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CMUH110- 202209144 |follow up
21. REC3-184 | 2022/9/6 70(1) ) ERDAFITINIB SUDDEN DEATH 1 A
2,3,
7:Imp
CMUH107- 2022A2963 .. Blinded for . ortant
22. REC3-103 2022/8/22 14 Initial Investigator Thrombocytopenia Medi A
cal
Event
2,3,
7:Imp
CMUH107- 2022A2963 |follow up| Blinded for . ortant
23. REC3-103 2022/8/22 34 1 Investigator Thrombocytopenia Medi A
cal
Event
CMUH108- Follow LIFE THREATENING
24. | REC3-034 | 2022/8/16 | 3163624 wp 1 RO7082859 NEUTROPENIA 2 A
CMUH108- Follow LIFE THREATENING
25. | REC3-034 | 2022/9/6 | 3163624 up 2 RO7082859 NEUTROPENIA 2 A
FATAL DYSPNEA
26. CRl\ég?llg? 2022/8/27 | 3171057 FOH?W RO5541267 | (Downgraded), FATAL | 1,3 | A
up PNEUMONIA
FATAL DYSPNEA
27. C}{l\ég?llg? 2022/8/27 | 3171057 FOH?W RO7092284 | (Downgraded), FATAL | 1,3 | A
up PNEUMONIA
CMUH109- . FATAL FEBRILE
28. | REC3.131 | 2022/9/7 | 3185963 | Initial | RO7444835 NEUTROPENIA L3 A
29, [ CMUHLO91 50000413 | 3077670 | FOUOW | ROss41267 | FATAL PNEUMONITIS | 1,3 | A
REC3-131 up 1
30. | CMUHLO-1 5000413 | 3077670 | FOUOY | RO7092284 | FATAL PNEUMONITIS | 1,3 | A
REC3-131 up 1
1. ANOREXIA (Decreased | 2, 3,
appetite) 7:Imp
31 | CMUHI09- | 000 [2020SE839 [follow up %ﬂgggﬁfﬁ 2.STROKE (ISCHEMIC) [ortant|
" | REC3-048 72 4 N (Ischaemic stroke) medic
3.ASYSTOLE (Cardiac al
arrest) event
111 & 11 % 17 p $28F 0 £ 36F
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1.STROKE (ISCHEMIC) | 2, 3,
(Ischaemic stroke) 7:Imp
32 CMUH109- 2020/6/21 2020SE839 [follow up %ﬂ?gggf\:ﬁ/ 2.ANOREXIA (Decreased |ortant A
" | REC3-048 72 5 N appetite) medic
3.ASYSTOLE (Cardiac al
arrest) event
1.STROKE (ISCHEMIC) | 2, 3,
(Ischaemic stroke) 7:Imp
33 CMUH109- 2020/6/21 2020SE839 |follow up Ocilf\fggggilg/ 2.ANOREXIA (Decreased |ortant A
" | REC3-048 72 6 N appetite) medic
3.ASYSTOLE (Cardiac al
arrest) event
CMUH109- 2022A2838 . Blinded for .
34. REC3-104 | 2022/8/10 3 Initial Investigator Hypokalaemia 2 A
CMUH109- 2022A2862 . Blinded for o .
35. REC3-104 2022/8/11 36 Initial Investigator Myocardial infarction 2 A
CMUH109- 2022A0606 |follow up| Blinded for .
36. REC3-104 2022/1/26 54 5 Investigator DIARRHEA (Diarrhoea) | 2,3 | A
CMUH109- 2022A2927 . Blinded for .
37. REC3-104 | 2022/8/14 o1 Initial Investigator Hypokalaemia 2,4 A
CMUH109- 2022A2838|follow up| Blinded for .
38. REC3-104 2022/8/10 23 | Investigator Hypokalaemia 2 A
CMUH109- 2022A2927 |follow up| Blinded for .
39. REC3-104 2022/8/14 1 | Investigator Hypokalaemia 2,41 A
CMUH109- 2022A3421 . Blinded for ERYTHRODER.MA
40. 2022/10/6 Initial . (Dermatitis exfoliative 2,3 A
REC3-104 47 Investigator .
generalised)
CMUH109- 2022A2862 [follow up| Blinded for UNSTABLE ANGINA
41. REC3-104 2022/8/11 86 1 Investigator (Angina unstable) 2 A
CMUH109- 2022A3421 [follow up|  Blinded for | Y THRODERMA
42. 2022/10/6 ; (Dermatitis exfoliative | 2,3 | A
REC3-104 47 1 Investigator .
generalised)
202203066
43, | CMUHL0 | 5000 nn7 | 173 [PHOW Ul Niraparib .LHEART FAILURE | 23 | A
REC3-145 = 3
Blinded
202205246
44, | SMUHI09- |5 0001506 73 3 |PlOWUP|  \inarib | 1.HEMATOMA - SCALP | 23 | A
REC3-145 - 3
Blinded
202205246
45, [ SMUHL09- |5 000506 73 4 |PIOWUP|  Nianarib | 1.HEMATOMA - SCALP | 23 | A
REC3-145 ) 4
Blinded
202209422
CMUH109- 49 0 L . .
46. REC3-145 2022/8/29 Blinded initial Niraparib 1.HYPOKALEMIA 23 A
(EU)
202209422
CMUH109- 49 1 follow up . .
47. REC3-145 2022/8/29 Blinded | Niraparib 1.HYPOKALEMIA 23 A
(EV)
202209422
48, | MUHL09- | 05518129 |49 3 Blind [P1O% "P|  Niraparib 1.HYPOKALEMIA 23| A
REC3-145 3
ed (EU)
202209422
49, | CMUHL09- | 055 /8129 |49 5 Blind [P1% "P|  Niraparib .LHYPOKALEMIA 23| A
REC3-145 5
ed (EU)
111 # 11 % 17 p $29F > 236 F
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50. C];l\ég?_ 1162- 2021/10/1 BI\I/IOS7-(2)8§1- follow up TINIB; perforated diverticulitis | 2.3 A
APREMILAST
1.LUNG
EMBOLISM(Pulmonary
embolism)
CMUH107- 2021A7250 (follow up| DURVALUMA 2.PULMONARY
5L REC3-004 202119/ 47 3 B EMBOLISM RIGHT AND 231 A
LEFT ARTERY
(Pulmonary embolism)
3.Haematoma
1.LUNG
CMUH107- 2021A7250|follow up| DURVALUMA | EMBOLISM(Pulmonary
52. 2021/9/9 embolism) 2,3 A
REC3-004 47 4 B > HEMATOMA
(Haematoma)
CMUH107- 2022A2694 |follow up| Blinded for .
53. REC3-175 2022/7126 19 1 Investigator Sepsis 231 A
1,2,
4,
CMUH107- 202243129 Blinded for 7mp
54. 2022/9/1 Initial eclo Portal vein thrombosis [ortant[ A
REC3-175 49 Investigator Medi
cal
Event
1,2,
45
CMUH107- 202243129 |follow up|  Blinded for 7:Imp
55. 2022/9/1 P . Portal vein thrombosis [ortant| A
REC3-175 49 1 Investigator Medi
cal
Event
CMUH107- 2022A2694 |follow up| Blinded for . 2,3,
56. REC3-175 202217126 19 3 Investigator Sepsis 4 A
#3) Febrile Neutropenia
CISPLATIN [Febrile neutropenia]
anemia [Anaemia]
(79((ézissil:tjir11))Y) Oral mucositis G3
Ini g)c tion [Stomatitis]
57 CMUH110- 2022/5/13 2206ITA00 |Followup #J4) 5. platelet count decreased 23 A
" | REC3-102 2759 12 FLUOROURAC [Platelet count decreased] ’
1L (7902 Lung Infection
) [Pneumonia]
STUDY) (.5 Lung Infection
Fluorouracil) [Pneumonial
Injection lung infection [Pneumonia]
111 # 11 * 17 p ¥30F £ 367
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#3)
OXALIPLATIN
(7902 STUDY)
(oxaliplatin)
) Injection Respiratory infection
58. CRI\EHCJ?_ 1102 2022/10/2 22(1)?13112(}0 Initial #4 ) 5- [Respiratory tract 13 A
FLUOROURAC infection]
IL (7902
STUDY) (5-
Fluorouracil)
Injection
ACP-
CMUH106- 2020SF015| Follow 196/Placebo, .
59. REC3-039 2020/7/30 63 Up3 | Bendamustine, COVID-19 Pneumonia | 1,3 | A
Rituximab
ACP-
CMUH106- 2020SF737| Follow | 196/Placebo, . 1,2,
60. REC3-039 2020/12/22 7 Up5 | Bendamustine, COVID-19 Infection 3 A
Rituximab
ACP-
CMUH106- 2021A8212| Follow | 196/Placebo, Agranulocytosis with
61. | REC3-039 | 2021/12/16 17775, Up4 | Bendamustine, Infection L3 A
Rituximab
ACP-
CMUH106- 2022A2044| Follow 196/Placebo, | Pneumonia/ The cause of
62. REC3-039 2022513 51 Upl Bendamustine, Death was Pneumonia ! A
Rituximab
ACP-
CMUH106- 2022A2044| Follow | 196/Placebo, . .
63. REC3-039 2022/5/3 51 Up2 | Bendamustine, Congestive Heart Failure | 1 A
Rituximab
ACP-
CMUH106- 2022A2145]| Follow | 196/Placebo, | Multiple Occurrences of
64. | REC3-039 | 2022/6/16 51 Up4 | Bendamustine, | COVIDIO Pneumonia | 2 | A
Rituximab
ACP-
CMUH106- 2022A2145]| Follow | 196/Placebo, | Multiple Occurrences of
65. REC3-039 2022/6/16 51 Up 5 | Bendamustine, COVID19 Pneumonia L3 A
Rituximab
1,7
ACP- (Impo
rtant
CMUH106- 2022A2296| Follow | 196/Placebo, . .
66. REC3-039 2022/5/20 53 Up 1 | Bendamustine, Pleural Effusion l\/ézh A
Rituximab
Event
)
ACP-
CMUH106- 2022A2350| Follow | 196/Placebo, | Worsening of COVID-19
67. REC3-039 2022/6/15 87 Upl Bendamustine, Infection L3 A
Rituximab
ACP-
CMUH106- 2022A2350| Follow | 196/Placebo, | Worsening of COVID-19
68. REC3-039 2022/6/15 87 Up 2 | Bendamustine, Infection L3 A
Rituximab
111 # 11 * 17 p %31F > £ 36F
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69.

CMUH106-
REC3-039

2022/7/2

2022A2554
56

Initial

196/Placebo,
Bendamustine,
Rituximab

Death by SARS-COV2

70.

CMUH106-
REC3-039

2022/6/24

2022A2554
56

Follow
Upl

ACP-
196/Placebo,
Bendamustine,
Rituximab

SARS-COV2

71.

CMUH106-
REC3-039

2022/6/24

2022A2554
56

Follow
Up2

ACP-
196/Placebo,
Bendamustine,
Rituximab

SARS-COV2

72.

CMUH106-
REC3-039

2022/7/16

2022A2590
52

Initial

ACP-
196/Placebo,
Bendamustine,
Rituximab

Itchy Rash

73.

CMUH106-
REC3-039

2022/7/16

2022A2590
52

Follow
Up 1

ACP-
196/Placebo,
Bendamustine,
Rituximab

Itchy Rash

74.

CMUH108-
REC3-098

2022/8/19

2208DEUO
08773

Followup
2

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

undefined organ system
failure [Organ failure]

75.

CMUH108-
REC3-098

2022/6/25

2206IRLO0
8721

Followup
16

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

Myasthenia Gravis -
Neurotoxicity [Myasthenia
gravis]

Myositis [Myositis]
Myocarditis [Myocarditis]
Type II Respiratory Failure
[Respiratory failure]

23

76.

CMUH108-
REC3-098

2022/6/25

2206IRLO0
8721

Followup
17

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

Myasthenia Gravis -
Neurotoxicity [Myasthenia
gravis]

Myositis [Myositis]
Myocarditis [Myocarditis]
Type II Respiratory Failure
[Respiratory failure]

23
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77.

CMUH108-
REC3-098

2022/6/25

2206IRLO0
8721

Followup
18

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

Myasthenia Gravis -
Neurotoxicity [Myasthenia
gravis]

Myositis [Myositis]
Myocarditis [Myocarditis]
Type II Respiratory Failure
[Respiratory failure]

23

78.

CMUH108-
REC3-098

2022/6/25

2206IRLO0
8721

Followup
19

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

Myasthenia Gravis -
Neurotoxicity [Myasthenia
gravis]

Myositis [Myositis]
Myocarditis [Myocarditis]
Type II Respiratory Failure
[Respiratory failure]

23

79.

CMUH108-
REC3-098

2022/8/18

2208DEUO
08773

Followup

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

undefined organ system
failure [Organ failure]

80.

CMUH108-
REC3-098

2022/8/18

2208DEUO
08773

Followup
4

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

undefined organ system
failure [Organ failure]
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#1 ) MK-3475
Study (Code not
broken) Myasthenia Gravis -
#2) Neurotoxicity [Myasthenia
ENZALUTAMI grayvis] Y
CMUH108- 2206IRLO0 |Followup| DE (3475 It .
81. REC3-008 | 2022/6/25 8791 20 SOLUTION Myositis [Myositis] | 2.3 | A
FOR Myocarditis .[Myocard.ltls]
porcioN (el e
STUDY) pratory
(enzalutamide)
Capsule
CMUH109- BMS-2022-|follow up FRANCE Peritonitis Febr
82.| REC3-068 | 292257 | 037429 | 15 docetaxel ile neutropenia 2| A
CMUH109- BMS-2022-|follow up France Peritonitis, Febrile
83.| REC3-068 | 292257 | 037429 | 16 docetaxel neutropenia 2| A
CMUH109- BMS-2022-|follow up FRANCE Neutropenia Di
84. REC3-068 | 2022/7/14 |7 ei3ns s docetaxel rthoea 2 A
85 CMUH109- 2022/9/20 BMS-2022- Initial docetaxel AI;CILE;\rI;IIl\] cl?y_slt)ﬁltﬁ:)? ltl 1 A
" | REC3-068 110963
syndrome
CMUH109- BMS-2022- . New Zealand Febrile
86. REC3-068 2022/10/12 120785 Initial docetaxel neutropenia 2 A
United Kingdom Immune-
CMUH109- BMS-2021-|follow up[nivolumab/place mediated
87| REC3-068 | 202124 |To11ss9 | 14 bo myocarditis Hyperbilirubi | | |
naemia Thrombocytopenia
United Kingdom Immune-
CMUH109- BMS-2021-|follow up|nivolumab/place| mediated myocarditis,
88. REC3-068 202172/4 011889 15 bo Hyperbilirubinaemia, ! A
Thrombocytopenia
CMUH109- BMS-2021-|follow up|nivolumab/place| Brazil Guillain-Barre
89. REC3-068 2021/9/23 102039 17 bo syndrome, Septic shock ! A
. UNITED
CMUH109- BMS-2022-|follow up [nivolumab/place .
90. REC3-068 2022/6/13 060687 7 bo STATES_Myocardlal 1 A
infarction
91 CMUH109- 2022/7/13 BMS-2022-|follow up [nivolumab/place ﬁ%gﬁzgisggfss&ﬁgﬁr ) A
" | REC3-068 074729 7 bo - .
dysfunction
CMUH109- BMS-2022-|follow up [nivolumab/place .FRANC].E_Card.l ac
92. 2022/8/2 failure_Atrioventricular 1 A
REC3-068 093115 4 bo
block complete Death
(3R] FaPHE -
+%
¢ e
B g s S FHER G
[z 2444 ]
1. CMUHI110-REC3-223 ¥ xtJ_Ié?J R B LA D LT3001
*E MM ARL R 12021 F 5 26 3 2022 & 5% 25
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2. CMUH110-REC3-163

i8R

(2% 21404 ]

*R% F 5 LA 0 BMS-986165 (Deucravacitinib)

*E pMIRLHEF I109F 097 23 p 3 110F 03 % 22 F
* rMHAELHEF 110# 032 23p 3 110F 097 22 p

3. CMUH110-REC3-017

\;;\
MW

(##]
E
1. #i% 06Dec2021 IDMC i § ¢ # B (data cut-off
date:01NOV2021):
o Based on the review of the provided data the IDMC
recommends: Continue the study according to the protocol
and related amendments
o Comments: While there are no safety concerns at this time,
the IDMC is concerned about the inconsistencies in reporting
of relevant health outcomes at the study site level. As noted in
the blinded SRT safety summary (page 8 of 10), “There were
also inconsistencies in preterm delivery vs preterm birth (<37
weeks GA) cases in mother and infants respectively. The team
noted that some cases were not reported yet in the clinical
database. According to the demographic listing, there should
be 112 preterm birth (<37 weeks of gestational age at birth),
but on table 41-43 there are 86 preterm birth reported in
infants.”
The IDMC would like to understand how the GSK Study
Team is accounting for outcomes like preterm birth that is
documented by the infant demographic data but then NOT
reported as an Adverse Event of Special Interest (AESI). In
addition, the IDMC would like to meet with the unblinded
statistician to discuss additional ways to consider looking at
the data in a different manner when such discrepancies occur,
similar to what the IDMC requested for birthweight by
gestational age calculations and plots to further evaluate
small-for-gestational age (SGA).
2. 1k ¥ 24JAN2022 IDMC Specific Safety question:
thromboembolic events & % ¢ 1& & (data cut-off
date:05JUL2021):
oBased on the review of the provided data, the IDMC: has
NOT identified any safety concern.
3. # % 24JAN2022 IDMC Specific Safety question: preterm
delivery/birth i~ ¥ ¢ # B (data cut-off date:08JUN2021):
oBased on the review of the provided data, the IDMC: has
NOT identified any safety concern.

4. CMUH108-REC3-051

5k VY 3L

[z 2p42]
*EBE S LA T MK-7902
kg pMARL A 1202220 I3pPp % 20287 12p

5. CMUH109-REC3-042

[$%=%5F2H% 4]
* A L N/A
*pdp i 111 & 0872 22

[Ak] FRPHE -
FRREPEFLR0EE)

td - WEERG)

111 & 11 »

17 p 53 F > £36F
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