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related. ! Fx35 %t 1. Right frontal ICH, suspect tumor bleeding related. 2. Malignant

right frontal brain oligodendroglioma. 7 &2 % 5.7 4p
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P002 2021/8/21 | 2021/8/23 initial 2021/9/6 | -3 P A=
Unrelated

(F¥pgLRr3Lnl
=~ 3 PO02 (78 L ) 2021/08/16 T O E R S AL AR
PR FRRM AT AT & LY P 2021/08/16 4 Tl

BEFRALE - 08/16 B T lrf # A0 2 ¥ N o B AL TR LB
2021/08/21 s % 7+ = Mé,ﬁé;wﬁ ERREAT Y o R R 2 B
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[(FEHELE#FLL]
- N ABREE D AT RPN PR AT 1L 38H PO02(T8 44 )% 2021/08/16 )
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[ R HEE 2 AER]
PEESATFY T M s Hr g RFE AR (2G5 ee UL WT
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2% (HRB1-7)
1?"2}iaivﬁ3%iiff\34“]‘m£ ot £
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A PP EEF BT 2PHACREP AR LE DERPIE2 2
FoRY R LR

F % AR |AF 4 A
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CMUH107- 2019-14438|follow up|Regorafenib Multiple organ dysfunction
1. 2019/8/6 ) 1 A
REC1-049 4 1 (Stivarga) syndrome
CMUH107- 2018-13525 Regorafenib Hepatocellular carcinoma;
2. 2018/2/5 Initial ) 13 A
REC1-049 1 (Stivarga) Cerebellar haemorrhage
CMUH107- 2019-20990 [follow up|Regorafenib )
3. 2019/9/11 ) Death; Dyspnoea; Fatigue | 1,3 | A
REC1-049 0 1 (Stivarga)
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CMUH107- 2019-14438|follow up|Regorafenib Multiple organ dysfunction
4, 2019/7/8 ) ] 131 A
REC1-049 2 (Stivarga) syndrome; Malaise
Lower respiratory tract
CMUH107- 2019-23602 [follow up|Regorafenib congestion; Hepatocellular
5. 2019/11/29 ) ) ] ) 13 ] A
REC1-049 4 (Stivarga) carcinoma; Gastrointestinal
toxicity
CMUH107- 2018-13525follow up|Regorafenib Hepatocellular carcinoma;
6. 2018/2/5 ) 13 ] A
REC1-049 1 1 (Stivarga) Cerebellar haemorrhage
CMUH107- 2020-19669 [follow up|Regorafenib Hepatocellular carcinoma;
7. 2019/11/6 ) ) 13| A
REC1-049 2 2 (Stivarga) Pleural effusion
CMUH107- 2019-11891( Regorafenib Hepatocellular carcinoma;
8. 2018/12/6 Initial ) ] ] 131 A
REC1-049 3 (Stivarga) Bile duct stenosis
CMUH107- 2019-20990 [follow up|Regorafenib Hepatocellular carcinoma;
9. 2019/9/11 ) ] 131 A
REC1-049 0 2 (Stivarga) Dyspnoea; Fatigue
) Hepatocellular carcinoma;
CMUH107- 2018-06621 [follow up|Regorafenib ]
10. 2018/4/3 _ Hypoglycaemia; 13 A
REC1-049 0 6 (Stivarga) . ] ]
Respiratory tract infection
Aspartate aminotransferase
) increased; Alanine
CMUH107- 2019-18638|follow up|Regorafenib )
11. 2019/9/10 _ aminotransferase 13 A
REC1-049 8 5 (Stivarga)
increased; Blood bilirubin
increased; Fatigue
CMUH107- 2020-22339|follow up|Regorafenib Hepatocellular carcinoma;
12. 2019/8/24 ) 1 A
REC1-049 1 1 (Stivarga) Off label use
Aspartate aminotransferase
) increased; Alanine
CMUH107- 2019-18638|follow up|Regorafenib )
13. 2019/9/10 _ aminotransferase 13 A
REC1-049 8 6 (Stivarga)
increased; Blood bilirubin
increased; Fatigue
CMUH107- 2019-14438|follow up|Regorafenib Multiple organ dysfunction
14. 2019/7/8 ) ) 131 A
REC1-049 4 3 (Stivarga) syndrome; Malaise
CMUH109- 20P-163-36 [follow up[ABT-199 )
15. 2020/11/25 Pneumonia 23| A
REC1-107 78903-00 |6 (Venetoclax)
CMUH109- 21P-087-38 [follow up[ABT-199 )
16. 2021/04/14 Pneumonia 23 | A
REC1-107 61884-00 |4 (Venetoclax)
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CMUH109- 21P-129-38 [follow up|ABT-199 ) )
17. 2021/04/06 Sepsis, Cardiac arrest 23| A
REC1-107 50469-00 |3 (Venetoclax)
CMUH109- 21P-163-37 (follow up|ABT-199
18. 2020/12/31 Death 1 A
REC1-107 25640-00 |3 (Venetoclax)
CMUH109- 21P-251-38 [follow up|ABT-199 Febrile neutropenia,
19. 2021/04/25 o 23 [ A
REC1-107 81304-00 |3 (Venetoclax) Acute appendicitis
#1)
TALAZOPARIB
;PLACEBO ) ]
CMUH102- 202169367 [follow up heart failure [Cardiac
20. 2021/6/2 #2) 1 A
REC1-068 1 failure]
Enzalutamide
(ENZALUTAM
IDE) Capsule
#1)
CMUH102- 202177126 Enzalutamide  |Death [Unknown cause of
21. 2021/6/15 Initial 1 A
REC1-068 (ENZALUTAM |death]
IDE) Capsule
#1) MK-3475
Study (Code not
CMUH107- 2107CHNO [Followup Body temperature
22. 2021/6/16 broken) ] 23 | A
REC1-174 07846 2 increased
#2)
PACLITAXEL
1.REFRACTORY
CADIOGENIC SHOCK
202102408
CMUH108- _[follow up ) 2.COMPLETE HEART
23. 2021/2/19 |05_5_Blind apalutamide 123 | A
REC1-030 d 5 BLOCK
e
3.MYOCARDIAL
INFARCTION
1.ACUTE PULMONARY
EMBOLISM BILATERAL
202108129
CMUH108- 2.RIGHT HEART
24, 2021/8/1 21_0_Blind [initial apalutamide 1231 A
REC1-030 g STRAIN 3.LEFT LOWER
e
EXTREMITY
OCCLUSION
110# 09 * 151 % 34 F % 39T
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-F-LERFLXREEHBEEC #R)
B X 2 PAR (R L
KA p Y FREE 1E BE|=
3 g o |% 2 B 3 5 5] FE K v = e
1.ACUTE PULMONARY
EMBOLISM BILATERAL
202108129
CMUH108- _[follow up ) 2.RIGHT HEART
25. 2021/8/1  |21_1 Blind apalutamide 123 | A
REC1-030 d 1 STRAIN 3.LEFT LOWER
e
EXTREMITY
OCCLUSION
Filgotinib vs [Ventricular tachycardia]
CMUH106- 2019-04310(follow up )
26. 2019/9/26 Placebo (Code ([Bleeding rectal] 23| A
REC1-042 26 3
not broken) [Anemia]
21P-143-37 [follow up|ABT-494 )
27. |CMUH105- (2021/01/13 o COVID-19 pneumonia 236 A
32856-00 |5 (Upadacitinib)
REC1-113
21P-163-39 [follow up|ABT-494 )
28. |CMUH105- |2021/05/02 o Pulmonary embolism 236 A
19188-00 |1 (Upadacitinib)
REC1-113
CMUH108- NVSC2021 |follow up|Ribociclib
29. 2021/6/16 Blood creatinine increased | 2,3 | A
REC1-032 ES137322 |1 (LEEO11)
CMUH108- NVSC2021 |follow up|Ribociclib o
30. 2021/6/16 Blood creatinine increased | 2,3 | A
REC1-032 ES137322 |2 (LEEO011)
CMUH108- NVSC2021 Ribociclib
31. 2021/3/14 Initial Depressed mood 13 A
REC1-032 RU065661 (LEEO11)
abdominal infection
#1) MK-3475 [[Abdominal infection]
CMUH108- 2105CHNO (Followup
32. 2021/5/25 Study (Code not |lleus [Ileus] 23| A
REC1-036 07527 8
broken) Blood bilirubin increased
[Blood bilirubin increased]
Symptomatic myositis
#1) MK-3475 |[Myositis]
CMUH108- 2105BRA0 [Followup ) o
33. 2021/5/5 Study (Code not [Immune mediated hepatitis | 1.2.3| A
REC1-036 02244 11
broken) [Immune-mediated
hepatitis]
110# 09 * 151 % 3B F % 39 F
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34.

CMUH108-
REC1-036

2021/5/25
07527

2105CHNO

Followup
9

abdominal infection
#1) MK-3475
Study (Code not
broken)

[Abdominal infection]
leus [lleus] 2.3
Blood bilirubin increased

[Blood bilirubin increased]
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1. | CMUH103-REC1-075

ot

ki
\1_

(LT 1 2p]
*u & 1 JNJ-54767414 (daratumumab)

Investigator’s Brochure Edition No.: 17
*p #p 1 17 December 2020

2. | CMUH107-REC1-049

s

BRFE K

(2% 24402 ]

*:&% & ¢ i : Regorafenib (Stivarga)
*% 2MARLHF 106 09 30 p 3
077 07 ¢

110

3. | CMUH110-REC1-126

[ 2424p 4]

*Eok ¥ L AL semaglutide-sc

X 2 PAFL R 2020£ 040 01p X
#0977 30p

(= 2]

*Eok ¥ L AL semaglutide-sc

*% ML HFI2020£ 107 01p I
#1277 31 p

[ % 242472 ]

*E2 B AL T semaglutide-sc

*% ML HEFI2021 2017 01p I
£037% 31p

2020

2020

2021

4. | CMUH109-REC1-183

s

e

g
P

[z = 2142])

*E2% & ¢ 4L ¢ Satralizumab

*E > MAR LB

6MLL:2020 # 10 * 7 p-2021 # 4 * 6 p
DSUR:2020 # 10 *» 7 p-2021 £ 5 * 31 p

5. | CMUH102-REC1-089

M

ot
NV
&

[ >442]) : Vemlidy DSUR#9
16Dec2020

*:RE B $ 2L 1 VEMLIDY

* pHAR 2 H P 2019 # 110 10 p £ 2020
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*IOE A A S Investigator letter:
Admin-letter_GS-US-320-0110_Change in
Gilead Medical Monitor_15Jun2021
(EEIEIEIEE 2|
oy o | TRERES LA Venetoclax
6 |CMUHIOO-RECLIO7T | %20 oy spapampm 12005 110 20p 1 110
£057" 28p
CEEEETD
7. | CMUH110-REC1-113 | % iz® | *3%&4 V13
*pHp 12020 & 11 * 25 p
[z =% 2144 ]
*E 5%k ¥4 LAL 1 Pertuzumab
8 | CMUHIO7-REC1-126 | 2 &% |, , PHARA Y F2020# 120 08p 1 2021
#£06°*% 07p
[ 2idp4 ]
*E %% S AL © Pertuzumab
% | CMUHIO07-REC1-0%8 | * &% |, , PHPARA Y F2020# 120 08p 1 2021
#£06°*% 07p
(2]
*NOEIE > H L4 SAFETY MEMO_Newly
Identified Giredestrant (GDC-9545,
RO7197597) Adverse Drug Reactions _ Date:
14-Jul-2021
BiE- PRHREAT S E T 0 @ aaE 2
Fud LR A RS AN ARRE
10. | CMUHL09-REC1-084 | 2 &% | o GDC.9545 :rars #cf © wodp B enzt e f
7 2 F i (ADRS) » 4B &% g~ A
RS SR FARO B SRk 0 A 3T
£ ADRs @ AT A4 Lp H TR o0
TAFAEP AN BFRLREE P FE e
XEFRLF S TR (AT
o
(8= 242 ]
11 CMUH109-REC1-12 F4 5 R E S LA TOCILIZUMAB
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