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[Pneumonia]
PNEUMONITIS
[Pneumonitis] HEALTH
CMUH112- 20240LEM |follow up
8. 2024/5/5 OP-1250 DETERIORATION DUE |1,3,4| A
REC2-186 A000006 10
TO DISEASE
PROGRESSION [General
physical health
deterioration]
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CMUH112-
REC2-186

2024/5/5

20240LEM
A000006

follow up

11

OP-1250

PNEUMONIA
[Pneumonia]

PNEUMONITIS

[Pneumonitis]

HEALTH

DETERIORATION DUE
TO DISEASE
PROGRESSION [General
physical health

deterioration]

1,3,4

10.

CMUH112-
REC2-186

2024/9/26

20240LEM
A000028

follow up

3

OP-1250

Other Serious Criteria:
Medically Significant
COMMUNITY-
ACQUIRED
PNEUMONIA
[Pneumonia]
COMMUNITY-
ACQUIRED
PNEUMONIA
[Pneumonia]
NEUTROPENIA

[Neutropenia]

1,2,3,
7(Me
dicall
y
Signif]

icant)

11.

CMUH112-
REC2-186

2024/9/26

20240LEM

A000028

follow up

4

OP-1250

Other Serious Criteria:
Medically Significant,
AESI
COMMUNITY-
ACQUIRED
PNEUMONIA
[Pneumonia]
COMMUNITY-
ACQUIRED
PNEUMONIA

[Pneumonia]

neutropenia]

Febril Neutropenia [Febrile

1,2,3,
7(Me
dicall
y
Signif]

icant)
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Other Serious Criteria:
Medically Significant
COMMUNITY-
ACQUIRED 1,2,3,
PNEUMONIA 7(Me
CMUH112- 20240LEM (follow up [Pneumonia] dicall
12. 2024/9/26 OP-1250 A
REC2-186 A000028 5 COMMUNITY- y
ACQUIRED Signif]
PNEUMONIA icant)
[Pneumonia]
Febril Neutropenia [Febrile
neutropenia]
LIFE THREATENING
CMUH112- 100001044 [follow up
13. 2024/4/29 RO4876646 MYOCARDIAL 1~2( A
REC2-124 96 4
INFARCTION
LIFE THREATENING
CMUH112- 100001044 [follow up
14. 2024/4/29 RO5541267 MYOCARDIAL 1-2] A
REC2-124 96 4
INFARCTION
LIFE THREATENING
CMUH112- 100001044 [follow up
15. 2024/4/29 RO7092284 MYOCARDIAL 1-2] A
REC2-124 96 4
INFARCTION
LIFE THREATENING
CMUH112- 100001299
16. 2024/11/10 Initial RO4876646 HEPATIC 2 A
REC2-124 60
ENCEPHALOPATHY
LIFE THREATNING
CMUH112- 100001288
17. 2024/11/8 Initial RO4876646 DIGESTIVE TRACT (23] A
REC2-124 18
BLEEDING
CMUH112- 100001314 FATAL CEREBRAL
18. 2024/8/20 Initial RO4876646 1~3[ A
REC2-124 86 HEMORRHAGE
CMUH112- 100001277
19. 2024/11/5 Initial RO4876646 | FATAL LIVER FAILURE | 1 A
REC2-124 02
CMUH112- 100001277
20. 2024/11/5 Initial RO5541267 | FATAL LIVER FAILURE | 1 A
REC2-124 02
CMUH112- 100001277
21. 2024/11/5 Initial RO7092284 | FATAL LIVER FAILURE | 1 A
REC2-124 02
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DEATH FROM
CMUH112- 100001312 MEDICAL ASSISTANCE
22. 2024/6/12 Initial RO7092284 1 A
REC2-124 50 IN DYING
(MAID)
DEATH FROM
CMUH112- 100001312 MEDICAL ASSISTANCE
23. 2024/6/12 Initial RO5541267 1 A
REC2-124 50 IN DYING
(MAID)
DEATH FROM
CMUH112- 100001312 MEDICAL ASSISTANCE
24. 2024/6/12 Initial RO4876646 1 A
REC2-124 50 IN DYING
(MAID)
CMUH112- 100000577 |follow up LIFE THREATNING
25. 2024/8/10 RO4876646 23| A
REC2-124 81 3 RECTAL BLEEDING
LIFE THREATENING
CMUH112- 100001067 |follow up
26. 2024/10/12 RO4876646 |ESOPHAGEAL VARICES|2-3| A
REC2-124 19 2
HEMORRHAGE
CMUH112- 100001491 FATAL PNEUMATOSIS
27. 2024/12/3 Initial RO4876646 1-3] A
REC2-124 80 OF THE COLON
CMUH112- 100000135 |follow up LIFE THREATENING
28. 2024/6/27 RO7092284 23| A
REC2-124 04 2 BRONCHOSPASM
CMUH112- 100000135 |follow up LIFE THREATENING
29. 2024/6/27 RO4876646 23| A
REC2-124 04 2 BRONCHOSPASM
CMUH112- 100000135 |follow up LIFE THREATENING
30. 2024/6/27 RO5541267 23| A
REC2-124 04 2 BRONCHOSPASM
CMUH112- 100000135 |follow up
31. 2024/6/27 RO5541267 HYPERTENSION 23| A
REC2-124 04 b
CMUH112- 100000135 |follow up
32. 2024/6/27 RO4876646 HYPERTENSION 2 3] A
REC2-124 04 2
CMUH112- 100000135 |follow up
33. 2024/6/27 RO7092284 HYPERTENSION 23| A
REC2-124 04 2
CMUH112- 100000223 |follow up FATAL INTERSTITIAL
34. 2024/2/8 RO5541267 13| A
REC2-124 39 3 PNEUMONIA
CMUH112- 100000223 |follow up FATAL INTERSTITIAL
35. 2024/2/8 RO7092284 1-3] A
REC2-124 39 3 PNEUMONIA
114 2 02 % 12 p % 31 F % 36 F
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202402GL ALXN1210 vs |Cytokine release syndrome
CMUHI11-
36. 2024/2/11 | O000699T | Initial | Placebo (Code [Cytokine release 1,34 A
REC2-211
R not broken) syndrome]
202402GL ALXN1210 vs |Cytokine release syndrome
CMUH111-
37. 2024/2/11 [ O000699T 15 Placebo (Code [Cytokine release 1,34 A
REC2-211
R not broken) syndrome]
202410GL ALXN1210 vs | Acute postoperative bleed
CMUH111-
38. 2024/10/14 | O013433U 1 Placebo (Code | of the LIMA graft [Post 2 A
REC2-211
S not broken) procedural haemorrhage]
202410GL ALXNI1210 vs | Acute postoperative bleed
CMUH111-
39. REC211 2024/10/14 | 0013433U | Initial | Placebo (Code | of the LIMA graft [Post | 2 A
S not broken) procedural haemorrhage]
202411GL ALXN1210 vs | Bleeding after CPB [Post
CMUHI11-
40. 2024/11/13 [ O011185D 1 Placebo (Code procedural 2 A
REC2-211
E not broken) haemorrhage]
202411GL ALXN1210 vs | Bleeding after CPB [Post
CMUHI11-
4]. 2024/11/13 [ O011185D | Initial | Placebo (Code procedural 2 A
REC2-211
E not broken) haemorrhage]
202411GL ALXNI1210 vs
CMUH111- Thrombocytopenia
42. 2024/11/18 [ O019978B 2 Placebo (Code 2371 A
REC2-211 [Thrombocytopenia]
R not broken)
202411GL ALXNI210 vs
CMUHI111- Thrombocytopenia
43. 2024/11/18 | 0019978B 1 Placebo (Code 2371 A
REC2-211 [Thrombocytopenial]
R not broken)
202411GL ALXNI210 vs
CMUHI111- Thrombocytopenia
44, 2024/11/18 [ O019978B | Initial | Placebo (Code 2371 A
REC2-211 [Thrombocytopenia]
R not broken)
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Multi organ failure
[Multiple organ
dysfunction
syndrome]
Ischemic Right MCA
202412GL ALXNI1210 vs
CMUHI111- Cerebral Vascular Accident
45, 2024/12/12 | 0012251U | Initial | Placebo (Code 1,23 A
REC2-211 [Middle cerebral artery
S not broken)
stroke]
Right common femoral
artery arteriovenous
fistula [Arteriovenous
fistula)]
#1)
LENVATINIB
CMUH108- 2501CHNO MESYLATE | Death of unknown cause
46. 2025/1/5 INITIAL 1 A
REC2-169 01594 (lenvatinib [Death]
mesylate)
Capsule
#1)
LENVATINIB
CMUH108- 2501CHNO| FOLLO | MESYLATE Septic shock [Septic
47. 2025/1/5 1 A
REC2-169 01594 WUP: 1 (lenvatinib shock]
mesylate)
Capsule
BLINDED
202409GL DURVALUMA
CMUH112- follow up
48. 2024/9/13 | 0002304T B/ Pneumonitis [Pneumonitis]| 1,3 | A
REC2-096 2
W DURVALUMA
B
BLINDED
202409GL DURVALUMA
CMUH112- follow up
49, 2024/9/13 | 0002304T B/ Pneumonitis [Pneumonitis]| 1,3 | A
REC2-096 3
w DURVALUMA
B
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DIFFICULTIES
BREATHING/SHORT OF
BLINDED BREATH INDUCED BY
CMUH112- 2024A1008
50. 2024/4/16 Initial | DURVALUMA | ACUTE INTERSTITIAL | 1,3 | A
REC2-096 56
B LUNG DISEASE UNDER
IMMUNOTHERAP
[Interstitial lung disease]
BLINDED
DURVALUMA
CMUH112- 202501GL
51. 2025/1/13 Initial B/ DEATH [Death] 1 A
REC2-096 OO011156FR
DURVALUMA
B
BLINDED
DURVALUMA
CMUH112- 202501GL |follow up
52. 2025/1/13 B/ DEATH [Death] 1 A
REC2-096 OO011156FR 1
DURVALUMA
B
Immune checkpoint
202412GL BLINDED
CMUH112- inhibitor related 1,2,
53. 2024/12/9 [0O008217K | Initial | DURVALUMA A
REC2-096 pneumonitis 3
R B
[Pneumonitis]
Immune checkpoint
202412GL BLINDED
CMUHI112- follow up inhibitor related 1,2,
54. 2024/12/9 | 0008217K DURVALUMA A
REC2-096 1 pneumonitis 3
R B
[Pneumonitis]
CMUH109- follow up
55. 2021/11/4 | 3528776 RO7223188 |CARDIAC TAMPONADE(2~3| A
REC2-179 1
CMUH109- follow up
56. 2021/11/4 | 3528776 RO7092284 [CARDIAC TAMPONADE|2~3| A
REC2-179 1
CMUH109- follow up
57. 2021/11/4 | 3528776 RO5541267 |CARDIAC TAMPONADE|2~3| A
REC2-179 1
CMUH109- follow up LIFE THREATENING
58. 2023/1/10 | 3262871 RO7223188 231 A
REC2-179 2 HYPERGLYCEMIA
CMUH109- follow up LIFE THREATENING
59. 2023/1/10 | 3262871 RO5541267 231 A
REC2-179 2 HYPERGLYCEMIA
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CMUH109-
REC2-179

2023/1/10 | 3262871

follow up

LIFE THREATENING
HYPERGLYCEMIA

5 RO7092284
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B > § Sk

FEPNF

CMUH108-REC2-059

[ % 242472 ]
R B LA MK-7339
X RPARL 2024 #6160 1

2024 &

127 15 p

CMUH112-REC2-096

(GEIEIEYEE R
*R5% ¥4 ¢4 Durvalumab (MEDI4736)
R dMFELHEF L& 0L 13

(GEIEIEYEE R
*R% ¥ ¥ ¢4 Durvalumab (MEDI4736)
* PMAGFLHEF L& 07 13 P

(GEIEIEYEE R
*R5% ¥ ¥ ¢4 Durvalumab (MEDI4736)
*E MM LHFI112E01 7 13 P

(GEIEIEYEE R
*R5% ¥ J ¢4 Durvalumab (MEDI4736)
*E AL FI112E057 01 p

(GEIEIEYEE R
*R5% ¥ J ¢4 Durvalumab (MEDI4736)
*E AL EF L2117 01 p
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CMUH108-REC2-171

(#5525 4]
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CMUH112-REC2-150 48
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2024 & 12 *

CMUH112-REC2-202 v LR
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- SUSAR Report

N

ABP 206 6-Monthly SUSAR Report

01Jan2023 to
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-ABP206_6-Monthly SUSAR Report_01Jul2023 to 31Dec2023
-ABP 206 _6-Monthly SUSAR Report 01Jan2024 to 30Jun2024
[ < 24 ]
6. | CMUHI112-REC2-195 F AT | *RHBES LA V40
*E XMAFA G 2024 E 60 9P I 2024 #1270 8P
[##]
7 CMUH106.REC2-158 g1 i 4F A £ Investigator's Brochure
*iE A 1 16.0
*pE 12024 & 120 11 p
(GEIEIEI LD
8. | CMUH109-REC2-191 Fl THAFL G ¢ RSVPreRS vaceine £ ASOLE
* MM AR A HRY 12024 £ 050 01 p 3 2024 & 10 * 30
p
(2% 2fdr4 ]
9. | CMUHI09-REC2-175 gag | R DA Venetoclax

R 2 PAFEL R
p
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