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Injection

Pancytopenia

[Pancytopenia]

2.3

CMUH108-
REC3-151

2021/10/15

2110COLO
08645

Initial

#1) PEMBROLIZUMAB
(pembrolizumab) Solution
for injection
#2) GEMCITABINE (7339
STUDY) (gemcitabine)
Injection
#3) CARBOPLATIN (7339
STUDY) (carboplatin)

Injection

Pancytopenia

[Pancytopenia]

2.3

CMUH108-
REC3-151

2021/10/15

2110COLO
08645

Follow

up 1

#1) PEMBROLIZUMAB
(pembrolizumab) Solution
for injection
#2) GEMCITABINE (7339
STUDY) (gemcitabine)
Injection
#3) CARBOPLATIN (7339
STUDY) (carboplatin)

Injection

Pancytopenia

[Pancytopenia]

2.3

110 # 12 * 16 p
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#1) PEMBROLIZUMAB
(pembrolizumab) Solution
for injection
#2 ) GEMCITABINE (7339 )
CMUH108- 2110COLO | Follow o Pancytopenia
4. 2021/10/15 STUDY) (gemcitabine) _ 23| A
REC3-151 08645 up 2 o [Pancytopenia]
Injection
#3) CARBOPLATIN (7339
STUDY) (carboplatin)
Injection
#1) PEMBROLIZUMAB
(pembrolizumab) Solution
for injection
#2 ) GEMCITABINE (7339 ]
CMUH108- 2110COLO | Follow o Pancytopenia
2021/10/15 STUDY) (gemcitabine) ] 2.3 A
REC3-151 06046 up 2 o [Pancytopenia]
Injection
#3) CARBOPLATIN (7339
STUDY) (carboplatin)
Injection
#1) INCMOR 0208-301
Rash
(Code not broken) S
o Epileptic seizure
CMUH110- 2021-MOR #2 ) Lenalidomide
2021/9/6 Initial S Cellulitis 2,3 A
REC3-049 001245-BE (Lenalidomide) N/A ]
Peripheral
#3)rituximab (Rituximab) o
arterial disease
N/A
#1) INCMOR 0208-301
Rash
(Code not broken) S
o Epileptic seizure
CMUH110- 2021-MOR | follow #2 ) Lenalidomide .
2021/9/6 o Cellulitis 2,3 A
REC3-049 001245-BE| up1 (Lenalidomide) N/A )
o o Peripheral
#3)rituximab (Rituximab) o
arterial disease
N/A
110 # 12 * 16 p
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Hepatic failure
[Hepatic failure]
SEPTIC
#1) MK-3475 Study (Code ]
CMUH108- 2005ARGO | Follow SHOCK [Septic
8. 2020/5/17 not broken) 13 A
REC3-098 06907 up 21 shock]
#2 ) ENZALUTAMIDE
HYPOKALEMI
A
[Hypokalaemia]
Hepatic failure
[Hepatic failure]
SEPTIC
#1) MK-3475 Study (Code )
CMUH108- 2005ARGO | Follow SHOCK [Septic
9. 2020/5/17 not broken) 13 A
REC3-098 06907 up 22 shock]
#2 ) ENZALUTAMIDE
HYPOKALEMI
A
[Hypokalaemia]
Hepatic failure
[Hepatic failure]
SEPTIC
#1) MK-3475 Study (Code )
CMUH108- 2005ARGO | Follow SHOCK [Septic
10. 2020/5/17 not broken) 13 A
REC3-098 06907 up 23 shock]
#2 ) ENZALUTAMIDE
HYPOKALEMI
A
[Hypokalaemia]
Drug-induced
#1) MK-3475 Study (Code ) )
CMUH108- 2008POLO01| Follow Liver Iniury
11. 2020/8/18 not broken) ) 13| A
REC3-098 0953 up 17 [Drug-induced
#2 ) ENZALUTAMIDE S
liver injury]
Drug-induced
#1) MK-3475 Study (Code
CMUH108- 2008POLO01| Follow Liver Iniury
12. 2020/8/18 not broken) ) 1,3 A
REC3-098 0953 up 18 [Drug-induced
#2 ) ENZALUTAMIDE
liver injury]

110 # 12 * 16 p
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13.

CMUH108-
REC3-098

2021/5/23

2105TWNO
05880

follow
up 16

#1) MK-3475 Study
#2) ENZALUTAMIDE

Respiratory
failure
[Respiratory
failure]
Platelet count
decreased
[Platelet count
decreased]
Infective
endocarditis

[Endocarditis]

2.3.7

14.

CMUH109-
REC3-177

2021/10/16

202100114
6

Initial

#1 Blinded Therapy, #2
Blinded Therapy

Sepsis with
respiratory focus
[Sepsis];
Pneumonia (left
upper lung lobe
lingula)
[Pneumonia];
Anterior heart
infart [Anterior
myocardial

infarction]

15.

CMUH109-
REC3-177

2021/10/16

202100114
6

Follow

up 1

#1 Blinded Therapy, #2
Blinded Therapy

Sepsis with
respiratory focus
[Sepsis];
Pneumonia (left
upper lung lobe
lingula)
[Pneumonia];
Anterior heart
infart [Anterior
myocardial

infarction]

16.

CMUH109-

REC3-177

2021/9/30

202100107
9

Initial

Debio 1143 or Placebo,
Cisplatin

Dehydration

110 # 12 * 16 p
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CMUH109- 202100107 | Follow | Debio 1143 or Placebo, )
17. 2021/9/30 Dehydration 2 A
REC3-177 9 up 1 Cisplatin
CMUH109- 202100049 Debio 1143 or Placebo, #2
18. 2021/5/15 Initial _ Death 1 A
REC3-177 6 Blinded Therapy
CMUH109- 202100049 | Follow | Debio 1143 or Placebo, #2
19. 2021/5/15 ) Death 1 A
REC3-177 6 up 1 Blinded Therapy
CMUH109- 202100049 | Follow | Debio 1143 or Placebo, #2
20. 2021/5/15 ) Death 1 A
REC3-177 6 up 2 Blinded Therapy
CMUH109- 202100049 | Follow | Debio 1143 or Placebo, #2 | Unexplained
21. 2021/5/15 ] 1 A
REC3-177 6 up 3 Blinded Therapy death
CMUH109- 202100005 #1 Blinded Therapy, #2
22. 2021/2/2 Initial Hypokalemia | 2 A
REC3-177 8 Blinded Therapy
CMUH109- 202100005 | Follow |  #1 Blinded Therapy, #2
23. 20217212 Hypokalemia | 2 A
REC3-177 8 up 1 Blinded Therapy
CMUH109- 202100005 | Follow |  #1 Blinded Therapy, #2 _
24, 2021/2/2 Hypokalemia | 2 A
REC3-177 8 up 2 Blinded Therapy
CMUH109- 202100005 | Follow |  #1 Blinded Therapy, #2 _
25. 2021/2/2 _ Hypokalemia | 2 A
REC3-177 8 up 3 Blinded Therapy
1)INFLAMMAT
ORY COLON
MASS WITH
COLON
PERFORATION
2)INFLAMMAT
ORY COLON
1) ERDAFITINIB MASS WITH
CMUH110- 202108421 | Follow
26. 2021/08/06 2) JNJ-63723283 COLON 23| A
REC3-001 69(2) up 2
3) CISPLATIN PERFORATION
3)ACUTE
INTESTINAL
OBSTRUCTIO
N
4)SEPARATED
FECAL
PERITONITIS

110 # 12 * 16 p
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27.

CMUH110-
REC3-001

2021/08/06

202108421
69(3)

Follow

up 3

1) ERDAFITINIB
2) INJ-63723283
3) CISPLATIN

1)INFLAMMAT
ORY COLON
MASS WITH
COLON
PERFORATION
2)INFLAMMAT
ORY COLON
MASS WITH
COLON
PERFORATION
3)ACUTE
INTESTINAL
OBSTRUCTIO
N
4)SEPARATED
FECAL
PERITONITIS

2,3

28.

CMUH110-
REC3-001

2021/08/06

202108421
69(7)

Follow

up 7

1) ERDAFITINIB
2) INJ-63723283
3) CISPLATIN

1)INFLAMMAT
ORY COLON
MASS
2)COLON
PERFORATION
3)ACUTE
INTESTINAL
OBSTRUCTIO
N
4)SEPARATED
FECAL
PERITONITIS

2,3

29.

CMUH105-
REC3-093

2021/5/18

2107USA0
01726

Follow

up 5

#1) MK-3475
(pembrolizumab)
#2 ) AXITINIB

Cardiac
ventricular
thrombosis
Myocardial

infarction

2,3

110 # 12 * 16 p
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#1 ) MK-7902 Study (Code -
CMUH-108- 2109FRAO | Follow Interstitial lung
30. 2021/9/1 not broken) _ 13| A
REC3-051 00886 up 3 disease
#2 ) PEMBROLIZUMAB
#1) MK-7902 Study (Code
CMUH-108- 2109FRAQ | Follow Interstitial lung
31. 2021/8/26 not broken) _ 1,3 A
REC3-051 00886 up 4 disease
#2 ) PEMBROLIZUMAB
#1 ) MK-7902 Study (Code
CMUH-108- 2109FRAQ | Follow Interstitial lung
32. 2021/8/26 not broken) _ 1,3 A
REC3-051 00886 up 5 disease
#2 ) PEMBROLIZUMAB
#1) MK-7902 Study (Code
CMUH-108- 2109FRAOQ | Follow Interstitial lung
33. 2021/8/26 not broken) _ 1,3 A
REC3-051 00886 up 6 disease
#2 ) PEMBROLIZUMAB
#1) MK-7902 Study (Code )
CMUH-108- 2110TURO| Pneumonia
34. 2021/9/29 Initial not broken) 23| A
REC3-051 01177 Dyspnoea
#2 ) PEMBROLIZUMAB
#1) MK-7902 Study (Code .
CMUH-108- 2109FRAO | Follow Interstitial lung
35. 2021/8/26 not broken) _ 13| A
REC3-051 00886 up 7 disease
#2 ) PEMBROLIZUMAB
#1) MK-7902 Study (Code .
CMUH-108- 2109FRAO | Follow Interstitial lung
36. 2021/8/26 not broken) _ 13| A
REC3-051 00886 up 8 disease
#2 ) PEMBROLIZUMAB
#1) INCMOR 0208-301 | Other Serious
(Code not broken) Criteria:
CMUH110- 2021-MOR #2 ) Lenalidomide Medically
37. 2021/9/28 Initial S o 2 A
REC3-049 001384-GR (Lenalidomide) N/A Significant
#3)rituximab (Rituximab) Neutropenia
N/A [Neutropenia]
#1) INCMOR 0208-301 Other Serious
(Code not broken) Criteria:
CMUH110- 2021-MOR | follow #2 ) Lenalidomide Medically
38. 2021/9/28 S o 2 A
REC3-049 001384-GR| up1l (Lenalidomide) N/A Significant
#3)rituximab (Rituximab) Neutropenia
N/A [Neutropenia]
110 # 12 * 16 F % 34 F % 40 |
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Respiratory
failure
[Respiratory
failure]
Platelet count
CMUH108- 2105TWNO| follow #1) MK-3475 Study
39. 2021/5/23 decreased 2371 A
REC3-098 05880 up 17 | #2) ENZALUTAMIDE
[Platelet count
decreased]
Infective
endocarditis
[Endocarditis]
CMUH106- 1906TURO | Follow | #1 ) MK-3475 Study (Code Adrenal
40. 2019/5/30 ) o 13 A
REC3-121 04569 up 17 not broken) insufficiency
CMUH106- 1807TURO | Follow | #1 ) MK-3475 Study (Code ]
41. 2018/7/24 Hypocalcaemia | 2,3 | A
REC3-121 12352 up 16 not broken)
CMUH106- 1906TURO | Follow | #1 ) MK-3475 Study (Code Adrenal
42. 2019/5/30 ) o 13 A
REC3-121 04569 up 18 not broken) insufficiency
Pneumonia
Pneumonia
CMUH106- 1808CANO( #1) MK-3475 Study (Code legionella
43. 2018/8/21 Initial 23 [ A
REC3-121 11107 not broken) Rash
maculo-papular
Pleural effusion
CMUH106- 1901ESPO0| Follow | #1 ) MK-3475 Study (Code »
44, 2019/1/17 Encephalitis | 23 | A
REC3-121 8305 up 7 not broken)
Immune-mediat
ed lung disease
CMUH106- 1911CANO | Follow | #1 ) MK-3475 Study (Code
45, 2019/7/14 Acute 23| A
REC3-121 10089 up 17 not broken) )
myocardial
infarction
CMUH106- 1807TURO | Follow | #1 ) MK-3475 Study (Code )
46. 2018/7/24 Hypocalcaemia | 2,3 | A
REC3-121 12352 up 17 not broken)
CMUH106- 1906 TURO | Follow | #1 ) MK-3475 Study (Code Adrenal
47. 2019/5/30 ) - 13 A
REC3-121 04569 up 19 not broken) insufficiency
110 # 127 16 p % 35 F % 40 |
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CMUH106- 1906TURO | Follow | #1 ) MK-3475 Study (Code Adrenal
48. 2019/5/30 1,3 A
REC3-121 04569 up 20 not broken) insufficiency
CMUH106- 1906 TURO | Follow | #1 ) MK-3475 Study (Code Adrenal
49. 2019/5/30 13| A
REC3-121 04569 up 21 not broken) insufficiency
CMUH108- 2106BRAO | Follow | #1 ) PEMBROLIZUMAB | Immune-mediat
50. 2021/5/28 13| A
REC3-057 04811 up 11 | #2) MK-7339 (olaparib) ed hepatitis
CMUH108- 2106BRAO | Follow [ #1) MK-7339 (olaparib) | Immune-mediat
51. 2021/5/28 13| A
REC3-057 04811 up 12 | #2) PEMBROLIZUMAB ed hepatitis
[iR] RRTIH -
b2 #F f# }1 i i IE %‘ E.
Ok
g e
BB £ o BN FEPNTF
[ =% 2P4F42]
} *E% ¥ AL+ Nivolumab
1. | CMUH109-REC3-185 | % & = i i
* rMAR L HRF 110201 04p 32 110 & 07
203 p
[SUSAR % blid 3% _ - R p # Fx]
2. | CMUH110-REC3-049 | £ ¥ | 1.2021-MOR001268-TW_FU1
2.2021-MORO001257-TW_ Initial
(% 242 ]
*:k% F 4 4L 1 BMS-986165 (Deucravacitinib)
) >HFLHEF 109+ 09" 23 p 1 110 # 03
3. | CMUH110-REC3-163 | M # k&
122 p
>HFLHREF 110~ 03 2 23p 3 110 & 09
122 p
(% 242 ]
*RE F 4L 0 INJ-61186372 (amivantamab)/
4. | CMUH107-REC3-143 | % ﬁ;fﬁ JNJ-73841937 (lazertinib, YH25448)
IHFELHEF10#012 18p I 110 & 07
517 p/109 % 12 % 23 p % 110# 06 % 22 p
[ % 214482 ] -SUSARLL
) *:Rxsk e AL 1 Apraglutide
5. | CMUH109-REC3-169 | #%A ® ' = Aprag . ,
* r AR 2B 109 £ 037 11 p 3 109 & 09
P10 p
110 # 12 » 16 p ¥ 36 F > 40 F
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- F-LERAYLZXFE EHREE( PR
2L
25 » § % ___"';& FRP
*E rMARAHEF 109097 11 p & 110 # 03
10 p
>HFLYPRF10~-03 7 11 p 1 110 & 09
10 p

[ 8% 2144 ] -DSUR
*REE 5 AL Apraglutide
* rM AR 2B R 108097 11 p 3 109 & 09
710 p

TPHEFLYPEF109£09 7 11 p T 110 # 09
210 p

[ =% 2H4F42]

*HES%E P LA T BYLT19 SUSAR listing
*E rMEFELYF IL10£04 2 01 p 2 110 & 09
230 P

6. | CMUH109-REC3-092 | %] 247

[ =% 2P4F2]

*ES%E P LA 1 INJ-61186372 (amivantamab)/

7. | CMUH109-REC3-168 | % f&t; | JNJ-73841937 (lazertinib, YH25448)

*% pMHIFLHAF 110+ 01" 18 p 3 110 & 07
P17 p/109 & 12 % 23 p 3 110 # 06 * 22 p

[H]
*PoF 13313 E % & tNP30179 vil Global Protocol
Clarification Letter dated 04-Nov-2021
*ROF ODRTHE 2R L4 0 Glofitamab Safety
Memo_Safety issue of infection and drug use in
Glofitamab, dated 03-Sep-2021

8. | CMUH108-REC3-034

T
11_
Bt

EEEETEEEY
*kek #f L4 0 ACZ885

9. | CMUHIOT-REC3-041 | % .15 AP PE 1102040 01 p 1 110 & 09

.30 p
(£
10. | CMUH108-REC3-101 | & % FRERL R i B % = 7 (ElLilly and
Company) *+ 2021 # 05 * 28 p #73- R -7 DMC ¢
o dpdit T #ERFRARD
[ =% 21454 ]
11. | CMUH110-REC3-049 | ¥ 1 %= | SUSAR Line Listing : Tafasitamab SUSARs 19Apr2021

to 180ct2021
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*iEok E 4 ¢4 Tafasitamab
* pMIpEHPREF 110£ 047 19p 3 110 # 10
118

12. | CMUH105-REC3-093

[ =% 214F42 ]

*iEok E P AL 1 MK-3475 Pembrolizumab
*E rMHARLYF 2021 F 032 04 p I 2021 & 09
503 F

13. | CMUH108-REC3-141

HABAL

(5]
*n % ¢ IB Update Memo_05-27-2021
AR TR iR % 2 KA NA P #: 08Aug2021
[ %7 <if & &) Full PK Sample collection
completion Lette
*anp Hp 12021 & 05 % 06 p
[ ¥ <% >1472 ] DSUR No.8
*EKEY LA AR-301
THAELPRF2020# 037 12 p I 2021 & 03
111 p

14. | CMUH107-REC3-066

[z % 2144 ]
*:k H g L A4L 1 IS001

2l4R2 W 12020 & 12 % 07 p I 2021 & 06
116 p

2l4R2 P W 2017 & 12 9 23 p 1 2018 & 12
v 22 p

2l4R2 9 W 2018 & 12 9 23 p 1 2019 & 12
116 p

15. | CMUH109-REC3-177

[z =% 2144 ]
*Eo E 4 ¢4 * Debio 1143

THERLYEF 2020208 01 p 2 2021 & 07
»31p
*E rMHARLYPFI2021F 022 01 p I 2021 & 07
»31p

16. | CMUH110-REC3-168

{8 R

[z % 242 ]

*:55% ¥ 4 &4i ° ABATACEPT (BMS-188667)
PEAFLWEF 109 £ 127 23 p 5 110 & 06

v 22

17. | CMUH109-

L
¢
Ju

[z % 2442]
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- FotEAFYLZXR A EHREHC RR)
pn|  rpuww | w4 PG
REC3-123 *Rok A AINAST
* pdR2 2021 £ 04 7 0L p I 2021 & 09
v 30 p
[ =% 214F42 ]
18. | CMUH110-REC3-062 | 4 # f%wﬂ P BB 9RO ,
ZFAMAFLHF 110#2 032 23 p 1 110 # 09
v 22 p
[ =% 21442 ]
19. | CMUH109-REC3-124 | stg = ERES C A ASPIOSL
PHEFLHE
202009 % 27p I 20214 09 * 26 p (DSUR No.2)
20. | CMUH108-REC3-057 | 3& ¥ 4% [D?MB L) , )
ARG Ep Y 110+ 110 19 p A
[z % 242 ]
21. | CMUH110-REC3-195 | #) = “ﬁw# <+ G5K322683 ,
% pPAFAHEi2021# 050 0L p 1 2021 & 10
v 31 p
[z % 242 ]
22. | CMUH108-REC3-101 | E% # $$ 4 w4 Barcitinib
TRBEFLYE
Baricitinib: 110 = 02 * 14 p % 110 # 08 * 13 p
[ 2% >pdp2]
23. | CMUH108-REC3-126 | £ # ”ﬁw# - * Barieitinib
TRBELYE
Baricitinib: 110 = 02 * 14 p % 110 % 08 * 13 p
GEEEIEE-ED
| *#=%# ¢ 4E 0 Atezolizumab+Bevacizumab
24. | CMUH108-REC3-172 | 5t g % ’mﬁﬁ%g@ HOE 110 12p 3 110 & 12
v 02 p
[SUSAR % blid 37 _ 5 P # 2]
25. | CMUH110-REC3-049 | ¥4 ¥

2021-MORO001398-TW._Initial

(k] FLtiA -

iR REFEFTR (%)

110 # 12 * 16 p
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w
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