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10060 2019/4/30 | 2019/5/3 |initial | 2019/5/9 | #:3f #p * 10 B B,D

[(FErgLR+3an]
- ~ Subject10060 was enrolled this study on 19Mar2019.He was suffered from aspiration
pneumonia with abscess on 30Apr2019 and admitted on 02May2019 with antibiotic
treatment and supportive care -
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H-ZhHepr Pembrollzumab gy 1b Hp R

TR : . :
Suspected suffocation, sputum impcation related
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10061 2019/5/18 | 2019/5/20 | initial |2019/5/28| 2-37 # 7 Ap B A

CETXT YT D

- ~ According to family’ s description, subject had intermittent short of breath and came to
ER for help as needed was suggested on17May2019. We got family’ s contact on
20May2019 morning. Subjcet was expired at home on Saturday early morning (sleeping
time). ¥ i % Ap B o
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Bdvit o LRE T ALE S AL £90 2019 £ 50 17 p 1 &P o5
20 p gz RN TR AR o E R R e APGRE RV A AN E L ARG R
K

CEERENEEEED

- i B

[ ?Fﬁ)’l’p i{i ?Lpi]
PEESATFY T AR cHE eI RBE AR A GT R mEs K

FE. 3.

k¢ %% | CMUH106-REC1-094(SAE-4) |# %~ H#7 | ket 4 2% &

RS R PRRR L e F FRER KR | RF &R

108 = 06 * 26 p

)
I
[N
R
|+
a1
N
b




TRFEAREHRFRFILRRELAE Y- FELR ¢
“FRACERF S AFEERIE( RK)

A E RN
li—:g.‘ P ‘,ﬂ!\/z{z 17K,~

TR A SR 2 B S AR A 1 S E B e

sld o 10 T eI ;éi ® o #7731 Nivolumab 4 * Ipilimumab 2 Nivolumab & *
N FIuorouraC|I 4v + Cisplatin ¥ ¥ Fluorouracil 4c + Cisplatin t* #ersg %
EE A3
¥ AR T4
5 AEFISTULA
#
L | FEEN s o
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00396 2018/12/2 | 2018/12/2 |initial |2019/5/10| 2-5¢ 47 * 4p B A

[(FERELR+3LR])

- ~ This 44-year-old man with a history of Esophageal cancer, middle third (M/3), squamous
cell carcinoma, M/3,
esophagectomy
ipilimumab+nivolumab [since 2018-8/5] with AE fistula s/p , on 2018/11/13 was
admitted Cause of Death Cancer: PD, refractory with aorta fistula, s/p stent, right lower
leg DVT, hospice care, intractable bleeding, CPCR, AAD

[2FFEFELAFFR0]

- ~1.00396 % 3% ** 3% ¥ 2, %] CANCER PD REFRACTORY with AROTA FISTULA
*+ 2018/12/02 7 =
R A

[(#X2F7L R332 2]

cT3N1IMO, post neoadjuvant CCRT post thoracoscopic

with  esophageal  reconstruction.  relapse  2018-7,  post

. 2.00396 = 3 *t 2018/11/07 13 4 & 2% . 3.% A e % 2k &
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PEISA | L ERPHERLFE | PRER KR | RF AT

[E AN S *ﬂf PR A e 2 oLHp ~ R M A S i Bk e
T R Fé—‘*‘ ¢ > $%34 Nivolumab 4c } Ipilimumab £ Nivolumab & *
Fluorouracn 4v _+ Cisplatin» & 22 Fluorouracil 4c + Cisplatin v* fiz si%g %
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00631 2018/12/20| 2019/3/25 |initial [2019/5/10| 2t-5¢ * 40 B A

[(FEpgLRrgin])

— ~ Cause of death: severe pneumonia with respiratory failure. % 4p B o

[(AFETP2LE~3RA])

- ~1.00631 5 g4 2018/12/5 4 M5 H i sk » Fe 1 & 4~ ICUE Ao & RS
& & DNR 2 2 2 critial ADD, = 3# ¢ * 2018/12/20 5 = . 2.00631 = 3§ ** & 3 F¥
FABRISEH A R.3F AL ERFILTE/F A

C R ENEE SR
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€ ¥t CMUH106-REC1-094(SAE-6) EF B | KL rER
FELIFAL | REBAHERRL ié%ﬁé* FREP KRR | RPEITTE
ERGRZTEY AT AR R RF LS RS BR we
N 2l d ;é,%z ® > #8323 Nivolumab #4c *+ Ipilimumab 2 Nivolumab & #*
3 - A

Fluorouracil 4c *+ Cisplatin » & ¥ Fluorouracil 4c + Cisplatin +* fier%g $%
¥ = W%

FEAREE L .
Acute renal failure

H

4 1 FRAN Tt a9
);», ’:J— 4_ F—/:L PR oA ‘\} F‘;B EZ\ 2 24
TR i & r ! AT | e {:\ » |

p A p g 5w p g - 2 F1% BT f8 %

Fp 4P
follow-u ,
00795 2019/3/25 | 2019/4/21 1 P 2019/5/13| #:5pHp | Fx T AP R A

[(FEpgifrgin]
— ~ This 43-year-old male with history of ESCC, cT3N2MO with lung metastasis s/p
thoracoscopic RUL, RLL wedge resection on 2019/2/11 was admitted via OPD for AKI
suspect nephrotoxicity of cisplatin(s/p on 3/11) or IRAE of nivolumab. Caused of death:

Acute renal failure.s& z_p B

[(AFTHELE+FR 2]

- ~1.00795 =% ?;#ﬁ »+ 2019/03/25 % 4 Acute renal failure, # 3 % ;ﬁg (ENENCIENE =R 3 7]
BT 2 Ap B % 5 5-FuAp B e 2L T AR AR IR, A A Sk et v R
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k¢ %3 | CMUH106-REC1-094(SAE-7) | %~ #4773 | fet 7 2% &

FEHEILFEA R ’v’iﬁ’ﬁ“ﬁ%ﬁ@iié%éﬁ FREF KRR | RPEITTE

P&pﬁﬁv%wiw%m@ TR IS Tl X

. T 6% Fén » #% 31 Nivolumab 4c *+ Iplllmumab = Nivolumab & *
s FIuorouraC|I 4v + Cisplatin ¥ ¥ Fluorouracil 4c + Cisplatin t* #eng %
X * = ,ﬁp ?é‘l%;
i FB T
: e Acute renal failure
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00795 2019/3/25 | 2019/5/3 |initial |2019/5/22| #:3¢ #p F AP M D

[(FEHELRFLL]

- i’f‘iﬁi’”“ 2019 # 3 7 25 p % 4 Acuterenal failure » 2 4% A 4352 F 4 2 p 2 2R
FREFHFEERIFY L Y F 22 2% % Nivolumab {- Cisplatin
jg%wth%pp5FUZ#p%vT*“ZH9ﬂ3’*26@§Fé$i’ﬁj”ﬂﬁ 5]t
% & Acute renal failure ¥+t % 5. 5-FU fE 257 8 © Ap R - % 2019 &£ 4" 5 piisR
I A ARTIRN ) B A IF A 2019 &£ 50 3 p et AAEH E * > il 47 IRB.
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- ~1.00795 =% ;é—‘ﬁ »+ 2019/03/25 % 4 Acute renal failure # 3 % ;‘é Af, 1454 2 BE
HETH B E R 5-Fu M e 2EAE P 3R GAm TN, A 4 A %+3§fmm'ggm» % T 3R
IRB. 2.00795 % é—“‘%“ 2019/03/27 ¥ AR %. 3.3 A F 2 RF LG/ A

Uﬁi%?iﬁ%“%&%]
- ~ Nivolumab, cisplatin, fluorouracil F 7|+ 5 % 5.
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#1)
CAPECITAB
INE (3475 | Diarrhea [Diarrhoea]
CMUH10 SOLUTION | Malignant neoplasm
1703FRA| Follow . 1,2,
1. |4-REC1-1| 2017/3/9 FOR progression A
007780 | up 11 _ 3
18 INJECTION | [Malignant neoplasm
STUDY) progression]
(capecitabine)
Tablet
#1)
CAPECITAB
INE (3475 | Diarrhea [Diarrhoea]
CMUH10 SOLUTION | Malignant neoplasm
1703FRA| Follow . 1,2,
2. |4-REC1-1|2017/3/9 FOR progression A
007780 | up 12 _ 3
18 INJECTION | [Malignant neoplasm
STUDY) progression]
(capecitabine)
Tablet
1.(D
#1)
ate:
ENZALUTA 26
CMUH10 MIDE;PLAC
20151001 = .. Duodenal ulcer OCT
3. |2-REC1-0]2015/10/9 Initial EBO _ A
112 bleeding -201
68 (ENZALUTA 5)
MIDE)
Capsule
2.3.4
JNJ-5602192
PL-JNJF
CMUH10 7/PLACEBO
0C-2019| . 1.ISCHEMIC
4. |4-REC1-1(2019/3/28 Initial | BICALUTA 2 A
0400567( STROKE
16 2) MIDE/PLAC
EBO
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JNJ-5602192
PL-JNJF
CMUH10 7/PLACEBO
0OC-2019 | follow 1.ISCHEMIC
5. |4-REC1-1|2019/3/28 BICALUTA 2 A
0400567(| up3 STROKE
16 3) MIDE/PLAC
EBO
FINERENON
CMUH10 Eor .
2017-235| follow 1.hyperpotassemia
6. |5-REC1-0(2017/12/4 PLACEBO i 2 | A
013 up 2 [Hyperkalaemia]
94 (PLACEBO
(16244))
#1)
CAPECITAB
INE (3475 | Diarrhea [Diarrhoea]
CMUH10 SOLUTION | alteration of general
1703FRA| Follow .
7. [4-REC1-1| 2017/3/9 FOR condition [General [2,3| A
007780 | up5 . .
18 INJECTION | physical condition
STUDY) abnormal]
(capecitabine)
Tablet
CSL112 vs.
Placebo Hypersensitivity
CMUH10 20191019( . . : .
8. 2019/4/30 Initial | (Albumin) reaction with 2,3| A
7-REC1-1 37 )
10 (Code not angioedema
broken)
CSL112 vs.
Placebo e
CMUH10 20191019| Follow . Hypersensitivity
9. 2019/4/30 (Albumin) ) 2,3| A
7-REC1-1 37 up 1 reaction
(Code not
10
broken)
CSL112 vs.
Placebo e
CMUH10 20191019] Follow ) Hypersensitivity
10. 2019/4/30 (Albumin) . 2,3| A
7-REC1-1 37 up 2 reaction
(Code not
10
broken)
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11.

CMUH10
7-REC1-1
10

2019/4/30

20191019
37

Follow
up 3

CSL112 vs.
Placebo
(Albumin)
(Code not
broken)

Hypersensitivity 5 3
reaction '

12.

CMUH10
7-REC1-1
26

2019/5/24

2326340

Initial

Atezolizumab

Doxorubicin

Paclitaxel

Cyclophosph
amide

Trastuzumab

Pertuzumab

THROMBOSIS
SUSPICION IN THE
RIGHT LEG
(Thrombosis leg)

2,34

13.

CMUH10
4-REC1-0
39

2016/8/4

1608BRA
004922

Follow
up 27

#1)
MK-3475
(pembrolizum
ab)

#2)
CARBOPLA
TIN
#3)
5-FLUOROU

Pneumonia 2.3

RACIL
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#1)
CETUXIMA
B
CMUH10 Hypersensitivity
1609SW | Follow #2) _ i
14. | 4-REC1-0|2016/9/15 Febrile neutropenia | 2.3 | A
E008980( up4 |5-FLUOROU . .
39 Mucosal inflammation
RACIL
#3)
CISPLATIN
#1)
CETUXIMA
B
CMUH10 Mucosal inflammation
1609SW | Follow #2) _ .
15. | 4-REC1-0(2016/9/15 Febrile neutropenia | 2.3 | A
E008980| up5 |5-FLUOROU
39 Hypersensitivity
RACIL
#3)
CISPLATIN
1.DARATU
MUMAB [1.ACUTE MYELOID
(DARATUM | LEUKEMIA(ACUTE
UMAB) MYELOID
Concentrate [LEUKEMIA, ACUTE
GB-JNJF for Solution MYELOID
CMUH10 .
2016/11/1{0C-2016| . .. for Infusion LEUKAEMIA) |1,2,3
16. [ 3-REC1-0 initial A
- 7 1110890( 2.LENALID | 2.NON CARDIAC | 4
13) OMIDE CHEST
(DARATUM [PAIN(NON-CARDIA
UMAB C CHEST PAIN,
NON-COMP| NON-CARDIAC
ANY IMP) CHEST PAIN)
Capsule
JNJ-5602192
PL-JNJF
CMUH10 7/[PLACEBO
0C-2019 | follow 1.ISCHEMIC
17. |1 4-REC1-1(2019/3/28 BICALUTA 2 | A
0400567(| up6 STROKE
16 6) MIDE/PLAC
EBO
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JNJ-5602192
PL-JNJF
CMUH10 7/PLACEBO
0OC-2019 | follow 1.ISCHEMIC
18. | 4-REC1-1|2019/3/28 BICALUTA 23| A
0400567(| up9 STROKE
16 9) MIDE/PLAC
EBO
AR-INJF
CMUH10 1. EXACERBATION
2014/12/1|0C-2014 | follow | RIVAROXA
19.|3-REC1-0 OF EROSIVE 23| A
5 1212681(| up5 BAN
87 GASTRITIS
5)
CMUH10 . .
2016-019| follow .. Abdominal Aortic
20. | 2-REC1-0| 2016/2/4 Idelalisib 2 | A
7015 up 2 Aneurysm
99
CMUH10 . .
2015-016| follow .. Respiratory failure
21.|2-REC1-0(2015/6/30 Idelalisib 2 | A
1672 up 5 Grade 5
99
CMUH10
2015-017| follow .. . :
22. | 2-REC1-0|2015/8/12 Idelalisib Febrile episode 1 (A
0021 up 2
99
CMUH10
2015-014| follow .. :
23. | 2-REC1-0]2015/3/24 Idelalisib Pneumocystosis 2 | A
9863 up 7
99
CMUH10 . .
2016-019| follow . Abdominal Aortic
24. [ 2-REC1-0| 2016/2/4 Idelalisib 2 | A
7015 up 1 Aneurysm
99
(k] FRPE -
ey FFHEFRFTA
A % ¢ FE FERG
L g g i% A ‘G
(8% 21482 ]
Fi‘%‘ﬁ*#ﬂ &4 - MK3475
CMUH103-REC1-1
1. 35 X4 & DPFLHET
1. 04-SEP-2018 to 03-DEC-2018
2. 04-DEC-2018 to 03-MAR-2019
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CMUH104-REC1-1
35

O R

(2% 2pE2]
R E S LA L CX4945
* p M 3F L R 0 01Mar2019~31May2019: 6
month Line Listing: 14-Aug-2018 to 13-Feb-2019;
CIOMS report 18US000059_FU?2,
18US000065_FU2, 19TW000067_FU1,
19TWO000067_Initial, 19TW000073_lInitial,
19US000061_Initial

3. | DMR 101-IRB1-121

‘-

S
&
N

(x5 28 4]
Clinical Study Report, Final Version 2.0
25-Apr-2019

CMUH105-REC1-0
94

#
-
W

[ % 2148 E]
*ES%R & 4L - FINERENONE
*% pMAFLHF 2018 # 06 % 01 p 3 2019
# 02 7 28 p 1. Quarterly Summary Report of
SUSAR 01Jun2018 to 31Aug2018
2. Quarterly Summary Report of SUSAR
01Sep2018 to 30Nov2018
3. Quarterly Summary Report of SUSAR
01Dec2018 to 28Feb2019
4. Serious Study Conduct Related Cases 01Jun2018
to 31Aug2018
5. Serious Study Conduct Related Cases 01Sep2018
to 30Nov2018
6. Serious Study Conduct Related Cases
01Dec2018 to 28Feb2019
7. SUSAR Study Cases 01Jun2018 to 31Aug2018
8. SUSAR Study Cases 01Sep2018 to 30Nov2018
9. SUSAR Study Cases 01Dec2018 to 28Feb2019

CMUH105-REC1-0
57

Fl A

[ % 2142 ]

*ikS E e v 4 0 GSK 1437173A

*p rpApL R 107 £ 11 01 p 3 108 &
04 % 30 p

CMUH108-REC1-0
24

|+
(e
5

[z % 282 ]
*R% E P LA 0 AZD6244
*p MMAFL R 12018 £ 8% 1p % 2019 & 1
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CMUH105-REC1-1

[ % 2304 ]
*iR5% %4 ¢4 © Binimetinib and Encorafenib

7. - o> DMLY F
1. Encorafenib SUSAR Line Listing 2018 =& 11 *
12 p 3 2019 # 05 * 11 p
CMUH104-REC1-0 , [’F! B AEFEAEE
8. A
15 A % :Palbociclib ILD- IB_ICD_FINAL 3Jun2019
0. CMUH106-REC1-1 §1 5% [ % ¥ il a3 30 Notification Letter)
63 *iz30p #p - 29Mar2019
[#5]
*NE IREERAFAR S, SKRAp EP Letterto
10. CMUH103-REC1-0 3w investigator,dated 23-May-2019
97 FRF D RRESE DETREATEREE, AP
#p : Abemaciclib_IND Aggregate report, dated
22-May-2019
[H]
1 CMUH103-REC1-0 AW *p ’5 AR R SR A B %F:
72 Seqirus_V118 05 Transition to
Seqirus_23Dec2015
[ 24dp4 ]
1 CMUH103-REC1-0 . *H% F 5 AL Olaparib
65 *x pMAFLHPRF 1042057 21 p 3 104 &
12 % 15 p
[H]
13, g:"UHM'RECl'l LA | *RF B2 BER4 A Version 4.0/Date:
Apr-05-2017
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