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BALAGTRG
BEL
* € %% | CMUH109-REC3-068(SAE-24) | #% < #4573 | jef 7 2% 2
PEIFA | RRIEVEL SR FRER KR | RE AT
- % 3 gL pe ~ B 5% 0 A1 Nivolumab & % & & *
E LA Docetaxel * % § M ehdg # (42 bt a0 7) “T"f%(CheckMate 7DX :
CHECKQpoint iz j& 2 nivoluMAb f&/k :825% =% 7DX)
B 2.
€ S5l CMUH109-REC3-068(SAE-25) |# % < 57| | fkE? 2% &2
= SR E = ;,&@3855:‘93ii;;%§g$ 2L 3 F‘ Kb | R B iTY A
-5 3 WA~ B sk 0 1 Nivolumab & % /& &) & *
TE LM Docetaxel #* = § M g # 44 F i w 7)) H:jlr/&,’(CheckMate 7DX :
CHECKQpoint 2 &2 nivoluMAb T/ :#5% 3= 7DX)
BE. 3.
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-3 % 3 HEH A e %Fj #&%& 0 7 Nivolumab & & & & & *
VR Docetaxel #* »t § M enfg # 4 3 F i = 7| BIF«I%(CheckI\/Iate 7DX :
CHECKQpoint i /=¥ nivoluMAb fek 25 := % 7DX)
e 4.
€ Soih CMUH109-REC3-068(SAE-29) |# % < 57| | fkE? 2% &2
PRAFA | GRINE VAL R FERSR R RGP &P
-5 3 WP A~ BR #5017 Nivolumab & % /g & & *
PR EH Docetaxel * > 7 {4 g 45 123 £ it 5 7| % (CheckMate 7DX
CHECKQpoint 2 j& 2 nivoluMAb f&/k ;825 3= 7DX)
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—BEZP B WL X R RS $#3 5 PTEN 4 £
e PRz 3TH BB E AR 5 );;T{;;g, (MHSPC) % X, 2wz
aa Capivasertib + Abiraterone #4pf>t% &% + Abiraterone m)%** B7 g
1+ (CAPItello-281)
B, 6.
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~OEEH 1B T A9 R A4 N Z W SR A B T EAER S
SEET BIAT Y o vvep L b R E A g A R E AR 0 LR
rE R FPRHBGONAEI 6B BATRGEMEFHIARM T I B
WU ek
EE. 0.
¢ CMUH110-REC3-017(SAE-12) | &%~ 57| | feE 2 2 22
VERLAFA | FAINEMRT AR FEERRNR | RGP EITTF
—ﬁ&%&8ﬁ4gﬁéﬁfxgﬁﬁwﬁﬁbm\%ﬁ]w%@%ﬁ%%
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g . BT & o e 3 st H H & ],3;;3"- “1’Vliﬁﬁﬂ€ ;[Ii;f,, Bywgow 0 * LR
PRECNDLT 6B EAFXEMEFIAPY DT X R
D g ELE o o
BE 11
€ bt CMUH110-REC3-168(SAE-6) FE v rgd | KL AEE
FERAIFL  RRAAPRERLIAFEE TEET MR | RF ETIE
- B R H R Bk S AASD S FHEE
sk oo HLA % - 3k *%& "2 FFh 4 2 % =4 %]~ 3 % Methotrexate »
E 54 P—
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€ st CMUH110-REC3-168(SAE-7) EF R | RE A AEE
FHEAEA ROBRLEFE R m‘%éﬂ? FREF KRR | RPEITTE
- AR AR B R Hp 2R %R 0 HEAFD S A FTHBEE
g g HLA % - 4lh % T kR £ = % 25 %] - ¥ % Methotrexate &
PR 1@‘4 e h R & LS Am R 0 BB Y Methotrexate ¥ BT 0 &
3 5+ Abatacept 4p #> Adalimumab ;5 s F &
e 13,
™ € %5 | CMUH110-REC3-194(SAE-15) NS~ R I i S A
FRIFA | REES BRI ié}"ﬁﬁ* VRER KR | RPEITVR
- B R ZH 5P B atRie@E% =% YH003 £ & Toripalimab (3
P Ep4E |PD-L Hpkiam) Y0 T B ER ¢ R B {o% F % (PDAC)
BF % 222 ok
e 14,
& ¢ %% | CMUH110-REC3-194(SAE-16) | # %~ 243 | fef? 2% 2
FEAFA AR IR e F R FREERRR | RGP LR
—IEE -~ F P BdRisEH&% 0 3= YH003 & & Toripalimab
VR A | (B PD-1 H BRdRA) ¥ 03 Voo p B FoR{o% LR
(PDAC) é,dﬂz E DM T
F5. 15
& ¢ %% | CMUH111-REC3-077(SAE-2) | # %< 243 | fE? 2% ¢
k- iR PRI G A s F VRER KRR | RF EITVR
— 38 Durvalumab # * Tremelimumab + Lenvatinib ® F pFig #* i
N ’?‘»ié;‘ﬁ v #4% (TACE) 4> H fhi¢ * TACE ;5% b 3% spi@‘“]%‘ S
N e g B K H 2 ¥ M A e~ B Fq—gﬁgi)ﬁ—ﬁ" AR
pé'se-; (EMERALD-3)
5. 16.
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FE LA = Relatlimab & & Nivolumab £ Bevacizumab & * »t & ¥ £ % />
K 2. iy A5 e e (RELATIVITY-106)
A&, 18.
g Sde CMUH111-REC3-128(SAE-1) EELEEA | KEFEE
FRAFL | RERPE L T AL F FHREY KR | RFEITEE
- 12 W F rMEERED X EHER A % T
PTE LA = Relatlimab & & Nivolumab £ Bevacizumab @ #* »* X ¥ 3% /53R
2w R e g (RELATIVITY-106)
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France- Chemical
CMUH109- BMS-2022-|follow up o ]
1. 2022/5/7 Docetaxel peritonitis,Febrile 2 A
REC3-068 037429 24 ) )
neutropenia, Septic shock
France-Chemical
CMUH109- BMS-2022-follow up o )
2. 2022/5/7 Docetaxel peritonitis, Febrile 2 A
REC3-068 037429 26 ) )
neutropenia, Septic shock
France_Chemical
CMUH109- BMS-2022-follow up peritonitis, Cholecystitis
3. 2022/5/7 Docetaxel S _ 2 A
REC3-068 037429 28 infective, Septic shock,
Febrile neutropenia
112 # 05 * 04 p % 35 F % 64 F
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CMUH109- BMS-2022-follow up Germany_Acute myeloid
4. 2022/12/14 Docetaxel 2 A
REC3-068 153461 6 leukaemia, Anaemia
CMUH109- BMS-2021-follow up Korea_Pneumonitis,
S. 2021/4/19 Nivolumab _ 1 A
REC3-068 038176 20 Pneumonia
CMUH109- BMS-2022-|follow up
6. 2022/3/21 Nivolumab China-Pneumonia 1 A
REC3-068 010869 15
CMUH109- BMS-2022-|follow up
1. 2022/3/21 Nivolumab China-Pneumonia 1 A
REC3-068 010869 16
CMUH109- BMS-2022-follow up ) France_Cholecystitis
8. 2022/5/7 Nivolumab 2 A
REC3-068 037429 27 infective
DEUCRAVACI S
CMUH110- BMS-2021- Diverticulitis intestinal
Q. 2021/10/1 follow up TINIB; 23 | A
REC3-163 107007 perforated
APREMILAST
2,3,
1. MYOCARDITIS 7.
) 2. INTRACRANIAL Impor
CMUH111- 2022A4169(follow up| Blinded for
10. 2022/12/22 _ HEMORRHAGE tant [ A
REC3-077 30 1 Investigator ]
(Haemorrhage medic
intracranial) al
event
IcoSema 700
U/mL + 2
mg/mL PDS290
CMUH111- » (INSULIN .
11. 2023/3/24 | 1047881 | Initial e T 1|1 A
REC3-103 ICODEC,
SEMAGLUTID
E) Solution for
injection
#1) MK-6482
#2)
CMUH111- 2301POLO00|Followup | PEMBROLIZU |Diabetes mellitus [Diabetes
12. 2023/1/23 ) 23 [ A
REC3-116 9078 4 MAB mellitus]
(pembrolizumab
)
112 # 05 * 04 p % 36 7% 64 T
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#1) MK-6482
#2)
CMUH111- 2301POLO00|Followup | PEMBROLIZU |Diabetes mellitus [Diabetes
13. 2023/1/23 23 [ A
REC3-116 9078 5 MAB mellitus]
(pembrolizumab
)
#1) MK-6482
#2) . .
Acute hepatitis [Hepatitis
CMUH111- 2212ESP0OO0 (Followup| PEMBROLIZU
14, 2022/12/4 acute] 123 A
REC3-116 6043 6 MAB
) Meningitis [Meningitis]
(pembrolizumab
)
#1) MK-6482
#2)
CMUH111- 2301POLO00|Followup | PEMBROLIZU [Diabetes mellitus [Diabetes
15. 2023/1/23 ) 23 [ A
REC3-116 9078 6 MAB mellitus]
(pembrolizumab
)
#1) MK-6482
#2)
CMUH111- 2301POLO00|Followup | PEMBROLIZU [Diabetes mellitus [Diabetes
16. 2023/1/23 ) 23 [ A
REC3-116 9078 7 MAB mellitus]
(pembrolizumab
)
#1) MK-6482
#2)
Increased creatinine (Acute
CMUH111- 2211FRAO |Followup| PEMBROLIZU ) o
17. 2022/11/23 kidney injury) [Acute 23| A
REC3-116 08745 12 MAB

(pembrolizumab

)

kidney injury]
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#1) MK-6482
#2)
CMUH111- 2301POLO00|Followup | PEMBROLIZU |Diabetes mellitus [Diabetes
18. 2023/1/22 ] 23 [ A
REC3-116 9078 8 MAB mellitus]
(pembrolizumab
)
#1) MK-6482 | Acute hepatitis [Hepatitis
#2) acute]
CMUH111- 2212ESPOO0 [Followup| PEMBROLIZU | Meningitis [Meningitis]
19. 2022/10/27 ) o 1231 A
REC3-116 6043 7 MAB Cerebrospinal fluid fistula
(pembrolizumab| reopening [Cerebrospinal
) fistula]
#1) MK-6482 | Acute hepatitis [Hepatitis
#2) acute]
CMUH111- 2212ESPOOQ [Followup| PEMBROLIZU | Meningitis [Meningitis]
20. 2022/10/27 ) o 1231 A
REC3-116 6043 8 MAB Cerebrospinal fluid fistula
(pembrolizumab| reopening [Cerebrospinal
) fistula]
#1) MK-6482
#2) iy
Increased creatinine (Acute
CMUH111- 2211FRAO |Followup| PEMBROLIZU ) o
21. 2023/11/23 kidney injury) [Acute 2.3 A
REC3-116 08745 13 MAB ] o
) kidney injury]
(pembrolizumab
)
#1) MK-6482 | Acute hepatitis [Hepatitis
#2) acute]
CMUH111- 2212ESPOO0 [Followup| PEMBROLIZU | Meningitis [Meningitis]
22. 2022/10/27 ) o 1231 A
REC3-116 6043 9 MAB Cerebrospinal fluid fistula

(pembrolizumab

)

reopening [Cerebrospinal

fistula]
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#1) MK-6482 | Acute hepatitis [Hepatitis
#2) acute]
CMUH111- 2212ESPOO0[Followup| PEMBROLIZU [ Meningitis [Meningitis]
23. 2022/10/27 1231 A
REC3-116 6043 10 MAB Cerebrospinal fluid fistula
(pembrolizumab | reopening [Cerebrospinal
) fistula]
#1) MK-6482 | Acute hepatitis [Hepatitis
#2) acute]
CMUH111- 2212ESPOO0 [Followup| PEMBROLIZU | Meningitis [Meningitis]
24, 2022/10/27 ) o 1231 A
REC3-116 6043 11 MAB Cerebrospinal fluid fistula
(pembrolizumab| reopening [Cerebrospinal
) fistula]
#1) MK-6482
#2) y
Increased creatinine (Acute
CMUH111- 2211FRAO (Followup| PEMBROLIZU ] o
25. 2022/11/23 kidney injury) [Acute 23 | A
REC3-116 08745 14 MAB ] o
) kidney injury]
(pembrolizumab
)
#1) MK-6482
#2)
CMUH111- 2301POLO00|Followup | PEMBROLIZU [Diabetes mellitus [Diabetes
26. 2023/1/22 ) 23 [ A
REC3-116 9078 9 MAB mellitus]
(pembrolizumab
)
ACP-196/Placeb
2019SF847| Follow 0, )
27. | CMUH106- | 2019/12/13 ] Wound Sepsis 2,3 A
55 Up5 | Bendamustine,
REC3-039
Rituximab
ACP-196/Placeb )
Multiple Occurrences of
2021A8115| Follow o,
28. | CMUH106- | 2021/11/17 _ Platelet Count Decreased; | 2,3 [ A
26 Up 6 | Bendamustine,
REC3-039 Fever
Rituximab
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ACP-196/Placeb
2023A0255( Follow 0, )
29. | CMUH106- | 2023/1/19 ) COVID-19 Confirmed 1 A
65 Up 2 Bendamustine,
REC3-039
Rituximab
ACP-196/Placeb
2023A0507 0,
30. [ CMUH106- | 2023/2/16 Initial ) Pulmonary Infection 1 A
98 Bendamustine,
REC3-039 N
Rituximab
ACP-196/Placeb
2023A0536 0,
31. [ CMUH106- | 2021/12/24 Initial COVID-19 Pneumonia | 1,3 | A
96 Bendamustine,
REC3-039 L
Rituximab
ACP-196/Placeb
2023A0536| Follow 0,
32. [ CMUH106- | 2021/12/24 COVID-19 Pneumonia | 1,3 | A
96 Upl Bendamustine,
REC3-039 L
Rituximab
ACP-196/Placeb
2023A0507| Follow 0, )
33. | CMUH106- | 2023/2/16 _ Pulmonary Infection 1 A
98 Up1l Bendamustine,
REC3-039
Rituximab
ACP-196/Placeb| Multiple Occurrences of
2022A2145( Follow 0, Acute Kidney Failure;
CMUH106- | 2022/6/10 ) ]
51 Up 8 | Bendamustine, | Worsening of COVID19
REC3-039
Rituximab Pneumonia
#1) MK-7339
(olaparib) N
CMUH108- 1907FRAO |Followup Myositis
35. 2019/6/21 #2) N 23 [ A
REC3-057 04683 36 Vomiting
PEMBROLIZU
MAB
#1)
PEMBROLIZU
CMUH108- 2303ARGO |Followup o )
36. 2023/3/14 MAB Disorientation 13 A
REC3-057 05425 1
#2 ) MK-7339
(olaparib)
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#1)
PEMBROLIZU
CMUH108- 2303ARGO |Followup
37. 2023/3/14 MAB Disorientation 13| A
REC3-057 05425 2
#2 ) MK-7339
(olaparib)
1,2,
3! 4!
1.SEVERE
7:Imp
CMUH109- 2022A0068 [follow up| Blinded for MALNUTRITION
38. 2021/12/17 _ N ortant| A
REC3-104 40 5 Investigator (Malnutrition) ]
] ] medic
2.Acute respiratory failure |
a
event
CMUH109- 2022A2927 [follow up| Blinded for HYPOPOTASSEMIA
39. 2022/8/14 ) ) 2,3 A
REC3-104 21 3 Investigator (Hypokalaemia)
1.Hyperglycaemia
CMUH109- 2023A0180( follow Blinded for 2.SKIN RASH (Rash)
40. 2023/1/19 ) ) o 1,3 A
REC3-104 34 up2 Investigator 3.Acute kidney injury
4.FEVER (Pyrexia)
WORSENING OF
CMUH109- 2023A0392 [follow up| Blinded for GENERAL HEALTH
4]. 2023/2/14 ] ) 1,3 A
REC3-104 46 1 Investigator (General physical health
deterioration)
1.INSULIN-DEPENDENT )3
DIABETES MELLITUS |
7:1mp
) WITH KETOACIDOSIS
CMUH109- 2022A0815[follow up| Blinded for o o ortant
42. 2022/2/18 ) (Diabetic ketoacidosis) |1 A
REC3-104 37 2 Investigator medic
2.COVID-19 |
a
CONFIRMED
event
(COVID-19)
CMUH109- 2022A3455|follow up| Blinded for o o
43. 2022/10/6 Diabetic ketoacidosis 1,3 A
REC3-104 31 1 Investigator
WORSENING OF
CMUH109- 2023A0392 [follow up| Blinded for GENERAL HEALTH
44, 2023/2/14 ) ) 1,3 A
REC3-104 46 2 Investigator (General physical health
deterioration)
1122 05* 04 p % 41 F > % 64 |
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CMUH109- 2023A0735 » Blinded for ) o 1,2,
45, 2023/3/21 Initial _ Acute kidney injury A
REC3-104 57 Investigator 3
1,2,
31
1.Acute kidney injury -
Amp
CMUH109- 2023A0735(follow up| Blinded for 2.DIFFICULTY
46. 2023/3/22 ortant| A
REC3-104 57 1 Investigator SWALLOWING ]
] medic
(Dysphagia)
al
event
CMUH108- 2022CN017| Follow _ -
47, 2022/10/26 CS1003 Immune-mediated hepatitis| 2,3 | A
REC3-155 42 up 3
CMUH108- 2022CN017| Follow _ -
48. 2022/10/26 CS1003 Immune-mediated hepatitis| 2,3 | A
REC3-155 42 up 4
CMUH108- 2022CN017| Follow _ -
49, 2022/10/26 CS1003 Immune-mediated hepatitis| 2,3 [ A
REC3-155 42 up 5
CMUH108- 2022CN017| Follow _ -
50. 2022/10/26 CS1003 Immune-mediated hepatitis| 2,3 | A
REC3-155 42 up 6
CMUH108- 2022CN017| Follow _ -
51. 2022/10/26 CS1003 Immune-mediated hepatitis| 2,3 [ A
REC3-155 42 up 7
CMUH108- 2022CN017| Follow _ -
52. 2022/10/26 CS1003 Immune-mediated hepatitis| 2,3 | A
REC3-155 42 up 8
202303045
CMUH109- o o
53. 2023/2/18 70 0 initial Niraparib 1.PANCYTOPENIA 23 A
REC3-145
Blinded
202303045
CMUH109- follow up ) )
54, 2023/2/18 70 2 Niraparib 1. THROMBOPENIA 23 A
REC3-145 2
Blinded
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55.

CMUH108-

REC3-098

2022/12/28

2301DEU0

01060

Followup
9

#1) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE (3475
SOLUTION
FOR
INJECTION
STUDY)
(enzalutamide)
Tablet

Covid infection
[COVID-19]

Pneumonitis [Pneumonitis]

13| A

56.

CMUH108-
REC3-098

2022/12/28

2301DEU0

01060

Followup
10

#1) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
DE (3475
SOLUTION
FOR
INJECTION
STUDY)

(enzalutamide)

Tablet

Covid infection
[COVID-19]

Pneumonitis [Pneumonitis]
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#1) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI - N
Pneumonitis [Pneumonitis]
CMUH108- 2301DEUO0 |Followup|  DE (3475 o
57. 2022/12/28 Covid infection 13| A
REC3-098 01060 1 SOLUTION
[COVID-19]
FOR
INJECTION
STUDY)
(enzalutamide)
Tablet
202105167 1) amivantamab 1)RESPIRATORY
CMUH109- follow
58. 2021/5/6 22 13 2) FAILURE 13 A
REC3-168 ) up 13
Blinded OSIMERTINIB 2)FATIGUE
1. PULMONARY
THROMBOEMBOLISM
2. WORSENING OF
202112356 1) amivantamab
CMUH109- follow PERICARDIAL
59. 2021/12/12 | 7121 2) 23 | A
REC3-168 up 21 EFFUSION
Blinded LAZERTINIB
3. CANCER PAINY
4. GLUTEAL MUSCLE
TEAR
PLEURAL EFFUSION
PNEUMONIADUE TO
COVID
202112462 1) amivantamab ASPARTATE
CMUH109- follow up
60. 2021/12/16 71 15 2) AMINOTRANSFERASE | 123 | A
REC3-168 _ 15
Blinded OSIMERTINIB ALANINE
AMINOTRANSFERASE
INCREASED
LDH INCREASED
112 #05 % 04 p ¥ 44 F > £ 64 F
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SYMPTOMATIC RIGHT
PLEURAL EFFUSION
202202587 1) amivantamab | COVID-19 INFECTION
CMUH109- follow up
61. 2022/2/22 45 10 2) HOSPITALACQUIRED | 23 A
REC3-168 10
Blinded OSIMERTINIB PNEUMONIA
ACUTE KIDNEY
INJURY
202212402 1)
CMUH109- follow up MYOCARDIAL
62. 2022/12/18 46_3 LAZERTINIB 127 [ A
REC3-168 _ 3 _ INFARCTION
Blinded 2) amivantamab
202212402 1)
CMUH109- follow up MYOCARDIAL
63. 2022/12/18 46_4 LAZERTINIB 127 [ A
REC3-168 _ 4 _ INFARCTION
Blinded 2) amivantamab
#3) Febrile Neutropenia
CISPLATIN [Febrile neutropenia]
(7902 STUDY) anemia [Anaemia]
(Cisplatin)  [Oral mucositis [Stomatitis]
Injection platelet count decreased
CMUH110- 22061 TAQO Followup
64. 2022/5/13 #4) [Platelet count decreased] | 2.3 | A
REC3-102 2759 17
5-FLUOROUR Lung Infection
ACIL (7902 [Pneumonia]
STUDY) Lung Infection
(5-Fluorouracil) [Pneumonia]
Injection lung infection [Pneumonia]
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection Respiratory infection
CMUH110- 2210ARGO |Followup )
65. 2022/10/2 #4) [Respiratory tract 13| A
REC3-102 01018 8 ) )
5-FLUOROUR infection]
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection )
CMUH110- 2211CHLO |Followup pneumonia COVID-19
66. 2022/11/13 #4) ) 131 A
REC3-102 05033 11 [COVID-19 pneumonia]
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
#3) Febrile Neutropenia
CISPLATIN [Febrile neutropenia]
(7902 STUDY) anemia [Anaemia]
(Cisplatin)  |Oral mucositis [Stomatitis]
Injection platelet count decreased
CMUH110- 22061 TAQO Followup
67. 2022/5/13 #4) [Platelet count decreased] | 2.3 | A
REC3-102 2759 18 )
5-FLUOROUR Lung Infection
ACIL (7902 [Pneumonia]
STUDY) Lung Infection

(5-Fluorouracil)

Injection

[Pneumonia]

lung infection [Pneumonia]
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#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4) _ .
Colonic perforation [Large
LEVOLEUCOV| ) )
intestine perforation]
ORIN (7902 ) )
CMUH110- 2302JPNOO [Followup Septic shock [Septic
68. 2023/2/3 STUDY) 23| A
REC3-102 1685 11 ) shock]
(levoleucovorin) ) )
o Lung infection
Injection .
[Pneumonia]
#5)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4) . .
Colonic perforation [Large
LEVOLEUCOV| ) )
intestine perforation]
ORIN (7902 ) ]
CMUH110- 2302JPNO0O |Followup Septic shock [Septic
69. 2023/2/3 STUDY) 23 [ A
REC3-102 1685 12 ) shock]
(levoleucovorin) ) ]
o Lung infection
Injection )
[Pneumonia]
#5)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4) _ .
Colonic perforation [Large
LEVOLEUCOV| ) )
intestine perforation]
ORIN (7902
CMUH110- 2302JPNOO [Followup Septic shock [Septic
2023/2/3 STUDY) 23 [ A
REC3-102 1685 13 ) shock]
(levoleucovorin) ) )
o Lung infection
Injection .
[Pneumonia]
#5)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
112 # 05 * 04 p % 48 F > x 64 F
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#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB Neutrophil count decreased
(pembrolizumab [Neutrophil count
) Solution for decreased]
CMUH110- 2210CHNO |Followup Injection HyDOKaIemi_a
REC3.102 2022/10/21 09311 10 #3) [Hypokalaemia] 23 | A
CISPLATIN Hyponatremia
(7902 STUDY) [Hyponatraemia]
(Cisplatin) Lung infection
Injection [Pneumonia]
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
112 # 05 * 04 p ¥ 49 F o x 64 |
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#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB Neutrophil count decreased
(pembrolizumab [Neutrophil count
) Solution for decreased]
CMUH110- 2210CHNO |Followup Injection HyDOKaIemi_a
REC3.102 2022/10/21 09311 n #3) [Hypokalaemia] 23 | A
CISPLATIN Hyponatremia
(7902 STUDY) [Hyponatraemia]
(Cisplatin) Lung infection
Injection [Pneumonia]
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
112 # 05 * 04 p % 50 F > x 64 F
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#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB Neutrophil count decreased
(pembrolizumab [Neutrophil count
) Solution for decreased]
CMUH110- 2210CHNO |Followup Injection Hypokalemia
73. 2022/10/21 #3) [Hypokalaemia] 23 | A
REC3-102 09311 12
CISPLATIN Hyponatremia
(7902 STUDY) [Hyponatraemia]
(Cisplatin) Lung infection
Injection [Pneumonia]
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
#3) Unknown cause of death
CISPLATIN [Death]
74. CMURLLO- 2023/3/22 2303CHNG Initial | (7902 STUDY) infection [Infection] 13| A
REC3-102 08803
(Cisplatin) Drug induced liver injury
Injection [Drug-induced liver injury]
112 # 05 * 04 p ¥ 51 F - % 64 F
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#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4) _ .
Colonic perforation [Large
LEVOLEUCOV| ) )
intestine perforation]
ORIN (7902 ) )
CMUH110- 2302JPNOO [Followup Lung infection
75. 2023/2/3 STUDY) ) 23 | A
REC3-102 1685 14 ) [Pneumonia]
(levoleucovorin) i ]
o Septic shock [Septic
Injection
shock]
#5)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
Injection
#4) . .
Colonic perforation [Large
LEVOLEUCOV| ) )
intestine perforation]
ORIN (7902
CMUH110- 2302JPNO0O |Followup Lung infection
76. 2023/2/3 STUDY) ] 23 [ A
REC3-102 1685 15 ) [Pneumonia]
(levoleucovorin) i )
o Septic shock [Septic
Injection
shock]
#5)
5-FLUOROUR
ACIL (7902
STUDY)

(5-Fluorouracil)

Injection
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#3) Unknown cause of death
CISPLATIN [Death]
CMUH110- 2303CHNO |Followup ) ) ]
17. 2023/3/22 (7902 STUDY) infection [Infection] 13 A
REC3-102 08803 1 ] ) ] o
(Cisplatin) Drug induced liver injury
Injection [Drug-induced liver injury]
#3) Febrile Neutropenia
CISPLATIN [Febrile neutropenia]
(7902 STUDY) anemia [Anaemia]
(Cisplatin)  |Oral mucositis [Stomatitis]
Injection platelet count decreased
CMUH110- 22061 TAQO Followup
78. 2022/5/13 #4) [Platelet count decreased] | 2.3 | A
REC3-102 2759 19 )
5-FLUOROUR Lung Infection
ACIL (7902 [Pneumonia]
STUDY) Lung Infection
(5-Fluorouracil) [Pneumonia]
Injection lung infection [Pneumonia]
Incarcerated hiatal hernia
with strangulation
Strangulated diaphragmatic
hernia with obstruction
[Incarcerated
#3) ) )
hiatus hernia]
CISPLATIN _ _
CMUH110- 2303CHNO . Incarcerated hiatal hernia
79. 2023/3/15 Initial | (7902 STUDY) ] ) 23 | A
REC3-102 05956 ) ) with strangulation
(Cisplatin) ) )
o Strangulated diaphragmatic
Injection o .
hernia with obstruction
[Diaphragmatic hernia,
obstructive]
Obstructive shock
[Obstructive shock]
112 # 05 * 04 p % 53 % 64 T
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2,
7:lmp
CMUH108- 2022A4157 » ACALABRUTI [WOUND INFECTION AT |ortant
80. 2022/12/21 Initial A
REC3-162 48 NIB LEG (Wound infection) [medic
al
event
1.FEVER (Pyrexia)
ACALABRUTI
CMUH108- 2022A4084 [follow up 2.NOVEL
81. 2022/12/13 NIB/RITUXIM 1 A
REC3-162 99 1 AB CORONAVIRUS
INFECTION (COVID-19)
21
ACALABRUTI 7:Imp
CMUH108- 2022A4157 [follow up NIB/ WOUND INFECTION AT |ortant
82. 2022/12/21 ) ) A
REC3-162 48 1 STUDY LEG (Wound infection) |medic
PROCEDURE al
event
21
ACALABRUTI 7:Imp
CMUH108- 2022A4157 [follow up NIB/ WOUND INFECTION AT |ortant
83. 2022/12/21 ) ) A
REC3-162 48 2 STUDY LEG (Wound infection) |medic
PROCEDURE al
event
2,3,
4!
RITUXIMAB/ 7:1mp
CMUH108- 2021A6364 [follow up POTENTIAL HY'S LAW
84. 2021/7/14 CHLORAMBU ] ] o ortant| A
REC3-162 12 2 (Drug-induced liver injury) ]
CIL medic
al
event
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2,3,
4,
RITUXIMAB/ 7:Imp
CMUH108- 2021A6364 [follow up POTENTIAL HY'S LAW
8b. 2021/7/14 CHLORAMBU ) o ortant[ A
REC3-162 12 3 (Drug-induced liver injury)
CIL medic
al
event
2,3,
51
ACALABRUTI )
1.Thrombocytopenia  |7:Imp
CMUH108- 2021A3253follow up NIB/ )
86. 2021/4/12 2.Leukocytosis ortant| A
REC3-162 67 5 STUDY
3.Anaemia medic
PROCEDURE
al
event
2,3,
4]
RITUXIMAB/ 7:Imp
CMUH108- 2021A0392 [follow up )
87. 2021/2/8 CHLORAMBU | Tumour lysis syndrome |ortant| A
REC3-162 97 9
CIL medic
al
event

112 # 05" 04 p
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#1) MK-4280
+)
PEMBROLIZU
MAB
(MK-4280 (+)
pembrolizumab)
Injection
CMUH111- 2304TWNO #2) Sudden death NOS
88. 2023/4/13 Initial 1 A
REC3-174 06636 PACLITAXEL [Sudden death]
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Injection
AMIVANTAM
CMUH109- 202106096 |follow up 1) PULMONARY
89. 2021/5/31 AB 23 A
REC3-168 09(11) 11 EMBOLISM
LAZERTINIB
1) RESPIRATORY
FAILURE
AMIVANTAM 2) GASTRITIS
CMUH109- 202110504 |follow up
90. 2021/10/23 AB 3) PLEURALEFFUSION | 123 | A
REC3-168 74(14) 14
LAZERTINIB | 4) HYPOCALCEMIA
5) HYPONATREMIA
6) PARALYTIC ILEUS
AMIVANTAM
CMUH109- 202111560 |follow up 1) PULMONARY
91. 2021/11/17 AB 23 A
REC3-168 15(16) 16 EMBOLISM
LAZERTINIB
CMUH109- 202112123 [follow up| LAZERTINIB 1) PULMONARY
92. 2021/12/1 23 A
REC3-168 59(9) 9 OSIMERTINIB EMBOLISM
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1) SYMPTOMATIC
RIGHT PLEURAL
EFFUSION
2 COVID-19 INFECTION
CMUH109- 202202587 |follow up| LAZERTINIB
93. 2022/2/22 3) HOSPITAL 123 | A
REC3-168 45(11) 11 | OSIMERTINIB
ACQUIRED
PNEUMONIA
4) ACUTE KIDNEY
INJURY
AMIVANTAM
CMUH109- 202204505 follow up 1) PNEUMONITIS
94. 2022/4/25 AB 13 | A
REC3-168 38(20) 20 2 DIARRHEA
LAZERTINIB
AMIVANTAM
CMUH109- 202207438 [follow up 1) BONE MARROW
95. 2022/7/12 AB 123 A
REC3-168 33(7) 7 HYPOCELLULAR
LAZERTINIB
AMIVANTAM 1) INCREASE IN
CMUH109- 202208560 |follow up
96. 2022/8/24 AB OXALACETIC 23 | A
REC3-168 77(9) 9
LAZERTINIB TRANSAMINASE
AMIVANTAM 1) FATIGUE
CMUH109- 202208650 |follow up
97. 2022/8/17 AB 2) RESPIRATORY 23 | A
REC3-168 40(15) 15
LAZERTINIB FAILURE
AMIVANTAM
CMUH109- 202302394
98. 2023/2/9 Initial AB 1) HEART ATTACK 21 A
REC3-168 46(0)
LAZERTINIB
AMIVANTAM
CMUH109- 202302394 |follow up
99. 2023/2/9 AB 1) HEART ATTACK 2|1 A
REC3-168 46(1) 1
LAZERTINIB
AMIVANTAM
CMUH109- 202302394 [follow up
100 2023/2/9 AB 1) HEART ATTACK 2 | A
REC3-168 46(2) 2
LAZERTINIB
CMUH107- 202210305 [follow up| AMIVANTAM INTERSTITIAL
101 2022/10/14 1347 A
REC3-143 29(9) 9 AB PNEUMONITIS
IMMUNE-MEDIATED
CMUH109- 2022-14291 RELATLIMAB;
102 2022/11/20 follow up MYASTHENIA,; 2.3.| A
REC3-185 4 NIVOLUMAB
MYOPATHY
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IMMUNE-MEDIATED
CMUH109- 2022-14291 RELATLIMAB;
103 2022/11/20 follow up MYASTHENIA; 2.3. | A
REC3-185 4 NIVOLUMAB
MYOPATHY
CMUH105- 1705BRAO0 [Followup| #1) MK-3475 Myocarditis
104 2017/5/16 1123 A
REC3-093 10302 13 #2 ) AXITINIB |Musculoskeletal chest pain
CMUH105- 1908USAO |Followup| #1) MK-3475 »
105 2019/8/13 Nephritis 23| A
REC3-093 06540 7 #2 ) AXITINIB
CMUH109- 2022A3125(follow up| Blinded for ) o 1,2,
106 2022/8/29 _ Acute kidney injury A
REC3-160 35 3 Investigator 3
CMUH109- 2023A0140 follow up| Blinded for
107 2023/1/16 Pneumonitis 2,3 A
REC3-160 47 1 Investigator
CMUH109- 2022A4140(follow up| Blinded for Lymphocyte
108 2022/12/21 ) 2 A
REC3-160 77 3 Investigator count decreased
2,3,
7:1mp
CMUH109- 2022A1797 |follow up| Blinded for ) ) otant
109 2022/5/5 _ Febrile neutropenia | A
REC3-160 62 7 Investigator medic
al
event
1.Febrile neutropenia
2.Acute respiratory distress
CMUH109- 2022A1579(follow up| Blinded for syndrome 1,2,
110 2022/4/11 A
REC3-160 78 11 Investigator 3.Pneumonia aspiration 3
4.Platelet count decreased
5.Radiation dysphagia
CMUH109- 2022A1998(follow up| Blinded for LUNG INFECTION
111 2022/5/23 ) ) 1,3 A
REC3-160 21 1 Investigator (Pneumonia)
CMUH109- 2023A0140(follow up| Blinded for .
112 2023/1/16 _ Pneumonitis 2,3 A
REC3-160 47 2 Investigator
CMUH109- 2022A2935(follow up| Blinded for [ESOPHAGEAL FISTULA
113 2022/8/18 ) ) 1,3 A
REC3-160 50 2 Investigator (Oesophageal fistula)
CMUH109- 2022A4140(follow up| Blinded for )
114 2022/12/21 Lymphopenia 2 A
REC3-160 77 4 Investigator
CMUH109- 2022A1112 |follow up| Blinded for )
115 2022/2/28 _ Neutrophil count decreased| 2,3 | A
REC3-160 21 6 Investigator
112 # 05 * 04 p % 58 % 64 |
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TRACHEOESOPHAGEA
CMUH109- 2022A1531 [follow up| Blinded for L FISTULA (Acquired
116 2023/2/22 ) 2,3 A
REC3-160 20 5 Investigator tracheo-oesophageal
fistula)
CMUH109- 2022A1112 |follow up| Blinded for )
117 2022/2/28 _ Neutrophil count decreased| 2,3 | A
REC3-160 21 7 Investigator
1.Radiation oesophagitis
CMUH109- 2022A2127 [follow up| Blinded for 2.Neutropenia
118 2022/5/30 ) 2,3 A
REC3-160 89 7 Investigator 3.Lymphocyte count
decreased
CMUH109- 2023A0464 [follow up| Blinded for o
119 2023/2/22 ) Myocardial injury 2 A
REC3-160 86 1 Investigator
11
IMMUNE 7:1mp
CMUH109- 2022A1973(follow up| Blinded for PNEUMONITIS ortant
120 2022/5/4 ) ] |1 A
REC3-160 16 2 Investigator (Immune-mediated lung [medic
disease) al
event
CMUH109- 2023A0140(follow up| Blinded for PNEUMONITIS
121 2023/1/16 ] N 2,3 A
REC3-160 47 3 Investigator (Pneumonitis)
CMUH109- 2022A2023 [follow up| Blinded for 1,2,
122 2022/5/17 _ Myocardial infarction A
REC3-160 69 4 Investigator 3
2,3,
7:1mp
CMUH109- 2022A3422[follow up| Blinded for ) ortant
123 2022/9/22 ) Hypokalaemia A
REC3-160 33 1 Investigator medic
al
event
ESOPHAGUS CANCER
CMUH109- 2022A1402 [follow up| Blinded for
124 2022/4/1 ) BLEEDING (Tumour 1,3 A
REC3-160 22 5 Investigator
haemorrhage)
CMUH109- 2023A0464 [follow up| Blinded for o
125 2023/2/22 ) Myocardial injury 2 A
REC3-160 86 2 Investigator
112 # 05 * 04 p % 50 F % 64 |
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CMUH109- 2022A1973(follow up| Blinded for PNEUMONITIS ortant
126 2022/5/4 A
REC3-160 16 3 Investigator (Immune-mediated lung [medic
disease) al
event
CMUH109- 2023A0140 (follow up| Blinded for
127 2023/1/16 _ Pneumonitis 2,3 A
REC3-160 47 4 Investigator
CMUH109- 2023A0140(follow up| Blinded for .
128 2023/1/16 _ Pneumonitis 2,3 A
REC3-160 47 5 Investigator
1.Hypernatraemia
CMUH109- 2023A0735(follow up| Blinded for
129 2023/3/27 2.ARRHYTHMOLOGY | 2,3 | A
REC3-160 42 1 Investigator )
(Arrhythmia)
CMUH109- 2023A0464 |follow up| Blinded for S
130 2023/2/22 Myocardial injury 2 A
REC3-160 86 3 Investigator
CMUH109- 2022A2935follow up| Blinded for [ESOPHAGEAL FISTULA
131 2022/8/18 ) ] 1,3 A
REC3-160 50 3 Investigator (Oesophageal fistula)
WORSENING BLOOD
CMUH109- 2022A2660 [follow up| Blinded for
132 2022/7/21 BILIRUBIN INCREASED| 2,3 | A
REC3-160 06 2 Investigator S
(Blood bilirubin increased)
CMUH109- 2022A2023[follow up| Blinded for o . 1,2,
133 2022/5/17 ) Myocardial infarction A
REC3-160 69 5 Investigator 3
TRACHEOESOPHAGEA
CMUH109- 2022A1531 [follow up| Blinded for L FISTULA
134 2022/2/22 ) 2,3 A
REC3-160 20 6 Investigator (Tracheooesophageal
fistula)
CMUH109- 2021A8010(follow up| Blinded for 1.Hypokalaemia
135 2021/11/7 ) ) 2,3 A
REC3-160 62 8 Investigator 2.Hyponatraemia
1.Febrile neutropenia
2.Acute respiratory distress
CMUH109- 2022A1579(follow up| Blinded for syndrome 1,2,
136 2022/4/11 ) ) o A
REC3-160 78 13 Investigator 3.Pneumonia aspiration 3
4.Platelet count decreased
5. Dysphagia
112 # 05 * 04 p % 60 F % 64 |
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137 CMUH109- 2023/45 2023A0833 nitial Blinded for LUNG INFECTION ) A
REC3-160 23 Investigator (Pneumonia)
1.AGGRAVATED TYPE 2
DIABETES (Type 2
CMUH109- 2023A0735(follow up| Blinded for diabetes mellitus)
138 2023/3/26 _ 2,3 A
REC3-160 42 2 Investigator 2.ARRHYTHMOLOGY
(Arrhythmia)
3.Hypernatraemia
2,3,
7:1mp
CMUH109- 2022A2820 [follow up| Blinded for ortant
139 2022/8/8 Febrile neutropenia A
REC3-160 46 5 Investigator medic
al
event
#1) MK-4280
+)
PEMBROLIZU
MAB
(MK-4280 (+)
pembrolizumab)
Injection
CMUH111- 2304TWNO|Followup #2) Sudden death NOS
140 2023/4/13 1 A
REC3-174 06636 1 PACLITAXEL [Sudden death]
(3475
SOLUTION
FOR
INJECTION
STUDY)
(paclitaxel)
Injection

112 # 05" 04 p
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CMUH111-
REC3-174

141

2023/4/13

2304TWNO
06636

Followup

2

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

Injection

Sudden death NOS

[Sudden death]
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1. CMUH108-REC3-155

[ 21244 ]
*RERE LA 1 CS1003
* PMPAFAYEF 12022£ 10 1p 3

=L

2022 # 12" 31 p

2. CMUH109-REC3-189

o

%
facs

[ 2paps ]
*R% E P LA SAR441344
% 2L YF
SASR#4:2021 & 05 * 15 p
SASR#5: 2021 & 11 7 15 p
DSUR#3: 2020 & 11 # 15 p
DSUR#4: 2021 & 11 7 15 p

[ S

(3

2021 & 11 % 14 p
2022 # 05 * 14 p
2021 & 11 * 14 p
2022 & 11 % 14 p

3. CMUH110-REC3-194

v Ak

(2= 242ap4 ]
*5 &t DSUR#5_EN_EXECUTIVE SUMMARY for Toripalimab
*pdp 1110 & 12 17 p

=z
=L

111 # 12 % 16 p

112 # 05 *

04 p
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CMUH110-REC3-209

[z =% 2142 ]
*#5% &4 ¢4 Nanatinostat
*H dMARZ W 2022 204 28 p 3 2022 & 10 26 p

CMUH108-REC3-029

[z 2144 ]
*ES%E P L4 LEEO1L (ribociclib)
*% 4R 9 F 0 CLEEOLL (L1) SUSAR(s) 010CT2021
31MAR2022 BLINDED ALL Arms
CLEEOQ11 (L1) SUSAR(s) 01APR2021 30SEP2021 BLINDED
ALL Arms
CLEEOQ11 (L1) SUSAR(s) 01APR2022 30SEP2022 BLINDED
ALL Arms

CMUH110-REC3-237

[z < 242 ]
*E% ¥4 L4 ¢ Blinatumomab

*X rMARAHREF 12022 077 01 p 3 2022+ 127 31 p

CMUH109-REC3-168

[z % 242 ]
*E ok E 4 LA 0 INJ-61186372 (amivantamab)
*% > MaR 24 H 1 21 May 2022 to 20 November 2022

CMUH110-REC3-137

[z 242 ]
*Eg B LA CC-220
o MMARA WA C110# 100 19p T 111 £ 04 18 p

CMUH112-REC3-011

o
\\H\-

[zr=x 2p4p2])
*Egk # LA  GSK3228836
* MAR A HRFI2022#05% 0lp 3 2022# 10 % 31 p

CMUH111-REC3-155

[{#7ai8Fr2p]
* A/ p F  mRNA-1010 Investigator’s Brochure: Edition 3.0,
21 Feb 2023

CMUH109-REC3-188

[ %7 il i )

*iZ 3 p #p 09 February 2023

CMUH109-REC3-180

11_
I

#

[ 2244 ]
Brentuximab Vedotin_6-month SUSAR Line Listing_19Aug2021
to 18Feb2022
Brentuximab Vedotin_6-month SUSAR Line Listing_19Aug2022
to 18Feb2023
*:E 5% ¥4+ ¢4 - Brentuximab Vedotin
*g pMARL PR 12021287 19p 3 2022 & 2% 18 ¢p
*g pMARL PR 12022 #8 % 19p 3 2023 & 2% 18 ¢

112 # 05" 04 p
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[DSMB -3 i )
*lk i p gy 12022 & 070 22 p
*AJZ Bk pd 2022 10 7 18
[z 2144 ]

13. | CMUH109-REC3-097 FL 2 | *E% %45 L4 Elsubrutinib
*E pMARAHF 111206 16p 3 111 & 127 15 p
[#]
R E AR 3
1.5% & WN29922, WN39658, WN42171 GMP inspectio

14. | CMUH110-REC3-065 VEX A pp 2023 &# 3% 20p
2. %= * TWIMC : Gantenerumab 255 mg/1.7mL vials Batch
GL10400-01 Used in Roche Clinical Studies
p#p 2023 & 3" 16p
[ 2144 ]

15. | CMUH109-REC3-111 ELR | *E%ES L4 Navitoclax
g rMAR LM 12022 &# 72 15p 3 2023 & 17 14
[ 21404 ]

16. | CMUH107-REC3-175 Y| %% 4 LA Durvalumab (MEDI4736)
*E rMELHEF L& 072 13p 2 1122012 12
[h=%FLH 4]

17. | CMUH109-REC3-179 #R li%f *ie A& @ Final version 1.0

*p 4y 1 17 Mar 2023

(3R] FRHE -

AR s L AC)
183 RESR)

FHE g (1945 4)

112 # 05" 04 p




