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platelets
#1) MK-7902 Study |decreased
(Code not broken) [Platelet count
#2 ) INDOMETACIN [decreased]
CMUH107 2005USAOQ (Followup |(INDOMETACIN) Blood and
2020/5/18 . ) 2.3 A
-REC1-188 07205 20 Capsule, SO milligram |lymphatic
#3) CANNABIS disorders, other
SATIVA (CANNABIS |(ITP) [Immune
SATIVA) thrombocytopen
ia]
L.hyponatremia
(CTCAE grade
4
1.REGORAFENIB )
[Hyponatraemia
(REGORAFENIB)
2.3.7M
follow up |Film-coated tablet, 30 o )
CMUH109 2021-1965 2.deterioration |edically
2021/8/17 (downgrad |mg A
-REC1-164 30 of general Signific
e) 2NIVOLUMAB
condition ant)
(NIVOLUMAB) {Lot
(CTCAE grade
# 71467002}
3) [General
physical health
deterioration]
L.hyponatremia
(CTCAE grade
4
1.REGORAFENIB )
[Hyponatraemia
(REGORAFENIB)
2.3.7M
follow up |Film-coated tablet, 30 o )
CMUH109 2021-1965 2.deterioration |edically
2021/8/17 (downgrad |mg A
-REC1-164 30 of general Signific
e) 2NIVOLUMAB
condition ant)
(NIVOLUMAB) {Lot
(CTCAE grade
# 71467002}
3) [General
physical health
deterioration]
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Acute
myocardial
infarction
CMUHL110 2203CHNO [Acute
4. 2022/3/16 Followup 7[#1 ) MK-7902 2.3 A
-REC1-045 07506 myocardial
infarction]
Hepatic
encephalopathy
Worsening
platelet count
CMUHL110 2207CHNO
5. 2022/7/26 Initial #1) MK-7902 decreased 2 A
-REC1-045 08532
[Platelet count
decreased]
Worsening
platelet count
CMUHLI10 2207CHNO
6. 2022/7/26 Followup 1[#1 ) MK-7902 decreased 2 A
-REC1-045 08532
[Platelet count
decreased]
LIFE
CMUH109 Follow up THREATENIN
7. 2022/6/27 13129193 RO7283420 ,2,3 (A
-REC1-123 G SPLENIC
INFARCTION
CMUH109 21P-013-3 |Follow up Multiorgan
8. 2021/3/8 venetoclax; azacitidine | 1,2,3 |A
-REC1-107 807404-00 (14 failure, Death
Cardiac
CMUH109 21P-028-4 |Follow up o )
9. 2021/11/26 venetoclax; azacitidine |arrhythmia, 1 A
-REC1-107 180131-00 (5
Death
CMUH109 21P-035-4 |Follow up
10. 2021/7/27 venetoclax; azacitidine [Lung infection (2, 3 A
-RECI1-107 016467-00 (27
CMUHI109 21P-035-4 [Follow up ... |Gastrointestinal
11. 2021/11/14 venetoclax; azacitidine | ] 2 A
-RECI1-107 169473-00 (12 infection
CMUH109 21P-062-3 |Follow up ~_ |Septicshock,
12. 2021/7/7 venetoclax; azacitidine 1,2,3 (A
-RECI1-107 983314-00 (20 Death
111 = 09 14 p % 28 F ¥ 427
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CMUH109 21P-087-3 |Follow up
13. 2021/4/14 venetoclax; azacitidine |Pneumonia 2,3 A
-REC1-107 861884-00 |31
CMUHI109 21P-129-4 |Follow up
14. 2021/9/4 venetoclax; azacitidine [Sepsis, Death [1,2,3 |A
-REC1-107 070228-00 |7
CMUH109 21P-129-4 |Follow up Pneumonia
15. 2021/9/29 venetoclax; azacitidine 2,37 |A
-REC1-107 102100-00 (9 fungal
CMUHI109 21P-161-4 |Follow up
16. 2021/7/26 venetoclax; azacitidine [Anemia 2,3 A
-REC1-107 014465-00 (8
CMUH109 21P-161-4 |Follow up Pneumonia,
17. 2021/8/10 venetoclax; azacitidine 1,3 A
-REC1-107 038996-00 (11 Death
CMUH109 21P-161-4 |Follow up __ |Sepsis,
18. 2021/9/27 venetoclax; azacitidine 2,3 A
-REC1-107 099341-00 (25 Pneumonia
CMUH109 21P-161-4 |Follow up Cardiac arrest,
19. 2021/12/9 venetoclax; azacitidine 1,23,7 |A
-REC1-107 194866-00 |9 Death
CMUH109 21P-161-4 [Follow up . |Neutropenic
20. 2021/12/19 venetoclax; azacitidine 2,3 A
-REC1-107 205796-00 (5 sepsis
CMUH109 21P-163-3 |Follow up Myelodysplasia,
21. 2020/12/31 venetoclax; azacitidine 1 A
-REC1-107 725640-00 (9 Death
CMUH109 21P-167-4 |Follow up ) Haemorrhage
22. 2021/8/28 venetoclax; azacitidine 1,2 A
-REC1-107 061846-00 (8 brain, Death
Intracranial
CMUH109 21P-217-4 |Follow up
23. 2021/8/3 venetoclax; azacitidine [hemorrhage, 1,2,3 (A
-REC1-107 025419-00 (17
Death
CMUH109 21P-251-4 |Follow up Febrile
24. 2021/11/20 venetoclax; azacitidine 2,3 A
-RECI1-107 178442-00 (3 neutropenia
CMUHI109 22P-008-4 |Follow up o
25. 2022/1/3 venetoclax; azacitidine {COVID-19 2,3 A
-REC1-107 223854-00 (6
2022/3/?7?
CMUH109 22P-008-4 |Follow up
26. (onset venetoclax; azacitidine [Septic shock 2,3 A
-REC1-107 311272-00 (3
unknown)
CMUH109 22P-009-4 |Follow up o )
27. 2022/3/31 venetoclax; azacitidine [Sepsis, Death [1,2,3 (A
-REC1-107 342739-00 (3
111 % 09 ® 14 p % 297 ¥ 42F
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Fever,
CMUH109 22P-035-4 |Follow up
28. 2022/1/13 venetoclax; azacitidine [Cardiopulmonar|1, 2 A
-REC1-107 236213-00 (12
y arrest, Death
CMUH109 22P-035-4 |Follow up o )
29. 2022/2/24 venetoclax; azacitidine |Infection, Death|1, 3 A
-REC1-107 299572-00 |8
Anal & lung
CMUH109 22P-035-4 |Follow up
30. 2022/3/15 venetoclax; azacitidine [infection, 2,3,7 |A
-REC1-107 318964-00 (7 )
Hypokalemia
CMUH109 22P-035-4 |Follow up Platelet count
31. 2022/3/19 venetoclax; azacitidine 2,3 A
-REC1-107 324477-00 (4 decreased
Pneumonia,
CMUH109 22P-035-4 |Follow up
32. 2022/3/26 venetoclax; azacitidine [Respiratory 2 A
-REC1-107 336945-00 (5
failure
CMUH109 22P-035-4 |Follow up
33. 2022/4/7 venetoclax; azacitidine [Anemia 2,3 A
-REC1-107 361813-00 |6
CMUH109 22P-035-4 |Follow up Platelet count
34, 2022/4/17 venetoclax; azacitidine 2,3 A
-REC1-107 363996-00 |3 low
CMUH109 22P-035-4 |Follow up
35. 2022/5/15 venetoclax; azacitidine [Anemia 2 A
-REC1-107 398325-00 (2
CMUH109 22P-056-4 |Follow up o )
36. 2022/3/24 venetoclax; azacitidine [Sepsis 2,3 A
-REC1-107 336918-00 (2
CMUH109 22P-082-4 [Follow up ... |Myocardial
37. 2022/5/25 venetoclax; azacitidine 2,3,4 |A
-REC1-107 412119-00 |1 infarction
CMUH109 22P-163-4 |Follow up Clostridium
38. 2022/2/7 venetoclax; azacitidine . 1,2,3 |A
-REC1-107 270122-00 (6 bacteremia
Diverticular
CMUH109 22P-163-4 |Follow up o )
39. 2022/4/1 venetoclax; azacitidine [perforation, 1,3 A
-REC1-107 344491-00 (3
Death
Staphylococcal
CMUH109 22P-161-4 |Follow up o ) )
40. 2022/1/23 venetoclax; azacitidine [sepsis, Febrile |2, 3 A
-REC1-107 247603-00 (21 )
neutropenia
111 % 09 ® 14 p % 30 7 0¥ 42F
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202110143 THROMBOSIS
CMUHI108 ) )
41. 2021/9/30 |80 _4 Blin |follow up 4|apalutamide 2.PULMONAR |23 A
-RECI1-030
ded Y EMBOLISM
3.LYMPHOCEL
E
#1 ) MK-7902
(lenvatinib mesylate) ) )
small intestinal
Capsule )
CMUH108 2110CHNO (Followup perforation
42. 2021/10/13 #2) ) 123 A
-REC1-059 04631 16 [Small intestinal
PEMBROLIZUMAB
perforation]
(pembrolizumab)
Solution for injection
#1) MK-7902
(lenvatinib mesylate)
myocardial
Capsule
CMUHI108 2204POLO |Followup infarction
43. 2022/4/20 #2) 2.3 A
-REC1-059 08318 11 [Myocardial
PEMBROLIZUMAB | )
) infarction]
(pembrolizumab)
Solution forinjection
#1) MK-7902
(lenvatinib mesylate) .
myocardial
Capsule
CMUH108 2204POLO (Followup infarction
44, 2022/4/20 #2) ) 2.3 A
-RECI1-059 08318 12 [Myocardial
PEMBROLIZUMAB
) infarction]
(pembrolizumab)
Solution for injection
1.ISCHEMIC
INJ-56021927/PLACE
201904005 STROKE
CMUH104 followup |BO
45, 2019/3/28 |67 _16 2.POST 234 |A
-RECI-116 16 BICALUTAMIDE/PL
Blinded STROKE
ACEBO
EPILEPSY
111 % 09 * 14 p % 31 F »x 2F
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LIFE
THREATENIN
CMUHL110
46. 2022/6/24 13126098  |Initial RO5304020 G PLATELET A
-REC1-060
COUNT
DECREASED
LIFE
THREATENIN
CMUH110 Follow up
47. 2022/6/24 13126098 RO5304020 G PLATELET A
-REC1-060 1
COUNT
DECREASED
Other Serious
Criteria:
Medically
#1) Significant
TALAZOPARIB;PLAC|acute myeloid
CMUHI102 202101401 [Follow-up |EBO (Code not broken)|leukemia
48. 2021/10/6 A
-REC1-068 949 3 #2 ) Enzalutamide [Second primary
(ENZALUTAMIDE) |malignancy]
Capsule acute myeloid
leukemia [Acute
myeloid
leukemia]
#1)
ENZALUTAMIDE;PL
ACEBO (Codenot death dueto
CMUHI102 202200332 |Follow-up [broken) unknown cause
49. 2022/1/29 ] A
-REC1-068 900 4 #2 ) *Leuprorelin [Unknown cause
Acetate of death]
(LEUPRORELIN
ACETATE) Unknown
111 = 09 14 p ¥ R F ¥ 27
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#1) PF-06821497
death of
(PF-06821497) Tablet
CMUH102 PvV202200 | ) unknown cause
50. 2022/5/30 Initial #2 ) Enzalutamide 1 A
-REC1-068 019992 [Unknown cause
(ENZALUTAMIDE)
of death]
Capsule
#1 ) PF-06821497
death of
(PF-06821497) Tablet
CMUH102 PV202200 |Follow-up ] unknown cause
51. 2022/5/30 #2 ) Enzalutamide 1 A
-REC1-068 019992 1 [Unknown cause
(ENZALUTAMIDE)
of death]
Capsule
Hepatobiliary
disorders - other
#1) MK-3475 B
] [Hepatobiliary
(pembrolizumab)
disease]
Solution forinjection ) )
Gastrointestinal
#2)BCG LIVE (BCG | |
CMUHI110 2111GRCO [Followup disorder-other
52. 2021/10/28 live) Powder For 1.3 A
-RECI1-156 01316 17 (Upper
Instillation Fluid
gastrointestinal
#3) ELIQUIS
hemorrhage?)
(APIXABAN) Tablet, 1
[Upper
milligram
gastrointestinal
haemorrhage]
#1) MK-3475
(pembrolizumab) anaphylactic
CMUHL110 2206POLO Solution forinjection [shock
53. 2022/5/31 Followup 7 2 A
-REC1-156 00413 #2)BCG LIVE (BCG |[Anaphylactic
live) Powder For shock]
Instillation Fluid
111 = 09 14 p % 33F »x 42F
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Hepatobiliary
disorders - other
#1) MK-3475 .
[Hepatobiliary
(pembrolizumab) )
disease]
Solution for injection
Gastrointestinal
#2)BCG LIVE (BCG | |
CMUHL110 2111GRCO |Followup | disorder-other
54, 2021/10/28 live) Powder For 1.3 A
-RECI1-156 01316 18 (Upper
Instillation Fluid
gastrointestinal
#3 ) ELIQUIS
hemorrhage?)
(APIXABAN) Tablet, 1
o [Upper
milligram ) )
gastrointestinal
haemorrhage]
Hepatobiliary
disorders - other
(more specific
diagnosis:
#1) MK-3475
. Sclerosing
(pembrolizumab) -
) S cholangitis)
Solution for injection
[Cholangitis
#2)BCG LIVE (BCG )
CMUHL110 2111GRCO |Followup | sclerosing]
55. 2021/10/28 live) Powder For 1.3 A
-RECI1-156 01316 19 o ) Gastrointestinal
Instillation Fluid
disorder-other
#3) ELIQUIS
(Upper
(APIXABAN) Tablet, 1 ) )
gastrointestinal
milligram
hemorrhage?)
[Upper
gastrointestinal
haemorrhage]
#1) MK-3475
(pembrolizumab) anaphylactic
CMUH110 2206POLO Solution forinjection |shock
56. 2022/5/31 Followup 8 12 A
-REC1-156 00413 #2)BCG LIVE (BCG [[Anaphylactic
live) Powder For shock]
Instillation Fluid
111 % 09 * 14 p % 34 F o x 2F
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diabetic
#1) MK-3475 ketoacidosis
(pembrolizumab) [Diabetic
CMUHI110 2111ITAO1 |Followup |Solution forinjection [ketoacidosis]
57. 2021/11/26 2.3 A
-RECI1-156 0270 12 #2)BCG LIVE (BCG |covid-related
live) Powder For pneumonia
Instillation Fluid [COVID-19
pneumonia]
diabetic
#1) MK-3475 ketoacidosis
(pembrolizumab) [Diabetic
CMUHL110 2111ITAO1 |Followup |Solution forinjection [ketoacidosis]
58. 2021/11/26 2.3 A
-RECI1-156 0270 13 #2)BCG LIVE (BCG |covid-related
live) Powder For pneumonia
Instillation Fluid [COVID-19
pneumonia]
diabetic
#1) MK-3475 ketoacidosis
(pembrolizumab) [Diabetic
CMUHLI10 2111ITAO1 |Followup |Solution forinjection [ketoacidosis]
59. 2021/11/26 2.3 A
-RECI1-156 0270 14 #2)BCG LIVE (BCG |covid-related
live) Powder For pneumonia
Instillation Fluid [COVID-19
pneumonia]
111 % 09 * 14 p % 3B F o x 2F
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Hepatobiliary
disorders - other
(more specific
diagnosis:
#1) MK-3475
Sclerosing
(pembrolizumab) N
) L cholangitis)
Solution for injection
[Cholangitis
#2)BCG LIVE (BCG )
CMUHL110 2111GRCO [Followup | sclerosing]
60. 2021/10/28 live) Powder For ) ) 1.3 A
-REC1-156 01316 20 Gastrointestinal
Instillation Fluid
disorder-other
#3 ) ELIQUIS
(Upper
(APIXABAN) Tablet, 1 ) )
o gastrointestinal
milligram
hemorrhage?)
[Upper
gastrointestinal
haemorrhage]
colitis [Colitis ]
small bowel
#1) MK-3475 obstruction
(pembrolizumab) [Small intestinal
CMUHL110 2002CANO Solution forinjection |obstruction]
61. 2020/1/15 Followup 1 ) 123 |A
-RECI1-156 05310 #2)BCG LIVE (BCG |influenza-A
live) Powder For related
Instillation Fluid pneumonia
[Pneumonia
influenzal]
111 % 09 * 14 p % 36 F o x 42F
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Gastrointestinal
Bleed
#1) MK-7902 [Gastrointestinal
(lenvatinib mesylate) |haemorrhage]
CMUHI11 2206GBRO |Followup
62. 2022/6/9 #2) Acute small 1.3 A
-REC1-135 03507 10
PEMBROLIZUMAB [bowel
(pembrolizumab) obstruction
[Small intestinal
obstruction]
Gastrointestinal
Bleed
#1) MK-7902 [Gastrointestinal
(lenvatinib mesylate) |haemorrhage]
CMUHI111 2206GBRO [Followup
63. 2022/6/9 #2) Acute small 1.3 A
-REC1-135 03507 11
PEMBROLIZUMAB |bowel
(pembrolizumab) obstruction
[Small intestinal
obstruction]
Gastrointestinal
Bleed
#1) MK-7902 [Gastrointestinal
(lenvatinib mesylate) |haemorrhage]
CMUHI11 2206GBRO |Followup
64. 2022/6/9 #2) Acute small 1.3 A
-REC1-135 03507 12
PEMBROLIZUMAB [bowel
(pembrolizumab) obstruction
[Small intestinal
obstruction]
111 = 09 14 p % 31T F ¥ 27
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Gastrointestinal
Bleed
#1) MK-7902 [Gastrointestinal
(lenvatinib mesylate) |haemorrhage]
CMUHI11 2206GBRO |Followup
65. 2022/6/9 #2) Acute small 1.3 A
-REC1-135 03507 13
PEMBROLIZUMAB [bowel
(pembrolizumab) obstruction
[Small intestinal
obstruction]
Gastrointestinal
Bleed
#1) MK-7902 [Gastrointestinal
(lenvatinib mesylate) |haemorrhage]
CMUHI11 2206GBRO |Followup
66. 2022/6/9 #2) Acute small 1.3 A
-REC1-135 03507 14
PEMBROLIZUMAB |bowel
(pembrolizumab) obstruction
[Small intestinal
obstruction]
CSL112 vs. Placebo )
CMUH107 202214659 | ] Hypertensive
67. 2022/6/15 Initial (Albumin) (Code not 2,3 A
-RECI-110 7 Crisis
broken)
CSL112 vs.Placebo
CMUH107 202214659 ) Hypertensive
68. 2022/6/15 FU1 (Albumin) (Code not 2,3 A
-RECI-110 7 Crisis
broken)
CSL112 vs.Placebo
CMUHI107 202214659 ) Hypertensive
69. 2022/6/15 FU2 (Albumin) (Code not o 2,3 A
-RECI-110 7 Crisis
broken)
CSL112 vs.Placebo
CMUHI107 202214659 Hypertensive
70. 2022/6/15 FU3 (Albumin) (Code not o 2,3 A
-RECI-110 7 Crisis
broken)
CSL112 vs.Placebo
CMUH107 202214659 ) Hypertensive
71. 2022/6/15 FU4 (Albumin) (Code not 2,3 A
-RECI1-110 7 Crisis
broken)
111 = 09 14 p % 3B F ¥ 27
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CSL112 vs.Placebo
CMUH107 202214659 ) Hypertensive
72. 2022/6/15 FUS5 (Albumin) (Code not 2,3 A
-REC1-110 7 Crisis
broken)
CMUHL110 IN2022120 | Belantamab Mafodotin |Bruising
73. 2022/8/2 Initial 1 A
-REC1-203 753 (GSK2857916) [Contusion]
CMUHI110 IN2022120 [Follow up |Belantamab Mafodotin [Bruising
74. 2022/8/2 1 A
-REC1-203 753 1 (GSK2857916) [Contusion]
abdominal
infection
[Abdominal
infection]
CMUH108 2105CHNO [Followup [#1) MK-3475 Study
75. 2021/5/25 Ileus [Ileus] 2.3 A
-REC1-036 07527 14 (Code not broken)
Blood bilirubin
increased [Blood
bilirubin
increased]
abdominal
infection
[Abdominal
infection]
CMUH108 2105CHNO [Followup [|#1) MK-3475 Study
76. 2021/5/25 lleus [lleus] 2.3 A
-REC1-036 07527 15 (Code not broken) o
Blood bilirubin
increased [Blood
bilirubin
increased]
[AR] FATH -
EZ QR ﬂ ',# }i. [ 1 IE % ﬁ
Ea |
B 5 £ S FEPF
ERE i
[x# % 24472 ]
1. CMUH107-REC1-105 gL R *iE sk ¥ ¥ LA Venetoclax
g pMAFLWEF 2021 F 112 29p % 2022&# 5% 28 ¢
(2]
* ®o
2. CMUHI110-REC1-094 R {P‘ﬁz ]SMC,07 Memo_19Jul2022
*mo% ¢ IMP7068-101_Dear Investigator Letter 14Jun2022
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(Including Guidance for Management of QT Cprolongation)

CMUH106-REC1-093

ERLE S

[ DSMB 43k i s+ )
AR pH 2021 #1200 10P
(/7B pPH 12021127 09p)

CMUH107-REC1-143

3 H

&)

[(EETENENEE T
*F % E $ AL : Dapagliflozin
¥ rMAFLHEF II0E 122 20p 3 111 & 067 19 p

CMUHI110-REC1-088

\é’q\
]
H

[ Six-Monthly SUSAR report ]
*W % E AL : Trastuzumab
*g > AFL YR 1 2021/09/25102022/3/24

CMUHI111-RECI-103

‘-

N
&
3

(EEEENEEED

*iE gk # P LAL ¢ semaglutide-sc

* 2 MAFAPE 2022F 040 01l p 2 2022 & 06 ¢ 30
P

CMUH104-REC1-135

I

[+ %FLH 4]
i AV ()
pH 2022& 72 15F

CMUH107-REC1-026

(L <o)
*1 A& @ Dear Investigator Letter : Dear Investigator

Letter TECENTRIQ® (atezolizumab) : The Identified Risk of
Immune-Mediated Pericardial Disorders associated with the use
of TECENTRIQ (atezolizumab), dated 27-Jul-2022

*p #2022 & 07 % 27

CMUH110-REC1-181

(8% 2142]
*iE 5 B4 L4E 0 ASP-1929 Photoimmunotherapy
g pMIFLHF L0 EO052 01p % 111 & 047 3009

10.

CMUH108-REC1-055

h
|~
)

[z % 2PFE2)
*ikmk ¥ $ 4L REGN1979
*E FMAF LM I220£97 19p F 2021 & 9% 18 p

11.

CMUH109-REC1-107

b
|~
)

(TR
*E % F P LA Venetoclax
g pMIFLHEFOL0E 11 P 29p % 111 & 057 28

12.

CMUH107-REC1-126

|+
f5: 3
&

[z 2142]

*#E 5% # 4 L Pertuzumab

*E PMFLHE 2021 #1277 08 p I 2022 # 06 % 07
p

13.

CMUH107-REC1-058

[z % 2¢32]

*i& 5% ¥ +4§ © Pertuzumab

g PMHFLHE 2021 #1277 08p I 2022 & 06 % 07
2

14.

CMUH110-REC1-126

[(EETEJENEE XD

*E 5% E P L semaglutide-sc

g 2 MAFAHRE 12022F 040 01 p 2 2022 & 06* 30
p

15.

CMUHI11-REC1-019

[z =% 2142 ]

*H % EH LfE 1 MK-7684AVIBOSTOLIMAB/
VIBOSTOLIMAB

*k p MR AHAF 2021 & 11 % 10 p 2 2022 & 05* 09
B

16.

CMUH108-REC1-174

o AR

[EETEELEETD
¥R E LA D ATG019
¥ MM ER AR 020212017 Ol P % 2022 & 087 18
P

1.KCP-9274-901 ATG019-USA-00007 FU6_14Jun2021
2.KCP-9274-901 ATG019-USA_ 00008 Initial 01Aug2021
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3.KCP-9274-901 ATG019-USA-00008 FU1 19Jun2021
4.KCP-9274-901_ ATG019-USA-00009 FU1 25Jan2021
5.KCP-9274-901 ATG019-USA-00009 Initial 14Jan2021
6.KCP-9274-901 ATGO019-CAN-00015_Initial 26Sep2021
7.20220700424 Tnitial 04Aug2022
8.20220700424 FU1 17Aug2022

17.

CMUHI107-REC1-110

BAE

[x# = 2124F2]
*iEsk #  LAL 0 CSL112 or Albumin
*E 2P FLPF 110 #£ 057 27p 2 111 & 057 26 P

18.

CMUHI11-REC1-066

s
|-
3

[ 212 ]
1. Constellation 6 MLL__Safety Statement 28Dec2021 to
27June2022
2.CPI-0610_DSUR 6 15Aug2022_ Final BLINDED
*:2 %% ¥ L4 Pelabresib(CPI-0610)
¥ rMHAFLHEF 110 127 28p % 111 & 06 % 27 P
2 110 #06% 28p % 111 # 06 "% 27

19.

CMUH110-REC1-138

ki
|~
#

[ 8% 2HE2]

*iE %k # ¥ L4 INCMORO00208

*g FMAFAPF 2021 & 107 19p T 2022 & 04 7 18
p

[ DSMB /-3 i 4]

kAR5 pHp 12022 & 03 % 30

[##]

*n % : DEVELOPMENT SAFETY UPDATE REPORT (DSUR)
No. 9

20.

CMUHI110-REC1-147

[z % 214%2]
¥k ¥ L4L 0 AZDA831
¥ 2 MAF LW 10 £ 120 17p 3 111£067 16 B

21.

CMUH107-REC1-189

[T % 2p4F2]

1.SSR_niraparib_Blinded 01Nov2021-30Apr2022

*:2 5 ¥ 4 2 4L 1 GSK3985771/Niraparib

*Z rMEFLHPEF 02117 0l p 2 111 #2047 300pP

22.

CMUH108-REC1-050

L

EETERYEES |
¥ % ¥ 4L TRCI01
¥ 2P ARLHE I E 0L 0l p % 111 & 079 30 B

23.

CMUHI110-REC1-088

[ Executive Summary DSUR]
*H % E AL Trastuzumab
¥ r M AR 2 W R 1 2021/06/29t02022/6/28

24.

CMUH107-REC1-126

[FHF2TRLEE $HhiEo]

¥k 1 IDMC # 3% & : Protocol BO40747 iDMC
Recommendation Form

*p #p 12021 £ 01 2 269

25.

CMUH110-REC1-078

o AR

EETEELEETD
*:E5% LA DS-8201
g PP AHE10E 127 09p % 111 # 067 08P

26.

CMUH110-REC1-177

o A8k

[e# % 2p42]

R EY L ALX148

*E PMEFLHPF N0 E0L Y 19p 3 111 & 07 " 18P
oA poEp:

1) ALX148 Biannual SUSAR Line Listing 19Jan2021 to
18Jul2021
2) ALX148 Biannual SUSAR Line Listing 19Jul2021 to
18Jan2022
3) ALX148 Biannual SUSAR Line Listing 19Jan2022 to
18Jul2022

(k] FRAPH -
111 & 09" 14 p




PRPFAEEHRFRAIRELEEF-FaLR 4
SE- - ERFLIF L RESC R

e REPEFTH (3)
d#d - WREER (%)

R dcg (23 004)

111 # 09 * 14 p $ 42 F ox 427



