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CMUH112- [UNK/UNK/ | 202604GL |follow up
1. MEDI5752 Death [Death] 1 A
REC2-194 UNK 0016168JP 1
1.Neck edema [Localised
202512GL oedema]
CMUH112- follow up
2. 2025/6/25 [ 0005726C MEDIS752 2.Esophageal Lesion 2,31 A
REC2-194 11
N (Unknown) [Gastric
mucosal lesion]
1.Hypoxia [Hypoxia]
2.Major airway bleed
[Respiratory tract
haemorrhage]
202506GL 3.Tongue Fasciculation
CMUH112- follow up 2,3,
3. 2025/6/14 | 0016885G MEDI5752 [Muscle contractions A
REC2-194 19 4
B involuntary]
4.Sepsis [Sepsis]
5.Ejection Fraction
Decrease [Ejection fraction
decreased]
202605GL
CMUH112- Respiratory failure
4, 2026/5/4 1 0003426V | Initial MEDI5752 1 A
REC2-194 N [Respiratory failure]
immune mediated
202508GL
CMUH112- follow up myocarditis
5. 2025/7/15 | O010991F MEDI5752 2,3 A
REC2-194 5 [Immunemediated
R
myocarditis]
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Immune-mediated
202509GL
CMUH112- follow up hypophysitis
6. 2025/9/30 [ 0027067B MEDI5752 2,3 A
REC2-194 20 [Immunemediated
R
hypophysitis]
202605GL
CMUH112- follow up
1. 2026/4/25 1 0001526V MEDI5752 Cachexia [Cachexia] L3 | A
REC2-194 1
N
1.Hypoxia [Hypoxia]
2.Major airway bleed
[Respiratory tract
haemorrhage]
202506GL 3.Tongue Fasciculation
CMUH112- follow up
2025/6/14 | 0016885G MEDI5752 [Muscle contractions 2,3 A
REC2-194 20
B involuntary]
4.Sepsis [Sepsis]
5.Ejection Fraction
Decrease [Ejection fraction
decreased]
202512GL 1,2,
CMUH112-
2025/11/17 | 0022428V | Initial MEDI5752  |Pneumonitis [Pneumonitis]|7:0th| A
REC2-194
N er
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1.INTERSTITIAL LUNG
DISEASE [Interstitial lung
disease]
2.Elevated liver enzymes
[Hepatic enzyme
increased]
3.POTENTIAL
202412GL MYOCARDITIS 2,3,
CMUH112- follow up -
10. 2024/12/9 [ 0025651V MEDIS752 [Myocarditis] 7:0th| A
REC2-194 16
N 4 ELECTROLYTE er
DISTURBANCES
[Electrolyte imbalance]
5.INFECTIOUS
PHARYNGITIS
[Pharyngitis]
6.DIABETES (TYPE 2)
[Type 2 diabetes mellitus]
202603GL
CMUH112- follow up
11. 2026/3/13 [ 0011875V MEDI5752 | Pneumonia [Pneumonia] | 1,3 | A
REC2-194 3
N
1.Neck edema [Localised
202512GL oedema]
CMUH112- follow up
12. 2025/6/25 [ 0005726C MEDIS752 2.Esophageal Lesion 2,31 A
REC2-194 12
N (Unknown) [Gastric
mucosal lesion]
]‘5 2’
202602GL
CMUH112- follow up 3,
13. 2026/2/1 | 0002873B MEDIS752 | Myocarditis [Myocarditis] A
REC2-194 2 7:0th
R
er
202603GL
CMUH112- follow up
14. 2026/3/13 [ 0011875V MEDI5752 Pneumonia [Pneumonia] | 1,3 [ A
REC2-194 4
N
202512GL 1,3,
CMUH112- follow up
15. 2025/11/17 | 0022428V MEDIS5752  |Pneumonitis [Pneumonitis]|7:O0th| A
REC2-194 1
N er
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1.Neck edema [Localised
202512GL oedema]
CMUH112- follow up
16. 2025/6/25 | 0005726C MEDI5752 2.Esophageal Lesion 2,3 A
REC2-194 13
N (Unknown) [Gastric
mucosal lesion]
1.immune mediated
myocarditis
202508GL [Immunemediated
CMUH112- follow up
17. 2025/7/15 | O010991F MEDI5752 myocarditis] 2,3 A
REC2-194 6
R 2.IMMUNE MEDIATED
DIABETES [Type
1diabetes mellitus]
202512GL 1,3,
CMUH112- follow
18. 2025/11/17 | 0022428V MEDI5752  |Pneumonitis [Pneumonitis]|{7:0th| A
REC2-194 up 2
N er
202605GL
CMUH112- follow
19. 2026/4/25 [ 0001526V MEDI5752 Cachexia [Cachexia] L3 A
REC2-194 up 2
N
1.Hypoxia [Hypoxia]
2.Major airway bleed
[Respiratory tract
haemorrhage]
202506GL 3.Tongue Fasciculation
CMUH112-
20. 2025/6/14 | 0016885G [follow 21| MEDIS5752 [Muscle contractions 2,3 A
REC2-194
B involuntary]
4.Sepsis [Sepsis]
5.Ejection Fraction
Decrease [Ejection fraction
decreased]
202603GL
CMUH112- follow up
21. 2026/3/13 [ 0011875V MEDI5752 Pneumonia [Pneumonia] | 1,3 [ A
REC2-194 5
N
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1.Hypoxia [Hypoxia]
2.Major airway bleed
[Respiratory tract
haemorrhage]
202506GL 3.Tongue Fasciculation
CMUH112- follow up )
22. 2025/6/14 1 0016885G MEDI5752 [Muscle contractions 2,31 A
REC2-194 22
B involuntary]
4.Sepsis [Sepsis]
5.Ejection Fraction
Decrease [Ejection fraction
decreased]
1.IMMUNE-INDUCED
COLITIS
202602GL [Immunemediated
CMUH112- follow up -
23. 2026/1/30 [ O010743F MEDIS752 enterocolitis] L3 ] A
REC2-194 6
R 2.Clostridium difficil
infection [Clostridium
difficile infection]
1.Hypoxia [Hypoxia]
2.Major airway bleed
[Respiratory tract
202506GL
CMUH112- follow up haemorrhage]
24. 2025/6/14 [ 0016885G MEDI5752 2,3 A
REC2-194 23 3.Tongue Fasciculation
B
[Muscle contractions
involuntary]
4.Sepsis [Sepsis]
1.Immune-mediated
202509GL hypophysitis
CMUH112- follow up
25. 2025/9/18 [ 0027067B MEDI5752 [Immunemediated 2,3 A
REC2-194 21
R hypophysitis]
2.Colitis [Colitis]
202604GL
CMUH112- follow up Lung infection
26. 2026/3/24 [ 0006685C MEDI5752 L3 A
REC2-194 2 [Pneumonia]
N
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1.Interstitial lung disease
202502GL 2,3,
CMUH112- follow up [Interstitial lung disease]
217. 2025/2/18 [0018859V MEDI5752 7:0th| A
REC2-194 1 2.Interstitial lung disease
N er
[Interstitial lung disease]
1.Neck edema [Localised
oedema]
2.Esophageal Lesion
202512GL
CMUH112- (Unknown) [Gastric
28. 2025/6/25 [ 0005726C |follow 14| MEDI5752 2,3 A
REC2-194 N mucosal lesion]
3.Upper Respiratory Tract
Infection [Upper
respiratory tract infection]
1.Infection [Infection]
2.Esophageal mediastinal
202606GL
CMUH112- follow up fistula [Oesophageal
29. 2026/6/3 |1 0007799C MEDI5752 2,3 A
REC2-194 1 fistula]
N
3.Malnutrition
[Malnutrition]
1.Neck edema [Localised
oedema]
2.Esophageal Lesion
202512GL
CMUH112- follow up (Unknown) [Oesophageal
30. 2025/11/25 | 0005726C MEDI5752 2,3 A
REC2-194 16 mass|
N
3.Upper Respiratory Tract
Infection [Upper
respiratory tract infection]
202605GL
CMUH112- follow up
31. 2026/4/25 [ 0001526V MEDI5752 Cachexia [Cachexia] L3 A
REC2-194 3
N
202605GL
CMUH112- follow up Respiratory failure
32. 2026/5/4 1 0003426V MEDI5752 1 A
REC2-194 N 1 [Respiratory failure]
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1.Immune-mediate
hepatitis [Immune-
202605GL
CMUH112- mediated hepatitis]
33. 2026/5/14 [ O012760T | Initial MEDI5752 2,3 A
REC2-194 2.NEUTROPENIA
Y
COMPLICATED
[Neutropenia]
1.Immune-mediate
hepatitis [Immune-
202605GL
CMUH112- follow up mediated hepatitis]
34. 2026/5/14 [ 0012760T MEDI5752 2,3 A
REC2-194 1 2.NEUTROPENIA
Y
COMPLICATED
[Neutropenia]
1.Immune-mediate
hepatitis [Immune-
202605GL
CMUH112- follow up mediated hepatitis]
35. 2026/5/14 [ 0012760T MEDI5752 2,3 A
REC2-194 2 2.NEUTROPENIA
Y
COMPLICATED
[Neutropenia]
l.Immune-mediate
hepatitis [Immune-
202605GL
CMUH112- follow up mediated hepatitis]
36. 2026/5/14 | 0012760T MEDI5752 2,3 A
REC2-194 3 2.NEUTROPENIA
Y
COMPLICATED
[Neutropenia)]
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37.

CMUH108-
REC2-169

2026/4/7

FR-
009507513-
2419472

FOLLO
WUP

#1)
LENVATINIB
MESYLATE
Capsule
(lenvatinib
mesylate)
#2) favezelimab
)
pembrolizumab
Solution for
infusion
(favezelimab (+)
pembrolizumab)
#3) favezelimab
Solution for
infusion

(favezelimab)

DEATH [Death
(10011906)]

38.

CMUH108-
REC2-169

2026/6/19

TR-
009507513-
2444847

FOLLO
WUP 2

#1)
LENVATINIB
MESYLATE
Capsule
(lenvatinib

mesylate)

stroke [Stroke
(10042244)*]

2,3

39.

CMUH113-
REC2-070

2026/5/1

2424676

Followup

5

IRINOTECAN
(2870 STUDY)
Injection

(irinotecan)

Septic shock

1,3,

40.

CMUH113-
REC2-070

2026/5/1

2424676

Followup

6

IRINOTECAN
(2870 STUDY)
Injection

(irinotecan)

Septic shock

1,3

41.

CMUH113-
REC2-070

2026/5/1

2424676

Followup

7

IRINOTECAN
(2870 STUDY)
Injection

(irinotecan)

Septic shock

1,3
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IRINOTECAN
CMUH113- Followup| (2870 STUDY)
42. 2026/5/1 | 2424676 Septic shock L3 A
REC2-070 8 Injection
(irinotecan)
IRINOTECAN
CMUH113- Followup| (2870 STUDY)
43. 2026/5/1 | 2424676 Septic shock L3 A
REC2-070 9 Injection
(irinotecan)
IRINOTECAN
CMUH113- Followup| (2870 STUDY)
44, 2026/5/1 2424676 Septic shock L3 A
REC2-070 10 Injection
(irinotecan)
Infusion related reaction
202510GL ALXN1210 vs
CMUH113- Follow characterized by
45, 2025/7/28 | 0000227U Placebo (Code 2 A
REC2-064 up 1 anaphylactic reaction
S not broken)
[Anaphylactic reaction]
CMUH113- 2026-BI- Vicadrostat/Plac
46. 2026/7/29 Initial Hypotension 23] A
REC2-174 055262(0) ebo
BLINDED 5
CMUH112- 2024A1620|follow up| AZDS5305/ Drug hepatitis [Drug- '
47. 2024/7/10 7:0th| A
REC2-157 31 8 DAROLUTAMI induced hepatitis]
er
DE
BLINDED
202605GL Myelodysplastic syndrome
CMUH112- AZD5305/
48. 2026/4/1 | O000530A | Initial [Myelodysplastic 2 A
REC2-157 DAROLUTAMI
U syndrome]
DE
BLINDED
202606GL 2,
CMUH112- AZD5305/
49, 2026/6/2 |1 O013731B | Initial Anemia [Anaemia] 7:0th| A
REC2-157 DAROLUTAMI
R er
DE
BLINDED
202606GL 2,
CMUH112- follow up| AZD5305/
50. 2026/5/5 | 0013731B Anemia [Anaemia] 7:0th| A
REC2-157 1 DAROLUTAMI
R er
DE
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BLINDED
202606GL 2,
CMUH112- follow up| AZDS5305/
51. 2026/5/5 | 0013731B Anemia [Anaemia] 7:0th| A
REC2-157 2 DAROLUTAMI
R er
DE
BLINDED
2,3,
CMUHI112- 2024A1708 |follow up| AZDS5305/
52. 2024/7/24 SEPSIS [Sepsis] 7:0th| A
REC2-157 54 5 DAROLUTAMI
er
DE
Worsening type 2
respiratory failure with
palliative care over last 48
202511GL
CMUH113- follow up| ALXN2220 vs |hours [Respiratory failure],
53. 2025/11/25 1 0026619A 1,31 A
REC2-016 U 3 Placebo Right sided pneumothorax
[Pneumothorax], Left sided
pleural effusion [Pleural
effusion]
202508GL
CMUH113- follow up| ALXN2220 vs | Progressive heart failure
54, 2025/7/28 [ 0001096C 1,231 A
REC2-016 A 5 Placebo [Cardiac failure]
Progression of liver
202603GL
CMUH113- ALXN2220 vs synthetic dysfunction
55. 2026/3/5 |1 0012161C | Initial 2,3 A
REC2-016 Placebo [Hepatic function
H
abnormal]
Progression of liver
202603GL
CMUH113- follow up| ALXN2220 vs synthetic dysfunction
56. 2026/3/5 10012161C 2,3 A
REC2-016 1 Placebo [Hepatic function
H
abnormal]
202508GL
CMUH113- follow up| ALXN2220 vs | Progressive heart failure
57. 2025/7/28 [ 0001096C 1,3 A
REC2-016 6 Placebo [Cardiac failure]
A
202604GL
CMUH113- ALXN2220 vs | Sepsis due to urinary tract
58. 2026/4/17 [O017194N | Initial 2,3 A
REC2-016 o Placebo infection [Sepsis]
115 % 08 * 26 p % 38 F > % 43 F
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202604GL
CMUH113- follow up| ALXN2220 vs | Sepsis due to urinary tract
59. 2026/4/17 [ O017194N 1,23 A
REC2-016 o 1 Placebo infection [Sepsis]
202604GL
CMUH113- follow up| ALXN2220 vs | Sepsis due to urinary tract
60. 2026/4/17 [ O017194N 1,23 A
REC2-016 o 2 Placebo infection [Sepsis]
202604GL
CMUH113- follow up| ALXN2220 vs | Sepsis due to urinary tract
61. 2026/4/17 [0017194N 1,23 A
REC2-016 o 3 Placebo infection [Urosepsis]
202601GL
CMUH113- follow up| ALXN2220 vs | Worsening heart failure
62. 2025/12/30 | O000088F 1,31 A
REC2-016 R 1 Placebo [Cardiac failure]
202603GL
CMUH113- follow up| ALXN2220 vs Acute Heart Failure
63. 2026/3/4 | O006035F L3 A
REC2-016 R 2 Placebo [Cardiac failure acute]
202601GL
CMUH113- follow up| ALXN2220 vs | Worsening heart failure
64. 2025/12/30 | O000088F 1,31 A
REC2-016 R 2 Placebo [Cardiac failure]
202601GL
CMUH113- follow up| ALXN2220 vs | Worsening heart failure
65. 2025/12/30 | O000088F 1,3 A
REC2-016 3 Placebo [Cardiac failure]
R
(3R] FRPHE -
x FEELCFAFE
)
7 >
L33 *§ % Ny FANE
[ 57 ol i 3]
... . | Clarification Letter_Protocol v 05 - Editorial Corrections_10 APR
1. CMUHI111-REC2-049 j g A3
2026
*iZ 3 p 2 0 10 APR 2026
(EEIEIEY R s |
*REREY LA T ALXN2220
2. CMUHI113-REC2-016 EH I ) )
*E rMFLYPREF I3 E 122 10p 2 114# 067 09 F
(SR s
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pn|  rgen | JE FAR B

ok E LA 0 ALXN2220

% pHAFLWRF 1142067 10p I 114& 127 09 p
(=% 2 (AT 2 ]

ok E LA 0 ALXN2220

*F 2MAFLHE 114 # 127 10p E 115# 067 09 P

[z#px 2P2)

3. | CMUH109-REC2-175 LR | *32%F45 4L 1 Venetoclax
g PMFLDF CII4E 1LY 29p 32 115057 28 ¢
[##]
. *p % ¢ SUSAR Line Listing
4, CMUH109-REC2-039 ¥iziy
WERRE

2025 # 09 7 28 p % 2026 # 03 * 27 p

[ =% 2142 ]
5. | CMUHI110-REC2-210 1AW | *FE%EP LA Trastuzumab Deruxtecan (DS-8201a, T-DXd)
*E PMFLHEF CI4E 122 09p 3 11572 06% 08 p

(2= 2144 ]

*3E% # ¥ ¢4 Durvalumab (MEDI4736)

*E PR LHF I3 E£057 01 p 2 113#£ 107 31 p
[z %2482 ]

*3E% % ¢4 Durvalumab (MEDI4736)

*E M FLHPF I3 &A1 01p 3 1142040 3008
[z %2482 ]

*3E% % ¢4 Durvalumab (MEDI4736)

*E PR LDPEF 1142057 01 p 2 114# 107 31 p
[z %2482 ]

*3E% % ¢4 Durvalumab (MEDI4736)
*ErMFLHPF I4E 11201 p 3 11520407 300

6. | CMUHI112-REC2-096 &N

[ % >pH4p2]
7. | CMUH112-REC2-124 WIEF | *#FmES L Atezolizumab
*g MMHRLHF 2025 11 % 18p X 2026 # 5% 17 P

[z % 2P4#2]
8. CMUH112-REC2-150 Az | *HE%REF T MK-0616
*E PMAFLHF 12025 & 122 06 3 2026 # 06 05 P

[ 2i24p4 ]
9. | CMUHI114-REC2-182 I giE | *E%RE S L Rilvegostomig (AZD2936)
*E rMFLHEF CI4E01 2 06p 3 114#07 % 05p
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[z % 242472 ]

*RE% & L Rilvegostomig (AZD2936)

*E rMAFLDPF N4 E072 06 % 115& 012 059
[z % 242472 ]

*i8% ¥ 4 AL Tremelimumab (MEDI1123)

*E PMFLYPF III4E04221p 3 114#10% 20 P
[z % 242472 ]

*i8% ¥ 4 AL Tremelimumab (MEDI1123)

*E rMFLPE I14E107 21p 3 115& 047 30

[k %FL 3 28]
10. | CMUH108-REC2-059 TAEH | WA R AF L F 2 4F & ¢ 15-JUN-2026 ~ 22-AUG-2024
Tohk AL ¢ 2 R 0 15-JUN-2026 ~ 22-AUG-2024

[#]

RN S %L*%ﬁ‘ W2 E%3H &3 Protocol
Clarification Letter » $ ¥t %4 2 ¥ B 5% 2 4L+ (Best
Corrected Visual Acuity, BCVA) = & ;4% B4 L P - FIIR
FrE 3 iﬁf’i BCVA #5230 3R A 325% Y O 7 iy &2
PHECIRFARBRVREL R LREFLFHERAS L (I
ETDRS -~ Snellen & # i S2%%F 2 44 & ) &7 BCVA =& »
j%%k—ﬁﬁﬁﬁﬁﬁwﬁ@gﬁﬁﬁ%—ﬁimJ%ﬁ
A S RREER s Sk VR BPIEER S ¥ @ % 25 ETDRS 4R 4
FoorE RS BT Sk ik N4 E 5 ETDRS %3
Ao TTETER Y 2 R 2 MR L RREE T -
REBT g Ak b p 5 F P 2026/06/16 42
AR BEMRP O BRVELTB LRI RAPM RS RE L
FHME AMFTGERALA €T AT o

S

11. | CMUH114-REC2-228 kR F

[z 2P ]
12. | CMUH110-REC2-073 1AW | *FE%EP 4L Trastuzumab Deruxtecan (DS-8201a)
*E PMHFLHT N4 E12209p % 1152 06% 08 p

[z % >pH4p2]
13. | CMUH113-REC2-167 FLR | *RE%KEH 4L Venetoclax
i
*E PMHFLHF 14 #1172 29p 2 115# 057 28¢p

[z % 2P42]
14. | CMUH113-REC2-064 FAL | %Rk S L4 0 ALXNI210
*E AMFLHF IS EO0 Y 0L p 2 11506 300P

[z % 242 ]

SIS

15. | CMUH114-REC2-111 ¥ m
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B E * § S ;Qﬁ FEP G
*R5% F P AL 1 Volrustomig (MEDI5752)
*E rMAFLDF N4 E102 11 p X 115&F04 72 10 P
[$%+ %L 4 4]
16. | CMUH108-REC2-060 LAY | TRk kAL B & 05-JUN-2026
TRk iR AEE ¢ 2 HE L 1 05-JUN-2026
[DSMB i34 i &)
17. | CMUH113-REC2-152 B o | Rk p g 12025 & 11 % 25 p
DSMB Recommendations (25-Nov-2025) [25-Nov-2025]
[ 2142 ]
*# 5% F 4 ¢ Durvalumab (MEDI4736)
*E DMAFLDEF 114 E 112 01 p 3 115&#04 7% 300P
[ 2142 ]
*H5% F 4 ¢4 Olaparib (AZD2281)
18. | CMUH112-REC2-165 ER-X , )
X rMFLYPEF I4E127 16p 3 11582067 15
[ 2141 ]
*3#5% % ¢ : Datopotamab deruxtecan (Dato-DXd; DS-
1062a)
*E PMFLDF N4 #1272 27p 2 115&2 067 2601
[z#= 2142 ]
*R5% E P AL Tirzepatide
*E DMAFA B 12024 & 11 2 14p X 2025&F 057 13 p
*5 A p g - Tirzepatide LY3298176 Blinded Investigator Line
Listing 14Nov2024 to 13May2025 Approval Date 27Jun2025
*E MMAFL B 12025805 14p 3 2025& 11 % 13 p
19. | CMUH113-REC2-142 M3 | MR A p ) Tirzepatide LY3298176 Blinded Investigator Line
Listing_14 May 2025 to 13 Novmber 2025 Approval Date 09 Jan
2026
*E DMAFA B 12025 & 11 2 14p X 2026 £ 05% 13 p
*5 A p g - Tirzepatide LY3298176 Blinded Investigator Line
Listing_14 Novmber 2025 to 13 May 2026 _Approval Date 06 Jul
2026
[z#= 2142 ]
20. | CMUH114-REC2-208 LI | EmES LA V940
*E MMAFLERF 12025 & 127 09 p 3 2026 & 06 % 08 p
(k] F LA -

115 % 08 * 26 p
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