure
5-FLUOROUR ) ]
[Respiratory failure]
ACIL FOR mia [Arthythmic]
arrythmia [Arrhythmia
JAPAN

incomplete ileus (ileus)

[Heus]
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platelet count decreased
[Platelet count decreased]
febrile neutropenia [Febrile
#1 )MK-3475 neutropenia]
Study Renal insufficiency [Renal
CMUH109- 2009CHNO |Followup|#2 )CISPLATIN failure]
30. 2020/9/16 ] ] 23 [ A
REC2-155 08328 17 #3) diarrhea [Diarrhoea]
5-FLUOROUR respiratory failure
ACIL [Respiratory failure]
arrythmia [Arrhythmia]
incomplete ileus (ileus)
[Heus]
DIARRHEA
CMUH109- GLY-2020- -
31. 2021/2/18 Initial GNX102 DEHYDRATION 2,3 C
REC2-108 00004
HYPOTENSION
DIARRHEA
CMUH109- GLY-2020- [follow up
32. 2021/2/18 GNX102 DEHYDRATION 2,3 C
REC2-108 00004
HYPOTENSION
O
R FEEwEARER
i
g 2
B > ¢ S FEPF
(EETERICE TS
1. | CMUH104-REC2-102 HiRR | ME%EF S L4 Nivolumab
* rMAFL YT 109 #0727 04p 3 110F01 % 03P
[z % 21484 ]
2. CMUH109-REC2-042 LAY | Y #F L LA Telisotuzumab Vedotin (ABBV-399)
X rMHIRLHEF 2020 07 » 17 p 2 2021 # 01 % 16 p
[ 214p4 ]
*R% &4 L4 0 Abemaciclib
*% >4 2 8 . Approval Date: 09-
Mar-2021
- 2k & 24R2 > KA p 8 Nonclinical Safety Report,
Approval Date: 09-Mar-2021
3. CMUH106-REC2-086 EN N [+ wid vz &)
*Fampd 110# 037 151
- i Fviy 300 %A p #p ¢ Cover letter non-clinical IND safety report
dated 15Mar2021
[2%]
*MoE A4 £ p o Investigator's Brochure
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- Abemaciclib LY2835219 Investigator’s Brochure, Approval Date:
10-Dec-2020

CMUH104-REC2-139

[ DSMB -3 i 4]
iz p 12021 & 030 03¢

CMUH109-REC2-179

[zpx 2p2]
*ikoh ¥ 4 4L 1 ATEZOLIZUMAB
% pMAR AW 12020 057 18 p X 20204 11 17 P

CMUH107-REC2-147

[ ¥ =% >Hp2]
*R & LA4E  Isatuximab
*E dMAFLHF 2020 & 07 P 06 p % 2021 F# 01 * 05 p

CMUH106-REC2-096

[{srac2p]

*ux A& p ¥ : MK-3475, IB Edition Number: 20, Date: 08-MAR-2021
[ #-f73> 2]

*5 & p 8 o Letter for MK-3475 IB Edition 20: 12 March 2021

CMUH105-REC2-079

[z % 214p4 ]

*# ok ¥ L4 NIVOLUMAB

X >MIFL MR 2020 07 7 04p 3 2021 & 01 % 03 p
(SUSAR LineListing)

CMUH109-REC2-020

[5° il iz an])

*iZdop #2021 020 19 p

10.

CMUH108-REC2-115

(% 2444 ]

*RB E - LfL ¢ Ipatasertib

*E P AFLHEF 2020 £ 08 7 09 p 3 2021 & 02 *
08 p

[LR])] FRAH -

F - FEPERLE (%)
Bird o WEER (3)

iR

?‘.

“ §cé (2130 4)
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