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Olaparib & *
Pembrolizumab ¥ i+
R i *
Pembrolizumab -
SRS A &
e~ 5 23 95
(KEYLYNK-009)
—IF 5o REH A
Ao~ B~ % AN
CMUH110- A SRR
35] REC3-045( | & it % piwa e | R E ] MR R 112/08/23
- ( 1z 1= 7 ﬁ/ ‘;' _:_;—/\T' T:E“‘:;‘L% LNP023 3 i,\}’—‘g_();?
AR-9) r B IgA TomE &
) Jﬁ" B Jﬁ’f eff p &
% >
Omega-3 #3 "5k &
HARZ grd ROTH|
CMUHI09- P FE |y [ 2HERRL
36 REC3-008( | & % | @&z F | ', , |+ P =4l | 112/08/23
AR-4) =L R ' FiH i -AFRE
A F 52 i
1
i S B ¥ 3t CXCL14 B rd
CMUH108 A ek ;}F' il 1%;*»37 Bp ¢ 41a
37) REC3-163 | #tk | &F3i |2~ S o 112/08/15
o4 BR P 2L 71="% R -
(*;;’() /\:"FEEFF ¥ %3@% ‘Tf"‘g;’fgg
TR
5)
CMUH111- ffﬁfﬁi sy ¢ EPCAM 5t PD-LL 3-
38| REC3-088( | #t% % 5:; j f BohP TR | 112/08/02
VAN ==Xl F R H > re
%) e e anti-EpCAM #4 e
W P
CMUH111- B f@? - f :Z ;f;f:;i
i e R F” F 2 ol B A 0 =
39 Raﬁlw s - L P, 112/08/15
() # R £904p B 1
S R 33
CMUH112- Wk ¥ 2 R & WA chs 1L kE
40] REC3-013( | #tx | %57z | ] T b g A Ag | 112/07/29
%) 7R f i E Eop & 5
i et 1
41 CMUH112- | #cx | ¥ £ 8 % | RF ¢ | 2Btk F 2% | 112/08/23
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- F-LCERYA KRR A EREE( PK)
=1 4@

FEL MESmEL EFHA T E IS ?j; S SR

REC3-057( TR E | FE | ARG R

#0) R FoAp L & 515 A0

# CX=
[AR] B R FA -
112 # 08 * 24 p % 30 £ 717




'RFFAFEARFIRAIARLIAEY=FALR 4
—F- I ERAFLAFA RS RR)
#H- EEPLTHEz2 % 2H4FL

NS SRR

FATEEE (AE AL

A= ‘B[Zi4$‘C§§ri{/ﬁa4nl‘m‘D:@%\\/F}@ﬁ ~ E it £ ;%A“]!,DEEFN‘\
F%?lf/f@%'_wfv\tt%% GAZ A HARET LE L 12 g3 %3
BAL AT RS

F 5L 1.
kg dh CMUH109-REC3-068(SAE-35) | i# % v ##44] | g 2 2% &
PEAELRARINE VAL e%aﬁ%xﬁ B &R
-7 % 3 WuE A e~ B R% 0 A7 Nivolumab & % &) &
it s Docetaxel * * 9 |2 e i 4 12 4 % Fi it % 7] 5L (CheckMate
7DX : CHECKpoint 2 /=2 nivoluMAb &4 i#% =% 7DX)
By, 2.
g S CMUH109-REC3-068(SAE-36) | i % v 44| | feg 7 2% &
PR RARINE VAL SEAET kR | R SR

-3 % 3 ¥ ‘&iﬁ‘é/’a\ﬁo  Bh @5 0 A7 1 Nivolumab 2 % & &
TE LA Docetaxel #* »t § M g B 4 3 F i = 7| ﬂfjl #% (CheckMate
DX : CHECKpOInt #j& 22 nivoluMAb Tk i35 =% 7DX)

FE. 3
* ¢ %% | CMUHL09-REC3-160(SAE-10) | # % 41| | ff 7 2%
PR RRRPRRR AL e F R FEEY RR | RP L TR

R RS B X EAEE S SR R
% ¢4 | Durvalumab & B gE R msbg i ¥ o R IRALY L E L R in
& i Bk s 2 &% (KUNLUN)

€ S5l CMUH109-REC3-160(SAE-11) |# %~ #4F3] | k£ ? 2 &2

FRLFA | L RERPRRL e F FEET MR RFE TR

sl 4 v a5 —HBE MR B CXERER PR CRR TR
Durvalumab & & 7z 2 14 82 sdf 2 % 30 B I0aLEp ~ & 2 £ jirr x,% +

S

112 # 08 * 24 p % 31 F > 71 F
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- -t ERFAXEEERES(D PFK)

Q3p Bk e R 2 & % (KUNLUN)
B 5. 5.
A § S CMUH109-REC3-160(SAE-12) | % < ##gd | fkE 7 2%
PRI | R PRR LI FEERRR | RMPLITYE
I T A VA A Br - EEHHER - SR P R P
FEEH Durvalumab & & 7z Z_|# 14 82 sdf 2 * 30 B RGP ~ &2 £ jirr agrt £
& 3f Bk moe 2 B % (KUNLUN)
EFE. 6.
¢ CMUH109-REC3-177(SAE-18) | # % <= 4] | e 2 2 ¥ &2
E O I i R b ) e R VRET KR | RF 6 TR
—HEZY PSR CXERERE S PRI RER TR
FE Durvalumab & @& Fx 2|3 14 8 3cbdgy 2 % 3% 5 0L i) ~ &2 & jiser K,ért 28]
& i Bk e B2 B % (KUNLUN)
FE 7.
€ s CMUH110-REC3-168(SAE-8) FEeEga | REr e
‘{a‘l%i#fk J&. /,ﬂ % B ﬁifﬁ kA ,F:EPSE'?F )J'E _-,_FI xR E‘?Lﬁﬁ @ ﬁ"é‘"%
- AR ERV R E R L F% 0 AP R R
N HLA % - Ak % T LR 4 = | 0% = A %] - ¥ % Methotrexate &
R e? Eendgh (BRI & L S A ;Iiag, » &3 * Methotrexate # § & » £ T
;3 &+ Abatacept 4p &>+ Adalimumab J5 % s F &
FE. 8.
€ st CMUH110-REC3-194(SAE-18) EE g B ? 2 it
FEASA | SRR AR R FEERF RO RFEIEFE
- HE i B ikie@EE% = YHO03 £ & Toripalimab (3¢
% 4L |PD-1 M ikiAl) ® v T (SR G & {0 F WUk (PDAC)
.&iﬁéﬁ%‘ EY AR 2
BFE. 0.
€ S CMUH110-REC3-231(SAE-1) FEe g | kEAE e
TR L G A LEREE FEEP KA | RGP E R
112 # 08 * 24 p $3RF £ T1FE
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- F-LCERYAREAEREE( PK)

PR ELEGANCE Z 4 e m gy @ ¥ i ¢ ¢ -‘}]%Jiii?-ﬂ—’ B ie R

5. 10.

* ¢ %% | CMUH111-REC3-128(SAE-2) | i % * i #f7) e r g2

PEIBA | LRERPELELGFR | P REE AR BB LA
MagnetisMM-6 : — 38 B3 ~2 ‘e~ § ¢ o AR feend 3 H iRk

wr 4 o+ 4 |- ¥ Elranatamab (PF-06863135) + Daratumumab + Lenalidomide £

e Daratumumab + Lenalidomide + Dexamethasone * »*#7# %rd) 5 % &% %%
Bl RBEFTRSEF LA L 2

S E P TR R E DM AR

BE (R L-T)
L= 2.6 % 4 f BFIp 4 s uf &
5.4 X [ 6.3 (EAE I A LGS

=k 1 ("% AD)
AFBFVELEABRA L 2B RACEFR PRI AFAIDERT T Rt
o Fi ke L%

)3 N Y A I -
AESEL | FA P i E 5 FAEE R el
%;;'-* ﬁrl.' :sgﬂ%u F”'J

CMUH111- 2023P7U00|follow up

1. 2023/05/31 H8800 Acute cardiac event 2 A
REC3-218 084 2
CMUH111- 2023P7U00|follow up

2. 2023/5/31 H8800 Acute cardiac event 2 A
REC3-218 084 3

1) E. COLI SEPTICEMIA

CMUH111- 202305031 [follow-up| RITUXIMAB | WITH SEPTIC SHOCK

3. 2023/5/2 1-3] A
REC3-162 08 (5) 5 BORTEZOMIB 2) FEBRILE

NEUTROPENIA

CMUH109- Follow FATAL RESPIRATORY

4. 2023/4/12 | 3244790 RO5541267 1-3] A
REC3-131 up 1 INFECTION
CMUH109- Follow FATAL RESPIRATORY

5. 2023/4/12 | 3244790 RO7092284 1-3] A
REC3-131 up 1 INFECTION
CMUH109- Follow

6. 2023/4/12 | 3244790 RO7092284 PNEUMONITIS 1-3] A
REC3-131 up 2
CMUH109-

7. 2023/1/2 3186574 Initial RO7444835 PLEURAL EFFUSION [1-2] A
REC3-131

112 # 08 * 24 p % 3B F > T71F
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~F-LloERAFLRBEERESC RN
)3 X >R | RE
rE L | L P T RE R PAEE e
B 2 5 &
AMIVANTAM
CMUH109- 202305190 [follow up
8. 2023/5/7 AB 1) HEART FAILURE 13 A
REC3-168 79(2) 2
OSIMERTINIB
1) MASSIVE
AMIVANTAM
CMUH109- 202305190 [follow up PULMONARY
9. 2023/5/7 AB 1234 A
REC3-168 79(3) 3 THROMBOEMBOLISM
OSIMERTINIB
2) HEART FAILURE
1) ATHEROSCLEROTIC
CARDIOSCLEROSIS
AMIVANTAM 2) CHRONIC
CMUH109- 202306292 [follow up
10. 2023/6/10 AB CARDIOVASCULAR 12 A
REC3-168 51(1) 1
LAZERTINIB INSUFFICIENCY
3) CORONARY HEART
DISEASE
1) ATHEROSCLEROTIC
CARDIOSCLEROSIS
AMIVANTAM 2) CHRONIC
CMUH109- 202306292 [follow up
11. 2023/6/10 AB CARDIOVASCULAR 12 A
REC3-168 51(2) 2
LAZERTINIB INSUFFICIENCY
3) CORONARY HEART
DISEASE
1,2,
31
) ) 7:lmp
CMUH109- 2021A7318(follow up| Blinded for 1.Hyperglycaemia
12. 2021/9/16 ) ) ortant| A
REC3-104 78 3 Investigator 2.Septic shock ]
medic
al
event
1,2,
1.SEVERE 3,4,
] MALNUTRITION 7:Imp
CMUH109- 2022A0068 [follow up| Blinded for -
13. 2021/12/3 ) (Malnutrition) ortant| A
REC3-104 40 6 Investigator ] ] ]
2.Acute respiratory failure |medic
3.Dysphagia al
event
112 # 08 * 24 p ¥ 34 F > T71F
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~F- Ll ERFAXBREHREEC PR
)3 X >R | RE
AEmE | FA P Y Vit E 5 *AEE 5% |
B 2 s &
1,2,
3,4,
) 1.Dysphagia 7:lmp
CMUH109- 2022A0571 [follow up| Blinded for
14, 2021/12/3 ) 2.Septic shock ortant| A
REC3-104 97 2 Investigator ] ] ]
3.Acute respiratory failure [medic
al
event
CMUH109- 2022A3455 [follow up| Blinded for
15. 2022/10/6 Diabetic ketoacidosis 1,3 A
REC3-104 31 3 Investigator
1.FEVER (Pyrexia)
2.BACTERIAL
CMUH109- 2023A0180(follow up| Blinded for |PNEUMONIA (Pneumonia

16. 2023/1/19 ) ) 1,3 A
REC3-104 34 3 Investigator bacterial)

3.Hyperglycaemia
4.SKIN RASH (Rash)
CMUH109- 2023A0735(follow up| Blinded for ) o 1,2,

17. 2023/3/22 ) Acute Kidney injury A
REC3-104 57 3 Investigator 3
CMUH109- 2022A3455 [follow up| Blinded for

18. 2022/10/6 Diabetic ketoacidosis 1,31 A
REC3-104 31 2 Investigator

1,2,
31
) ) 7:lmp
CMUH109- 2021A7318(follow up| Blinded for 1.Hyperglycaemia
19. 2021/9/16 ) ) ortant| A
REC3-104 78 4 Investigator 2.Septic shock ]
medic
al
event
AGGRAVATION OF
CORONARY
20 CMUH109- | 2023/3/UN |2023A0904 |follow up| Blinded for ATHEROSCLEROTIC . A
" | REC3-104 K 31 1 Investigator HEART DISEASE
(Arteriosclerosis coronary
artery)

112 # 08 * 24 p
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—F- L ERFAXE A EREE(D PR
)3 X >R | RE
rE L | L P T RE R PAEE e
B 2 s &
1.BACTERIAL
PNEUMONIA (Pneumonia
bacterial)
) 2.FEVER (Pyrexia)
CMUH109- 2023A0180(follow up| Blinded for ]
21. 2023/1/19 ) 3.Hyperglycaemia 1,31 A
REC3-104 34 4 Investigator
4. ERYTHEMATOUS
MACULOPAPULAR
RASH [30% BSA] (Rash
macular)
1.Hyperglycaemia
2.ERYTHEMATOUS
CMUH109- 2023A0180(follow up| Blinded for MACULOPAPULAR
22. 2023/1/19 ) 1,3 A
REC3-104 34 5 Investigator RASH [30%BSA] (Rash
maculo-papular)
3.Sepsis
CMUH109- 2023A1213 Blinded for
23. 2023/5/23 Initial DIARRHEA (Diarrhoea) | 2,3 | A
REC3-104 43 Investigator
CMUH109- 2023A1365 Blinded for | PANCREATIC CANCER
24. 2023/6/12 Initial ) ) ) 2 A
REC3-104 76 Investigator (Pancreatic carcinoma)
CMUH109- 2023A1365(follow up| Blinded for | PANCREATIC CANCER
25. 2023/6/12 ] ) ] 2 A
REC3-104 76 1 Investigator (Pancreatic carcinoma)
EXACERBATED
CMUH109- 2023A0420 (follow up| Blinded for CHRONIC KIDNEY 1,2,
26. 2023/2/2 A
REC3-104 90 1 Investigator |DISEASE (Chronic kidney| 3
disease)
CMUH109- 2023A1213|follow up| Blinded for )
217. 2023/5/23 DIARRHEA (Diarrhoea) | 2,3 | A
REC3-104 43 1 Investigator
EXACERBATED
CMUH109- 2023A0420(follow up| Blinded for CHRONIC KIDNEY
28. 2023/2/2 ) o 2,3 A
REC3-104 90 2 Investigator |DISEASE (Chronic kidney
disease)
CMUH109- 2023A1602 Blinded for URINARY FOCUS
29. 2023/7/11 Initial ) ) 2,3 A
REC3-104 74 Investigator SEPSIS (Urosepsis)

112 # 08 * 24 p
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30.

CMUH111-
REC3-174

2023/4/17

2304TWNO
07258

Followup
2

#1) MK-4280
)
PEMBROLIZU
MAB
(MK-4280 (+)
pembrolizumab)
Injection
#2)
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION
STUDY)

(paclitaxel)

pneumonitis [Pneumonitis]
pneumonia [Pneumonia]
Aspiration Pneumonia

[Pneumonia aspiration]

1.3
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31.

CMUH110-
REC3-102

2023/2/3

2302JPNOO
1685

Followup
29

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2 ) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
LEVOLEUCOV
ORIN (7902
STUDY
(levoleucovorin)
Injection
#5)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Colonic perforation [Large

intestine perforation]

Septic shock [Septic

shock]
Lung infection

[Pneumonia]

2.3
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#1 ) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for _
S Hyperkalaemia
injection .
CMUH110- 2306JPNOO [Followup [Hyperkalaemia]
2023/6/12 #3) )
REC3-102 6679 6 Hyperkalaemia
CISPLATIN
(7902 STUDY)

(Cisplatin)

[Hyperkalaemia]

Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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33.

CMUH110-
REC3-102

2023/2/3

2302JPNOO
1685

Followup
30

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2 ) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
LEVOLEUCOV
ORIN (7902
STUDY
(levoleucovorin)
Injection
#5)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Colonic perforation [Large

intestine perforation]

Septic shock [Septic

shock]
Lung infection

[Pneumonia]

2.3
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X AR | R H

AESEL | #A P TRER 3 A g B
4 Bk %)
#1)
PEMBROLIZU
MAB

(pembrolizumab
) Solution for
injection
#2)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
CMUH110- 2305ARGO0 |Followup Injection pneumonia [Pneumonia]
REC3-102 202314729 01926 4 ) Pneumonia [Pneumonia]
LEVOLEUCOV
ORIN (7902
STUDY
(levoleucovorin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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35.

CMUH110-
REC3-102

2023/2/3

2302JPNOO
1685

Followup
31

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2 ) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
LEVOLEUCOV
ORIN (7902
STUDY
(levoleucovorin)
Injection
#5)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Colonic perforation [Large

intestine perforation]

Septic shock [Septic

shock]
Lung infection

[Pneumonia]

2.3
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(5-Fluorouracil)

Injection

—F- L ERFAXE A EREE(D PR
MR AT I el ATt 3 A% s3 =
B 2 s &
#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU Febrile Neutropenia
MAB [Febrile neutropenia]
(pembrolizumab anemia [Anaemia]
) Solution for [Oral mucositis [Stomatitis]
injection platelet count decreased
36. CMURLLO- 2022/5/13 22001TA00 Follownp #3) [Platelet count decreased] | 2.3 | A
REC3-102 2759 25
CISPLATIN Lung Infection
(7902 STUDY) [Pneumonia]
(Cisplatin) Lung Infection
Injection [Pneumonia]
#4) lung infection [Pneumonia]
5-FLUOROUR
ACIL (7902
STUDY)
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#1 ) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for _
S Hyperkalaemia
injection .
CMUH110- 2306JPNOO [Followup [Hyperkalaemia]
2023/6/12 #3) )
REC3-102 6679 7 Hyperkalaemia
CISPLATIN
(7902 STUDY)

(Cisplatin)

[Hyperkalaemia]

Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection

112 # 08 * 24 p Y

N
N
b

|+

it




PRFFAETERRFRAIRRLE Y =F 440 ¢
- F-

Al -

ZERFAXFARERES(L PKR)

* S

w2 p ¥

I
3+ %L

w48

5]

Py

e
|3

"

3 2E 2

Rt
;},m

e

38.

CMUH110-

REC3-102

2023/5/23

2306FRAQ
06137

Initial

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
LEVOLEUCOV
ORIN (7902
STUDY
(levoleucovorin)
Injection
#5)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

INTERSTITIAL LUNG
DISEASE [Interstitial lung

disease]

1.3
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39.

CMUH110-

REC3-102

2023/3/15

2303CHNO
05956

Followup
17

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
PACLITAXEL
(7902 STUDY)
(paclitaxel)
Injection
#3)
CISPLATIN
(7902 STUDY)
(Cisplatin)

Injection

Strangulated diaphragmatic

hernia [Abdominal

strangulated hernia]

obstructive shock

[Obstructive shock]

2.3
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40.

CMUH110-

REC3-102

2023/1/16

2301HUNO
05855

Followup
8

#1) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab

) Solution for

injection
#3)
LEUCOVORIN

(7902 STUDY)

(Leucovorin)
Injection

#4)
OXALIPLATIN
(7902 STUDY)

(oxaliplatin)
Injection
#5)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

Immune related
pancreatitis
[Immune-mediated

pancreatitis]

2.3

112 # 08 * 24 p




PRFFAETERRFRAIRRLE Y =F 440 ¢
- F-

Al -

ZERFAXFARERES(L PKR)

* S

w2 p ¥

I
3+ %L

w48

5]

Py

e
|3

"

3 2E 2

Rt
;},m

e

41.

CMUH110-

REC3-102

2023/5/23

2306FRAQ
06137

Followup
1

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4)
LEVOLEUCOV
ORIN (7902
STUDY
(levoleucovorin)
Injection
#5)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

INTERSTITIAL LUNG
DISEASE [Interstitial lung

disease]

1.3
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A | F2 P v R
2% |

i

= F A

#1 ) MK-7902
(lenvatinib
mesylate)
Capsule

#2)

PEMBROLIZU

MAB

(pembrolizumab

) Solution for _

S Hyperkalaemia

injection .

CMUH110- 2306JPNOO [Followup [Hyperkalaemia]

2023/6/12 #3) )

REC3-102 6679 8 Hyperkalaemia

CISPLATIN

(7902 STUDY)

(Cisplatin)

[Hyperkalaemia]

Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU Febrile Neutropenia
MAB [Febrile neutropenia]
(pembrolizumab anemia [Anaemia]
) Solution for [Oral mucositis [Stomatitis]
injection platelet count decreased
43. CMURLLO- 2022/5/13 22001TA00 Follownp #3) [Platelet count decreased] | 2.3 | A
REC3-102 2759 26
CISPLATIN Lung Infection
(7902 STUDY) [Pneumonia]
(Cisplatin) Lung Infection
Injection [Pneumonia]
#4) lung infection [Pneumonia]
5-FLUOROUR
ACIL (7902
STUDY)

112 # 08 * 24 p
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#1)
PEMBROLIZU
MAB

(pembrolizumab
) Solution for
injection
#2)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
CMUH110- 2305ARGO0 |Followup Injection pneumonia [Pneumonia]
REC3-102 202314729 01926 5 ) Pneumonia [Pneumonia]
LEVOLEUCOV
ORIN (7902
STUDY
(levoleucovorin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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#1)
PEMBROLIZU
MAB

(pembrolizumab
) Solution for
injection
#2)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
CMUH110- 2305ARGO0 |Followup Injection pneumonia [Pneumonia]
REC3-102 202314729 01926 6 ) Pneumonia [Pneumonia]
LEVOLEUCOV
ORIN (7902
STUDY
(levoleucovorin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection

112 # 08 * 24 p % 52 F &
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#1 ) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for _
S Hyperkalaemia
injection .
CMUH110- 2306JPNOO [Followup [Hyperkalaemia]
46. 2023/6/12 #3) ) 23 | A
REC3-102 6679 9 Hyperkalaemia
CISPLATIN _
[Hyperkalaemia]
(7902 STUDY)
(Cisplatin)
Injection
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
1) IMMUNE MEDIATED
CMUH109- 2022-14291
47. 2022/11/20 follow up| NIVOLUMAB | MYASTHENIAGRAVIS | 23 | A
REC3-185 4
2) MYOPATHY
1) IMMUNE MEDIATED
CMUH109- 2022-14291
48. 2022/11/20 follow up| NIVOLUMAB | MYASTHENIAGRAVIS | 23 | A
REC3-185 4
2) MYOPATHY
1) IMMUNE MEDIATED
CMUH109- 2022-14291
49, 2022/11/20 follow up| NIVOLUMAB | MYASTHENIAGRAVIS | 23 | A
REC3-185 4
2) MYOPATHY
1) IMMUNE MEDIATED
CMUH109- 2022-14291
50. 2022/11/20 follow up| NIVOLUMAB | MYASTHENIA GRAVIS | 2.3 A
REC3-185 4

2) MYOPATHY

112 # 08 * 24 p
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1) IMMUNE MEDIATED
CMUH109- 2022-14291
51. 2022/11/20 follow up| NIVOLUMAB | MYASTHENIA GRAVIS | 2.3
REC3-185 4
2) MYOPATHY
#1)
IRINOTECAN
(3475 ] ]
Respiratory failure
SOLUTION ) ]
CMUH112- 2307CHNO |Followup [Respiratory failure]
52. 2023/7/9 FOR ] ) 2.3
REC3-002 03637 3 Lung infection
INJECTION ]
[Pneumonia]
STUDY)
(irinotecan)
Injection
BMS-2022-follow up
53. [ CMUH109- | 2022/7/5 Docetaxel ROMANIA_SYNCOPE 2
071425 19
REC3-068
bms-2022-1|follow up| Docetaxel/ FRANCE_DIVERTICUL
54. [ CMUH109- | 2022/12/15 1
54949 11 Nivolumab AR SIGMOIDITIS
REC3-068
BMS-2022-follow up FRANCE_BILIARY
55. [ CMUH109- | 2022/5/7 Docetaxel 2
037429 40 PERITONITIS
REC3-068
bms-2023-0|follow up| Docetaxel/ [GERMANY_PNEUMONI
56. [ CMUH109- [ 2023/4/28 2
63141 7 Nivolumab TIS
REC3-068
bms-2022-1|follow up New Zealand_FEBRILE
57. [ CMUH109- | 2022/10/12 Docetaxel 2
20785 14 NEUTROPENIA
REC3-068
BMS-2022-follow up FRANCE_BILIARY
58. [ CMUH109- | 2022/5/7 Docetaxel 2
037429 41 PERITONITIS
REC3-068

112 # 08 * 24 p
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#1) Tafasitamab
S

Placebo/Lenalid
omide vs
Placebo

#2 ) rituximab
(Rituximab)
N/A
#3)

cyclophosphami

de

CMUH110- 2023/1/26 2023-MOR| Follow (CYCLOPHOS Pheumnonia

REC3-049 003001-KR| up3 PHAMIDE)

N/A

#4 ) doxorubicin

(DOXORUBICI
N) N/A

#5) vincristine

(VINCRISTINE
) N/IA
#6)
Prednisolone

(Prednisolone)
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X AR | R H
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#1) Tafasitamab
S

Placebo/Lenalid
omide vs
Placebo

#2) rituximab
(Rituximab)
N/A
#3)

cyclophosphami

de

VORI ararnr | 202> MOR| FOIOW v et opros Neutropenia

REC3-049 003124-US| up6 PHAMIDE)

N/A

#4 ) doxorubicin

(DOXORUBICI
N) N/A

#5) vincristine

(VINCRISTINE
) N/IA
#6)
Prednisolone

(Prednisolone)
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61.

CMUH110-

REC3-049

2023/3/14

2023-MOR
003227-US

Initial

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone

(Prednisolone)

Septic shock, Acute kidney

injury, Pulmonary oedema

1.23
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X AR | R H
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#1) Tafasitamab
S

Placebo/Lenalid
omide vs
Placebo

#2 ) rituximab
(Rituximab)
N/A
#3)

cyclophosphami

de ) )

CMUH110- 2022/8/4 2022-MOR| Follow (CYCLOPHOS Febrile neutropenfa,

REC3-049 002151-AT| wup7 PHAMIDE) Thrombocytopenia
N/A

#4 ) doxorubicin

(DOXORUBICI
N) N/A

#5) vincristine

(VINCRISTINE
) N/A
#6)
Prednisolone

(Prednisolone)
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#1) Tafasitamab
S

Placebo/Lenalid
omide vs
Placebo

#2 ) rituximab
(Rituximab)

N/A
#3)
cyclophosphami

de ) o
CMUH110- —— 2023-MOR Initial | (CYCLOPHOS Acute I-<|dney|njur3-/,-
REC3-049 003091-1T PHAMIDE) Dysarthria, Encephalitis

N/A

#4 ) doxorubicin

(DOXORUBICI
N) N/A

#5) vincristine

(VINCRISTINE
) N/A

#6)

Prednisolone

(Prednisolone)
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64.

CMUH110-

REC3-049

2023/2/2

2023-MOR
003091-1T

Follow

up 1l

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone

(Prednisolone)

Encephalitis, Acute kidney

injury, Dysarthria

13
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65.

CMUH110-
REC3-049

2023/2/28

2023-MOR
003166-US

Follow

up 1l

#1) Tafasitamab
Vs
Placebo/Lenalid
omide vs
Placebo
#2 ) rituximab
(Rituximab)
N/A
#3)
cyclophosphami
de
(CYCLOPHOS
PHAMIDE)
N/A
#4 ) doxorubicin
(DOXORUBICI
N) N/A
#5) vincristine
(VINCRISTINE
) N/A
#6)
Prednisolone

(Prednisolone)

Pneumonia

2,3

66.

CMUH108-
REC3-162

2021/2/8

2021A0392
97

follow up
10

RITUXIMAB/
CHLORAMBU
CIL

Tumour lysis syndrome

2,3,
4,
7:1mp
ortant
medic

al

event
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2,
ACALABRUTI 7:Imp
CMUH108- 2022A4157 [follow up NIB/ WOUND INFECTION AT |ortant
67. 2022/12/21 A
REC3-162 48 3 STUDY LEG (Wound infection) |medic
PROCEDURE al
event
2,3,
HYPERSENSITIVITY [7:Imp
STUDY
CMUH108- 2021A7847 [follow up REACTION IGE ortant
68. 2021/10/21 PROCEDURE/ A
REC3-162 20 5 MEDIATED medic
RITUXIMAB o
(Hypersensitivity) al
event
Blinded 2,3,7:
Semaglutide Medi
CMUH111- follow up o )
69. 2023/6/27 | 1086925 (Placebo Tablet)| Mpyocardial infarction |cally| A
REC3-091 2
Tablet, 3,7, 14 Signif
mg icant
#1) MK-8189
CMUH109- 2307USA0 -
70. 2023/7/3 Initial | Study (Code not death [Death] 1.2 A
REC3-172 01208
broken)
#1) MK-8189
CMUH109- 2307USAO0 |Followup
71. 2023/7/3 Study (Code not Death [Death] 1 A
REC3-172 01208 1
broken)
#1) MK-8189
CMUH109- 2307USAO0 |Followup
72. 2023/7/3 Study (Code not Death [Death] 12 | A
REC3-172 01208 2
broken)
#1) MK-8189
CMUH109- 2307USAO0 |Followup
73. 2023/7/3 Study (Code not Death [Death] 12 | A
REC3-172 01208 3
broken)

112 # 08 * 24 p
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#1) MK-3475
Study (Code not
broken)
#2)
2201POL00 » ENZALUTAMI ) )
74. | CMUH108- | 2022/1/7 Initial anemia [Anaemia] 23 | A
2492 DE (3475
REC3-098
SOLUTION
FOR
INJECTION
STUDY)
#1) MK-3475
Study (Code not
broken)
#2)
2201POLO00|Followup | ENZALUTAMI
75. [ CMUH108- | 2022/1/7 anemia [Anaemia] 23 | A
2492 1 DE (3475
REC3-098
SOLUTION
FOR
INJECTION
STUDY)
#1) MK-7339 ]
) Malignant neoplasm
(olaparib) )
CMUH108- 2110FRAO [Followup progression
76. 2021/10/6 #2) . 1,231 A
REC3-057 03736 12 Pyelonephritis
PEMBROLIZU
COVID-19 pneumonia
MAB
#1) MK-7339
(olaparib) .
CMUH108- 1907FRAO |Followup Myositis
77. 2019/6/21 #2) . 23 [ A
REC3-057 04683 37 Vomiting
PEMBROLIZU
MAB
CMUH107- 2022A2963 Blinded for HEART ATTACK
78. 2023/4/28 Initial ) o ) 2,3 A
REC3-103 34 Investigator (Myocardial infarction)
CMUH107- 2022A2963| folllow Blinded for HEART ATTACK
79. 2023/4/28 ) o ) 2,3 A
REC3-103 34 up 1 Investigator (Myocardial infarction)
112 # 08 * 24 p % 63 F & I
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ACUTE
) NON-ST-ELEVATION
CMUH107- 2023A1562 Blinded for
80. 2023/7/3 Initial ) MYOCARDIAL 2,3 A
REC3-103 91 Investigator
INFARCTION (Acute
myocardial infarction)
CMUH110- 2023CNO000|follow up| YHO0O03,Toripali
81. 2023/2/12 Infusion related reaction 2 A
REC3-194 09 4 mab
CMUH110- 2022CNO001|follow up| YHO0O03,Toripali
82. 2022/9/16 Death 1 A
REC3-194 06 4 mab
CMUH110- 2023CNO000|follow up | YHO0O03,Toripali
83. 2023/2/12 Infusion related reaction | 2,3 | A
REC3-194 09 5 mab
CMUH110- 2023CNO000|follow up | YHOO03,Toripali
84. 2023/2/12 Infusion related reaction | 2,3 | A
REC3-194 09 6 mab
DURVALUMA
CMUH107- 2022A3595 [follow up B/ MYELOSUPPRESSION
85. 2022/9/28 ] 2,3 A
REC3-004 88 3 TREMELIMU (Myelosuppression)
MAB
#1) MK-6482
#2)
CMUH111- 2305FRAOQ |Followup| PEMBROLIZU | cardiac decompensation
86. 2023/5/2 ) ) 23 [ A
REC3-116 01593 7 MAB [Cardiac failure]
(pembrolizumab
)
#1) MK-6482
#2)
CMUH111- 2305FRAOQ |Followup| PEMBROLIZU | cardiac decompensation
87. 2023/4/15 ) ) 23 | A
REC3-116 01593 8 MAB [Cardiac failure]
(pembrolizumab
)
#1) MK-6482 [Stevens-Johnson syndrome
#2) [Stevens-Johnson
CMUH111- 2305JPNO0O |Followup| PEMBROLIZU syndrome]
88. 2023/4/22 ) ) 23 | A
REC3-116 0702 13 MAB Fulminant type 1 diabetes
(pembrolizumab [ mellitus [Fulminant type 1
) diabetes mellitus]

112 # 08 * 24 p
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Fever [Pyrexia]
Pulmonary infection
[Pneumonia]

Diffuse intravascular
coagulation [Disseminated
intravascular coagulation]
Acute renal insufficiency

#1) MK-6482 ] o
42) [Acute kidney injury]
Liver dysfunction [Hepatic
CMUH111- 2305CHNO |Followup| PEMBROLIZU ]
89. 2023/5/7 function abnormal] 23 [ A
REC3-116 04145 6 MAB ] )
) Septic shock [Septic
(pembrolizumab
| shock]
Serum creatinine increased
[Blood creatinine
increased]
Blood direct bilirubin
increased [Bilirubin
conjugated increased]
Anemia [Anaemia]
#1) MK-6482
#2) cardiac decompensation
CMUH111- 2305FRAQ |Followup| PEMBROLIZU [Cardiac failure]
90. 2023/4/15 ) ) 23 [ A

REC3-116 01593 9 MAB hypoxia [Hypoxia]

(pembrolizumab Hypoxia

)
112 # 08 * 24 p % 65 F % 71T
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Fever [Pyrexia]
Pulmonary infection
[Pneumonia]
Diffuse intravascular
#1) MK-6482 ) ) )
i) coagulation [Disseminated
intravascular coagulation]
CMUH111- 2305CHNO |Followup| PEMBROLIZU ] o
91. 2023/5/7 Acute renal insufficiency | 2.3 | A
REC3-116 04145 7 MAB ] o
) [Acute kidney injury]
(pembrolizumab| ] ]
Liver dysfunction [Hepatic
) .
function abnormal]
Septic shock [Septic
shock]
Anemia [Anaemia]
#1) MK-6482
#2) . .
cardiac decompensation
CMUH111- 2305FRAOQ |Followup| PEMBROLIZU ) )
92. 2023/4/15 [Cardiac failure] 23 [ A
REC3-116 01593 10 MAB ] )
) hypoxia [Hypoxia]
(pembrolizumab
)
#1) MK-6482
#2) unknown medical hsitory
CMUH111- 2305FRAOQ |Followup| PEMBROLIZU | of aortic stenosis [Aortic
93. 2023/4/15 ) 23 | A
REC3-116 01593 1 MAB stenosis]
(pembrolizumab hypoxia [Hypoxia]

)
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Fever [Pyrexia]
Pulmonary infection
[Pneumonia]
Diffuse intravascular
#1) MK-6482 ) ) )
i) coagulation [Disseminated
intravascular coagulation]
CMUH111- 2305CHNO |Followup| PEMBROLIZU ] o
94. 2023/5/7 Acute renal insufficiency | 2.3 | A
REC3-116 04145 8 MAB ] o
) [Acute kidney injury]
(pembrolizumab| ] )
Liver dysfunction [Hepatic
) .
function abnormal]
Septic shock [Septic
shock]
Anemia [Anaemia]Pyrexia
#1) MK-6482
#2)
CMUH111- 2305FRAOQ |Followup| PEMBROLIZU hypoxia [Hypoxia]
95. 2023/5/2 ) ) 23 | A
REC3-116 01593 12 MAB hypoxia [Hypoxia]
(pembrolizumab
)
#1) MK-6482 | Acute hepatitis [Hepatitis
#2) acute]
CMUH111- 2212ESPO0 [Followup| PEMBROLIZU | Meningitis [Meningitis]
96. 2022/10/27 ) o 1231 A
REC3-116 6043 12 MAB Cerebrospinal fluid fistula
(pembrolizumab| reopening [Cerebrospinal
) fistula]
#1) MK-6482
#2)
CMUH111- 2305FRAOQ |Followup| PEMBROLIZU hypoxia [Hypoxia]
97. 2023/5/2 ) ) 23 | A
REC3-116 01593 13 MAB hypoxia [Hypoxia]

(pembrolizumab

)
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#1) MK-6482
#2)
CMUH111- 2305FRAQ |Followup| PEMBROLIZU hypoxia [Hypoxia]
98. 2023/5/2 ) ] 23 [ A
REC3-116 01593 14 MAB hypoxia [Hypoxia]
(pembrolizumab
)
#1) MK-6482 ) ]
42) hypoxia [Hypoxia]
congestive heart failure
CMUH111- 2305FRAOQ |Followup| PEMBROLIZU ) ]
99. 2023/5/2 [Cardiac failure 23 [ A
REC3-116 01593 15 MAB ]
) congestive]
(pembrolizumab ) . ]
| lung infection [Pneumonia]
CMUH111- 2023A0598 Blinded for
100. 2023/3/10 Initial Myocardial infarction 2,3 A
REC3-077 52 Investigator
CMUH111- 2023A0598 [follow up| Blinded for o ]
101. 2023/3/10 ) Myocardial infarction 2,3 A
REC3-077 52 1 Investigator
CMUH111- 2023A1123 |follow up| Blinded for
102. 2023/5/7 Colitis 1,3 A
REC3-077 78 2 Investigator
CMUH111- 2023A1123|follow up| Blinded for
103. 2023/5/7 ] Colitis 1,3 A
REC3-077 78 3 Investigator
CMUH111- 2023A1584 Blinded for [1.DIARRHEA (Diarrhoea)
104. 2023/7/7 Initial ] 2,3 A
REC3-077 20 Investigator | 2. Platelet count decreased
CMUH111- 2023A1584 [follow up| Blinded for |1.DIARRHEA (Diarrhoea)
105. 2023/7/7 2,3 A
REC3-077 20 1 Investigator | 2. Platelet count decreased
CMUH111- 2023A1584 [follow up| Blinded for |1.DIARRHEA (Diarrhoea)
106. 2023/7/7 2,3 A
REC3-077 20 2 Investigator | 2. Platelet count decreased
2,3,
7:
DECREASE IN Impor
CMUH111- 2023A1771| Blinded for
107. 2023/8/2 Initial ] SENSORIUM (Depressed | tant | A
REC3-077 33 Investigator ) )
level of consciousness) |medic
al
event
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2,3,
TO CONSIDER 7
_ DECOMPENSATED  (Impor
CMUH111- 2023A1771|follow up| Blinded for
108. 2023/8/2 ) LIVER CIRRHOSIS tant | A
REC3-077 33 1 Investigator
FROM TACE (Hepatic |medic
cirrhosis) al
event
2,3,
7:
Impor
CMUH111- 2023A1772 o Blinded for BRAIN INFARCTION
109. 2023/8/1 Initial ) ) ] tant | A
REC3-077 14 Investigator (Cerebral infarction) )
medic
al
event

Er Q)

[LR])] FRAH -

FRiwtngd

B 5

* § 0¥

&
a8

FEPNF

CMUH111-REC3-011

s

[ &8 % >pHp2]
*i A Final

*RRAFPE 1112107 01p 3 112#£ 037 31 p

CMUH109-REC3-189

[z % 2142 ]

*:xeh ¥ 245 1 SAR441344
*E rMARL G
SASR#6:2022 & 05 * 158 1
SASR#7:2022 & 11 » 15p x

2022 # 11 " 14 p
2023 # 05 14 p

CMUH108-REC3-057

[z % 2442 ]
*iRS E e LA T MK-7339
* MMARA MR 12022 12 16p 5 2023 # 6% 15 p

CMUH110-REC3-223

[z % 2pHr2])
*ik5k % 4 AL 1 LT3001

*H rMAFLHPF 202250 26 p % 2023 & 57 25

CMUH111-REC3-162

ot

b
\1_

[z#p= 244 ]
JNJ-54179060 (PCI1-32765) (ibrutinib) Blinded Line Listing of
Suspected Unexpected Serious Adverse Reactions (SUSARS) ;
PERIOD COVERED BY THIS REPORT: 13 November 2022 to 12
May 2023

CMUH109-REC3-081

|+
fo:
&

[ % 2132 ]
*R2% E i LfL ¢ Atezolizumab
*E rMERLGEF 2022F 117 18P %

2023 # 51 17

112 # 08 * 24 p

S

% 69 F > 717
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~F- L ERFAXFTAEEREE(D PR
2L
pe|  apuw | JE TTIY
(2% 2pdp4 ]
*R % F ¥ AL : Tiragolumab
7. | CMUH109-REC3-131 A | RMFERHR 20222107 22p 3 2023& 47 21 p
*HERE P LA Atezolizumab
* rMHAFL MR 12022 & 11 % 18p 3 2023 & 5% 17 P
(2% 2pdp4 ]
8. CMUH110-REC3-168 MiER | *EkEY L4 0 ABATACEPT (BMS-188667)
*E rMIFALWHEF Ll E 120 23p % 112# 6% 22 P
(2% 2pdp4 ]
*Eok 5 LA INJ-61186372 (amivantamab)
*g rMHIFAWRE 1202252 21 p 3 2023 & 5% 20
*oRs e 240 1 INJ-73841937 (lazertinib, YH25448)
9. | CMUH107-REC3-143 RALE | RMFLWR 2022#57 21p 1 2023&57 2005
*Eok 5 LA INJ-61186372 (amivantamab)
* rMAFL MR 12022 & 11 % 21p 3 2023 & 5% 20 P
*Eok 5 LA INJ-73841937 (lazertinib, YH25448)
*H MMARL W 2022 # 112 21p 3 2022# 5% 20 B
[ =% 2444 ]
*Eok 5 LA INJ-61186372 (amivantamab)
*E rMAFLWRE 12022 #5221 p 3 2023 & 5% 20
*oRs e 240 1 INJ-73841937 (lazertinib, YH25448)
10. | CMUH109-REC3-168 ALY | RMFLWR 2022#50 21p 1 2023&57 205
*R2 # i LAE 1 INJ-61186372 (amivantamab)
* rMAFL MR 12022 & 11 % 21p 3 2023 & 57 20 P
*Eok E 5 LA INJ-73841937 (lazertinib, YH25448)
*g rMHARA PR 12022 & 117 21 p 3 2022 & 57 20 P
(2% 2pdp4 ]
11. | CMUH109-REC3-123 FL R | *E%R ¥ Lf AINGST
* rMAFL MR 12022 107 01 p : 2023 # 03 % 31
(e % 2PBF2]
OBI-822-011_DSUR#4_EN_26May2023
*:R5% ¥ ¢ 4L+ Adagloxad simolenin (OBI-822)/OBI-821
*E ML L1 E052 27p 3 112&# 57 26 P
12. | CMUH107-REC3-134 ey OBI-822-011_Semi-Annual SUSAR Report_FINAL_2023-06-15
NTF Semi Annual SUSAR version 4.0 Admin Error - signed
*:R5% ¥ ¢ 4L+ Adagloxad simolenin (OBI-822)/OBI-821
*E rMAFLYRF 1l E 1LY 27p 2 112&# 5% 2608
(e % 2BF2]
13. | CMUH110-REC3-137 ELR | *BHES L4 CC-220
* pMARLYRF 12022 % 107 19p 3 2023047 18 p
(2% 2pdp4 ]
14. | CMUH111-REC3-118 T | EKES LA MVA-HBV
*E rMFLYRF 1112067 19p 1 112 06 7 018 p
[+ 5%FL 4 4]
15. | CMUH106-REC3-010 ROVAL | FRR A 11114802
*p #p 12023 & 05 *
[{ATi4F 2 2]
16. | CMUH105-REC3-048 # 4 % | *% 4 : Investigator's Brochure Version 22
*p #2023 # 07 % 03 p
17. | CMUH111-REC3-091 VES S [ % 2444 ]

112 # 08 * 24 p
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273 T E N

I

*R % & AL ¢ oral semaglutide
*E rMEARL MR 12023 £ 047 01p % 2023 & 06 % 30 p

18. | CMUH109-REC3-048 | %4t

(EE IR TR
*:R s 4 LA Osimertinib (AZD9291)
*FrPELHPF 111 E 110 13p 3 11205 12 ¢

19. | CMUH109-REC3-172 EhA

[z % 2pdp2]
*R5% ¥ LA 0 MK8189
*k 2 MAR2 HRY 120222090 p 2135 20232032 20 p

20. | CMUH105-REC3-121 o Ak

(2% 2pdp4 ]
*Eo% ¥4 LA - NIVOLUMAB
* ppAFL PR 12023 & 01 % 04p 3 202307 03
9. 20230803_6MLL_(04JAN2023 to 03JUL2023)_Investigator
Safety Alert Report eTMF

21. | CMUH109-REC3-152 1 849

[z =% 2444 ]

*:R2 # P LA ¢ Imlunestrant (LY3484356)

* pMIFA MR 12022 11 09 p 3 2023 & 05 % 08 p
[ =% 2144 ]

*E 5% ¥4 LA Abemaciclib (LY2835219)

*F rPMAFLHEF 2022209 29 p 3 2023 & 03 F 28 ¢
(86 -2qpmk % 2R+ ]

hF L ETRA R 2R

*:E 5% ¥4 LA - Imlunestrant (LY3484356)

5= & p #p:LY3484356_Nonclinical_Safety Report, Dated
05May2022

22. | CMUH109-REC3-145 I8 E

[z % 2444 ]
1.SSR_niraparib_Blinded_01Nov22-30Apr23
*ES%E S LA 0 CINJ-67652000 (niraparib/abiraterone acetate
fixed-dose combination)
*F pMHFLHE L1 E 112 01lp X 11272047 305P
2.SSR_ abiraterone acetate_Blinded_290ct2022-28Apr2023 *
WS E Y 4L CINJ-67652000 (niraparib/abiraterone acetate
fixed-dose combination)
*F rMARLHEF 111 E 102 29p 3 112# 047 28 B
3. DSUR_abiraterone acetate_Blinded_29Apr2022-28Apr2023
*E ok 4 LA CINJ-67652000 (niraparib/abiraterone acetate
fixed-dose combination)
*E rMARLHE 111 E 042 29p 3 112# 047 28 B

23. | CMUH107-REC3-175

Y
ﬂ\ﬂ
H

(EE IR YR
*:&% # 4 ¢ 4L © Durvalumab (MEDI4736)
*E rMIELHREF 1122017 13p 3 1122047 30 P

VTR
B FEP R RS
B3 TREE R

R - Hcf (19 454)

112 # 08 * 24 p




