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CMUH10
1. [5-REC1-

1
6

2017/10/1

1710ME
X009272

up 9

follow

#1)

Study

MK-3475

immune-mediated
hepatitis
[Immune-mediated
hepatitis]
increased bilirubin
total [Blood bilirubin
increased]
High digestive tract
bleeding [Upper
gastrointestinal
haemorrhage]

1.3

CMUH10
5-REC1-1
02

2017/10/1
6

1710ME
X009272

follow
up 10

#1)
MK-3475
Study

immune-mediated
hepatitis
[Immune-mediated
hepatitis]
increased bilirubin
total [Blood bilirubin
increased]
High digestive tract
bleeding [Upper
gastrointestinal

1.3

haemorrhage]
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CMUH10
5-REC1-1
02

2018/3/22

1806DN
K008241

follow
up 5

#1)
MK-3475
Study

Blood bilirubin
increased [Blood
bilirubin increased]
Plasma- Aspartate
aminotransferase
increased [Aspartate
aminotransferase
increased]
Alanine
aminotransferase
increased [Alanine
aminotransferase
increased]
Malignant neoplasm
progression
[Malignant neoplasm
progression]

1.3

CMUH10
5-REC1-1
02

2017/1/23

1701TUR
011979

follow
up 32

#1)
MK-3475
Study

ALT increased
[Alanine
aminotransferase
increased]
AST increased
[Aspartate
aminotransferase
increased]
pleural effusion
[Pleural effusion]

2.3
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ALT increased
[Alanine
aminotransferase
increased]
CMUH10 #1) )
1701TUR| follow AST increased
5. [5-REC1-1|2017/1/23 MK-3475 23| A
011979 | up 33 [Aspartate
02 Study )
aminotransferase
increased]
pleural effusion
[Pleural effusion]
CMUH10 #1)
2017/11/1|1712ITAOQ| follow . .
6. | 5-REC1-1 MK-3475 anemia [Anaemia] | 23| A
5 09803 | up3
02 Study
#1)
PACLITAXE| white blood cell
CMUH10 .
1702CH | Follow L decreased [White
7. |3-REC1-1(2017/1/31 2 A
23 N008106| up 8 #2) blood cell count
CARBOPLA decreased]
TIN
bilateral lung
pneumonia
#1) .
CMUH10 [Pneumonia]
1706CH | Follow | MK-3475 .
8. [3-REC1-1| 2017/6/6 _ AST increased 123 A
N003986 | up 22 |(pembrolizum
23 ab) [Aspartate
aminotransferase
increased]
#1)
PEMETREX
CMUH10
1604TUR| . ED . .
9. |3-REC1-1(2016/4/16 Initial Sepsis [Sepsis] 23| A
93 013836 #2)
CARBOPLA
TIN
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prosthetic cardiac
#1) valve trombus
CMUH10 : .
1802TUR| Follow | MK-3475 [Prosthetic cardiac
10. | 3-REC1-1|2018/2/11 : _ 23| A
23 012463 | up9 |[(pembrolizum| valve thrombosis]
ab) pneumonia
[Pneumonia]
platelet decreased
[Platelet count
#1)
decreased]
PEMETREX
CMUH10 RBC decreased [Red
1608BRA| Follow ED
11.|3-REC1-1|2016/8/17 blood cell count  [1.3.4] A
010431 | up4 #2)
23 decreased]
CARBOPLA
TIN WBC decreased
[White blood cell
count decreased]
#1)
CARBOPLA
CMUH10 . :
1604BRA| Follow TIN febrile neutropenia
12. | 3-REC1-1|2016/4/25 : . 23| A
23 017379 | up5 #2) [Febrile neutropenia]
PEMETREX
ED
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13.

CMUH10
3-REC1-1
23

2017/7/10

1707CH
N001955

Follow
up 42

#1)
MK-3475
(pembrolizum
ab)

Other Serious Criteria:
Medically Significant
Acute left ventricular
failure [Acute left
ventricular failure]
Thrombocytopenia
[Thrombocytopenia]
pneumonia
[Pneumonia]
lower gastrointestinal
bleeding [Lower
gastrointestinal
haemorrhage]
ALT increased
[Alanine
aminotransferase
increased]

AST increased
[Aspartate
aminotransferase
increased]
Thrombocytopenia
[Thrombocytopenia]
hypocalcemia
[Hypocalcaemia]
hyponatremia
[Hyponatraemia]
direct bilirubin
increase [Bilirubin
conjugated increased]
eGFR decreased
[Glomerular filtration
rate decreased]

1.2.3
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p|FESR|ELR | TRES 7 RE B
#1)
PEMETREX
CMUH10
1604TUR| Follow ED . .
14.|3-REC1-1(2016/4/16 Sepsis [Sepsis] 23| A
23 013836 | upl #2)
CARBOPLA
TIN
Lung infection
(Klebsiella
pneumoniae)
[Pneumonia
klebsiella]
CMUH10 ) MK-3475 .
1509TUR| Follow . thrombocytopenia
15. | 3-REC1-12015/8/31 (pembrolizum .. (123 A
001265 | up 35 [Thrombocytopenia]
23 ab) .
Pneumonitis
[Pneumonitis]
Pulmonary embolism
[Pulmonary
embolism]
prosthetic cardiac
valve trombus
CMUH10 ) MK-3475 ) .
1802TUR| Follow . [Prosthetic cardiac
16. | 3-REC1-1|2018/2/11 (pembrolizum ) 23| A
012463 | up 10 valve thrombosis]
23 ab) .
pneumonia
[Pneumonia]
#1)
PEMETREX
CMUH10 .
1612TUR| Follow ED weakness [Asthenia]
17.|3-REC1-12016/10/3 : . 23| A
23 001396 | up 15 #2) Anemia [Anaemia]
CARBOPLA
TIN
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#1)
PEMETREX
CMUH10
1604TUR| Follow ED i .
18.|3-REC1-1(2016/4/16 Sepsis [Sepsis] A
23 013836 | up?2 #2)
CARBOPLA
TIN
Lung infection
(Klebsiella
pneumoniae)
[Pneumonia
#1) klebsiella]
CMUH10 .
1509TUR| Follow | MK-3475 thrombocytopenia
19. | 3-REC1-1|2015/8/31 _ i A
23 001265 | up 36 |(pembrolizum| [Thrombocytopenia]
ab) Pneumonitis
[Pneumonitis]
Pulmonary embolism
[Pulmonary
embolism]
#1)
PEMETREX
CMUH10 .
1612TUR| Follow ED weakness [Asthenia]
20. | 3-REC1-1(2016/10/3 _ ) A
23 001396 | up 16 #2) Anemia [Anaemia]
CARBOPLA
TIN
#1)
PEMETREX
CMUH10
1604TUR| Follow ED : .
21.|3-REC1-1|2016/4/16 Sepsis [Sepsis] A
23 013836 | up3 #2)
CARBOPLA
TIN
#1) .
CMUH10 Paralytic ileus [lleus
1701SW | Follow | MK-3475 .
22.|3-REC1-1| 2017/1/2 _ paralytic] 134 A
E005839 [ up 28 |(pembrolizum . .
23 vomiting [Vomiting]
ab)
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prosthetic cardiac
#1) valve trombus
CMUH10 : .
1802TUR| Follow | MK-3475 [Prosthetic cardiac
23.|3-REC1-1(2018/2/11 : _ 23| A
23 012463 | up 11 |(pembrolizum| valve thrombosis]
ab) pneumonia
[Pneumonia]
Respiratory
insufficiency
#1 Respiratory failure
CMUH10 ) [Resp y . ]
1610BRA| Follow | MK-3475 pneumonitis
24. [3-REC1-1]2016/10/1 . .. 123 A
23 001391 | up 22 |(pembrolizum [Pneumonitis]
ab) Respiratory infection
[Respiratory tract
infection]
CMUH10 PHHO20 follow #1) INC424 | lleum perforation
25. | 5-REC1-1(2018/4/11 | 18FR0O05 uD 6 (RUXOLITI (grade 4) [lleal 23| A
39 016 P NIB) Tablet perforation]
CMUH10 PHHO20 #1) INC424 .
follow Pneumonia (grade 4)
26. |5-REC1-1(2018/1/19|18DE001 (RUXOLITI _ 12| A
up 3 [Pneumonia]
39 459 NIB) Tablet
#1) INC424
(RUXOLITI
NIB) Tablet
#2)
CMUH10 PHHO20 .
follow [METHYLPR Sepsis grade 5
27.|5-REC1-1(2018/6/15|18AU007 ) 1 1A
upl | EDNISOLO [Sepsis]
39 482
NE
(METHYLP
REDNISOLO
NE)
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28.

CMUH10
5-REC1-1
39

2018/5/21

PHHO20
18FR007
317

follow
up 1

#1)
PREDNISON
E (NGX)
(PREDNISO
NE)
Unknown
#2) INC424
(RUXOLITI
NIB) Tablet

Sepsis [Sepsis]

1,2,3

29.

CMUH10
5-REC1-1
39

2018/3/6

PHHOZ20
17JP0176
37

follow
up 2

#1) INC424
(RUXOLITI
NIB) Tablet
#2)
MESENCHY
MAL
STROMAL
CELLS
COMP-MES
E+
(MESENCH
YMAL
STROMAL
CELLYS)
Unknown

Respiratory failure
grade 4 [Respiratory

failure]

1,2
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Multi organ failure
[Multiple organ
dysfunction
syndrome]
#1) INC424 Sepsis grade 5
CMUH10 PHHO20 .
. INC+TAB [Sepsis]
30. | 5-REC1-1[2018/2/20|18AU002| initial . . 12,3 A
39 817 (RUXOLITI | Septic/cardiogenic
NIB) Tablet shock grade 4
[Cardiogenic shock]
Septic/cardiogenic
shock grade 4 [Septic
shock]
#1) INC424
CMUH10 PHHO20 i .
follow | INC+TAB | Atrial flutter [Atrial
31. [5-REC1-1]2017/9/10(17DE012 2 A
up 3 | (RUXOLITI flutter]
39 963
NIB) Tablet
Respiratory failure
secondary to
pulmonary
hemorrhage
CMUH10 PHHO20 #1) INC424 | [Respiratory failure]
32.|5-REC1-1| 2018/7/2 [18CAO007| initial | (RUXOLITI | Respiratory failure | 1,3 | A
39 996 NIB) Tablet secondary to
pulmonary
hemorrhage
[Pulmonary
haemorrhage]
#1) INC424
CMUH10 PHHO20
follow | INC+TAB ) )
33.|5-REC1-1(2018/3/23|18DE004 Sepsis [Sepsis] 12| A
up4 | (RUXOLITI
39 239
NIB) Tablet
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34.

CMUH10
5-REC1-1
39

2018/6/15

PHHOZ20
18AU007
482

follow
up 2

#1) INC424

(RUXOLITI

NIB) Tablet
#2)

METHYLPR

EDNISOLO
NE

(METHYLP

REDNISOLO
NE)

Sepsis grade 5
[Sepsis]

35.

CMUH10
5-REC1-1
39

2017/12/1
3

PHHO20
18FR005
235

follow
up 5

#1) INC424
INC+TAB
(RUXOLITI
NIB) Tablet
#2)
METHYLPR
EDNISOLO
NE
(METHYLP
REDNISOLO
NE)

#3)
PREDNISON
E
(PREDNISO
NE)

infection]

Lung infection [Lung
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#1) INC424
INC+TAB . _
Other Serious Criteria:
(RUXOLITI . -
Medically Significant
NIB) Tablet . .
CMUH10 PHHO20 follow #2) Sepsis with infection
36. | 5-REC1-1|2018/3/27 [18DE004 right forearmgrade 3 | 2,3 | A
up 3 |PREDNISOL .
39 356 [Sepsis]
ONE (NGX)
Phlegmone arm
(PREDNISO -
[Cellulitis]
LONE)
Unknown
CMUH10 PHHO20 follow #1) INC424
37.|5-REC1-1| 2018/4/9 | 18FR004 up 3 (RUXOLITI Sepsis [Sepsis] 12| A
39 818 P NIB) Tablet
#1) INC424
(RUXOLITI
NIB) Tablet
#2)
CMUH10 PHHO20
follow [ METHYLPR . .
38. |5-REC1-1(2018/6/15|18AU007 Sepsis [Sepsis] 1A
up 3 | EDNISOLO
39 482
NE
(METHYLP
REDNISOLO
NE)
Sepsis [Sepsis]
Septic/cardiogenic
#1) INC424
CMUH10 PHHO20 shock grade 4
follow | INC+TAB ) i
39. | 5-REC1-1|2018/2/20 {18 AU002 [Cardiogenic shock] [1,2,3] A
up1 | (RUXOLITI _ o
39 817 Septic/cardiogenic
NIB) Tablet :
shock grade 4 [Septic
shock]
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40.

CMUH10
5-REC1-1
39

2018/3/6

PHHO20
17JP0176
37

follow
up 3

#1) INC424
(RUXOLITI
NIB) Tablet
#2)
MESENCHY
MAL
STROMAL
CELLS
COMP-MES
E+
(MESENCH
YMAL
STROMAL
CELLYS)
Unknown

Respiratory failure

grade 4 [Respiratory

failure]

1,2
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#1) INC424
(RUXOLITI
NIB) Tablet
#2)
ETANERCE i i
BT Respiratory failure
secondary to
COMP-ETA+
pulmonary
(ETANERCE
PT) hemorrhage
[Respiratory failure]
Unknown ) )
CMUH10 PHHO20 follow 43) Respiratory failure
41.|5-REC1-1| 2018/7/1 {18CA007 secondary to 1,23 A
upl |ANTITHYM
39 996 pulmonary
OCYTE
hemorrhage
IMMUNOGL
[Pulmonary
OBULIN
haemorrhage]
COMP-AIM . .
. Respiratory distress
Respiratory distress
(ANTITHYM [Resp y ]
OCYTE
IMMUNOGL
OBULIN)
Unknown
#1) INC424
INC+TAB
(RUXOLITI
CMUH10 PHHO20
follow | NIB) Tablet . )
42. [5-REC1-1]2018/3/23|18DE004 up & #) Sepsis [Sepsis] 12| A
39 239 P
CYMEVEN
(GANCICLO
VIR)
Other Serious Criteria:
CMUH10 PHHO20 follow #1) INC424 | Medically Significant
43.|5-REC1-1{2018/3/22 [18DE004 up 3 (RUXOLITI | CMV Colitisgrade3 | 1 | A
39 302 P NIB) Tablet [ [Cytomegalovirus
colitis]
107 £ 09 * 19 p ¥ 34 F % 63 F
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44,

CMUH10
5-REC1-1
39

2018/6/15

PHHOZ20
18AU007
482

follow
up 4

#1) INC424
(RUXOLITI
NIB) Tablet
#2)
METHYLPR
EDNISOLO
NE
(METHYLP
REDNISOLO
NE)

Sepsis, grade 5
[Sepsis]

45.

CMUH10
5-REC1-1
39

2017/12/1
3

PHHO20
18FR005
235

follow
up 6

#1) INC424
INC+TAB
(RUXOLITI
NIB) Tablet
#2)
METHYLPR
EDNISOLO
NE
(METHYLP
REDNISOLO
NE)

#3)
PREDNISON
E
(PREDNISO
NE)

Lung infection [Lung

infection]

46.

CMUH10
5-REC1-1
39

2018/3/23

PHHO20
18DE004
239

follow
up 6

#1) INC424
INC+TAB
(RUXOLITI
NIB) Tablet
#2)
CYMEVEN
(GANCICLO
VIR)

Sepsis grade 5
[Sepsis]

1,2
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47.

CMUH10
5-REC1-1
39

2018/7/8

PHHOZ20
18JP0081
83

follow
up 1

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

Acute lung injury,
grade 4 [Acute lung
injury]

48.

CMUH10
5-REC1-1
39

2018/3/6

PHHOZ20
17JP0176
37

follow
up 4

#1) INC424
(RUXOLITI
NIB) Tablet
#2)
MESENCHY
MAL
STROMAL
CELLS
COMP-MES
E+
(MESENCH
YMAL
STROMAL
CELLYS)
Unknown

Respiratory failure
grade 4 [Respiratory
failure]

1,2
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49,

CMUH10
5-REC1-1
39

2018/4/9

PHHO20
18FR004
818

follow
up 4

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

Sepsis [Sepsis]

1,2

50.

CMUH10
5-REC1-1
39

2018/7/8

PHHO20
18JP0081
83

follow
up 2

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

injury]

Acute lung injury,
grade 4 [Acute lung

Cytomegalovirus

[Pneumonia

pneumonia grade 4

cytomegaloviral]
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#1)
ANTITHYM .
Hepatic failure grade 5
OCYTE e
[Hepatic failure]
IMMUNOGL .
Renal failure grade 4
OBULIN ,
CMUH10 PHHO20 [Renal failure]
follow | COMP-AIM .
51. [5-REC1-1| 2018/4/4 |18CA007 up 1 . CMV recativation [1,2,3[ A
39 240 P [Cytomegalovirus
(ANTITHYM . .
infection]
OCYTE
AGVD [Acute graft
IMMUNOGL .
versus host disease]
OBULIN)
Unknown
#1)
ANTITHYM
OCYTE
IMMUNOGL
OBULIN Cytomegalovirus
CMUH10 PHHO20 i
follow | COMP-AIM | pneumonia grade 4
52.|5-REC1-1| 2018/7/8 |18JP0081 ] 2 | A
29 83 up 3 + [Pneumonia
(ANTITHYM| cytomegaloviral]
OCYTE
IMMUNOGL
OBULIN)
Unknown
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#1)
ANTITHYM |Hepatic failure grade 5
OCYTE [Hepatic failure]
IMMUNOGL| Renal failure grade 4
OBULIN [Renal failure]
CMUH10 PHHO20 _—
follow | COMP-AIM | CMV recativation
53.|5-REC1-1| 2018/4/4 | 18CA007 1,23 A
up 2 + grade 3
39 240 .
(ANTITHYM| [Cytomegalovirus
OCYTE infection]
IMMUNOGL| AGVD [Acute graft
OBULIN) | versus host disease]
Unknown
#1) INC424
INC+TAB
(RUXOLITI
CMUH10 PHHO20 i
follow | NIB) Tablet Sepsis grade 5
54.|5-REC1-1(2018/3/23|18DE004 ) 12| A
up 7 #2) [Sepsis]
39 239
CYMEVEN
(GANCICLO
VIR)
#1)
ANTITHYM
OCYTE
IMMUNOGL
OBULIN Cytomegalovirus
CMUH10 PHHO20 ]
follow | COMP-AIM | pneumonia grade 4
55. [5-REC1-1| 2018/7/8 |18JP0081 ] 2 | A
29 83 up 4 + [Pneumonia
(ANTITHYM| cytomegaloviral]
OCYTE
IMMUNOGL
OBULIN)
Unknown
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56.

CMUH10
5-REC1-1
39

2017/10/1
1

PHHO20
17170143
22

follow
up 3

#1)
EXTRACOR
POREAL
PHOTOPHE
RESIS
COMP-EXT
R+
(EXTRACO
RPOREAL
PHOTOPHE
RESIS)
Unknown
#2)
MEDROL
(METHYLP
REDNISOLO
NE)

Septic shock grade 4
[Septic shock]
Staphylococcus aureus
infection grade 5
[Staphylococcal
infection]
Pneumonia grade 5
[Pneumonia]
Dyspnea grade 5
[Dyspnoea]

1,2,3

S7.

CMUH10
5-REC1-1
39

20171716

PHHOZ20
17JP0103
29

follow
up 7

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

Unknown

Acute lung injury
[Acute lung injury]
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#1)
ANTITHYM
OCYTE
IMMUNOGL
OBULIN Cytomegalovirus
CMUH10 PHHO20 :
follow | COMP-AIM | pneumonia grade 4
58. [5-REC1-1| 2018/7/8 |18JP0081 ] 2 | A
39 83 up5 + [Pneumonia
(ANTITHYM| cytomegaloviral]
OCYTE
IMMUNOGL
OBULIN)
Unknown
#1)
ANTITHYM
OCYTE
IMMUNOGL
OBULIN
CMUH10 PHJP201 .
follow | COMP-AIM | Acute lung injury
59. | 5-REC1-1{2017/7/20|7JP02364 L 12| A
29 3 up 1 + [Acute lung injury]
(ANTITHYM
OCYTE
IMMUNOGL
OBULIN)
Unknown
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#1)
ANTITHYM
OCYTE
IMMUNOGL
OBULIN Cytomegalovirus
CMUH10 PHHO20 :
follow | COMP-AIM | pneumonia grade 4
60. | 5-REC1-1| 2018/7/8 |18JP0081 ) 2 | A
39 83 up 6 + [Pneumonia
(ANTITHYM| cytomegaloviral]
OCYTE
IMMUNOGL
OBULIN)
Unknown
CMUH10 AVELUMAB
61. |5-REC1-0{2017/4/25| 9010900 | FU1 [OXALIPLAT Anorexia 1;3] A
72 IN
CMUH10 AVELUMAB
E2B 900 i
62. | 5-REC1-0(2018/1/23 351—23 FU1 |OXALIPLAT Anemia 1;3] A
72 IN
CMUHI10 AVELUMAB| Anorexia, Disease
63. | 5-REC1-0(2017/4/25| 9010900 [ FU3 [OXALIPLAT| progressionwitha |1;3| A
72 IN fatal outcome
CMUH10 AVELUMAB
E2B 900 )
64. |5-REC1-0(2018/1/23 351_23 FU2 |OXALIPLAT Anemia 1;3( A
72 IN
RIGHT
OXALIPLAT
CMUH10 TEMPOROPARIETA
E2B 900 IN 1;3;
65. | 5-REC1-0| 2018/3/5 - FU4 L LOBE STROKE A
30227 FLUOROUR 4
72 LEFT OCCIPITAL
ACIL
STROKE
AVELUMAB
CMUH10
E2B 900 , .
66. | 5-REC1-0(2018/1/23 - FU3 Anemia 1;3] A
77 35123 OXALIPLAT
IN
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AVELUMAB
CMUH10 . .
E2B 900 , Disease progression
67.|5-REC1-0| 2018/4/6 FU1 . 1A
22 38585 OXALIPLAT| with fatal outcome
IN
AVELUMAB . .
CMUH10 Anorexia, Disease
68. | 5-REC1-0(2017/4/25| 9010900 [ FU4 ’ progression witha |1;3| A
OXALIPLAT
72 fatal outcome
IN
AVELUMAB . .
CMUH10 Anorexia, Disease
69. | 5-REC1-0(2017/4/25| 9010900 | FU5 ’ progression witha |1;3| A
OXALIPLAT
72 fatal outcome
IN
AVELUMAB
CMUH10 . .
E2B_900 , Disease progression
70. |5-REC1-0| 2018/4/6 FU2 . 1] A
- 38585 OXALIPLAT| with fatal outcome
IN
AVELUMAB
CMUH10 . .
E2B 900 , Disease progression
71.|5-REC1-0| 2018/4/6 FU3 . 1A
- 38585 OXALIPLAT| with fatal outcome
IN
AVELUMAB
CMUH10
E2B 900 )
72.|5-REC1-0(2018/3/27 N | Death 1A
- 42017 OXALIPLAT
IN
CMUH10 E9B 900 AVELUMAB
73.|5-REC1-0(2018/3/27 42617 FU1 |OXALIPLAT DEATH 1A
72 IN
AVELUMAB . .
CMUH10 Anorexia, Disease
74.|5-REC1-0{2017/4/25( 9010900 | FU7 ’ progressionwitha |[1;3| A
OXALIPLAT
72 fatal outcome
IN
CMUH10 AVELUMAB
E2B 900
75. | 5-REC1-0(2018/3/27 49017 I OXALIPLAT DEATH 1A
72 IN
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OXALIPLAT
CMUH10
E2B_800 IN
76. |5-REC1-0(2017/9/14 N FUG6 GASTROENTERITIS|1;3| A
- 82944 CAPECITAB
INE
INTRACRANIAL
OXALIPLAT
CMUH10 HAEMORRHAGE;
E2B_800 IN;
77.|5-REC1-0(2017/2/22 ~ FU10 INTRACRANIAL |1;3]| A
60841 FLUOROUR
72 HAEMORRHAGE;
ACIL
SEPSIS
CMUH10 OXALIPLAT )
E2B_800 Febrile
78.|5-REC1-0| 2017/3/6 FU6 |IN;CAPECIT . 1;3] A
61514 neutropenia;Diarrhoea
72 ABINE
OXALIPLAT
CMUH10
E2B_900 IN; FEBRILE
79.|5-REC1-0|2018/4/12 FU4 2;3| A
- 38433 FLUOROUR| NEUTROPAENIA
ACIL
OXALIPLAT
CMUH10
2017/11/2 IN; PULMONARY
80. | 5-REC1-0 8206384 | FU2 1 1A
- 2 FLUOROUR EMBOLISM
ACIL
CMUH10 E9B 900 OXALIPLAT
81. | 5-REC1-0| 2018/3/7 305376 FU1 [IN;CAPECIT| Pleural effusion 1;3] A
72 ABINE
OXALIPLAT
CMUH10 Cerebrovascular
E2B 900 IN; . 1;3;
82.|5-REC1-0| 2018/3/5 FU5 accident;Cerebrovascu A
30227 FLUOROUR i 4
72 lar accident
ACIL
CMUH10 OXALIPLAT
E2B_900 : .
83. [5-REC1-0]2018/4/12 384:33 I IN;FLUORO| Febrile neutropenia | 2 | A
72 URACIL
CMUH10 AVELUMAB
E2B_900 ) .
84. [5-REC1-0| 2018/4/6 385_85 | ;OXALIPLA| Disease progression | 1 [ A
72 TIN
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FTR-ERF X34 ERES(L RKR)
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OXALIPLAT
CMUH10
E2B_800 IN
85. [ 5-REC1-02017/9/14 N FU5 GASTROENTERITIS|1;3| A
22 82944 CAPECITAB
INE
OXALIPLAT
CMUH10
E2B_900 IN; : :
86. | 5-REC1-0(2018/4/12 - FU1 Febrile neutropenia | 2 | A
29 38433 FLUOROUR
ACIL
OXALIPLAT
CMUH10
E2B_900 IN; : :
87.|5-REC1-0(2018/4/12 - FU2 Febrile neutropenia | 2 | A
29 38433 FLUOROUR
ACIL
RIGHT
OXALIPLAT
CMUH10 TEMPOROPARIETA
E2B 900 IN 1;3;
88. [ 5-REC1-0| 2018/3/5 FUG6 L LOBE STROKE A
30227 FLUOROUR 4
72 LEFT OCCIPITAL
ACIL
STROKE
OXALIPLAT
CMUH10
E2B_900 IN; FEBRILE
89. [ 5-REC1-0(2018/4/12 FU3 2;3| A
22 38433 FLUOROUR| NEUTROPAENIA
ACIL
RIGHT
OXALIPLAT
CMUH10 TEMPOROPARIETA
E2B_900 IN 1;3;
90. [ 5-REC1-0| 2018/3/5 FU4 L LOBE STROKE A
30227 FLUOROUR 4
72 LEFT OCCIPITAL
ACIL
STROKE
PATIENT DIED
CMUH10 E9B 900 AVELUMAB| INVOLVED OR
91. [5-REC1-0| 2018/6/5 466;30 FU1 |OXALIPLAT PROLONGED ;3| A
72 IN INPATIENT
HOSPITALIZATION
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FE-ERF X% L EREE(L RIK)
B . < X rMAR|EZE . R
- ~E B |FA P 5 g ) Pt B R At SRR
INVOLVED OR
OXALIPLAT
CMUH10 PROLONGED
E2B_800 IN;
92.|5-REC1-0|2017/9/14 FU7 INPATIENT 1.3 A
82944 CAPECITAB
72 INE HOSPITALIZATION;
PATIENT DIED
INVOLVED OR
OXALIPLAT
CMUH10 PROLONGED
E2B 800 IN;
93. [5-REC1-0| 2017/3/6 - FU7 INPATIENT 1:3] A
61514 CAPECITAB
72 . HOSPITALIZATION;
PATIENT DIED
INVOLVED OR
OXALIPLAT PROLONGED
CMUH10
IN, INPATIENT
94.|5-REC1-0| 2016/6/7 | 8090077 | FUS8 2.3 A
- FLUOROUR [HOSPITALIZATION,
ACIL LIFE
THREATENING
CMUH10 LSKBP-1
follow L. 1, 2,
95. [ 5-REC1-112017/6/29|7-KOR-0 up 4 Apatinib | Subdural hemorrhage 3 A
56 0034 P
CMUH10 LSKBP-1 follow Hospital acquired
96. | 5-REC1-1(2017/7/24|7-KOR-0 up 2 Apatinib pneumonia, 1A
56 0045 P Pneumonia
JNJ-5602192
MX-INJF 1.MULTIPLE
7/PLACEBO
CMUH10 0C-2018 | follow ORGAN FAILURE [1,2,3
97. 2018/2/11 BICALUTA A
4-REC1-1 0219891(| up9 2.GASTRIC ULCER | 4
MIDE/PLAC
16 9) PERFORATION
EBO

107 & 09 * 19 p

S
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FR-ERFLAFHERREC #KR)
B , 2R i‘f'iﬂz ﬂz'\:—-é‘ﬁl — om i ” , Y
. R LA SR P o vt HE B *ORE 22X TR
#1)
ULOCUPLU
MAB
(ULOCUPLU . .
Other Serious Criteria:
MAB) . -
CMUH10 Medically Significant
BMS-201| . INJECTION i
98. | 6-REC1-0{2018/8/12 Initial Tumor lysis syndrome| 1,2 | A
8-075595 #2) _
37 [Tumour lysis
CYTARABI
syndrome]
NE
(CYTARABI
NE)
UNKNOWN
#1)
ULOCUPLU
MAB Other Serious Criteria:
(ULOCUPLU| Medically Significant
MAB) Febrile Neutropenia
CMUH10 : .
BMS-201| follow | INJECTION | [Febrile neutropenia]
99. |6-REC1-0(2018/7/24 i 13| A
37 8-070253| up 1l #2) Sepsis by
CYTARABI pseudomonas
NE aeruginosa
(CYTARABI | [Pseudomonal sepsis]
NE)
UNKNOWN
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FR-ERFLAFHERREC #KR)
)3 . X >MIF|IFEL A
e Bl |FA P TR E R *RE R e
%};u g % “%En%};u VqlJ ﬁ |5 P I
#1)
ULOCUPLU
MAB
(ULOCUPLU(Other Serious Criteria:
MAB) Medically Significant
CMUH10 :
BMS-201| follow [ INJECTION | Tumor lysis syndrome
100] 6-REC1-0(2018/8/12 . 12| A
37 8-075595| up 1l #2) [Tumour lysis
CYTARABI syndrome]
NE Sepsis [Sepsis]
(CYTARABI
NE)
UNKNOWN
platelet decreased
[Platelet count
#1)
decreased]
PEMETREX
CMUH10 RBC decreased [Red
1608BRA| Follow ED
101} 3-REC1-1(2016/8/17 blood cell count 13| A
010431 | up5 #2)
23 decreased]
CARBOPLA
TIN WBC decreased
[White blood cell
count decreased]
#1) Pulmonary embolism
CMUH10 [Pulmonary
1709CH | Follow | MK-3475 :
102| 3-REC1-1(2017/9/25 . embolism] 123 A
NO014591| up 18 |(pembrolizum i i
23 ab) Cerebral infarction
[Cerebral infarction]
ketoacidosis
#1) _—
[Ketoacidosis]
PACLITAXE .
CMUH10 pneumonia
2016/11/2 | 1612CH | Follow L .
103| 3-REC1-1 [Pneumonia] 123 A
9 N007819 | up 29 #2) _
23 type 2 diabetes
CARBOPLA .
TIN worsening [Type 2
diabetes mellitus]
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#1) Worsening of Superior
CMUH10
1701BRA| Follow | MK-3475 | Vena Cava Syndrome
104|3-REC1-1| 2017/1/2 _ i 1A
23 005124 | up 14 |(pembrolizum| [Superior vena cava
ab) syndrome]
#1) Pulmonary embolism
CMUH10 [Pulmonary
1709CH | Follow | MK-3475 :
105| 3-REC1-1[2017/9/25 . embolism] 123 A
NO014591| up 19 |(pembrolizum ) )
23 ab) Cerebral infarction
[Cerebral infarction]
platelet decreased
[Platelet count
#1)
decreased]
PEMETREX
CMUH10 RBC decreased [Red
1608BRA| Follow ED
106| 3-REC1-1|2016/8/17 blood cell count 13| A
010431 | up6 #2)
23 decreased]
CARBOPLA
TIN WBC decreased
[White blood cell
count decreased]
Stroke
#1) [Cerebrovascular
PEMETREX accident]
CMUH10 :
1607BRA| Follow ED Alanine
107]3-REC1-1{2016/7/11 _ 2341 A
23 006528 | up 10 #2) aminotransferase
CARBOPLA| increased [Alanine
TIN aminotransferase
increased]
#1)
PEMETREX .
CMUH10 Acute Respiratory
1603PHL | Follow ED i )
108{ 3-REC1-1| 2016/3/1 Distress [Respiratory |1.2.3] A
010410 | up 13 #2) )
23 distress]
CARBOPLA
TIN
107 £ 09 * 19 p ¥ 49 F % 63 F
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Respiratory
insufficiency
#1 Respiratory failure
CMUH10 ) [Resp y . ]
1610BRA| Follow | MK-3475 pneumonitis
109| 3-REC1-1(2016/10/1 : . 123 A
23 001391 | up 23 |(pembrolizum [Pneumonitis]
ab) Respiratory infection
[Respiratory tract
infection]
platelet decreased
[Platelet count
#1)
decreased]
PEMETREX
CMUH10 RBC decreased [Red
1608BRA| Follow ED
110| 3-REC1-1(2016/8/17 blood cell count A
010431 | up7 #2)
23 decreased]
CARBOPLA
TIN WBC decreased
[White blood cell
count decreased]
#1)
PEMETREX
CMUH10
1604TUR| Follow ED : .
111| 3-REC1-1|2016/4/16 Sepsis [Sepsis] A
23 013836 | up4 #2)
CARBOPLA
TIN
#1)
CARBOPLA .
CMUH10 Neutrophil count
1705TUR| Follow TIN .
112| 3-REC1-1|2017/3/23 decreased [Neutrophil A
005646 | up9 #2)
23 count decreased]
PEMETREX
ED
#1)
PEMETREX _
CMUH10 pulmonary embolism
1602TUR| Follow ED
113|3-REC1-1| 2016/2/4 [Pulmonary 2341 A
004453 | up2 #2) :
23 embolism]
CARBOPLA
TIN
107 £ 09 * 19 p % 50 F > £ 63
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ketoacidosis
#1) .
[Ketoacidosis]
PACLITAXE .
CMUH10 pneumonia
2016/11/2 | 1612CH | Follow L :
114 3-REC1-1 [Pneumonia] 1.23] A
9 N007819 | up 30 #2) :
23 type 2 diabetes
CARBOPLA .
TIN worsening [Type 2
diabetes mellitus]
Sepsis [Sepsis
#) pets [Sepst]
CMUH10 Pneumonitis
1510BRA| Follow | MK-3475 .
115| 3-REC1-1|2015/10/2 . [Pneumonitis] 1.23] A
007228 | up 31 |(pembrolizum )
23 Pneumonia
ab) .
[Pneumonia]
#1) Pulmonary embolism
CMUH10 [Pulmonary
1709CH | Follow | MK-3475 :
116] 3-REC1-1(2017/9/25 . embolism] 123 A
N014591 | up 20 |(pembrolizum ) )
23 ab) Cerebral infarction
[Cerebral infarction]
107 # 09 » 19 p % 51 F % 63 F
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pneumonia
[Pneumonia]
Thrombocytopenia
[Thrombocytopenia]
Anemia [Anaemia]
Leukopenia
[Leukopenia]
febril neutropenia
#1) [Febrile neutropenia]
PEMETREX gastrointestinal
CMUH10 :
1604TUR| Follow ED bleeding
117]3-REC1-1(2015/9/28 . . 123 A
23 002203 | up 21 #2) [Gastrointestinal
CARBOPLA haemorrhage]
TIN hyperuricemia
[Hyperuricaemia]
Elevated AST
[Aspartate
aminotransferase
increased]
blood bilirubin
increase [Blood
bilirubin increased]
prosthetic cardiac
#1) valve trombus
CMUH10 : .
1802TUR| Follow | MK-3475 [Prosthetic cardiac
118{3-REC1-1|2018/2/11 . . 23| A
23 012463 | up 12 |(pembrolizum| valve thrombosis]
ab) pneumonia
[Pneumonia]
#1)
CARBOPLA .
CMUH10 Neutrophil count
1705TUR| Follow TIN .
119]3-REC1-1(2017/3/23 decreased [Neutrophil| 2 | A
005646 | up 10 #2)
23 count decreased]
PEMETREX
ED
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#1)
MK-3475
CMUH10 (pembrolizum| Duodenal perforation
1611UKR| = .
120} 3-REC1-1{2016/11/5 004350 Initial ab) [Duodenal 23| A
23 #2) perforation]
PREDNISOL
ONE
pneumonia
[Pneumonia]
Thrombocytopenia
[Thrombocytopenia]
Anemia [Anaemia]
Leukopenia
[Leukopenia]
febril neutropenia
#1) [Febrile neutropenia]
PEMETREX gastrointestinal
CMUH10 :
1604TUR| Follow ED bleeding
121|3-REC1-1(2015/9/28 . : 123 A
23 002203 | up 22 #2) [Gastrointestinal
CARBOPLA haemorrhage]
TIN hyperuricemia
[Hyperuricaemia]
Elevated AST
[Aspartate
aminotransferase
increased]
blood bilirubin
increase [Blood
bilirubin increased]
#1)
PEMETREX .
CMUH10 Acute Respiratory
1603PHL | Follow ED . .
122| 3-REC1-1| 2016/3/1 Distress [Respiratory |1.2.3| A
010410 | up 14 #2) .
23 distress]
CARBOPLA
TIN
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#1)
PEMETREX | Heart failure [Cardiac
CMUH10 :
1608AR | Follow ED failure]
123| 3-REC1-1(2016/8/24 : . [1.23] A
23 G013770| up9 #2) febrile neutrophenia
CARBOPLA| [Febrile neutropenia]
TIN
#1)
PEMETREX
CMUH10
1604TUR| Follow ED . .
124| 3-REC1-1|2016/4/16 Sepsis [Sepsis] 23| A
23 013836 | up5 #2)
CARBOPLA
TIN
prosthetic cardiac
#1) valve trombus
CMUH10 : .
1802TUR| Follow | MK-3475 [Prosthetic cardiac
125(3-REC1-1|2018/2/11 . . 23| A
23 012463 | up 13 |(pembrolizum| valve thrombosis]
ab) pneumonia
[Pneumonia]
Respiratory
insufficiency
#1 Respiratory failure
CMUH10 ) [Resp y . ]
1610BRA| Follow | MK-3475 pneumonitis
126| 3-REC1-1(2016/10/1 _ . 123 A
23 001391 | up 24 |(pembrolizum [Pneumonitis]
ab) Respiratory infection
[Respiratory tract
infection]
#1) Chronic Obstructive
CMUH10 .
1807CA . MK-3475 | Pulmonary Embolism
127|4-REC1-0 (2018/6/14 Initial _ . ) 1A
39 N003935 (pembrolizum| [Chronic obstructive
ab) pulmonary disease]
#1)
CMUH10
1807CA | Follow | MK-3475 i
128{4-REC1-0| 2018/7/5 ) Other, specify [Death]| 1 | A
39 NO003935| up 1l |(pembrolizum
ab)
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#1) septic shock [Septic
MK-3475 shock]
(pembrolizum| acute renal failure
ab) [Acute kidney injury]
#2) hypokalemia
CMUH10 .
2015/12/1 (1602BRA| Follow | CISPLATIN [Hypokalaemia]
129]4-REC1-0 i 123 A
39 6 006046 | up 28 #3) neutropenia
5-FLUORQOU [Neutropenia]
RACIL platelet count
#4) decreased [Platelet
GRANULOK| count decreased]
INE diarrhea [Diarrhoea]
#1)
MK-3475
(pembrolizum
ab) Laryngeal edema
CMUH10
1605USA| Follow #2) (Grade 4) [Laryngeal
130] 4-REC1-0 | 2016/5/4 23| A
29 005123 | up 23 |5-FLUOROU oedema]
RACIL Sepsis [Sepsis]
#3)
CARBOPLA
TIN
#1) septic shock [Septic
MK-3475 shock]
(pembrolizum| acute renal failure
ab) [Acute kidney injury]
#2) diarrhea [Diarrhoea]
CMUH10
2015/12/1 {1602BRA| Follow | CISPLATIN platelet count
131} 4-REC1-0 123 A
39 6 006046 | up 29 #3) decreased [Platelet
5-FLUOROQU| count decreased]
RACIL neutropenia
#4) [Neutropenia]
GRANULOK hypokalemia
INE [Hypokalaemia]
107 # 09 » 19 p % 55 F % 63 F
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#1) : :
Afebrile Neutropenia
CETUXIMA .
B [Neutropenia]
Health Care associated
CMUH10 #2) _
1606PHL | Follow Pneumonia
132 4-REC1-0(2016/6/20 5-FLUOROU _ 13| A
010987 | up4 [Pneumonia]
39 RACIL .
#3) Pulmonary Embolism
[Pulmonary
CARBOPLA .
embolism]
TIN
#1)
MK-3475 | Interstitial Pneumonia
(pembrolizum|  [Interstitial lung
CMUH10 ab) disease]
2016/12/1|1612JPN | Follow
133]4-REC1-0 #2) ALT Increased 13| A
7 009584 | up8 )
39 CISPLATIN [Alanine
#3) aminotransferase
5-FLUOROU increased]
RACIL
#1) . .
Afebrile Neutropenia
CETUXIMA .
B [Neutropenia]
Health Care associated
CMUH10 #2) .
1606PHL | Follow Pneumonia
134 4-REC1-0(2016/6/20 5-FLUOROU _ 13| A
010987 | up5 [Pneumonia]
39 RACIL .
43) Pulmonary Embolism
[Pulmonary
CARBOPLA :
embolism]
TIN
CMUH10 #1) anaphylaxis
2015/11/1|1511USA| Follow .
135{4-REC1-0 CETUXIMA [Anaphylactic 2 | A
7 010081 | up1l .
39 B reaction]
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#1) . :
Afebrile Neutropenia
CETUXIMA .
B [Neutropenia]
Health Care associated
CMUH10 #2) _
1606PHL | Follow Pneumonia
136]4-REC1-0(2016/6/20 5-FLUOROU _ 13| A
010987 | up6 [Pneumonia]
39 RACIL )
#3) Pulmonary Embolism
[Pulmonary
CARBOPLA _
embolism]
TIN
#1)
MK-3475 | Interstitial Pneumonia
(pembrolizum|  [Interstitial lung
CMUH10 ab) disease]
2016/12/1|1612JPN | Follow
137]4-REC1-0 #2) ALT Increased 13| A
7 009584 | up?9 )
39 CISPLATIN [Alanine
#3) aminotransferase
5-FLUOROU increased]
RACIL
#1) . :
Afebrile Neutropenia
CETUXIMA .
B [Neutropenia]
Health Care associated
CMUH10 #2) .
1606PHL | Follow Pneumonia
138 4-REC1-0(2016/6/20 5-FLUOROU _ 13| A
010987 | up7 [Pneumonia]
39 RACIL .
43) Pulmonary Embolism
[Pulmonary
CARBOPLA :
embolism]
TIN
Fatigue [Fatigue]
Tumoral bleeding
#1)
CMUH10 [Tumour
1604BRA| Follow | MK-3475
139{4-REC1-0]2016/4/19 . haemorrhage] 123 A
014088 | up 7 |(pembrolizum . i
39 ab) aspiration pneumonia
[Pneumonia
aspiration]
107 # 09 » 19 p ¥ 57 F % 63 F
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#1) septic shock [Septic
MK-3475 shock]
(pembrolizum| acute renal failure
ab) [Acute kidney injury]
#2) diarrhea [Diarrhoea]
CMUH10
2015/12/1 (1602BRA| Follow | CISPLATIN platelet count
140} 4-REC1-0 123 A
39 6 006046 | up 30 #3) decreased [Platelet
5-FLUORQU| count decreased]
RACIL neutropenia
#4) [Neutropenia]
GRANULOK hypokalemia
INE [Hypokalaemia]
Fatigue [Fatigue]
Tumoral bleeding
#1)
CMUH10 [Tumour
1604BRA| Follow | MK-3475
141| 4-REC1-0{2016/4/19 . haemorrhage] 1.23] A
014088 | up 8 |(pembrolizum . )
39 ab) aspiration pneumonia
[Pneumonia
aspiration]
[AR]) B RIH -
x~ HEHLEARFA
% i 2 5
B3 * £ Y 34 FEPNF
[Fx~%%ELH 4]
1. | DMR98-IRB-113 1AW | RESEELH A
Final Clinical Study Report_31May2018
[ 24dp4 ]
*E% & 4L Denosumab (XGEVA® )
2. | DMR101-IRB-1-177 | £4 % | . °
FET lag sppam 1072000 01p 1 107 &
06 * 30 F
T E >R
CMUH102-REC1-0 | . = .. _ - :
3. 67 # 2+ 7 | 1.Line Listing of Suspected Unexpected Serious
Adverse Reactions (SUSARs) JNJ-54179060
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(ibrutinib) PERIOD COVERED BY THIS
REPORT: 13 NOV 2017 to 12 MAY 2018
W E S AL brutinib

XM RALHEFI06F 117 13 P X
P12 p

107 & 5

CMUH103-REC1-0
97

|+
(e
&

(= 2iap ]

*isk E 4 4 - Abemaciclib (LY2835219)
*E rPFLHPEF 20172107 15p 3
&047 14 p

2018

CMUH105-REC1-0
09

L
-
Jo

[ % 24482 ]

*R B E A AL ¢ Anifrolumab

*x pMIFL W F 2017 £ 07 * 18 p 1 2018 #
07 % 17 p

CMUH104-REC1-1
16

L

[ 3% >4+ ) Blinded Line Listing of
Suspected Unexpected Serious Adverse Reactions
(SUSARSs) JNJ-56021927 (apalutamide)

*iEok E LA 0 INJ-56021927 (apalutamide)
*r pMFLYPRF 106+ 6" 23 p 3 106 &
12 % 22 p

CMUH105-REC1-0
94

Ea
-
W

[ 24dp4 ]
*R %% LA - FINERENONE
*g rMIFLPREF 2017 & 122 01 p I 2018
£ 57 31 p 1. Quarterly Summary Report of
SUSAR 01Dec2017 to 28Feb2018
2. Quarterly Summary Report of SUSAR
01Mar2018 to 31May2018
3. Serious Study Conduct Related Cases 01Dec2017
to 28Feb2018
4. Serious Study Conduct Related Cases
01Mar2018 to 31May2018
5. SUSAR Study Cases 01Dec2017 to 28Feb2018
6. SUSAR Study Cases 01Mar2018 to 31May2018
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*R B E5 LA T Apatinib
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114 p

107 & 09 * 19 p

¥
a
[{e)
b

|+
D
w
b




PRAFFAFEURFRAIRELREF-FELR
-FERERFLAFEEREEC R

2L
pn|  rgen | JE FERG
[{ A7 %3F2 4]
*ix & @ RRF06
*p # : 10 Aug2018
[{ATa454 2]
*x & ¢ INVESTIGATOR’ S BROCHURE
ENCORAFENIB (LGX818), Edition 10
*p #p £ 09Jul2018
[ (#7244 £ riték])
0 CMUH105-REC1-1 ey *5< A& @ Investigator’ s Brochure
52 Binimetinib_Edition 15 Date: 20 March
2018 Addendum 1
*p 8 124 Jul 2018
[FrgFRx 2L A gR ¢ x] DMC
Recommendation Memo Form
*1Z 0 p #p:21 Jun 2018
[ %¢ i &% & ] Pre-amendment BRAF
discordant letter
*iz 30 p #p: 07Aug2018
[ =4 % »+4r % ] Blinded Line Listing of
Suspected Unexpected Serious Adverse Reactions
(SUSARSs) JNJ-56021927 (apalutamide)
*ES B LA 0 INJ-56021927 (apalutamide)
* rMAFL YR 106 F 12 % 23 p 1 107 &
10. CMUH104-REC1-1 P 6" 22p
16 [ =8 % > 1447 £ ] Development Safety Update
Report No. 6 Executive Summary JNJ-56021927
(apalutamide)
*EE & LA 0 INJ-56021927 (apalutamide)
* rMEAFLYRFIL06E 62 23p 1 107 # 6
122 p
(2]
*F\ ; .
1. CMUH103-REC1-11 3 1. B % S [RE: Notification of non-substantial
1 amendment - CT-P6 Investigator’ s Brochure,
version 7.0 dated 23 April 2018, Dated 23 Jul 2018]
2. Summary of Changes: CT-P6 IB Version 6.0 to
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3. ATk #F 4 £ p [CT-P6 Investigator’ s
Brochure, Version Number: CT-P6 7.0, Release
Date: 23 April 2018]
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#

[ <4< >4244 ] DSUR 02

*:ok 3 L4 FPAL44

*E rMEARA W 12015+ 107 30p X

#1077 29 p

[ =8 % > 1448 £ ] 6 month Line-Listing

sk ¥4 440 0 FPAL44

*E pMHAFLPHF 2016 057 29p %

#1117 28¢p
PPFLH R

#0577 28¢p

X rPFLDF

#1117 28¢p

2016

2016

:2016 # 11 » 29 p % 2017

:2017# 05 % 29 p 3 2017

13.
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14.
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15.

CMUH104-REC1-0
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*iEok E P L4 0 LY3009806 (Ramucirumab)

* > MFELYPF 106 % 100 22 p 3 107 &
04 7 21 p

16.

CMUH104-REC1-1
29

[(##]

*n % ¢ Memo on GMP Facility
Maintenance_20180710:d ** fi 7 fm "% ed® B i %
10-Jul-2018 % 23-Aug-2018 % & = GMP Facility
Maintenance, s #& ;5 e8]

FHE T AR A8 F T A A L R
%8 *t 1~2 = cycle
chemotherapy » % 5 A7 3 5 5
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Memo MAO004 Recruitment Freeze_20180813: ¢ 4
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[ % 2148 E]
17 CMUH106-REC1-0 38 m *Eo%k ¥4 LA 1 ONGLYZA (Saxagliptin)
93 * rMIFLHRF 201801 09p 3 2018
#0777 11p
[ % 2148 E]
18, CMUH105-REC1-0 g1 % *ESk E 4 LA 1 LY3009806 (Ramucirumab)
65 * rMFLHFIL06F 10 22p 3 107 &
04 * 21 p
[z = 2P4F2]
1. CMUH106-REC1-0 gk *REE S LA BRIVARACETAM
67 * pMFLHPREF 20182017 15 p 3 2018
£07 7 14 p
[zdp= 2H4F2 ]
20. CMUH105-REC1-1 - Fé%% % 4+ H 1 MK3475 (Pembrolizumab)
02 THFELHE 1072032 04p 1 107
£06 " 03p
[ 24dp4 ]
(B-SUSAR Line Listing Medical Analysis)
T2 | (Date of Report : 09 August 2018)
21. | CMUH105-REC1-0 R e h I
3 & *# & L FE  Upadacitinib
*x pMAFL PR 2018 £ 01 01 p 3 2018 &
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