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#1) . .
worsening of atrial
1702UK | follow | MK-3475 o .
1. |2017/2/23|2018/8/22 fibrillation [Atrial | 23| A
RO11157 | up2 #2) o
fibrillation]
AXITINIB
1803USA| follow #1) Hypokalemia
2. |2018/3/19 (2018/8/24 . 23| A
010943 | up 15 | SUNITINIB [Hypokalaemia]
#1) .
Drug-induced
2017/12/1 1712JPN | follow | MK-3475 .
3. 2018/8/24 myocarditis 23| A
6 009077 | up 35 #2) .
[Myocarditis]
AXITINIB
myocarditis
#1) Y .
[Myocarditis]
1705BRA| follow | MK-3475 :
4. (2017/5/16|2018/8/27 posterior chest wall |1.2.3] A
010302 | up7 #2) .
pain [Musculoskeletal
AXITINIB :
chest pain]
#1) . .
Anaemia [Anaemia]
1806BRA| follow | MK-3475
5. 12018/5/16 [2018/8/27 Fecal blood 23| A
000821 | up2 #2) _
[Haematochezia]
AXITINIB
malignant neoplasm
2017/10/3 1711FRA| follow #1) progression
6. 2018/8/29 ) 13| A
1 002282 | up5 | SUNITINIB | [Malignant neoplasm
progression]
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2017/10/2

2018/8/29

1711USA
001053

follow
up 26

#1)
MK-3475
#2)
AXITINIB

Myasthenia gravis and
assosiated
myositis/inflamatory
myopathy
[Myasthenia gravis]
CPK increased [Blood
creatine
phosphokinase
increased]
increased AST
[Aspartate
aminotransferase
increased]
Vitreous floater
[Vitreous floaters]

1.3

2017/10/2
6

2018/8/31
001053

1711USA

follow
up 27

#1)
MK-3475
#2)
AXITINIB

Myasthenia gravis and
assosiated
myositis/inflamatory
myopathy
[Myasthenia gravis]
CPK increased [Blood
creatine
phosphokinase
increased]
increased AST
[Aspartate
aminotransferase
increased]
Vitreous floater
[Vitreous floaters]

1.2.3

2017/5/17

1706FRA
004656

2018/8/31

follow
up 13

#1)
MK-3475
#2)
AXITINIB

Hepatitis cytolisis
[Hepatitis]

2.3
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#1) . .
Anaemia [Anaemia]
1806BRA| follow | MK-3475
10. | 2018/5/16 | 2018/9/4 Fecal blood 23| A
000821 | up3 #2) _
[Haematochezia]
AXITINIB
Drug-induced
#1) myocarditis
2017/12/1 1712JPN | follow | MK-3475 [Myocarditis]
11. 2018/9/7 _ ) 23| A
6 009077 | up 36 #2) hepatic dysfunction
AXITINIB [Hepatic function
abnormal]
Myasthenia gravis and
assosiated
myositis/inflamatory
myopathy
[Myasthenia gravis]
CPK increased [Blood
#1) .
creatine
2017/10/2 1711USA| follow | MK-3475 .
12. 2018/9/7 phosphokinase 1.23] A
6 001053 | up 28 #2) _
increased]
AXITINIB .
increased AST
[Aspartate
aminotransferase
increased]
Vitreous floater
[Vitreous floaters]
Drug-induced
#1) myocarditis
2017/12/1 1712JPN | follow | MK-3475 [Myocarditis]
13. 2018/9/11 _ ) 23| A
6 009077 | up 37 #2) hepatic dysfunction
AXITINIB [Hepatic function
abnormal]
#1)
1806USA| follow | MK-3475 pneumonitis
14.12018/6/20 {2018/9/11 .. 123 A
010794 | up3 #2) [Pneumonitis]
AXITINIB
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15.

2018/5/14

2018/8/16

BMS-201
8-058102

follow
up 5

NIVOLUMA
B

Other Serious Criteria:
Medically Significant
Died due to
aggravation of the
primary disease
[Malignant neoplasm
progression]
Large intestinal
obstruction [Large
intestinal obstruction]
Organising pneumonia
[Organising
pneumonia]
Disseminated
Intravascular
Coagulation
Syndrome
[Disseminated
intravascular
coagulation]
Aspiration pneumonia
[Pneumonia
aspiration]
Disuse syndrome
[Disuse syndrome]

1,3

16.

2018/8/24

2018/9/3

PDM-TW
-2018007
4

follow
up 2

(DONO-4538
@TS-1

Cancer associated
thrombotic
microangiopathy
[Thrombotic
microangiopathy]

17.

2018/8/24

2018/9/7

PDM-TW
-2018007
4

follow
up 3

(DONO-4538
@TS-1

Cancer associated
thrombotic
microangiopathy
[Thrombotic
microangiopathy]

1,2
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1.CARBOPL
ATIN
2.PEMETRE
XED FEBRILE
2018SE9 | follow
18.12018/7/26 | 2018/8/3 6176 o 1 3.MEDI4736(] NEUTROPENIA |1,3| A
P DURVALUMY| (Febrile neutropenia)
AB)
4. TREMELI
MUMAB
1.CARBOPL
ATIN
2.PEMETRE
XED
2018SEQ | follow NEUTROPENIA
19.12018/7/26 {2018/9/11 3.MEDI4736( i 1,3 A
6176 up 2 (Neutropenia)
DURVALUM
AB)
4. TREMELI
MUMAB
18P-082- .
Follow | Venetoclax; 1. Tumor lysis 2,3,
20. | 2018/6/4 {2018/6/22 (2379503 - A
up5 | Azacitidine syndrome 7
00(5.0)
18P-056-
Follow | Venetoclax; )
21.12018/5/16 {2018/6/20 {2361019- - 1.Sepsis 2,3| A
up 8 | Azacitidine
00(8.0)
18P-028- 1.Consciousness
Follow | Venetoclax; ) 2,3,
22.(2018/6/14 12018/6/20{2392050- - fluctuating A
up 2 | Azacitidine ) 14,7
00(2.0) 2.Febrile neutropenia
18P-163-
. Venetoclax; .
23.| 2018/7/5 | 2018/7/6 |2412561-| Initial 1.Cellulitis 2,3 A
Azacitidine
00(0.0)
1.Congestive heart
18P-028- :
Follow | Venetoclax; failure 2,3,
24.12018/4/23 | 2018/7/5 (2334118 - . . A
up 11 | Azacitidine | 2. Escherichia coli 7
00(11.0) .
bacteremia
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18P-163-
Follow | Venetoclax; i
25.| 2018/6/6 | 2018/7/3 [2384093- . 1.Pneumonia 1 1A
up 3 | Azacitidine
00(3.0)
18P-028- 1.Urinary incontinence
Follow | Venetoclax; ) ) 2,3,
26. [2018/6/14 | 2018/7/6 {2392050- L 2.Faecal incontinence A
up5 | Azacitidine ) 4,7
00(5.0) 3.Neck pain
1.Escherichia coli
18P-028- ]
Follow | Venetoclax; bacteremia 1,2,
27.12018/4/23 [2018/7/11 (2334118- - : A
up 12 | Azacitidine | 2.Congestive heart |[3,7
00(12.0) :
failure
18P-035-
. Venetoclax; .
28. [2018/7/1212018/7/12 [2417185-| Initial o Myelosuppression |2,3| A
Azacitidine
00(0.0)
18P-161- 1.Cardiac arrest
Follow | Venetoclax; 1,2,
29. | 2018/7/1 |2018/7/16|2406813- . 2.Anorectal abscess A
up 3 | Azacitidine i ) 3
00(3.0) 3.Febrile neutropenia
18P-163- i :
Follow | Venetoclax; | 1. Respiratory failure | 1,2,
30. | 2018/7/5 |2018/7/12|2412561- o . A
up 2 | Azacitidine 2. Cellulitis 3
00(2.0)
1.Escherichia coli
18P-028- .
Follow | Venetoclax; bacteremia 1,2,
31.(2018/4/2312018/7/11{2334118- - . A
up 13 | Azacitidine | 2.Congestive heart |3,7
00(13.0) :
failure
1.Fecal incontinence
2.Neck pain
18P-028- N
Follow | Venetoclax; 3.Meningitis 2,3,
32.(2018/6/1412018/7/16 |2392050- e - A
00(8.0) up 8 | Azacitidine 4.Rigidity 4,7
' 5.Urinary incontinence
6.Pneumonia fungal
18P-035-
Follow | Venetoclax; i
33.12018/7/12 (2018/7/12|2417185- e 1.Myelosuppression |2,3| A
upl | Azacitidine
00(1.0)
18P-161- 1.Cardiac arrest
Follow | Venetoclax; 1,2,
34.| 2018/7/1 [2018/7/16]|2406813- e 2.Anorectal abscess A
up4 | Azacitidine i ) 3
00(4.0) 3.Febrile neutropenia
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18P-035- o
Follow | Venetoclax; | 1.Septicemia due to
35.(2018/7/12|12018/7/20|2417185- - 2,3| A
up 2 | Azacitidine pseudomonas
00(2.0)
18P-082-
. Venetoclax; .
36. [ 2018/7/24 12018/7/25(2430873-| Initial o 1.Pneumonia 2,3| A
Azacitidine
00(0.0)
18P-163- ) .
Follow | Venetoclax; | 1. Respiratory failure | 1,2,
37. | 2018/7/5 |2018/7/23|2412561- . . A
up5 | Azacitidine 2. Cellulitis 3
00(5.0)
1.Klebsiella
18P-143- .
Follow | Venetoclax; pneumonia
38.2018/4/2712018/7/31|2358051- o ) 1,3 A
up5 | Azacitidine 2.Bronchial
00(5.0) )
pneumonia
18P-163-
Follow | Venetoclax; _
39. [2018/6/22 | 2018/8/2 |2401047- o 1.Sepsis 2 | A
up 3 | Azacitidine
00(3.0)
18P-082-
Follow | Venetoclax; i
40. | 2018/7/24 12018/7/25|2430873- . 1.Pneumonia 2,3| A
upl | Azacitidine
00(1.0)
18P-056-
Follow | Venetoclax; )
41.|2018/5/16 |2018/7/31|2361019- - 1.Sepsis 2,3| A
up 13 | Azacitidine
00(13.0)
1.Cardiac arrest
18P-161- .
Follow | Venetoclax; 2.Sepsis 1,2,
42. | 2018/7/1 |2018/7/31|2406813- - A
00(6.0) up 6 | Azacitidine | 2.Anorectal abscess | 3
3.Febrile neutropenia
18P-082- 1.Upper
Follow | Venetoclax; ] _
43.12018/7/28 [2018/7/30|2435569- o gastrointestinal 2,3 A
upl | Azacitidine )
00(1.0) bleeding
18P-035- R
Follow | Venetoclax; | 1.Septicemia due to
44.2018/7/10|2018/7/27|2417185- - 2,3| A
up4 | Azacitidine pseudomonas
00(4.0)
18P-143-
Follow | Venetoclax; i )
45. | 2018/5/2 |2018/7/27|2356658- s 1.Neutropenic sepsis |1,3| A
up 2 | Azacitidine
00(2.0)
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18P-150- .
Follow | Venetoclax; 1.Urinary tract
46. | 2018/7/12|12018/7/27|2419147- o _ ! 2,3| A
up5 | Azacitidine infection
00(5.0)
1.Cardiac arrest
18P-161-
Follow | Venetoclax; | 2.Anorectal abscess |1, 2,
47. | 2018/7/1 | 2018/8/8 |2406813- - . A
up 7 | Azacitidine 3.Sepsis 3
00(7.0) ) i
4.Febrile neutropenia
18P-163-
Follow | Venetoclax; )
48. | 2018/6/22 | 2018/8/2 |2401047- I 1.Sepsis 2 | A
up4 | Azacitidine
00(4.0)
18P-035- . .
. Venetoclax; 1.Lung infection
49. | 2018/8/9 |2018/8/10(2449041-| Initial .. . ) 2 | A
Azacitidine | 2.Febrile neutropenia
00(0.0)
18P-044-
Follow | Venetoclax; i 1,2,
50.12018/6/14 {2018/8/13 (2392073- - 1.Brain tumor NOS A
up5 | Azacitidine 3,4
00(5.0)
18P-035- . .
Follow | Venetoclax; 1.Lung infection
51.| 2018/8/9 [2018/8/10(2449041- o i i 2 | A
up 1l | Azacitidine | 2.Febrile neutropenia
00(1.0)
18P-082-
Follow | Venetoclax; . 2,3,
52.| 2018/8/2 {2018/8/22(2440147- o 1.0steomyelitis A
up5 | Azacitidine 7
00(5.0)
18P-163- ) .
Follow | Venetoclax; | 1. Respiratory failure | 1,2,
53.| 2018/7/5 (2018/8/27 [2412561- - . . A
up 8 | Azacitidine | 2. Cellulitis of finger | 3
00(8.0)
18P-082- 1.Thrombocytopenia
. Venetoclax; .
54.12018/8/27{2018/8/30(2470801-| Initial o 2.Intracranial 2,3| A
Azacitidine
00(0.0) hemorrhage
18P-150- .
Follow | Venetoclax; 1.Urinary tract
55.12018/7/12 {2018/8/23(2419147- - : . 2,3| A
00(6.0) up 6 | Azacitidine infection

107 # 10 * 25 p




PRFFCETERRF AL REL R g% 3LLR ¢
- FRCERFL- AR EERESC KR
B \ . X xMAR|ERE 5 o
- e B |FA P 5 g ) B E X P AE @ z 5% |3
1.Depressed level of
consciousness
2. Confusion
3.Urinary incontinence
18P-028- :
Follow | Venetoclax; | 4.Neurologic neglect |2, 3,
56. |1 2018/6/14 {2018/8/23 [ 2392050- - A
up 16 | Azacitidine syndrome 4,7
00(16.0) .
5. Swallowing
difficult
6. Nuchal rigidity
7. Pneumonia fungal
18P-163-
Follow | Venetoclax; )
57.12018/3/16 |2018/8/30(2284811- I 1. Thrombocytopenia | 2,7 | A
up 16 | Azacitidine
00(16.0)
18P-082- 1.Thrombocytopenia
Follow | Venetoclax; i
58. [2018/8/27|12018/8/30|2470801- I 2.Intracranial 2,3| A
upl | Azacitidine
00(1.0) hemorrhage
18P-082-
Follow | Venetoclax; . 2,3,
59. | 2018/8/2 |2018/8/29|2440147- I 1. Osteomyelitis A
up 6 | Azacitidine 7
00(6.0)
18P-035-
" \enetoclax; .
60. | 2018/9/3 | 2018/9/3 [2473962-| Initial 1. Hypoxemia 2,7 A
Azacitidine
00(0.0)
18P-056-
Follow | Venetoclax; .
61.12018/5/15 | 2018/9/3 {2361019- - 1.Sepsis 2,3| A
up 14 | Azacitidine
00(14.0)
18P-028- N
Follow | Venetoclax; 1.Meningitis 2,3,
62.12018/6/14 {2018/8/27 [ 2392050- - . A
up 17 | Azacitidine | 2.Pneumonia fungal |4, 7
00(17.0)
18P-163-
Follow | Venetoclax; )
63. |1 2018/4/26 {2018/8/29 [ 2338848- - 1.Myocardial edema |2,3| A
up 10 | Azacitidine
00(10.0)
18P-044-
Follow | Venetoclax; i 1,2,
64.12018/6/14 {2018/8/28 {2392073- - 1.Brain tumor NOS A
up 6 | Azacitidine 3,4
00(6.0)
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18P-035-
Follow | Venetoclax; )
65. | 2018/9/3 | 2018/9/3 [2473962- o 1. Hypoxemia 2,7 A
upl | Azacitidine
00(1.0)
18P-082- 1.Thrombocytopenia
Follow | Venetoclax; ]
66. | 2018/8/27 {2018/9/17 [ 2470801- - 2.Intracranial 2,3| A
up 2 | Azacitidine
00(2.0) hemorrhage
1.Escherichia coli
18P-028- bacteremia
Follow | Venetoclax; . 1,2,
67.12018/4/23 (2018/9/14 (2334118- I 2. Pitting edema A
up 23 | Azacitidine i 3,7
00(23.0) 3.Congestive heart
failure
1.CISPLATI
2018SE8| .. N PNEUMONIA
68. 12018/6/27 [2018/9/28 Initial ) 2,3| A
4458 2.PEMETRE (Pneumonia)
XED
atypical interstitial
pneumonia {atypical
pneumonia} [Atypical
Filgotinib/Pla pneumonia]
2018-035 . .
69.12018/7/31 | 2018/8/9 3102 FU1 | ceboand/or | atypical interstitial | 1,3 | A
MTX/Placebo pneumonia
{interstitial lung
disease} [Interstitial
lung disease]
#1)
MK-3475 . .
enteritis [Enteritis]
Study )
malignant neoplasm
1806 TW | follow #2) )
70.| 2018/6/1 |2018/9/18 progression 13| A
N004252| up 13 | CISPLATIN .
43) [Malignant neoplasm
progression]
5-FLUOROU
RACIL
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#1)
MK-3475 |AIN (Acute interstitial
Study (Code nephritis)
not broken) | [Tubulointerstitial
1805USA| Follow #2) nephritis]
71.| 2018/5/2 {2018/9/14 23| A
002328 | up8 | CISPLATIN | ATN (Acute tubular
#3) necrosis) [Renal
5-FLUORQU| tubular necrosis]
RACIL sepsis [Sepsis]
#4) TUMS
#1) :
immune
MK-3475 thrombocytopenia
Study (Code ytop
(ITP) [Immune
not broken) .
1802USA| Follow thrombocytopenic
72.12018/1/26 {2018/9/17 #2) 23| A
000629 | up9 purpura]
5-FLUOROU
Upper Gl hemorrhaae
RACIL . :
43) [Upper gastrointestinal
haemorrhage]
CISPLATIN
#1) :
immune
MK-3475 thrombocytopenia
Study (Code ytop
(ITP) [Immune
not broken) .
1802USA| Follow thrombocytopenic
73.12018/1/26 {2018/9/18 #2) 23| A
000629 | up 10 purpura]
5-FLUOROU
Upper GI hemorrhaae
RACIL . :
43) [Upper gastrointestinal
haemorrhage]
CISPLATIN
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#1)
MK-3475
Study (Code
not broken) . .
1802GT | Follow febrile neutropenia
74.| 2018/2/2 {2018/9/18 #2) . . 11.2.3] A
MO002097| up8 [Febrile neutropenia]
CISPLATIN
#3)
5-FLUOROU
RACIL
#1) fall [Fall]
MK-3475 Acute subdural
Study (Code | haematoma [Subdural
not broken) haematoma]
1808JPN | Follow i
75.12018/8/12 (2018/9/18 #2) Traumatic 23| A
006041 | up4 i
5-FLUOROU subarachnoid
RACIL hemorrhage
#3) [Subarachnoid
CISPLATIN haemorrhage]
#1) :
immune
MK-3475 thrombocytopenia
Study (Code ytop
(ITP) [Immune
not broken) i
1802USA| Follow thrombocytopenic
76.12018/1/26 {2018/9/19 #2) 23| A
000629 | up 11 purpura]
5-FLUOROU
Upper GI hemorrhaae
RACIL . :
43) [Upper gastrointestinal
haemorrhage]
CISPLATIN
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#1) fall [Fall]
MK-3475 Acute subdural
Study (Code | haematoma [Subdural
not broken) haematoma]
1808JPN | Follow .
77.12018/8/12 (2018/9/20 #2) Traumatic 23| A
006041 | up5 .
5-FLUOROU subarachnoid
RACIL hemorrhage
#3) [Subarachnoid
CISPLATIN haemorrhage]
#1)
MK-3475 | ATN (Acute tubular
Study (Code necrosis) [Renal
not broken) tubular necrosis]
1805USA| Follow #2) AIN (Acute interstitial
78.| 2018/5/2 (2018/9/21 . 23| A
002328 | up9 | CISPLATIN nephritis)
#3) [Tubulointerstitial
5-FLUOROU nephritis]
RACIL sepsis [Sepsis]
#4) TUMS
#1)
MK-3475
Study (Code .
Physical health
not broken) L
1809FRA| . deterioration [General
79. 12018/8/20 [2018/9/25 Initial #2) _ 23| A
010243 physical health
CISPLATIN —
deterioration]
#3)
5-FLUOROU
RACIL

107 # 10 * 25 p



¢ R

FL 8 ER

By GREL R g% 2aLR ¢
SFR-EARFL- X3 EEHRES( RK)
B , R e
e B |FA P TRER R = A
%};u g % éﬁn%ﬁ, Vﬂ'J FE [ ! =] !
#1) immune
MK-3475 thrombocytopenia
Study (Code (ITP) [Immune
not broken) | thrombocytopenic
1802USA| Follow
80. | 2018/1/26 {2018/9/25 #2) purpura] 23| A
000629 | up 13 .
5-FLUOROU| Malignant neoplasm
RACIL progression
#3) [Malignant neoplasm
CISPLATIN progression]
#1) immune
MK-3475 thrombocytopenia
Study (Code (ITP) [Immune
not broken) | thrombocytopenic
1802USA| Follow
81.12018/1/26 {2018/9/28 #2) purpura] 23| A
000629 | up 14 .
5-FLUORQU| Malignant neoplasm
RACIL progression
#3) [Malignant neoplasm
CISPLATIN progression]
#1)
MK-3475
Study (Code
not broken) .
1809THA| . pneumonia
82.| 2018/9/7 [2018/9/28 Initial #2) . 23| A
005775 [Pneumonia]
CISPLATIN
#3)
5-FLUOROU
RACIL
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#1) :
immune
MK-3475 .
thrombocytopenia
Study (Code
(ITP) [Immune
not broken) .
1802USA| Follow thrombocytopenic
83.12018/1/26 [2018/9/24 #2) 23| A
000629 | up12 purpura]
5-FLUOROU
Upper GI hemorrhaae
RACIL . .
#3) [Upper gastrointestinal
haemorrhage]
CISPLATIN
#1)
MK-3475
Study (Code
not broken) i )
1802GT | Follow febrile neutropenia
84. | 2018/2/2 {2018/10/2 #2) i 1123 A
M002097| up9 [Febrile neutropenia]
CISPLATIN
#3)
5-FLUOROU
RACIL
#1) immune
MK-3475 thrombocytopenia
Study (Code (ITP) [Immune
not broken) | thrombocytopenic
1802USA| Follow
85. |2018/1/26 {2018/10/2 #2) purpura] 23| A
000629 | upl5 i
5-FLUORQU| Malignant neoplasm
RACIL progression
#3) [Malignant neoplasm
CISPLATIN progression]
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#1) fall [Fall]
MK-3475 Acute subdural
Study (Code | haematoma [Subdural
not broken) haematoma]
1808JPN | Follow .
86. [ 2018/8/1212018/10/4 #2) Traumatic 23| A
006041 | up6 .
5-FLUORQOU subarachnoid
RACIL hemorrhage
#3) [Subarachnoid
CISPLATIN haemorrhage]
#1)
MK-3475
Study (Code
not broken) IV arrest of bone
1810CH »
87.12018/9/30|2018/10/4 NODOGES Initial #2) marrow [Bone marrow| 2.3 | A
CISPLATIN failure]
#3)
5-FLUOROU
RACIL
#1)
MK-3475
Study (Code
not broken)
1801KO [ Follow unknown cause of
88.12018/1/16 [2018/10/5 #2) 1
R007090 | up7 death [Death]
CISPLATIN
#3)
5-FLUOROU
RACIL
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#1)
MK-3475
Study (Code
not broken) IV arrest of bone
1810CH | Follow
89.12018/9/30 (2018/10/5 #2) marrow [Bone marrow| 2.3 | A
N000665 | upl :
CISPLATIN failure]
#3)
5-FLUOROU
RACIL
#1)
MK-3475
Study (Code
not broken) )
1806GT | Follow pneumonia
90. | 2018/6/9 (2018/10/9 #2) . 23| A
MO006010( upl5 [Pneumonia]
CISPLATIN
#3)
5-FLUOROU
RACIL
#1) Other Serious Criteria:
MK-3475 | Medically Significant
Study (Code | pulmonary embolism
not broken) [Pulmonary
2017/11/2 1711TUR| Follow i
91. 2018/10/9 #2) embolism] 13| A
4 012477 | upl0 .
CISPLATIN ALT increased
#3) [Alanine
5-FLUOROU| aminotransferase
RACIL increased]
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#1)
MK-3475
Study (Code
not broken) .
1810CH | Follow Myelosuppression
92.|2018/9/30 [2018/10/9 #2) ) 23| A
NO000665| up2 [Bone marrow failure]
CISPLATIN
#3)
5-FLUOROU
RACIL
#1)
MK-3475
Study (Code
not broken) )
2018/10/1 {1809THA| Follow pneumonia
93.| 2018/9/7 #2) . 123 A
0 005775 | upl [Pneumonia]
CISPLATIN
#3)
5-FLUOROU
RACIL
#1) immune
MK-3475 thrombocytopenia
Study (Code (ITP) [Immune
not broken) | thrombocytopenic
2018/10/1|1802USA| Follow
94. [2018/1/26 #2) purpura] 23| A
000629 | up 16 i
5-FLUORQU| Malignant neoplasm
RACIL progression
#3) [Malignant neoplasm
CISPLATIN progression]
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#1)
MK-3475
Study (Code
not broken) .
2018/10/1|1809FRA| Follow duodenitis
95. |2018/8/20 #2) . 23| A
5 010243 | up1l [Duodenitis]
CISPLATIN
#3)
5-FLUOROU
RACIL
#1) Other Serious Criteria:
MK-3475 | Medically Significant
Study (Code | pulmonary embolism
not broken) [Pulmonary
2017/11/2 12018/10/1 (1711 TUR| Follow .
96. #2) embolism] 13| A
4 5 012477 | up 11 .
CISPLATIN ALT increased
3) [Alanine
5-FLUOROU| aminotransferase
RACIL increased]
#1)
MK-3475
Study (Code
not broken) )
2018/10/1| 1810CH | Follow Myelosuppression
97.12018/9/30 #2) ) 23| A
5 NO000665| up 3 [Bone marrow failure]
CISPLATIN
#3)
5-FLUOROU
RACIL
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#1) immune
MK-3475 thrombocytopenia
Study (Code (ITP) [Immune
not broken) | thrombocytopenic
2018/10/1|1802USA| Follow
98.12018/1/26 #2) purpura] 23| A
6 000629 | up 17 .
5-FLUOROU| Malignant neoplasm
RACIL progression
#3) [Malignant neoplasm
CISPLATIN progression]
#1) immune
MK-3475 thrombocytopenia
Study (Code (ITP) [Immune
not broken) | thrombocytopenic
2018/10/1|1802USA | Follow
99. [2018/1/26 #2) purpura] 23| A
7 000629 | up 18 .
5-FLUORQU| Malignant neoplasm
RACIL progression
#3) [Malignant neoplasm
CISPLATIN progression]
(] FRPHE -
R FEEwEARER
E .
B > § ¥ N FENE
[ 5° vl iz &)
*mgop Hp 12018 & 07 F 20 p
[ 2paF4]
1. | CMUH105-REC3-049 | 2 & %7 wips B 24 1 Atezolizumab
* rMIFLYPRFI2017 £ 112 11 p 3 2018
#0577 10 p
[z =% 232 ]
| YR EY LA ONO-4538
2. | CMUH105-REC3-121 | ¥ ## /& *z A ‘}I'.J,E;‘F’& 1065077 04p % 107
#0707 03p
3. |CMUHI106-REC3-081 | £47 & | [<#p % 213k ]
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*E%F 4 LA Ipatasertib
* pMAFLYHRF 20182 9p 3 2018
#£87% 8Fp

[DSMB -3 i ]
*d kit pHp2018# 9% 6P

[H]
*n % ¢ Safety Memo follow up to the DIL issued
28Aug2018 (10Sep2018): 4+4fL o i Frid e ¥
2 4 A 53 (DIL_Blinded review of data
suggests potential increase in Hepatic adverse
events in patients in Japan_28August2018) - iDMC
AR FRBRTGEARARTEFE LV 8
Frm  REBRRFEIN Y B LR
o VR ETRGAEL S TR U
AE -

[DSMB -3 i 4]

4. | CMUH106-REC3-122 %%&Zfﬁ *iR5% % 4+ AL Durvalumab; Tremelimumab
*BEp 12018 & 61 27 p
(8% 2R ]
*Esk E P AL 0 SAR650984/Isatuximab
*x pMHEARLHREF 1201812 06 p 3 2018
#0772 05p

5. | CMUH106-REC3-031 | £XL & | [ % >H¥F2 ]
FRREY LR
SAR650984/Isatuximab/Pomalidomide
* rMAFLEHEF 2017 £ 112 01 p 3 2018
#0872 30p
GEIEIIEEES |

.| ¥R B 4L - DS-10400

8. | CMUHIOB-REC3-076 | 3 %5 |, i'rﬁﬁﬁégfy 12017 #01 7 11 p % 2018
#£017* 10p
(GEIEIEIEEES |

e . | *HEERE S LA Venetoclax

7. | CMUHIO6-REC3-094 | 3 = 3 |, PP AYE 107 £07 7 01 p % 107
#09 " 30°P

8. | CMUH106-REC3-054 | 58 & = | [z =% > 4R 4 ]
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*Esk E 4 LA 1 MK3475 (Pembrolizumab)
¥ > PAFLBEF 2018 £ 03 % 04 p 1 2018
£ 06" 03 F

9. | CMUH105-REC3-108

[ % 21382 ]

*E2%k L 4L Ipilimumab & Nivolumab

X P FLBHET

Ipilimumab: 105 # 10 * 02 p % 107 & 04 *
03 p

Nivolumab: 105 # 07 * 04 p % 107 # 07 *
04 p

10. | CMUH107-REC3-041

LIt

[ 2pap2 ]

TR E S LA ACZB8S

* XPAFLHPF 107£06 % 30 p I 107
# 07 * 31 p (Initial submission to SIV)
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