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CMUH110-
1. 2023/10/17 | 3477295 Initial Letrozole Death 1 A
REC1-215
CMUH110- follow up
2. 2023/10/17 | 3477295 Letrozole Death unexplained 1 A
REC1-215 1
CMUH110- follow up
3. 2023/10/17 | 3477295 Letrozole Cancer cachexia 1 A
RECI1-215 2
CMUH110-
4, 2024/1/25 | 3508519 Initial Giredestrant Pleural effusion 1,3 A
RECI1-215
CMUH110- follow up
5. 2024/1/25 | 3508519 Giredestrant Pleural effusion 1,3 A
RECI1-215 1
1. cholecystitis 2,3,
[Cholecystitis] 7:
CMUHI111- Follow Blinded 2. Pancreatitis Medi
6. 2024/2/5 1172602 A
RECI1-208 Upl CagriSema [Pancreatitis] cally
3. Cholecystectomy Signif]
[Cholecystectomy] icant
113 # 4% 24 p ¥ 32 % 45 |
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CMUHI111-
RECI1-208

2024/2/5

1172602

Follow

Up2

Blinded

CagriSema

Cholecystitis [Cholecystitis| 7:
Medi

acute]

pancreatitis]

1. Acute Calculous 2,3,

2. Acute Gallstone cally

Pancreatitis [Obstructive |Signif]

icant

CMUHI111-
RECI1-208

2024/2/7

1174845

Follow

Blinded
Upl CagriSema

Cholecystectomy

27
7:
Medi

[Cholecystectomy] cally
Signif]

39

icant

CMUHI111-
RECI1-208

2023/9/20

1129239

Follow

Blinded
Up 1 CagriSema

1. pain in the region under
right ribs - diagnosis of AE
6 [Abdominal pain upper]
2. Metastatic liver
neoplasm [Hepatic cancer
metastatic]

3. Acute liver failure
[Acute hepatic failure]
4. Cerebral oedema [Brain
oedema]

5. Small cell carcinoma of

the pancreas [Pancreatic

1,3,

Medi
cally
Signif]

icant

carcinoma]

113 & 4 9 24 p




PRFFAETERFRALGELA Y -F2LR §
—F-LtZERSIXBEEREEC BK)

B X AR | R H
»E B | AP T RE R PAEE 5| R
B 2 5 &
1. Small cell carcinoma of
the pancreas [Pancreatic
carcinoma]
2. Metastatic liver 1,3,
neoplasm [Hepatic cancer | 7:
CMUHI111- Follow Blinded metastatic] Medi
10. 2023/9/20 | 1129239 A
RECI1-208 Up2 CagriSema 3. Acute liver failure cally
[Acute hepatic failure] [Signif]
4. Cerebral oedema [Brain | icant
oedema]
5. Respiratory failure
[Respiratory failure]
2,3,
7:
CMUHI111- Follow Blinded acute cholecystitis Medi
11. 2024/1/2 1159167 A
REC1-208 Upl CagriSema [Cholecystitis acute] cally
Signif]
icant
CMUH112-
12. 2023/12/4 | 3477290 | Initial RO0452294 [ UNEXPLAINED DEATH| 1 A
REC1-142
CMUH112-
13. 2023/12/4 | 3477290 Initial RO5541077 | UNEXPLAINED DEATH 1 A
REC1-142
UNEXPLAINED DEATH
CMUH112- Follow
14. 2023/11/29 | 3477290 RO0452294 (Downgrade), FATAL 1 A
REC1-142 up 1
SEPTIC SHOCK
UNEXPLAINED DEATH
CMUH112- Follow
15. 2023/11/29 | 3477290 RO5541077 (Downgrade), FATAL 1 A
REC1-142 up 1
SEPTIC SHOCK
FATAL
CMUH112- AGRANULOCYTOSIS,
16. 2024/2/1 3504606 | Initial RO0452294 1,3 A
REC1-142 FATAL INFECTION,
FATAL SEPTIC SHOCK
113 & 4% 24 p % 34 F % 45 |
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FATAL
CMUHI112- AGRANULOCYTOSIS,
17. 2024/2/1 3504606 | Initial RO5541077 3] A
RECI1-142 FATAL INFECTION,
FATAL SEPTIC SHOCK
FATAL
CMUH112- Follow
18. 2024/2/1 3504606 RO0452294 | AGRANULOCYTOSIS, | 1,3 | A
RECI1-142 up 1
FATAL INFECTION
FATAL
CMUH112- Follow
19. 2024/2/1 3504606 RO5541077 | AGRANULOCYTOSIS, | 1,3 | A
RECI1-142 up 1
FATAL INFECTION
CMUHI112- LIFE THREATENING
20. 2024/2/10 | 3515625 | Initial RO0452294 2 A
RECI1-142 NEUTROPENIA
CMUH112- LIFE THREATENING
21. 2024/2/10 | 3515625 | Initial RO5541077 2 A
RECI1-142 NEUTROPENIA
CMUH112- LIFE THREATENING
22. 2024/2/10 | 3515625 | Initial RO7082859 2 A
RECI1-142 NEUTROPENIA
Arterial Bleeding [Arterial
haemorrhage]
#1)
Hypokalemia
CMUHI11- 2312USAO0 [Followup | PEMBROLIZU
23. 2023/12/20 [Hypokalaemia] 23,71 A
RECI1-135 08856 6 MAB
Acute Respiratory Failure
#2 ) MK-7902
with Hypoxia [Acute
respiratory failure]
CMUHI11- 2402GBRO |Followup ORAL BLEEDING
24. 2024/1/19 #1) MK-7902 1 A
RECI1-135 00763 4 [Mouth haemorrhage]
113 & 4% 24 p % 35 F % 45 |
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CMUHI111-
RECI-019

2024/2/13

2402COLO
05364

Followup

2

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

Hepeatitis [Hepatitis]

2,3

113 # 4% 24 p
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#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#1 ) MK-7684A
Study (Code not
broken);
Regimen #2
#2)
PEMETREXED
(7684A-007

STUDY) Febrile neutropenia
(pemetrexed) [Febrile neutropenia]
CMUHLLL 2311TURO |Followup Injection; Febrile neutropenia
2023/11/21 Regimen #1 [Febrile neutropenia]
REC1-019 08753 23
#2) thrombocytopenia
PEMETREXED [Thrombocytopenia]
(7684A-007 Ileus [Ileus]
STUDY)
(pemetrexed)
Injection;
Regimen #2
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

113 # 4% 24 p % 37 F &
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#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#1 ) MK-7684A
Study (Code not
broken);
Regimen #2
#2)
PEMETREXED
(7684A-007

STUDY) Febrile neutropenia
(pemetrexed) [Febrile neutropenia]
CMUHLLL 2311TURO |Followup Injection; Febrile neutropenia
2023/11/21 Regimen #1 [Febrile neutropenia]
REC1-019 08753 24
#2) thrombocytopenia
PEMETREXED [Thrombocytopenia]
(7684A-007 Ileus [Ileus]
STUDY)
(pemetrexed)
Injection;
Regimen #2
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1
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28.

CMUHI111-
RECI-019

2023/11/6

2311MEXO0
02106

Followup

10

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;
Regimen #1
#3)
CARBOPLATI
N (7684A-007
STUDY)
(carboplatin)
Injection;

Regimen #1

DIABETIC

CETOACIDOSIS
[Diabetic ketoacidosis]
SEVERE RESPIRATORY
INSUFFICIENCY

[Respiratory failure]

1,3

29.

CMUHI111-
RECI-019

2024/2/13

2402COLO
05364

Followup

3

#1 ) MK-7684A
Study (Code not
broken);
Regimen #1
#2)
PEMETREXED
(7684A-007
STUDY)
(pemetrexed)
Injection;

Regimen #1

Hepeatitis [Hepatitis]

2,3

113 & 4 9 24 p
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hyponatremia
[Hyponatraemia]
#1 ) MK-7684A
depressed level of
CMUH111- 2403MEX0 Study (Code not
30. 2024/3/4 Initial consciousness [Depressed | 2,3 A
REC1-019 02048 broken);
level of consciousness]
Regimen #1
cardiac arrest [Cardiac
arrest]
CMUH110- 2023A1796|follow up| Blinded for NEPHROTIC
31. 2023/1/27 L3 A
REC1-147 37 7 Investigator SYNDROME
1.AGGRAVATION OF
HEART FAILURE
(Cardiac failure)
2.HIGH-RESPONSE
CMUH110- 2023A1276|follow up| Blinded for
32. 2023/5/26 ATRIAL FIBRILLATION | 2,3 | A
RECI1-147 33 4 Investigator
(Atrial fibrillation)
3.COMMUNITY
PNEUMONIA
(Pneumonia)
#1 ) MK-7902
Hypoadrenal function with
CMUH110- 2210CHNO |Followup Study
33. 2022/9/24 hyponatremia [Adrenal | 2,3 | A
REC1-045 00663 13 #2)
insufficiency]
EPIRUBICIN
#1 ) MK-7902
Hypoadrenal function with
CMUH110- 2210CHNO |Followup Study
34. 2022/9/24 hyponatremia [Adrenal | 2,3 | A
REC1-045 00663 14 #2)
insufficiency]
EPIRUBICIN
recurence of diarrhea
#1 ) MK-7902 [Diarrhoea]
CMUH110- 2208FRAOQ [Followup Study microscopic colitis [Colitis
35. 2022/7/8 2,3 A
REC1-045 00120 8 #2) microscopic]
EPIRUBICIN |microscopic colitis [Colitis
microscopic]
113 & 4% 24 p % 40 B o % 45 |
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#1 ) MK-7902
Hypoadrenal function with
CMUH110- 2210CHNO [Followup Study
36. 2022/9/24 hyponatremia [Adrenal | 2,3 | A
REC1-045 00663 15 #2)
insufficiency]
EPIRUBICIN
Death from unknown
#1 ) MK-7902 causes [Death]
CMUH110- 2311CHNO |Followup Study Decreased platelet count
37. 2023/10/6 L3 A
REC1-045 09187 6 #2) worsens [Platelet count
EPIRUBICIN decreased]
anemia [Anaemia)]
Death from unknown
#1 ) MK-7902 causes [Death]
CMUH110- 2311CHNO |Followup Study Decreased platelet count
38. 2023/10/6 L3 A
REC1-045 09187 7 #2) worsens [Platelet count
EPIRUBICIN decreased]
anemia [Anaemia)]
Death from unknown
#1 ) MK-7902 causes [Death]
CMUH110- 2311CHNO |Followup Study Decreased platelet count
39. 2023/10/6 L3 A
REC1-045 09187 8 #2) worsens [Platelet count
EPIRUBICIN decreased]
anemia [Anaemia)]
Death unexplained [Death]
#1 ) MK-7902
Decreased platelet count
CMUH110- 2311CHNO |Followup Study
40. 2023/10/6 worsens [Platelet count | 1,3 [ A
REC1-045 09187 9 #2)
decreased]
EPIRUBICIN
anemia [Anaemia)]
esophageal varices
CMUH110- 2201ESPO00 |Followup| #1 ) MK-7902
41. 2021/12/29 bleeding [Oesophageal 2,3 A
REC1-045 0182 6 Study

varices haemorrhage]
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CMUHI106-
REC1-041

[SF=%FLH 4]
Rk 110
*pg i 113E027 12p

CMUHI112-
REC1-071

[ 2% 2p4pd ]

*R B E S LA Inavolisib

*E rMIFEA PR 12023 2038 09 p 3 2023
#£09 % 08 p

CMUHI108-
REC1-024

44
(A
5

[ % 24482 ]

*R% F 4 LAL  Capivasertib (AZD5363)

*E rMAFZHEF 112E2 040 05p 3 112 &
10 7 04 p

[ % 24472 ]

*:E5% ¥4 ¢4 : Durvalumab (MEDI4736)

*E rMAFLHEF 112E2052 01 p 3 112 &
10 * 31 p

[ % 24482 ]

*:85% ¥+ ¢ 4L : Datopotamab deruxtecan (Dato-
DXd; DS-1062a)

*E rMEELHEF 112E205 17p 3 112 &
I1 % 16 p

[ % 21472 ]

5% Ed 44 0 DS-8201

*E rMAELHEF I112E2060 0 09p 3 112 &
12 7 08 p

[ % 21472 ]

*H% F 4 LAL  Oleclumab (MEDI9447)

*E rMEEAHEF 112£206 7 10p 3 112 &
127 09 p

CMUHI112-
REC1-204

v AR

[T % 21442 ]

K ES LA ONO-4578

*E 2MAEA W 12022 # 01 7 06 p 3 2024
#0377 250p

CMUH109-
REC1-178

v AR

[ 244 ]

R EY LA LY3410738

*E 2MAREHE 109 & 07 2 29p % 112 #
07 % 28 p

113 # 4% 24 p
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CMUHI111-
REC1-046

v AR

[w#p 2 242 ]

*:E5% ¥+ ¢ 4L : Bemarituzumab

*AR AP 12024 & 10 10 p 5 2024 & 1 7
31 p

*E PR L R L TR RS
M 4F £ 2 CIOMS FORM -

CMUHI110-
REC1-213

R 5%

[(#%31%24 2]
= SER N
*pHp 112 & 06 " 26 P

CMUH109-
REC1-162

IR R

[28 % 2p4p ]

*;é%%’? ¥ ¢4 ¢ Tislelizumab (BGB-A317)
DHERLHBF 2023 F 067 26 p 1 2023

%127 25 p (SUSAR 6MLL)

[ 2% 2p4p ]

*;é%%’? ¥ ¢4 ¢ Tislelizumab (BGB-A317)
DHERLHGF 2022 F 127 26 p T 2023

£ 12 7 25 p (DUSRH9)

CMUHI109-
RECI-115

4+
(e
5

(2= 24 ]

*2X ok B g % + DS-8201a (Trastuzumab
Deruxtecan)

*E pMERAHEF 111 &£ 120 09p % 112 &
06 * 08 p

[ =% 24p2 ]

*2R ok B e % f + DS-8201a (Trastuzumab
Deruxtecan)

*E pMEARLHEF 112060 09p 3 112 &
127 08 p

10.

CMUHI110-
REC1-224

#
I
b1

[z % 2]

*:E5% ¥4 L4 : Finerenone vs. Placebo

*F MR HRE 2023 #09 % 01 p 3 2023
£ 1172 30p

11.

CMUH109-
RECI1-096

S
X
)
et

[ 242 ]

[20231221 pSUSAR Evobrutinib (M2951 BTK
inhibitor) 01-Feb-2023 to 31-Jul-2023 TAL
Pack Resubmission_Blinded ]
pEP:2023 &# 122 21 P

113 # 4% 24 p
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