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CMUH10
6-REC2-0
96

2018/6/10

1806KO
R005002

Follow
up 5

#1)
MK-3475
Study (Code
not broken)
#2)
CISPLATIN
#3)
ETOPOSIDE

Sepsis shock [Septic
shock]

1.3

CMUH10
6-REC2-0
96

2018/6/1

1806POL
001784

Follow
up 1

#1)
MK-3475
Study (Code
not broken)
#2)
CISPLATIN
#3)
ETOPOSIDE

general health
derogation [General

physical health

deterioration]

CMUH10
6-REC2-0
96

2018/6/1

1806POL
001784

Follow
up 2

#1)
MK-3475
Study (Code
not broken)
#2)
CISPLATIN
#3)
ETOPOSIDE

heart failure [Cardiac
failure]

1.3

CMUH10
6-REC2-0
96

2018/6/1

1806POL
001784

Follow
up 3

#1)
MK-3475
Study (Code
not broken)
#2)
CISPLATIN
#3)

ETOPOSIDE

heart failure [Cardiac
failure]

1.3
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CMUH10
6-REC2-0
96

2018/6/1

1806POL
001784

Follow
up 4

#1)
MK-3475
Study (Code
not broken)
#2)
CISPLATIN
#3)
ETOPOSIDE

heart failure [Cardiac
failure]

1.3

CMUH10
6-REC2-0
96

2018/2/1

1802KO
R001634

Follow
up9

#1)
MK-3475
Study (Code
not broken)
#2)
ETOPOSIDE
#3)
CARBOPLA
TIN

neutropenic sepsis
[Neutropenic sepsis]
dyspnea [Dyspnoea]

1.3

CMUH10
6-REC2-0
96

2018/6/13

1806ESP
008124

Follow
up 5

#1)
MK-3475
Study (Code
not broken)
#2)
ETOPOSIDE
#3)
CARBOPLA
TIN

Neutropenia
[Neutropenia]
thrombocytopenia
decresased
[Thrombocytopenia]

2.3

CMUH10
6-REC2-0
96

2018/6/1

1806POL
001784

Follow
up 5

#1)
MK-3475
Study (Code
not broken)
#2)
CISPLATIN
#3)
ETOPOSIDE

heart failure [Cardiac
failure]

1.3
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#1)
MK-3475 . .
anemia [Anaemia]
Study (Code
hydropneumothorax
CMUH10 not broken)
1801FRA| Follow [Pneumothorax]
9. |6-REC2-0(2018/1/11 #2) . . . 23| A
005861 | up7 urinary infection
96 CARBOPLA .
[Urinary tract
TIN . .
infection]
#3)
ETOPOSIDE
#1)
MK-3475
Study (Code Neutropenia
CMUH10 not broken) [Neutropenia]
1806ESP | Follow )
10. | 6-REC2-0{2018/6/15 #2) thrombocytopenia | 2.3 | A
008124 | up6
96 ETOPOSIDE decresased
#3) [Thrombocytopenia]
CARBOPLA
TIN
#1)
PEMBROLIZ
UMAB
#2) .
Multiple Cerebral
EPACADOS .
CMUH10 Infarctions [Cerebral
follow | TAT Study ] )
11. | 6-REC2-1{2018/2/20|1802ISR0 up 13 #3) infarction] 23| A
32 11811 g Pancytopenia
PEMETREX [Pancytopenia]
ED yiop
#4)
CARBOPLA
TIN
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12.

CMUH10
6-REC2-1
32

2018/2/20

1802ISR0
11811

follow
up 14

#1)
PEMBROLIZ
UMAB
#2)
EPACADOS
TAT Study
#3)
PEMETREX
ED
#4)
CARBOPLA
TIN

Multiple Cerebral
Infarctions [Cerebral

infarction]
Pancytopenia
[Pancytopenia]

2.3

13.

CMUH10
6-REC2-1
32

2018/6/5

18061SR0
03522

follow
up 01

#1)
EPACADOS
TAT Study
#2)
PEMBROLIZ
UMAB
#3)
PEMETREX
ED
#4)
CARBOPLA

TIN

Sepsis [Sepsis]

2.3
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14.

CMUH10
6-REC2-1
32

2018/6/5

1806ISR0O
03522

follow
up 02

#1)
EPACADOS
TAT Study
#2)
PEMBROLIZ
UMAB
#3)
PEMETREX
ED
#4)
CARBOPLA
TIN

Sepsis [Sepsis]

2.3

15.

CMUH10
6-REC2-1
32

2018/6/5

18061SR0
03522

follow
up 03

#1)
EPACADOS
TAT Study
#2)
PEMBROLIZ
UMAB
#3)
PEMETREX
ED
#4)
CARBOPLA
TIN

Sepsis [Sepsis]

1.2.3
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16.

CMUH10
6-REC2-1
32

2018/6/5

1806ISR0O
03522

follow
up 04

#1)
EPACADOS
TAT Study
#2)
PEMBROLIZ
UMAB
#3)
PEMETREX
ED
#4)
CARBOPLA
TIN

Sepsis [Sepsis]

1.2.3

17.

CMUH10
6-REC2-1
32

2018/6/20

1806AUS
010262

Initial

#1)
PEMBROLIZ
UMAB
#2)
EPACADOS
TAT

pneumonia
[Pneumocystis

death due to PJP

jirovecii pneumonia]

1.2.3

18.

CMUH10
6-REC2-1
32

2018/2/20

1802ISR0O
11811

follow
up 15

#1)
PEMBROLIZ
UMAB
#2)
EPACADOS
TAT Study
#3)
PEMETREX
ED
#4)
CARBOPLA

TIN

infarction]
Pancytopenia
[Pancytopenia]

Multiple Cerebral
Infarctions [Cerebral

2.3
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19.

CMUH10
6-REC2-1
32

2018/6/5

1806ISR0O
03522

follow
up 05

#1)
EPACADOS
TAT Study
#2)
PEMBROLIZ
UMAB
#3)
PEMETREX
ED
#4)
CARBOPLA
TIN

Sepsis [Sepsis]

1.2.3

20.

CMUH10
6-REC2-0
96

2018/6/15

1806ESP
008124

Follow
up 7

#1)
MK-3475
Study (Code
not broken)
#2)
ETOPOSIDE
#3)
CARBOPLA
TIN

Neutropenia
[Neutropenia]
thrombocytopenia
decresased
[Thrombocytopenia]

2.3

21.

CMUH10
6-REC2-0
96

2018/6/13

1806ESP
008124

Follow
up 8

#1)
MK-3475
Study (Code
not broken)
#2)
ETOPOSIDE
#3)
CARBOPLA
TIN

Neutropenia
[Neutropenia]
thrombocytopenia
decresased
[Thrombocytopenia]

2.3
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#1)
MK-3475 .
Study (Code Enterocolitis
Y Infection/Clostridium
CMUH10 not broken) . L
1807USA| Follow Difficile [Clostridium
22.|6-REC2-0(2018/7/16 #2) T . 23| A
008207 | up?2 difficile colitis]
96 CARBOPLA . .
TIN Febrile Neutropenia
[Febrile neutropenia]
#3)
ETOPOSIDE
#1)
MK-3475 anemia [Anaemia]
Study (Code
hydropneumothorax
CMUH10 not broken)
1801FRA| Follow [Pneumothorax]
23.|6-REC2-0(2018/1/11 #2) i ) ] 23| A
005861 | up38 urinary infection
96 CARBOPLA .
[Urinary tract
TIN . .
infection]
#3)
ETOPOSIDE
#1)
MK-3475
Study (Code Liver toxicity
CMUH10 not broken) [Hepatotoxicity]
1807ESP | Follow . i
24.|6-REC2-0(2018/7/17 009530 | uo 3 #2) clinical progression | 1.3 | A
96 P ETOPOSIDE | [Malignant neoplasm
#3) progression]
CARBOPLA
TIN
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25.

CMUH10
6-REC2-1
32

2018/2/20

1802ISR0O
11811

Follow
up 15

#1)
PEMBROLIZ
UMAB
#2)
EPACADOS
TAT Study
(Code not
broken)
#3)
PEMETREX
ED
#4)
CARBOPLA
TIN

Multiple Cerebral
Infarctions [Cerebral

infarction]
Pancytopenia
[Pancytopenia]

2.3

26.

CMUH10
6-REC2-1
32

2018/6/5

18061SR0
03522

Follow
up 5

#1)
PEMBROLIZ
UMAB
#2)
EPACADOS
TAT Study
(Code not
broken)
#3)
PEMETREX
ED
4)
CARBOPLA
TIN

Sepsis [Sepsis]

1.2.3
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217.

CMUH10
6-REC2-1
32

2018/6/5

1806ISR0O
03522

Follow
up 6

#1)
PEMBROLIZ
UMAB
#2)
EPACADOS
TAT Study
(Code not
broken)
#3)
PEMETREX
ED
4)
CARBOPLA
TIN

Sepsis [Sepsis]

1.2.3

28.

CMUH10
6-REC2-1
32

2018/6/5

18061SR0
03522

Follow
up 7

#1)
PEMBROLIZ
UMAB
#2)
EPACADOS
TAT Study
(Code not
broken)
#3)
PEMETREX
ED
4)
CARBOPLA
TIN

Sepsis [Sepsis]

1.2.3
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29.

CMUH10
6-REC2-1
32

2018/6/20

1806AUS
010262

Follow
up 1

#1)
PEMBROLIZ
UMAB
#2)
EPACADOS
TAT Study
(Code not
broken)

death due to PJP

pneumonia
[Pneumocystis

jirovecii pneumonia]

1.2.3

30.

CMUH10
6-REC2-1
32

2018/6/12

1806AUS
007136

Initial

#1)
PEMBROLIZ
UMAB
#2)
EPACADOS
TAT Study
(Code not
broken)

pneumonia
[Pneumocystis

Pneumocystis jiroveci

jirovecii pneumonia]

1.2.3

31.

CMUH10
6-REC2-1
32

2018/6/5

18061SR0
03522

Follow
up 8

#1)
PEMBROLIZ
UMAB
#2)
EPACADOS
TAT Study
(Code not
broken)
#3)
PEMETREX
ED
4)
CARBOPLA
TIN

Sepsis [Sepsis]

1.2.3

107 # 09 * 05 p

S




P RFFLEEHRFEEL G
——ﬁ?;-&&ﬁ:’t'&%

2L R
g Hx

LR R
(L pix)

& Sosh

L P

R e
2 5o

£y
%

-—-Ii-—;-\r-"‘r.
Pt 5 o

*AFE R

£

B

e
i

32.

CMUH10
6-REC2-1
32

2018/6/12

1806AUS
007136

Follow
upl

#1)
PEMBROLIZ
UMAB
#2)
EPACADOS
TAT Study

pneumonia
[Pneumocystis

Pneumocystis jiroveci

jirovecii pneumonia]

1.2.3

33.

CMUH10
6-REC2-1
32

2018/6/5

18061SR0
03522

Follow
up 9

#1)
PEMBROLIZ
UMAB
#2)
EPACADOS
TAT Study
#3)
PEMETREX
ED
4)
CARBOPLA
TIN

Sepsis [Sepsis]

1.2.3

34.

CMUH10
6-REC2-1
32

2018/6/5

18061SR0
03522

Follow
up 10

#1)
PEMBROLIZ
UMAB
#2)
EPACADOS
TAT Study
#3)
PEMETREX
ED
4)
CARBOPLA
TIN

Sepsis [Sepsis]

1.2.3
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#1)
PEMBROLIZ
UMAB
#2) .
Multiple
EPACADOS .
CMUH10 thromboembolic
1802ISRO| Follow | TAT Study .
35. | 6-REC2-112018/2/20 events [Embolism] |23 | A
11811 | up 16 #3) .
32 Pancytopenia
PEMETREX [Pancytopenia]
ED ytop
4)
CARBOPLA
TIN
#1)
PEMBROLIZ
UMAB
#2)
EPACADOS Pulmonary
CMUHI10 .
1805TUR| Follow | TAT Study | thromboembolism
36. | 6-REC2-1(2018/4/26 23| A
2 000260 | up38 #3) [Pulmonary
PEMETREX embolism]
ED
4)
CARBOPLA
TIN
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37.

CMUH10
6-REC2-1
32

2018/6/5

1806ISR0O
03522

Follow
up 11

#1)
PEMBROLIZ
UMAB
#2)
EPACADOS
TAT Study
#3)
PEMETREX
ED
4)
CARBOPLA
TIN

Sepsis [Sepsis]

1.2.3

38.

CMUH10
6-REC2-1
32

2018/6/5

18061SR0
03522

Follow
up 12

#1)
PEMBROLIZ
UMAB
#2)
EPACADOS
TAT Study
#3)
PEMETREX
ED
4)
CARBOPLA
TIN

Sepsis [Sepsis]

1.2.3

39.

CMUH10
5-REC2-0
74

2018/5/21

7728/9/8

Initial

Atezolizumab
Carboplatin
Gemcitabine

Thrombocytopenia

40.

CMUH10
5-REC2-0
74

2018/5/24

7732/12/1
6

Initial

Atezolizumab
Cisplatin
Gemcitabine

BLEEDING

PROBABLY FROM
BLADDER TUMOR
(Tumor bleeding)

2,3,4
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- e B |FA P 5 g ) B E X P AE @ z 5% |3
« Tumor bleeding
CMUH10 Atezolizumab Haematuria
7732/12/1| Follow ) .
41. | 5-REC2-0|2018/5/24 5 up 1 Cisplatin aggravated 2,34 A
74 P Gemcitabine Infection of
unknown origin
+ Tumor bleeding
] Bleeding
CMUH10 Atezolizumab ;
7732/12/1| Follow . . Haematuria
42. |5-REC2-0|2018/5/24 Cisplatin 2,34 A
6 up 2 . aggravated
74 Gemcitabine .
Infection of
unknown origin
Bleeding
CMUH10 Atezolizumab Haematuria
7732/12/1| Follow . .
43. | 5-REC2-0|2018/5/24 5 up 3 Cisplatin aggravated 23| A
74 P Gemcitabine Infection of
unknown origin
] Haematuria
CMUH10 Atezolizumab
7732/12/1| Follow . . aggravated
44. |5-REC2-0|2018/5/24 Cisplatin . 2,34 A
6 up 4 . Infection
74 Gemcitabine . -
bacterial origin
CMUH10 Atezolizumab )
7728/12/1 .. o Cardiac arrest
45. | 5-REC2-012018/5/22 Initial | Gemcitabine . 23 A
8 ) Vomiting
74 Carboplatin
. SEPSIS (GRAM
CMUH10 Atezolizumab
7706/12/2| Follow o KLEBSIELLA
46. | 5-REC2-0| 2018/5/6 Gemcitabine 23| A
6 up 1 . PNEUMONIAE)
74 Carboplatin . )
(Klebsiella sepsis)
Pneumonia
) Platelet count
CMUH10 Atezolizumab
Follow o decreased
47. |5-REC2-0| 2018/5/8 |7629/9/29 Gemcitabine 23| A
up 3 ) Platelet count
74 Carboplatin
decreased
Pneumonitis
107 £ 09 * 05 p % 32 F % 40 F
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Platelet count
decreased
) Urinary tract
CMUH10 Atezolizumab ] .
7125/10/2| Follow Lo infection
48. | 5-REC2-0(2017/3/15 Gemcitabine . 23| A
8 up 1 ) Intestinal
74 Carboplatin .
obstruction
Abdominal
infection
Sepsis
_ Anemia
CMUH10 Atezolizumab
2017/11/1 Follow o aggravated
49. | 5-REC2-0 9 7457/3/4 uD 2 Gemcitabine 23 A
74 P Carboplatin )
Thrombocytopenia
Weakness
Mucositis oral
CMUH10 Follow Atezolizumab Neutrophil
50. | 5-REC2-0| 2018/4/7 |7671/6/27 up 3 Gemcitabine count decreased 23| A
74 P Carboplatin Lesion kidney
injury
Pneumonia
CMUH10 Follow Atezolizumab Platelet count
51. |5-REC2-0 2018/5/8 |7629/9/29 - Gemcitabine decreased 23| A
74 P Carboplatin Platelet count
decreased
+ Pneumonia
CMUH10 Follow Atezolizumab + Platelet count
52.|5-REC2-0| 2018/5/8 |7629/9/29 up 2 Gemcitabine decreased 23| A
74 P Carboplatin Platelet count
decreased
CMUH10
Follow . .
53. | 5-REC2-0(2018/4/27|7696/8/27 up 1 Atezolizumab Asthenia 13| A
74 P
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. SEPSIS (GRAM
CMUH10 Atezolizumab
7706/12/2| Follow L KLEBSIELLA
54.15-REC2-0( 2018/5/6 Gemcitabine 23| A
6 up 1 , PNEUMONIAE)
74 Carboplatin ) )
(Klebsiella sepsis)
. Hepatitis
CMUH10 Atezolizumab )
Follow . Haematuria
55. [5-REC2-012017/12/8 [7403/8/19 Carboplatin ) 13| A
up 2 oo Haematuria
74 Gemcitabine .
Pneumonitis
CMUH10 Atezolizumab .
7728/12/1| Follow o + Cardiac arrest
56. | 5-REC2-0(2018/5/22 Gemcitabine . 23| A
8 upl . « Vomiting
74 Carboplatin
CMUH10 Atezolizumab
. . FEBRILE
57. |5-REC2-0| 2018/7/3 | 7787/8/7 | Initial | Carboplatin 1A
o NEUTROPENIA
74 Gemcitabine
» Mucositis oral
CMUH10 Atezolizumab + Neutrophil
58. |5-REC2-0| 2018/4/7 |7671/6/27] Initial | Gemcitabine count decreased 23| A
74 Carboplatin + Lesion kidney
injury
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59.

CMUH10
5-REC2-0
79

2018/5/14

follow
up 5

BMS-201
8-058102

NIVOLUMA

B

"(DOther Serious
Criteria: Medically
Significant
(@Died due to
aggravation of the
primary disease
[Malignant neoplasm
progression]
(3Large intestinal
obstruction [Large
intestinal obstruction]
(4)Organising
pneumonia
[Organising
pneumonia]
(BDisseminated
Intravascular
Coagulation
Syndrome
[Disseminated
intravascular
coagulation]
(BAspiration
pneumonia
[Pneumonia
aspiration]
(T)Disuse syndrome

[Disuse syndrome]"
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[5° il iz 3]

+ W% fE7 K@ i &0 & [Notification of Urgent
Changes to Study E7080-G000-218 related to the
15-day Aggregate Safety Report (14 June 2018)]

« RA4FA a0 [Study E7080-G000-218_14 July
2018 (E7080-G000-218 Instructions for use of IXRS
(IRT) following unblinding of the study]

@‘5@1 =¥ Eisai Co., Ltd. = @ gre F F @ 4%

2 { %*m » Eisal enfisk 385 B Ff % 2018
#7711 pFERRT ¥ - X3¢ & Cycle 11 Day
1 w & ik Oracle IXRS 4534 fAe i { % &€ >
Eisai 2 praf 333 fwoipidse L 5 40 %33 2 2018
ET L2 p Il Ao Z LR BEERY T - B
ALFEOHRE CEFE WG R HFRER
AR o
@2 w0 4R £ h Oracle IXRS R 4% » 2 2 2018 &
7% 11 p fRE43TE 2 Eisal ¢ 5k 8
PRBR R 0 SRR M B R
(open-label) = sti&f7oe ZARM B 0 2 2% 4
THAUAPFET EPFESKREL B EF S

¢ Frekiz4_Oracle IXRS 4 fie & 5 & £
PR ERERAES LR EX 2N
3 B PR AR o %565 45 2 open-label = FVig 7 #-
g f2/4 IXRS # It | £ & fe bk % 0 i@ g
RPFFNE 2o PP ER BF A W E TR
B T OE R A NE o st ’Elsal WL oo iTh -
Bk B LR VL ST >
Mlcdy 0 TRFEZRFIER R o
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59 *RERE P LA © ARB-001467
* pMFLWEF 105F 127 19p 1 106 #
12 * 18 p

(2]
*n % @ Benefit-Risk analysis(Period:19-June-2017
to 18-December-2017)

(GEIEIEIEE 2

CMUH106-REC2-1 | | *RSRE A LA  vilaprisan

18 *E pMHFLPHF I07E032 01 p 3 107 &
05% 31p

(R EEREE |

CMUH104-REC2-0 N *ix A& @ Abemaciclib LY 2835219 Investigator’ s
52 Brochure_Approval Date: 05-Jul-2018

*p # : 05-Jul-2018

(62]
|+
¢

&

(%4 %324 4]
CMUH104-REC2-
6. UH10 €20 A TR A D NA

10 .
*p #p 13 April 2017
(GEIEIETEE 2|
2 CMUH104-REC2-1 LiH *R % % LA - Ramucirumab (LY3009806)
16 * > MFELYPF 106 % 100 22 p 3 107 &
04 % 21p
[ 2142 ]
3 CMUH105-REC2-1 o *REE S LA Ixekizumab (LY2439821)
38 * > MFELYPF 106090 23 p 3 107 &
03" 22p
[#5]
*Ap g 2018 & 77 20 P
RE
B 2018 & 7% 20 p F % — i M > Tecentriq®
9 CMUH105-REC2-0 §1 5% (Atezolizumab) v it R LA APR F
74 (immune-related nephritis) 3d 5 - # 1 2018 &

59 170 » 973 17,215 = tefplk i85 ¥ e 4
220,783 {2+ B {5 Rl A g £ B
TECENTRIQ® (atezolizumab); s # » 13351 4 #cdp
3™ % 31 TECENTRIQ® (atezolizumab) ¥ &: #
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K)o F X ;‘é‘i—*ﬁ 7% 4 Grade 2 (moderate) e
immune-related nephritis p¥ » & 3% & 47 %
TECENTRIQ® (atezolizumab) e 5% 5 % = i
4 Grade 3 &% Grade 4(severe) =7 immune-related
nephritis p= @ 23R A A i% b

TECENTRIQ® (atezolizumab) e o 2+ #F » » 32
%% 4 immune-related nephritis =% ;én—*ﬁ Ll
FEP O RLE- Kok s (TR ) ¥
% g 2| %7 %4 Corticosteroids e & ed &
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T
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(1) Development Safety Update Report for
Gilteritinib Date 24Jul2018

(2) DSMB Letter 002, 29May2018

CMUH105-REC2-0
42

11.

i

S
9
N

Q=TS
(1) s<4 p #p:06-Jun-2018
(2 B h T FMLFE @ LE
# CSP-CV1 to 10 (Cardiovascular event) pages
# target event
# Survival follow up
# CSP-IMMUM MED26 to 55
#PRO ONTRT 41 to 50

(A7 2 4% 4 £ porgdse ]
(1) =4 p #p:IB edition 17_27Jun2018
(2) B R FlE 2 FHLAT
[ DMC Letter)
(1) s 4 p #p: 20Mar2018
(2) L #7R 7l b aTanE 2 TR £ AR
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12.

1. Tedizolid Phosphate BLINDED SERIOUS
ADVERSE REACTION LINE LISTING REPORT
(SARLLR) & p % % A
2016/12/21-2017/06/20

2. Tedizolid BLINDED SERIOUS ADVERSE
REACTION LINE LISTING REPORT (SAR LLR)
FL P 7w 2016/06/21-2016/12/20

3. TEDIZOLID PHOSPHATE BLINDED
SERIOUS ADVERSE REACTION LINE LISTING
REPORT (SARLLR) #F42 p 7 % B!
2017/06/21-2017/12/20

4. TEDIZOLID PHOSPHATE BLINDED
SERIOUS ADVERSE REACTION LINE LISTING
REPORT (SARLLR) #F2 p 7 % 7!
2015/07/01-2015/12/31

5. TEDIZOLID BLINDED SERIOUS ADVERSE
REACTION LINE LISTING REPORT (SAR LLR)
FL P 7w 2014/12/31-2015/6/30

6. MK-1986 Sivextro (Tedizolid Phosphate)
BLINDED SERIOUS ADVERSE REACTION
LINE LISTING REPORT (SAR LLR) on Behalf of
Cubist Pharmaceuticals LLC 2} % %
2016/01/01-2016/06/20

13. | DMR101-1RB2-032

H
lL'
2

[Fx=>%F2 4 4]

CMUH107-REC2-0
55

14.

v AR

[z % 21482]

*E% ¥ ¢4 ¢ Zolbetuximab

* rMARLHEF 2007052 07 p % 2018
#05% 06 P
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15.

L
13
Jor

(8% 21482 ]

*R% E L4 ¢ Ixekizumab (LY2439821)

* pMARLHEF 106 £ 032 23 p 3 106 #
09 " 22 p
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