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#1) MK-3475
Study
CMUH107- 2004CANO |Followup #2)
8. 2020/3/29 Death 1 A
REC2-033 00948 1 PEMETREXED
#3)
CISPLATIN
#1) MK-3475
Study
CMUH107- 2003JPNO01 |Followup o )
9. 2020/3/27 #2) Interstitial lung disease 2.3 A
REC2-033 0645 2
GEMCITABIN
E
Staphylococcal sepsis
CMUH107- 1903POLO00|Followup| #1) MK-3475
10. 2019/3/4 Pulmonary embolism 13| A
REC2-033 5356 13 Study )
Thrombocytopenia
Melflufen(Melp
-FEBRILE
halan
NEUTROPENIA (Febrile
flufenamide(Mel ] ]
neutropenia, Febrile
CMUH108- IL-PSI-201 |follow up flufen) ]
11. 2018/12/29 ) neutropenia) 2,3 A
REC2-002 8-00114 7 hydrochloride)
- E.COLI SEPSIS
(Escherichia sepsis,
Dexamethasone o ]
Escherichia sepsis)
(Dexamethasone
)
POMALIDOMI
DE(POMALID |- COVID-19 INFECTION
CMUH108- GB-PSI-20 OMIDE) (Corona virus infection,
12. 2020/4/3 Initial o ) 1,3 A
REC2-002 20-00045 - Corona virus infection)
DEXAMETHA -
SONE(DEXAM
ETHASONE)
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POMALIDOMI
DE(POMALID [ - COVID-19 INFECTION
CMUH108- GB-PSI-20 [follow up OMIDE) (Corona virus infection,
13. 2020/4/3 o ] 1,3 A
REC2-002 20-00045 1 - Corona virus infection)
DEXAMETHA -
SONE(DEXAM
ETHASONE)
#1)
Paclitaxel*R281
0*130787
(Paclitaxel)
Unknown
PNEUMONIA
14. | CMUH106- | 2019/12/27 |2019-76292 FU4 #2) ) 1-31 A
[Pneumonia]
REC2-057 CARBOPLATI
N*R2810*1307
87
(CARBOPLATI
N) Unknown
#1) REGN2810 PNEUMONITIS
CMUH106- (CEMIPLIMAB [Pneumonitis] 1-
15. 2019/8/2 12019-46162| FU5 o ) A
REC2-057 ) Injection {Lot [ SEPTIC SHOCK [Septic |2 ~ 3
# 8200100028} shock]
#1) REGN2810
(CEMIPLIMAB
o LUNG FUNGAL
) Injection {Lot
INFECTION [Pneumonia
# 8241400003}
fungal]
CMUH106- #2) 1-
16. 2019/11/13 |2019-69660| FU2 PNEUMONITIS A
REC2-057 CARBOPLATI N 23
[Pneumonitis]
N*R2810*1307
- DYSPNEA [Dyspnoea]
FLUSHING [Flushing]
(CARBOPLATI
N) Unknown
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#1)
Gemcitabine*R2
810*130787
(Gemcitabine)
ARTERIAL
CMUH106- . Unknown )
17. 2020/2/13 [2020-19917] Initial INSUFFIENCY [Arterial |2~3] A
REC2-057 #2) o
insufficiency]
Cisplatin*R2810
*130787
(Cisplatin)
Unknown
Other Serious Criteria:
ONO-2019- ONO-4538 vs ) )
Medically important
CMUH107- 011232 Follow Placebo, ) o
18. 2019/5/22 conditon, Cholangitis, 1 A
REC2-048 (BMS-2019( up7 |BEVACIZUMA
Cholecystitis acute,
-052178) B o )
Cytomegalovirus infection
[L&R] FRPH -
x~ HEHLEARFA
4 .
B * ¢ % Ny WEP G
[ 5¢ wif i3 &)
1. | CMUH107-REC2-111 i 4o
*fZ S p #2020 2 7 28 p
CEIERREED
2. | CMUH104-REC2-102 4Rk | *3% A~ 1 IB#23 (Ipilimumab)
*p#p 1109 #03 % 11p
[ AT kdR$ 4]
*3% A :Annotated Study Book - I8F-MC-GPHK, November, 20,
2019
*p #p 12019 # 11 » 20 p
3. | CMUH108-REC2-155 > ~
[{ATagrs£p]
*1 A :Tirzepatide[LY3298176]_Investigator’s Brochure,
Approval Date 18-Mar-2020
*p #p 12020 # 03 * 18 p
4., | CMUH107-REC2-138 FLR | [5¢ il i )
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Covid-19 Dear Investigator Letter_March 19, 2020

*iz 3 p #p 109 & 03 % 19 p

CORONAVIRUS (COVID-19) PANDEMIC ACTIONS_March
27, 2020

*iz 3 p #p 1109 &£ 03 % 27 p

5. CMUH107-REC2-154

¥ =iy

[ 24 ]

*E% & L4 FILGOTINIB

*Z rMERAHF 2019 & 72 1p 3 2019# 127 31 B
[DSMB /&3 i 5]

*k st pH 2019 # 12 0 18 B

6. CMUH104-REC2-102

trim ik

(2]
*n % @ Bristol Myers Squibb Investigator Letter - 09Apr20

7. CMUH102-REC2-068

(&< 24ap ]
*R & L4 LDK3T8
*% 2M4R2 Y 0 108# 100 1p 3 109# 30 31 p

8. CMUH105-REC2-042

(EEIE LS
*#E% 4 4L 1 Nivolumab
* pMAFZPEF 2019877 4p 32020810 3p

9. CMUH106-REC2-158

H
|~
I

[ 59 v ooz ]

*F g p H 12020 # 3% 24 p

Memo to Clinical Trials Site Participating in Sanofi Sponsored
Studies

(2]
*NOE DA 3F A T S %4k ¢ Direct to Patient (DTP) Memo in
emergency IMP delivery at patient’s location because of novel

Coronavirus (COVID19) outbreak
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COVID-19 Dear Investigator Letter_April 09, 2020

*izdnp g 1109 £ 04 7 09 p

RE: CORONAVIRUS (COVID-19) PANEDEMIC ACTIONS _
April 15, 2020

*izanp g 1109 £ 04 7 15 p

11. | CMUH108-REC2-088

b

s sa
= 1F

(2]
g [ EERAF)2020# 40 15p S P FHER
407" : (% 248 ~:Screening Hold
Notification for Brazikumab Program Due to COVID-19): g %

109 # 05 * 13 p




TRFFAETEHRFRFIGRLREF - F A LR ¢

“FRLERT

T5% 8 ERESHC PR

BB

* g%

P&
344

»
H
=
%

Pz BB R B ATE R

12.

CMUH107-REC2-033

[z % 2142 ]
*ESE f LA 0 MK3475
*% > AR 2 R 1 04-SEP-2019 to 03-MAR-2020

13.

CMUH106-REC2-087

S84

(57 it oof o)
%z g p #2020 & 04 0 02 p
%z @ p #2020 & 03 ¢ 18 p
*iz G p # 12020 & 04 % 07 p

14.

CMUH108-REC2-108

(2]
*ROE D RGEARE 2 A% L R € 73 _RGH-MD-25,
Date: 26-MAR-2020
To: All Regulatory Authorities and Ethics Comittees for Study
RGH-MD-25, Date: 26-MAR-2020

15.

CMUH107-REC2-141

(2]
FROE L EHRTT %*;R-‘ﬁf?—% (COVID-19)2 5 & % 4p B 3 3
Investigator letter: Version 1.0, 30 March 2020
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CMUH107-REC2-111

R e

[ %7 il iz )

*iz @ p g 12020 40 9 p

17.

CMUH108-REC2-041

8 AR

[ DSMB -3k )

*Aix i p H 2019 & 107 22 p

*Aixi it p H 12020 027 04 p

[ =% 2144 ]

*RE 5% F 4 4L Vedolizumab

*% rMERLHPRF 12018 & 117 20 p £ 2019 #5 % 19 p
*% rMIRLHF 12019 & 5% 20p 2 2019 F 117 19 p

18.

CMUH104-REC2-030

34 &

[ % 242 ]
*EE B LA T MK3475
R EL Y
04-SEP-2019 to 03-MAR-2020

19.

CMUH106-REC2-086

[ 2242 ]

*Eok E 4 LA 0 LY2835219 (abemaciclib)

*g pMAFL @R 108#£ 04 15p 1 108 & 09 % 28 p
(I3Y_Abemaciclib_LY2835219_15-Apr-2019_to_28-Sep-2019)
*g pM4E2 pdp 109 & 40 15 p

(IND non-Clinical or other safety report_15Apr2020)

(Cover letter non-clinical IND safety report LY2835219 TW)
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[ DSMB i3 i =] - DMC recommendation
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