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encephalopathy
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encephalopathy]
Malignant neoplasm
progression
[Malignant
neoplasm
progression]
hypoglycemia
[Hypoglycaemia]
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Initial
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physical health
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Gastrointestinal
Bleed
[Gastrointestinal
#1) MK-7902
o haemorrhage]
(lenvatinib
Acute small bowel
CMUH111 2211ESPO |Followup |mesylate) ]
13. 2022/6/9 obstruction [Small 1.3 A
-REC1-135 09818 25 #2)
intestinal
PEMBROLIZUMA ]
. obstruction]
B (pembrolizumab)
Portal Vein
Thrombus [Portal
vein thrombosis]
#1) MK-7902 ANEMIA
(lenvatinib [Anaemia]
CMUH111 2212FRAQ mesylate) acute respiratory
14. 2022/9/20 Followup 3 _ 13 A
-REC1-135 09740 #2) distress
PEMBROLIZUMA [[Respiratory
B (pembrolizumab) [distress]
Gastrointestinal
Bleed
[Gastrointestinal
#1) MK-7902
o haemorrhage]
(lenvatinib
Acute small bowel
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15. 2022/6/9 obstruction [Small 1.3 A
-REC1-135 03507 26 #2) ) )
intestinal
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) obstruction]
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Thrombus [Portal
vein thrombosis]
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(lenvatinib [Anaemia]
CMUH111 2212FRA0Q mesylate) acute respiratory
16. 2022/9/20 Followup 4 ) 1.3 A
-REC1-135 09740 #2) distress

PEMBROLIZUMA

B (pembrolizumab)

[Respiratory

distress]

112 # 02 * 01 p
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BREL (& €552 p i 3R 2w Vgt 3 AE T5% (=5
2 S5
Gastrointestinal
Bleed
[Gastrointestinal
#1) MK-7902
o haemorrhage]
(lenvatinib
Acute small bowel
CMUH111 2206GBRO|Followup |mesylate) ]
17. 2022/9/20 obstruction [Small 1.3 A
-REC1-135 03507 27 #2) ] )
intestinal
PEMBROLIZUMA ]
. obstruction]
B (pembrolizumab)
Portal Vein
Thrombus [Portal
vein thrombosis]
#1) MK-7902 ANEMIA
(lenvatinib [Anaemia]
CMUH111 2212FRAQ mesylate) acute respiratory
18. 2022/9/20 Followup 5 ) 13 A
-REC1-135 09740 #2) distress
PEMBROLIZUMA [[Respiratory
B (pembrolizumab) [distress]
#1) MK-3475 ] ]
) respiratory failure
(pembrolizumab) ) ]
) [Respiratory failure]
Solution for ) )
S sepsis [Sepsis]
CMUH110 2207HUN injection ]
19. 2022/7/13 Followup 9 heart failure 123 | A
-REC1-156 004805 #2)BCG LIVE ) ]
) [Cardiac failure]
(BCG live) Powder
o encephalopathy
For Instillation
) [Encephalopathy]
Fluid
112 # 02 01 p % 43 F > % 51 F
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CMUH110
-REC1-156

2022/XX/
XX

2210POLO
08468

Followup 1

#1) MK-3475
(pembrolizumab)
Solution for
injection

#2) BCG LIVE
(BCG live) Powder
For Instillation
Fluid

multi-organ damage
[Multiple organ
dysfunction
syndrome]
Swelling of the
limbs and persistent
high blood pressure
[Peripheral
swelling]

Swelling of the
limbs and persistent
high blood pressure.
[Hypertension]
Worsening of
arterial
hypertension
[Hypertension]
Hypothyroidism;
disorders of water
and electrolite
balance
[Hypothyroidism]
Hypothyroidism;
disorders of water
and electrolite
balance [Electrolyte

imbalance]

1.2
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21.

CMUH110
-REC1-156

2022/XX/
XX

2210POLO
08468

Followup 3

#1) MK-3475
(pembrolizumab)
Solution for
injection

#2) BCG LIVE
(BCG live) Powder
For Instillation
Fluid

Suspicion of ascites
and shortness of
breath [Ascites]
Suspicion of ascites
and shortness of
breath [Dyspnoea]
Worsening of
arterial
hypertension
[Hypertension]
Hypothyroidism;
disorders of water
and electrolite
balance
[Hypothyroidism]
Hypothyroidism;
disorders of water
and electrolite
balance [Electrolyte
imbalance]
multi-organ damage
[Multiple organ
dysfunction
syndrome]
autoimmune liver,
lung and brain
damage
[Autoimmune

disorder]

1.23
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22.

CMUH110
-REC1-156

2022/10/20

2210POLO

08468

Followup 4

#1) MK-3475 o
] Hypothyroidism
(pembrolizumab) L
[Hypothyroidism]
Solution for _
L Worsening of
injection

#2)BCG LIVE
(BCG live) Powder

arterial 1.3
hypertension

[Hypertension]
For Instillation

Ascites [Ascites]
Fluid
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Er Qi
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B
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CMUH102-REC1-068

[z % 2HR2])

*R % % L Enzalutamide

*x pMERL MR 110£ 082 31p 3
30 p

111 # 08 *

CMUH107-REC1-093

3 %P

[z =% 2444 ]

59w iEsk T ) % >4 4R £ (Multi-center trial periodic
safety report)
1) SSR_guselkumab_Blinded_13Jan2021-12Jul2021
(approved date: 01Sep2021)
2) SSR_guselkumab_Blinded_13Jul2021-12Jan2022
(approved date: 25Feb2022)
3) SSR_guselkumab_Blinded_13Jan2022-12Jul2022
(approved date: 29Aug2022)
4) SSR_ustekinumab_Blinded 01Jan2021-30Jun2021
(approved date: 12Aug2021)
5) SSR_ustekinumab_Blinded_01Jul2021-31Dec2021
(approved date: 18Feb2022)
6) SSR_ustekinumab_Blinded_01Jan2022-30Jun2022
(approved date: 16Aug2022)
7) DSUR No
11_guselkumab_Blinded_13Jul2020-12Jul2021 (approved
date: 01Sep2021)
8) DSUR No.
12_guselkumab_Blinded_13Jul2021-12Jul2022 (approved
date: 29Aug2022)
9) DSUR No.
11 ustekinumab_Blinded_01Jan2021-31Dec2021
(approved date: 18Feb2022)

FHE >2ERL R ¢ (DSMB) W 4F €k S
(DSMB Letter)

1) CNTO1959CRD3001_Attachment 6_Meeting
Recommendation_17Nov2021

2) CNTO1959CRD3001_Attachment 6_Meeting

112 # 02 * 01 p
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Recommendation_20Jul2022
3) CNTO1959CRD3001_Attachment 6_Meeting
Recommendation 09Nov2022

[(##]
o o lBRER AFREHE ()]
20210112320_0_Blinded initial
20210112320_1_Blinded follow up 1
20210112320_2_Blinded follow up 2
20210112320_4_Blinded follow up 4
20210112320_5_Blinded follow up 5
20210112320_7_Blinded follow up 7
20210112320_8 Blinded follow up 8
20210112320_9 Blinded follow up 9
20210312074 _1_Blinded follow up 1
20210312074_2_Blinded follow up 2
20210312074_3_Blinded follow up 3
20210312074_4_Blinded follow up 4
20210312074_5_Blinded follow up 5
20210312074_6_Blinded follow up 6
20210312090_0_Blinded initial
20210312090_1_Blinded follow up 1
20210312090_2_Blinded follow up 2
20210312090_3_Blinded follow up 3
20210312090_4_Blinded follow up 4
20210312090_6_Blinded follow up 6
20210312090_7_Blinded follow up 7
20210312090_8_Blinded follow up 8
20210312090_9 Blinded follow up 9
20210327093_0_Blinded initial
3. CMUH107-REC1-093 3 Hhp 20210327093_1_Blinded follow up 1
20210327093_3_Blinded follow up 3
20210918211_1_Blinded follow up 1
20210918211_2_Blinded follow up 2
20210918211_4 Blinded follow up 4
20211243093_0_Blinded initial
20211243093_2_Blinded follow up 2
20211243093_3_Blinded follow up 3
20211259199 0_Blinded initial
20211259199 3 Blinded follow up 3
20211259199 4 _Blinded follow up 4
20211259199 _6 Blinded follow up 6
20211259199 _8 Blinded follow up 8
20211259199 11 Blinded follow up 11
20220141033_0_Blinded initial
20220141033_1 Blinded follow up 1
20220141033_2_Blinded follow up 2
20220141033_5_Blinded follow up 5
20220141033_6_Blinded follow up 6
20220141033_9 Blinded follow up 9
20220141033_10 Blinded follow up 10
20220141033_14 Blinded follow up 14
20220141033_15 Blinded follow up 15
20220152355_0_Blinded initial
20220152355_1 Blinded follow up 1
20220353615_0 Blinded initial
20220353615 _1 Blinded follow up 1
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20220353615_3 Blinded follow up 3
20220627542 _1 Blinded follow up 1
20220627542 _2 Blinded follow up 2
20220627542_3 Blinded follow up 3
20220836766 _5 Blinded follow up 5
20220836766_6 Blinded follow up 6
20220836766_7 Blinded follow up 7
20220950695_0 Blinded initial

20220950695_1 Blinded follow up 1
20221049184 0 Blinded initial

20221049184 1 Blinded follow up 1
20221049184 2 Blinded follow up 2

CMUH108-REC1-067

hE

[ % 22 ]

*E% E 5 LA MultiStem®

*E AMAFLHEF 12021 F 110 26 p 3 2022 & 05
125 R

CMUH109-REC1-096

w )

Al
R
5]

(2]
1 ~[RMS1_END OF ACTIVATION Notification ROW
3-Oct-2022]
*pHp 1111 # 10 % 03 p
2 ~[RMS1_END OF SCREENING NOTIFICATION
ROW 3-Oct-2022]
*p i 111 #10* 03 p
3~[ pSUSAR No. 12 Evobrutinib (M9251), 01 Aug 2021 to
31 Jan 2022-Investigator Pack ]
*pi# 111 #03% 25p
4 ~[20220928_M2951 BTK inhibitor_pSUSAR No.
13_01-Feb-2022 to 31-Jul-2022_Investigator Alert Letter
Pack]

*p g 111 # 09 % 28 p

CMUH110-REC1-224

b
G
U

(2= 22 ]

*#5% %4 LA : Finerenone vs. Placebo

*F pMARAHE 12022097 01 p % 2022 & 11
" 30 p

CMUH110-REC1-202

w 4}.
T

(2= 22 ]

*:% %+ ¢ # : Nipocalimab

* pMIFEL R 2021 & 040 29 p 3 2021 # 10
728 p

*F rMAFELHF 2021 & 100 29 p 3 2022 & 04
128 1

*g 2 PAR L PR 12022 & 047 29 P
128 p

[ ZR 32 2B 372 ]
*:&% % L Nanatinostat

g AR R 02021 & 04 7 29 B
28 p

2022 & 10

()

2022 & 04

()

CMUH109-REC1-104

\;’\
ju]
#

[ DSMB -3k :d )

*Aj it pdp 12020 10 % 18 p
[ DSMB -3k :d +])

*Akfz i p gy 1202108 % 250
[ DSMB -3k i 4]

112 # 02 * 01 p
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CMUH102-REC1-089

[z8% 2142 ]

Vemlidy (TAF) DSUR#11_10Nov2021-09Nov2022
*:R B L4 1 VEMLIDY

*% MR WY I2020 & 110 10 p 3 2022 & 11 0
09 p

10.

CMUH110-REC1-156

(% 2]

*R % ¥ AL MK-3475 Pembrolizumab

*X AR HF 2022 £ 037 04p I 2022 & 09
203 p

11.

CMUH110-REC1-201

(% 2]

*R 2% & L4 ¢ Anifrolumab

*FrPEFELHPF 111 £01 2 30p T 111 # 07
29 p

12.

CMUH107-REC1-071

v AR

[Fx=>%F2% 4]
*5x A& @ Bemarituzumab_Clinical Study Report_11 October
2022
*p i 12022 & 10 11 °F

13.

CMUH107-REC1-026

[ % 24dr ]

*Rek # P LAL ¢ Atezolizumab

*F rMFLHPF 2022257 18p 3 2022 & 117
17 p

14.

CMUH107-REC1-126

[ % 2448 ]

*Rek # P LA ¢ Atezolizumab

*% pMPARA WA 120222050 18 p I 2022 & 11
v 17 p

15.

CMUH110-REC1-060

(EEUEIEYCE S

*Rek # P LA ¢ Atezolizumab

*H rMAFLHPF 2022257 18p 3 2022 & 11 7
17 p

16.

CMUH110-REC1-103

i 5

[z % 2444 ]
1. AZD5718 6 Monthly SUSAR Line Listing 30Jun2020
to 29Dec2020, Date: 05Jan2021
2. AZD5718 6 Monthly SUSAR Line Listing 30Dec2020
to 29Jun2021, Date: 12Jul2021
3. AZD5718 6 Monthly SUSAR Line Listing 30Jun2021
to 29Dec2021, Date: 13Jan2022
4. AZD5718 6 Monthly SUSAR Line Listing 30Dec2021
to 29Jun2022, Date: 18Jul2022
5. Dapagliflozin 6 Monthly SUSAR Line Listing
20Jun2020 to 19Dec2020, Date: 07Jan2021
6. Dapagliflozin 6 Monthly SUSAR Line Listing
20Dec2020 to 19Jun2021, Date: 01Jul2021
7. Dapagliflozin 6 Monthly SUSAR Line Listing
20Jun2021 to 19Dec2021, Date: 10Jan2022
8. Dapagliflozin 6 Monthly SUSAR Line Listing
20Dec2021 to 19Jun2022, Date: 06Jul2022

17.

CMUH108-REC1-036

ER

(GETE YLD

*R % F P LA MK-3475 Pembrolizumab

* 2P AR L WA 2022 2 03 04 p 3 2022 & 09
703 p

112 # 02 * 01 p
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18.

CMUH109-REC1-100

\;;
=
i

[{#7ai8F12p]

*5< & © Budigalimab (ABBV-181) Investigator Brochure
Edition 8 — 02 December 2022
*p o111 #1200 02 p

19.

CMUH110-REC1-165

v AR

[z =% >1dp2 ]

*RE & LA« Parsaclisib

*E rPFLHPRE

(1)6MLL: 2021+ 10 » 1 p I 2022%# 3% 30 P
(2)6MLL: 2022 # 3 * 31 p % 2022 & 9 30 p
(3)DSUR8:2021 # 37 31 p % 20224# 3% 30

20.

CMUH111-REC1-087

W
\L
I

(2% 21404 ]
*E 5% ¥4 L - Pozelimab (REGN3918)
X rPHFEIHE
25-Jan-2022 ~24-Jul-2022

[ < 2H4F2 ]
*:R5% ¥ 4L+ Cemdisiran (ALN-CC5)
*F 2PAERLYF
12-Dec-2021~11-Jun-2022

21.

CMUH111-REC1-088

W
\L
I

[ =% 2144 ]
*E 5% ¥4 L - Pozelimab (REGN3918)
X rPHFEIHE
25-Jan-2022 ~24-Jul-2022

[ < 2H4F2 ]
*:R5% ¥ ¢ 4L+ Cemdisiran (ALN-CC5)
*F 2PAERLYF
12-Dec-2021~11-Jun-2022

22.

CMUH109-REC1-035

SEH o

[ % 242dp 4]

*#5% %4 AL © Rivaroxaban (Xarelto)

*F rAMELYF 111 #1209 21 p 3 112 & 017
10 p

23.

CMUH110-REC1-119

[ 2022 Annual Progress Repor # % ]
NEWTON AF IRB EC Cover Letter
NEWTON AF - 2022 IDE Annual Progress Report Ver
B.docx
sR A 192908024 Ver B

p ¥ 17/Aug/2022

24.

CMUH106-REC1-093

ERLE S

[DSMB /i1 4v)
AR B p 12022 # 067 13 p

(6:kz B pH 12022067 08p)

[ =¥ % 2 +4r 2 —Blinded Periodic Line Listing]
*R% %4 4 : Dapagliflozin

* pMEARA MR 12021 & 122 20 p 3 2022 & 06
119 p

[ #4 % 2438 £ —Blinded Periodic Line Listing )
*R % F P AL ¢ Saxagliptin

*E rMAFLWRF 12022017 09 p 1 2022 & 07
211 p

[ DSUR]

*: 5% ¥4 L4 - Dapagliflozin and dapagliflozin +
metformin FDC

* rMAFL W 12021 # 10% 05 p 1 2022 & 10

112 # 02 * 01 p
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¥ 2 2

B3 * ¢ Sy e AP T
104 p
[DSUR]
*:25k ¥4 L AL Saxagliptin, Saxagliptin+dapagliflozin
FDC
*g ML PR 12020 & 07 % 31 p I 2022 & 07
730 p

(k] F A1 -

FRFHFEFATE (%)

F8d - WEEE (3)

A7 Hck (2150 4)

112 £ 02 7 01 p % 51 F »% 51 F




