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.| 5-REC1-02018/6/29 NE) Infusion 1,3
-126184 | up 2 MULTIPLE
69 #3)
. CEREBRAL
Daunorubicin
INFARCTION
(AC-220 : .
[Cerebral infarction]
Study)
(DAUNORU
BICIN
HYDROCHL
ORIDE)Unkn
ow
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12.

CMUH10
5-REC1-0
69

2017/10/2
2

DSU-201
7-151000

follow
up 4

#1)AC-220
or Placebo
(Code not

broken)
#2)
CYTARABI
NE (AC-220
Study)
(CYTARABI
NE) Infusion
#3)
Daunorubicin
(AC-220
Study)
(DAUNORU
BICIN
HYDROCHL
ORIDE)Unkn
ow

Other Serious Criteria:

IME

Acute Kidney Injury
[Acute kidney injury]

3,7

13.

CMUH10
5-REC1-0
69

2018/2/26

DSU-201
8-108379

initial

#1)AC-220
or Placebo
(Code not

broken)
#2)
CYTARABI
NE (AC-220
Study)
(CYTARABI
NE) Infusion

RESPIRATORY

FAILURE

[Respiratory failure]

2.3

14.

CMUH10
4-REC1-1
16

2017/7/27

RO-INJF

0C-2018

0844177(
0)

initial

JNJ-5602192
7/IPLACEBO
BICALUTA
MIDE/PLAC
EBO

1LINTESTINAL
OBSTRUCTION

1,3
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JNJ-5602192
RO-INJF
CMUH10 7/PLACEBO
0C-2018 | follow 1LINTESTINAL
15. [4-REC1-1|2017/7/27 BICALUTA 13| A
0844177(| up1l OBSTRUCTION
16 1) MIDE/PLAC
EBO
#1)
ANTITHYM
OCYTE
IMMUNOGL
OBULIN Cytomegalovirus
CMUH10 PHHO20 i
follow | COMP-AIM | pneumonia grade 4
16. |5-REC1-1| 2018/7/8 |18JP0081 ] 2 | A
29 83 up 7 + [Pneumonia
(ANTITHYM| cytomegaloviral]
OCYTE
IMMUNOGL
OBULIN)
Unknown
Pneumocistis
#1) INC424 polmonitis
CMUH10 PHHO20 .
follow | INC+TAB [Pneumonia
17. |5-REC1-1|2018/2/15(18IT0026 123 A
29 59 upl | (RUXOLITI pseudomonal]
NIB) Tablet | Respiratory failure
[Respiratory failure]
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18.

CMUH10
5-REC1-1
39

2018/7/11

PHHOZ20
18DEQ08
250

follow
up 3

#1) INC424
(RUXOLITI
NIB) Tablet
#2)
MYCOPHEN
OLATE
MOFETIL
COMP-MYC
+
(MYCOPHE
NOLATE
MOFETIL)
Unknown
#3)
EXTRACOR
POREAL
PHOTOPHE
RESIS
COMP-EXT
R+
(EXTRACO
RPOREAL
PHOTOPHE
RESIS)
Unknown
#4)
CYCLOSPO
RIN
(Cyclosporin)
Unknown

Septic shock with
multiple organ
dysfunction syndrome
(MODS) [Septic
shock]

Septic shock with
multiple organ
dysfunction syndrome
(MODS) [Multiple
organ dysfunction
syndrome]
Encephalopathy grade
4 [Encephalopathy]

1,3
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19.

CMUH10
5-REC1-1
39

2018/7/8

PHHOZ20
18JP0081
83

follow
up 8

#1)
ANTITHYM
OCYTE
IMMUNOGL
OBULIN
COMP-AIM
+
(ANTITHYM
OCYTE
IMMUNOGL
OBULIN)
Unknown

Cytomegalovirus
pneumonia grade 4

[Pneumonia

cytomegaloviral]

20.

CMUH10
5-REC1-1
39

2018/7/8

PHHO20
18JP0081
83

follow
up 9

#1)
ANTITHYM
OCYTE
IMMUNOGL
OBULIN
COMP-AIM
+
(ANTITHYM
OCYTE
IMMUNOGL
OBULIN)
Unknown

Cytomegalovirus
pneumonia grade 4

[Pneumonia

cytomegaloviral]
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21.

CMUH10
5-REC1-1
39

20171716

PHHO20
17JP0103
29

follow
up 8

#1) INC424
(RUXOLITI
NIB) Tablet
#2)
TACROLIM
US (NGX)
(TACROLIM
usS)
Unknown
#3)
METHYLPR
EDNISOLO
NE (NGX)
(METHYLP
REDNISOLO
NE)
Unknown

Acute lung injury
grade 4 [Acute lung

injury]
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22.

CMUH10
5-REC1-1
39

2017/12/1
3

PHHOZ20
17JP0170
36

follow
up 5

#1) INC424
INC+TAB
(RUXOLITI
NIB) Tablet
#2)
MYCOPHEN
OLATE
MOFETIL
COMP-MYC
+
(MYCOPHE
NOLATE
MOFETIL)
Unknown
#3)
METHYLPR
EDNISOLO
NE
(METHYLP
REDNISOLO
NE)

#4)
PREDNISOL
ONE
(PREDNISO
LONE)

Other Serious Criteria:
Medically Significant
Systemic adenovirus
infection [Adenovirus

infection]

1,2
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23.

CMUH10
5-REC1-1
39

2018/7/11

PHHO20
18DE008
250

follow
up 4

#1) INC424
(RUXOLITI
NIB) Tablet
#2)
MYCOPHEN
OLATE
MOFETIL
COMP-MYC
+
(MYCOPHE
NOLATE
MOFETIL)
Unknown
#3)
EXTRACOR
POREAL
PHOTOPHE
RESIS
COMP-EXT
R+
(EXTRACO
RPOREAL
PHOTOPHE
RESIS)
Unknown
#4)
SANDIMMU
NE
(CICLOSPO
RIN)
Unknown

Septic shock with
MODS [Septic shock]
Septic shock with
MODS [Multiple
organ dysfunction
syndrome]
Encephalopathy grade
4 [Encephalopathy]

1,2,3

24,

CMUH10
5-REC1-1
39

2018/7/27

PHHOZ20
18FR008
917

follow
up 1

#1) INC424
(RUXOLITI

NIB) Tablet

Oxygen desaturation
grade 3 [Oxygen

2,3

saturation decreased]
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25.

CMUH10
5-REC1-1
39

20171714

PHHO20
17JP0103
29

follow
up 9

#1) INC424
(RUXOLITI
NIB) Tablet
#2)
TACROLIM
US (NGX)
(TACROLIM
usS)
Unknown
#3)
METHYLPR
EDNISOLO
NE (NGX)
(METHYLP
REDNISOLO
NE)
Unknown

Acute lung injury
grade 4 [Acute lung

injury]
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26.

CMUH10
5-REC1-1
39

2017/12/1
2

PHHO20
17JP0175
75

follow
up 11

#1) INC424
(RUXOLITI
NIB) Tablet
#2)
COMPARAT
OR
PREDNISOL
ONE
(PREDNISO
LONE)
Unknown
#3)
COMPARAT
OR
TACROLIM
us
(TACROLIM
us)
Unknown

intestine) [Smal
intestinal
haemorrhage]

Lower gastrointestinal
haemorrhage (small

1,2

217.

CMUH10
5-REC1-1
39

2018/4/9

PHHOZ20
18FR004
818

follow
up 5

#1) INC424
(RUXOLITI
NIB) Tablet
#2)
ANTITHYM
OCYTE
IMMUNOGL
OBULIN
COMP-AIM
+
(ANTITHYM
OCYTE
IMMUNOGL
OBULIN)
Unknown

Sepsis [Sepsis]

1,2
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CMUH10 PHHO20 follow #1)INC424 | Acute lung injury
28. [5-REC1-1| 2017/7/4 {17JP0103 up 10 (RUXOLITI | grade 4 [Acute lung 2 A
39 29 P NIB) Tablet injury]
Other Serious Criteria:
#1) Medically Significant
Hepatic failure grade 5
ANTITHYM L.
[Hepatic failure]
OCYTE ]
Renal failure grade 4
IMMUNOGL .
[Renal failure]
OBULIN o
CMUH10 PHHO20 CMV recativation
follow | COMP-AIM
29. | 5-REC1-1| 2018/4/4 |18CA007 up 3 . grade 3 1,23 A
39 240 P [Cytomegalovirus
(ANTITHYM . .
infection]
OCYTE
AGVD [Acute graft
IMMUNOGL .
versus host disease]
OBULIN) N .
Oliguric acute kidney
Unknown | . .
injury [Acute kidney
injury]
#1)
ANTITHYM
OCYTE
IMMUNOGL
OBULIN Cytomegalovirus
CMUH10 PHHO20 i
follow | COMP-AIM | pneumonia grade 4
30. |5-REC1-1| 2018/7/8 |18JP0081 ] 2 | A
29 83 up 10 + [Pneumonia
(ANTITHYM| cytomegaloviral]
OCYTE
IMMUNOGL
OBULIN)
Unknown
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#1)
ANTITHYM
OCYTE
IMMUNOGL
OBULIN Cytomegalovirus
follow | COMP-AIM | pneumonia grade 4

CMUH10 PHHOZ20

.| 5-REC1-1| 2018/7/8 |18JP0081 2 | A

up 11 + [Pneumonia
(ANTITHYM| cytomegaloviral]
OCYTE
IMMUNOGL
OBULIN)
Unknown

39 83

#1) INC424
(RUXOLITI
NIB) Tablet
#2)
MESENCHY
MAL
CMUH10 PHHO20 follow STROMAL | Respiratory failure
.|5-REC1-1| 2018/3/6 |17JP0176 up5 CELLS grade 4 [Respiratory | 1,2 | A
39 37 COMP-MES failure]
E+
(MESENCH
YMAL
STROMAL
CELLS)

Unknown
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33.

CMUH10
5-REC1-1
39

2018/2/9

PHHOZ20
18DEQ02
424

initial

#1)
MYCOPHEN
OLATE
MOFETIL
COMP-MYC
+
(MYCOPHE
NOLATE
MOFETIL)
Unknown

Respiratory infection
[Respiratory tract
infection]
Respiratory infection
with septic shock
[Septic shock]

1,3

34.

CMUH10
5-REC1-1
39

2017/12/1
2

PHHOZ20
17JP0175
75

follow
up 12

#1) INC424
(RUXOLITI
NIB) Tablet
#2)
COMPARAT
OR
PREDNISOL
ONE
(PREDNISO
LONE)
Unknown
#3)
COMPARAT
OR
TACROLIM
us
(TACROLIM
us)
Unknown

Lower gastrointestinal
haemorrhage (small
intestine) [Small
intestinal
haemorrhage]

1,2
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35.

CMUH10
5-REC1-1
39

2018/7/11

PHHO20
18DE008
250

follow
up 5

#1) INC424
(RUXOLITI
NIB) Tablet
#2)
SANDIMMU
NE
(CICLOSPO
RIN)
Unknown
#3)
MYCOPHEN
OLATE
MOFETIL
COMP-MYC
+
(MYCOPHE
NOLATE
MOFETIL)
Unknown
#4)
EXTRACOR
POREAL
PHOTOPHE
RESIS
COMP-EXT
R+
(EXTRACO
RPOREAL
PHOTOPHE
RESIS)
Unknown

Septic shock with
MODS [Septic shock]
Septic shock with
MODS [Multiple
organ dysfunction
syndrome]
Encephalopathy grade
4 [Encephalopathy]

1,2,3

36.

CMUH10
5-REC1-1
39

2018/4/11

PHHO20
18FR005
016

follow
up 7

#1) INC424
(RUXOLITI
NIB) Tablet

lleum perforation
(grade 4) [lleal
perforation]

2,3

107 # 10 » 17 p

S




PRFRFEHRFIA L REL
- FER-ER¥L-

s

X
<3 3§

¥-%4840 ¢

(F 34K)

¢

L P

R e
2 5o

SIS )
&

R

et

por
e

i
,‘m

37.

CMUH10
5-REC1-1
39

2017/9/10

PHHO20
17DEO012
963

follow
up 4

#1) INC424
INC+TAB
(RUXOLITI
NIB) Tablet
#2)
CITALOPRA
M (NGX)
(CITALOPR
AM)
Unknown
#3)
CYCLOSPO
RIN A
(CICLOSPO
RIN)

Atrial flutter [Atrial

flutter]

2,3

38.

CMUH10
5-REC1-1
39

2018/8/20

PHHO20
18ES009
516

initial

#1) INC424
(RUXOLITI
NIB) Tablet
#2)
TACROLIM
US (NGX)
(TACROLIM
us)
Unknown
#3)
VALGANCI
CLOVIR
(NGX)
(VALGANCI
CLOVIR)
Unknown

Septic shock [Septic

shock]

2,3
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39.

CMUH10
5-REC1-1
39

2018/7/24

PHHOZ20
18DE009
579

initial

#1) INC424
(RUXOLITI
NIB) Tablet
#2)
EXTRACOR
POREAL
PHOTOPHE
RESIS
COMP-EXT
R+
(EXTRACO
RPOREAL
PHOTOPHE
RESIS)
Unknown
#3)
MYCOPHEN
OLATE
MOFETIL
COMP-MYC
+
(MYCOPHE
NOLATE
MOFETIL)
Unknown
#4)
CYCLOSPO
RIN
(Cyclosporin)
Unknown

Septic shock with
multiorgan
Dysfunktion syndrome
[Septic shock]
Septic shock with
multiorgan
Dysfunktion syndrome
[Multiple organ
dysfunction
syndrome]

1,2
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40.

CMUH10
2-REC1-0
28

2018/6/5

BMS-201
7-051087

Initial

1)
ABATACEPT
:PLACEBO
(PLACEBO)
UNKNOWN
2)
MYCOPHEN
OLATE
MOFETIL
(MYCOPHE
NOLATE
MOFETIL)

Abdominal pain

41.

CMUH10
6-REC1-0
64

2018/5/21

20180004
12

Initial

BBI1608
GEMCITABI
NE
PACLITAXE
L ALBUMIN

Dysphagia
Dehydration
Acute kidney injury

42.

CMUH10
6-REC1-0
64

2018/5/21

20180004
12

Follow
upl

BBI1608
GEMCITABI
NE
PACLITAXE
L ALBUMIN

Dysphagia
Dehydration
Acute kidney injury

43.

CMUH10
6-REC1-0
64

2018/5/21

20180004
12

Follow
up 2

BBI1608
GEMCITABI
NE
PACLITAXE
L ALBUMIN

Dysphagia
Dehydration
Acute kidney injury
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Pancreatic necrosis
Abdominal and
retroperitoneal abscess
BB1608 .
Trombosis of portal
CMUH10 GEMCITABI .
20180003| Follow and upper mesentric
44.16-REC1-0(2018/5/12 NE . 2 A
90 upl veines
64 PACLITAXE i
Pneumoperitoneum
LALBUMIN )
Perforation of the
anastomaosis
Fibrinous peritonitis
Pancreatic necrosis
BB1608 Abdominal abscess
CMUH10 GEMCITABI [Portal vein thrombosis
20180003| Follow ]
45.16-REC1-0(2018/5/12 a0 up 2 NE Pneumoperitoneum 2 A
64 P PACLITAXE| Perforation of the
LALBUMIN anastomaosis
Peritonitis
Anemia
Pancreatic necrosis
Abdominal abscess
Portal vein thrombosis
BBI1608 )
Pneumoperitoneum
CMUH10 GEMCITABI ]
20180003| Follow Perforation of
46. [ 6-REC1-012018/5/12 NE ) 2 A
90 up 3 anastomosis
64 PACLITAXE .
Retroperitoneal
LALBUMIN
abscess
Thrombosis
mesenteric artery
Peritonitis
BB1608
CMUH10 GEMCITABI . .
20180003| Follow Abdominal pain
47.16-REC1-0(2018/4/20 NE ] 2 A
34 up1 Sepsis
64 PACLITAXE
L ALBUMIN
107 # 10 * 17 p % 55 F > % 62 F
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BBI1608 :
Dehydration
CMUH10 GEMCITABI _ _
20180002| Follow Febrile neutropenia
48. |6-REC1-0| 2018/4/2 NE 1 A
79 up 2 dyspnea
64 PACLITAXE
nausea
LALBUMIN
BBI1608
CMUH10 GEMCITABI| Bowel perforation
20180004 .. )
49. [ 6-REC1-0{2018/5/31 59 Initial NE Sepsis 2 | A
64 PACLITAXE Hyponatremia
L ALBUMIN
BBI1608
CMUH10 GEMCITABI| Bowel perforation
20180004| Follow i
50. | 6-REC1-0(2018/5/31 59 un 1 NE Sepsis 1A
64 P PACLITAXE Hyponatremia
L ALBUMIN
BBI1608
CMUH10 GEMCITABI| A-fib with RVR
20180001| . .. .
51.|6-REC1-0|2018/2/12 16 Initial NE Hypotension 2 | A
64 PACLITAXE Dehydration
L ALBUMIN
JNJ-5602192
RO-JNJF
CMUH10 7/PLACEBO
0OC-2018 | follow 1LINTESTINAL
52.[4-REC1-1|2017/7/27 BICALUTA 13| A
0844177(( up2 OBSTRUCTION
16 2) MIDE/PLAC
EBO
CMUH10 RPH-201 Olokizumab/
. . HIPOTONIA
53. [5-REC1-1| 2018/6/3 |8-000187| Initial | Adalimumab ) 1 1A
[Hypotonia]
01 0) /Placebo
CMUH10 RPH-201 Olokizumab/
: HYPOTONIA
54.|5-REC1-1| 2018/6/3 |8-000187| FU1l | Adalimumab i 1A
[Hypotonia]
01 1) /Placebo
CMUH10 RPH-201 Olokizumab/
. HYPOTONIA
55.|5-REC1-1| 2018/6/3 |8-000187 | FU2 [Adalimumab i 1A
[Hypotonia]
01 2 /Placebo
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CMUH10 RPH-201 Olokizumab/
: HYPOTONIA
56. | 5-REC1-1| 2018/6/3 |8-000187 FU3 [Adalimumab ) 1 1A
[Hypotonia]
01 3 /Placebo
Ischemic heart disease
CMUH10 RPH-201 Olokizumab/ [Ischemic heart
57.|5-REC1-1| 2018/6/3 |8-000187 | FU5 [Adalimumab disease] 1A
01 (4+5) /Placebo Hypotonia
[Hypotonia]
i Worsening of ischemic
CMUH10 RPH-201 Olokizumab/ .
_ heart disease
58.|5-REC1-1| 2018/6/3 |8-000187| FU6 [Adalimumab ) 1A
[Ischemic heart
01 (6) /Placebo )
disease]
CMUH10 RPH-201 Olokizumab/ _ .
) Septic shock [Septic
59. |5-REC1-1(2017/11/1|7-000069| FU8 [Adalimumab shock] 1A
01 (8) /Placebo
CMUH10 RPH-201 Olokizumab/ . .
) Septic shock [Septic
60. | 5-REC1-1{2017/11/1|7-000069| FU9 [Adalimumab shock] 1A
01 9) /Placebo
1,2,
3,
7(Im
CMUH10 . HEMORRHAGIC | port
2017SE7 | follow | Blinded for
61. | 4-REC1-0 | Unknown ) STROKE ant | A
8560 up 2 | Investigator .
46 (Haemorrhagic stroke) [Med
ical
Eve
nt)
JNJ-5602192
RO-JNJF
CMUH10 7/PLACEBO 1.ACUTE
0OC-2018 | follow
62. [ 4-REC1-1]2018/1/19 BICALUTA | MYELOBLASTIC |23 | A
0123314(| up6
16 6) MIDE/PLAC LEUKAEMIA
EBO
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63.

CMUH10
4-REC1-1
16

2016/7/30

KR-IJNJF

0C-2016

0808513(
17)

follow
up 17

JNJ-5602192
7/IPLACEBO
BICALUTA
MIDE/PLAC
EBO

1. SUSPECTED
TOXIC EPIDERMAL
NECROLYSIS
2. PNEUMONIA

1,35

64.

CMUH10
4-REC1-1
18

2016/11/7

161INLD
003722

Follow
up 16

#1)
CAPECITAB
INE

Hemorrhagic Pleuritis
[Haemothorax]
Systemic Candida
Infection [Systemic
candida]
Trombocytopenia
[Thrombocytopenia]
Neutropenia
[Neutropenia]
Mucositis [Mucosal
inflammation]
carcinomatous mastitis
[Inflammatory
carcinoma of the
breast]

1.2.3

65.

CMUH10
4-REC1-1
18

2016/11/7

161INLD
003722

Follow
up 17

#1)
CAPECITAB
INE

Hemorrhagic Pleuritis
[Haemothorax]
Systemic Candida
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