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Respiratory failure
[Respiratory failure]
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CMUH10
8-REC3-0
58

2020/6/24

2006ESP
010893

Follow
up 10

#1)
MK-3475
Study (Code
not broken)
#2)
DOCETAXE

L FOR
JAPAN (3475
SOLUTION

FOR
INJECTION
#3)
CLAVULAN
ICACID
(CLAVULA
NIC ACID)
#4)
AMOXICILL
IN
(AMOXICIL
LIN)

chlostridium difficile
septic shock
[Clostridial sepsis]
Pseudomembranous
colitis
[Pseudomembranous
colitis]

1.3

10.

CMUH10
8-REC3-0
58

2021/10/4

2110CHN
009013

Follow
up 4

#1)
MK-3475
Study (Code
not broken)
#2)
DOCETAXE

L FOR

JAPAN (3475

SOLUTION
FOR

INJECTION

Decreased platelet
count [Platelet count
decreased]
Cerebral hemorrhage
[Cerebral
haemorrhage]
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DEUCRAVA
CMUH110
BMS-202| follow | CITINIB; . .
11. | -REC3-16 |2021/10/1 Intestinal perforation | 2.3 [ A
3 1-107007| up 3 |APREMILAS
T
#1)
MK-3475
Study (Code
not broken)
CMUH10 #2) Drug-induced Liver
2008POL | Follow i _
12. | 8-REC3-0{2020/8/18 010053 | up 21 ENZALUTA | Iniury [Drug-induced | 1.3 | A
98 P MIDE (3475 liver injury]
SOLUTION
FOR
INJECTION
STUDY)
RELATLIMA
CMUH10
BMS-202| follow B; . 1.2.
13.|9-REC3-1(2021/12/4 Pneumonitis A
a5 1-133436| up2 |NIVOLUMA 3
B
2,3,
4,
7:Im
CMUH10 CHLORAMB i port
2021A03 | follow Tumour lysis
14.|8-REC3-1| 2021/2/8 UCIL/RITUX ant [ A
9297 up 3 syndrome i
62 IMAB medi
cal
even
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2,3,
7:Im
CMUHLO STUDY |HYPERSENSITIVIT | port
2021/10/2|2021A78 | follow |PROCEDUR| Y REACTION IGE | ant
15. |8-REC3-1 1 A
6 1 4720 up 1 E/ MEDIATED medi
RITUXIMAB| (Hypersensitivity) | cal
even
t
2,3,
4,
7:Im
CMUH10 CHLORAMB i port
2021A03 | follow Tumour lysis
16. |8-REC3-1| 2021/2/8 UCIL/RITUX ant [ A
9297 up 4 syndrome )
62 IMAB medi
cal
even
t
2,3,
7:Im
CMUHL0 STUDY |HYPERSENSITIVIT | port
2021/10/2|2021A78| follow |PROCEDUR| Y REACTION IGE | ant
17.|8-REC3-1 1 A
6 1 4720 up 2 E/ MEDIATED medi
RITUXIMAB| (Hypersensitivity) | cal
even
t
CMUH10 HYPONATREMIA
2021/09/0(20210918| Follow |ERDAFITINI
18. |8-REC3-1 ANAPHYLACTIC (2,3,7] A
3 104(1) | upl B
30 SHOCK
CMUH10 HYPONATREMIA
2021/09/0(20210918| Follow |ERDAFITINI
19. |8-REC3-1 ANAPHYLACTIC (2,3,7] A
3 104(2) | up?2 B
30 SHOCK
1) erdafitinib | THROMBOCYTOPE
20 CMUH110(2021/12/0 (20211204 | Follow 2) NIA 23| A
" [-REC3-00 1 035(1) | upl [JNJ-6372328 POOR ORAL ’
1 3 INTAKE
110 & 03 * 10 p $ 32 F % 47
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1) erdafitinib
CMUH110(2021/12/0(20211220( . 2) THROMBOCYTOPE
21. Initial 23| A
-REC3-00 1 124(0) JNJ-6372328 NIA
1 3
1) erdafitinib
99 CMUH110(2021/12/0{20211220| Follow 2) THROMBOCYTOPE 23| A
-REC3-00 1 124(1) | upl |JINJ-6372328 NIA ’
1 3
#1)
PEMBROLIZ
UMAB
(pembrolizum
ab) Solution
for injection
#2) generalized muscle
GEMCITABI| weakness under the
CMUH10
2105CHL | Follow | NE (7339 study [Muscular
23. | 8-REC3-1(2021/4/27 237 A
&1 004463 | up 13 | STUDY) weakness]
(gemcitabine)| Thrombocytopenia
Injection [Thrombocytopenia]
#3)
CARBOPLA
TIN (7339
STUDY)
(carboplatin)
Injection
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#1)
PEMBROLIZ
UMAB
(pembrolizum
ab) Solution
for injection
#2)
Immune Related
GEMCITABI .
CMUH10 Cerebral Haemorhagic
2107IRL | Follow [ NE (7339 .
24. |8-REC3-1|2021/7/17 Vasculitis [Central | 1.3 | A
007654 | up 13 | STUDY)
51 . nervous system
(gemcitabine) g
. vasculitis]
Injection
#3)
CARBOPLA
TIN (7339
STUDY)
(carboplatin)
Injection
#1)
PEMBROLIZ
UMAB | Autoimmune disorder
(pembrolizum{mucosal [Autoimmune
CMUH10 . .
2202DEU| = . ab) Solution disorder]
25.|8-REC3-1(2022/1/12 Initial L i ) 1 1A
&1 005363 for injection | Autoimmune disorder
#2) mucosal [Mucosal
MK-7339 disorder]
(olaparib)
Tablet
110 £ 03 # 10 p $ 34 F % 47
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26.

CMUH10
8-REC3-1
o1

2022/1/12

2202DEU
005363

Follow
up 1

#1)
PEMBROLIZ
UMAB
(pembrolizum
ab) Solution
for injection
#2)
MK-7339
(olaparib)
Tablet

Autoimmune disorder
mucosal [Autoimmune

disorder]

Autoimmune disorder
mucosal [Mucosal

disorder]

27.

CMUH10
8-REC3-1
51

2021/10/1
5

2110COL
006046

Follow
up 11

#1)
PEMBROLIZ
UMAB
(pembrolizum
ab) Solution
for injection
#2)
GEMCITABI
NE (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLA
TIN (7339
STUDY)
(carboplatin)
Injection

Pancytopenia
[Pancytopenia]

2.3

28.

CMUH10
9-REC3-1
60

2021/11/7

2021A80
1062

Initial

Blinded for
Investigator

Hyponatraemia
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1,2,
1.FOREIGN BODY | 7:
ASPIRATION Imp
CMUH10 i ASPHYXIA orta
2021A69 | follow | Blinded for )
29. | 9-REC3-12021/8/24 ) (Asphyxia) nt | A
8412 up 2 | Investigator .

60 2.Upper medi
gastrointestinal cal
haemorrhage even

t
CMUH10 .
2021A84 | . Blinded for i
30. [ 9-REC3-1|2021/9/27 Initial ] Anaemia 2 | A
9284 Investigator
60
CMUH10 .
2021A84 | follow | Blinded for .
31. |9-REC3-1|2021/9/27 . Anaemia 2 | A
9284 up1l | Investigator
60
CMUH10 .
2021A86( . Blinded for )
32. |9-REC3-1]2021/12/9 Initial ] Haematemesis 1A
8636 Investigator
60
CMUH10 i 1.Neutrophil count
2021/11/1(2021A84 | follow | Blinded for
33. [9-REC3-1 ] decreased 2,3 A
8 6200 up 4 | Investigator .
60 2.0esophageal fistula
CMUH10 .
2021A80 | follow | Blinded for .
34. |9-REC3-1|2021/11/7 ) Hyponatraemia 2 | A
1062 upl [ Investigator
60
CMUH10 .
2021/12/2|2022A00| .. Blinded for .
35. [9-RECS-1 Initial ) Hypokalaemia 2,3 A
8 9174 Investigator
60
CMUH10 . .
2022A01| . Blinded for 1.Leukopenia
36. [ 9-REC3-112021/7/25 Initial _ ) 2,3| A
50 1238 Investigator 2.Neutropenia
CMUH10 .
2022A01( . Blinded for UNEXPLAINED
37. |9-REC3-1| 2022/1/2 Initial _ 1A
50 1408 Investigator DEATH (Death)
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CMUH10 .
2021/12/1(2021A88 Blinded for .
38. |9-REC3-1 FU1l ) Pneumonitis 1,31 A
1 2686 Investigator
60
#1)
MK-3475
CMUH10 :
2020/11/1 | 2011HU | Follow |(pembrolizum o i
39. |5-REC3-0 Myocardial infarction | 2,3 | A
03 0 N009009| up3 ab)
#2)
AXITINIB
CMUH10 20P-028- Follow-
40. | 6-REC3-0]2020/9/10|3567383- Up 4 Venetoclax Sepsis 2,37 A
94 00
CMUH10 20P-028-
Follow- i
41. | 6-REC3-0]2020/9/30|3593067- Up 12 Venetoclax Sepsis 23| A
94 00
(] FATH -
o HERALEARR
%.L
BB * € ol 14 FEPTF
(2% 2142 ]
L CMUH108-REC3-0 S AL Fiﬂ%%é%#w & # * MK-3475 Pembrolizumab
98 THIFLHE 2020 F# 3 4p 3 2021 & 9
"3 p
(2% 2142 ]
) CMUH108-REC3-0 S AL R E S LA T MK-7339
57 * rMHIFLHF 202067 16 p 3 2021 &
12 " 15 p
[ 24dp4 ]
*E% & AL 1 Capivasertib (AZD5363)
3 CMUH109-REC3-1 4 *g pMIRLEHRE 109 047 05p 3 109 &
04 ' 10 * 04 p
*g pMARAHREF 109 % 10 7 05 p £ 110 &
04 % 04 p

110 # 03 * 10 p

¥
w
\l
b

|+




PRFFAETFHRFRAIRRLR ¥ 23840 ¢

-

~F-lt-ERFZXFARAEREE(D RR)
4 ,
B 5L * § S¥ Lk FEPF
* pMIFLHPREFI10E04 " 05p 3 110 £ 10
" 04 p
[ 2idp4 ]
1. SSR_abiraterone
" CMUH109-REC3-1 247 b acetate_Blinded_29Apr2021-280ct2021
45 C | *WERE S AL 0 INJ-212082 (abiraterone acetate)
*p pMAFLHPREF 102047 29p 1 110 &
10 » 28 p
[ % 218 E]
CMUH109-REC31 | *ESRE S LA 0 LY3471851 (NKTR-358)
5. £ TLER | " 2P PHF
1.2020 # 09 * 17 p % 2021 # 03 " 16 p
2.2021 # 03 % 17p % 2021 # 09 * 16 p
(2]
*IOE a7 30 07 October 2021 # 4 F 2%
% PR E 7 Q2 Solutions i 4v > B >3 I FE
TR RSk F % % % B/ £ Q2 Solutions
@ﬁi&‘lﬂ o7 BT Q2 Solutions PR &
TRhidk o A PWHRLE 6 ¥ Y o fwEL
w3 % (Notification of Q2 Solutions (Central
CMUH107-REC3-0 . _
6. m g ?;Uﬁ Laboratory) Data Incident: Incorrect laboratory data
transfer to Novartis for clinical trials, 15-Oct-2021)
WA P ol BT 2 TR B R 0 40
i 3R R ki ¥ @ 1 Q2 Data Transfer Incident,
09-Dec-2021 -+ # T $4pM A Amih > U2 A
NP RAZITFEERELESE
i 3R 17 305k & p #p:Q2 Data Transfer Incident,
09-Dec-2021
[ 24dp4 ]
- CMUH110-REC3-0 51 5% % E P LA 1 INJ-63723283 (cetrelimab)
01 *% pMAFLYPFIL0E04 2 12 p 3 110 # 10
P11 p
CMUH108-REC3-1 | . (el 2idrs ] -
8. ELR | X% EP LA 0 INJ-42756493 (erdafitinib)

30

*H pMEARL A0 #2047 12 p 3 110 £ 10
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CMUH109-REC3-1
72

[ =% 204 ]

*RE B 1AL 0 MK8189

% MMAEA YR 12021 # 30 p 21 % 2021 #
9 20p

10.

CMUH107-REC3-0
66

- ‘,ﬁl

it

[ =% 204 ]

*:REE 141 0 JS001

*x MMAEA W 12021 # 60 17 p % 2021 #
127 16 p

11.

CMUH110-REC3-0
17

1;}
MW

[#]

Dot =R #R 8_2021/12/07 & 2022/01/21 w
R je P enf o % 2 4R 4 o ¢ 7 3> SUSAR

1. SUSAR Case No. KR2021174325 % = =X i} BisF
4 5 3% F % (desaturation)z_ #g %] & ik 0 %3R5k
Posd dE A KT E E T R B A AR B

2. SUSAR Case No. ZA2021260704 %= 448 2. » 3%
¥ #(Meconium stain)z_ #f %] 5 fifa > %@E% P <
AFANETPF T N EERA P

3. SUSAR Case No. ZA2021258564 %= 448 2. » 3%
¥ 2 (Stillbirth) 2o sg ] 2 & 7 FRAA MG

* ;

o B SRS A AR B

12.

CMUH108-RECS-1
51

4+
(e
5

[ % 204 ]

*R% E L4 MK-7339

*% MMARA YR 12021 60 16 p % 2021 #
127 15 p

13.

CMUH109-RECS-0
42

g iha

[z % 21482]

*:RE B AL 1 LY3650150 (lebrikizumab)
*y 2PARL PR 0109 £ 090 23 p 3 110 &
09" 22 p

14.

CMUH107-RECS-0
66

S

[H]
FROFE A RAH AT R L H A Interim
CSR Addendum: 237456 Addendum Interim CSR
20211122 1.0 English
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16.

CMUH109-REC3-0
13

\L
Bt

b

[ % 24402 ]

*R B F AL © Venetoclax

*x pMFLYPF 110257 29p 3 110 # 11
28 p

CMUH105-REC3-0

(A7 4% 4 £ s ]
*1x & @ Investigator's Brochure Version 20

17. LR
48 Addendum NO. 01
*p Hp 12021 & 12 " 08 p
[z =% 2144 ]
18 CMUH109-REC3-0 P *E% E 0 LA - Mirzotamab clezutoclax
|01 % XPAFL YT 12021 #57 24 p 3 2021 &
11 % 23 p
[« = >4 ¢ DSUR]
10, CMUH107-REC3-1 o * % 4 LA ¢ Filgotinib
22 * rMAFLWHEFI110# 07 * 01 p £ 110 & 09
123 p
[FE+>%ELni]
20. CMUH108-REC3-0 2 %% :vol
8 *p Hp 12021 & 12 ® 08 p
(8% 21482 ]
CMUH110-REC3-0 | . =, | Tafasitamab 3 Month SUSARs Line Listing
21. F4E

49

*E% ¥ ¢4 ¢ Tafasitamab (MOR208)
TMHFLPEF 110+ 102 19p 3 111 # 1
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