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increased]

1.3

10.

CMUH105-
REC3-093

2017/12/16

1712JPNO
09077

Followu
p8

#1) MK-3475
(pembrolizuma
b)
#2)
AXITINIB

Sustained ventricular
tachycardia [Ventricular
tachycardia]
Multi organ failure
[Multiple organ
dysfunction syndrome]
heart failure [Cardiac
failure]
Paroxysmal
supraventricular
tachycardia
[Supraventricular
tachycardia]
Chronic Kindne disease

[Chronic kidney disease]

2.3
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11.

CMUH105-
REC3-093

2017/12/16

1712JPNO
09077

Followu
po9

#1) MK-3475
(pembrolizuma
b)

#2)
AXITINIB

Sustained ventricular
tachycardia [Ventricular
tachycardia]

Multi organ failure
[Multiple organ
dysfunction syndrome]
heart failure [Cardiac
failure]
Paroxysmal
supraventricular
tachycardia
[Supraventricular
tachycardia]
Chronic Kindne disease
[Chronic kidney disease]

2.3

12.

CMUH105-
REC3-093

2017/12/16

1712JPNO
09077

Followu
p 10

#1) MK-3475
(pembrolizuma
b)

#2)
AXITINIB

Sustained ventricular
tachycardia [Ventricular
tachycardia]
Multi organ failure
[Multiple organ
dysfunction syndrome]
heart failure [Cardiac
failure]
Paroxysmal
supraventricular
tachycardia
[Supraventricular
tachycardia]
Chronic Kindne disease

[Chronic kidney disease]

2.3

107 # 03 * 15 p
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ﬂm?# CETHRFREIRRLIRAFZFALIRE
FR-ERF=A3 2 ERREU *KR)
5 o
; R LA SR 12;;; ﬁ;“‘?‘ P §:: Jal 7 AE @ EE|ER
Worsening of
#1) MK-3475 hyperglycemia
CMUH105- 1712BRA |Followu (pembrolizuma [HyperglycaerT1|a]
13. 2017/11/14 b) Hyperkalemia 23| A
REC3-093 003053 pl4 .
#2) [Hyperkalaemia]
AXITINIB Hyperkalemia
[Hyperkalaemia]
Sustained ventricular
tachycardia [Ventricular
tachycardia]
Multi organ failure
[Multiple organ
#1) MK-3475 | dysfunction syndrome]
(pembrolizuma| heart failure [Cardiac
14. CMURLOS> 2017/12/16 17121PNO Followu b) failure] 23| A
REC3-093 09077 p 11
#2) Paroxysmal
AXITINIB supraventricular
tachycardia
[Supraventricular
tachycardia]
Chronic Kindne disease
[Chronic kidney disease]
#1) MK-3475
Study (Code
not broken)
CMUH106- 1802GTM |Followu #2) febrile neutropenia  |1.2.3
15. 2018/2/2 : . A
REC3-078 002097 p2 CISPLATIN | [Febrile neutropenia] A4
#3)
5-FLUOROU
RACIL

107 # 03 * 15 p
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ﬂﬂ?# “EEHRFR P RRLREF=2FA4R ¢
TR-ERF=2Z% A E§REE(L RiR)
B % AR 3R
e L EARY Vot B R 7 AE =
3 gﬁ”% & 24 p iy 2 e 5 PR SR e ¥ = e
#1) MK-3475
Study (Code
not broken)
CMUH106- 1802GTM | Followu #2) febrile neutropenia
16. 2018/2/2 ) ) 123 A
REC3-078 002097 p3 CISPLATIN | [Febrile neutropenia]
#3)
5-FLUOROU
RACIL
#1) MK-3475 ) o
Other Serious Criteria:
Study (Code ) o
Medically Significant
not broken) )
pulmonary embolism
CMUH106- 1711TUR | Followu #2) i
17. 2017/11/24 [Pulmonary embolism] | 1.3 | A
REC3-078 012477 p8 CISPLATIN i )
#3) ALT increased [Alanine
aminotransferase
5-FLUOROU .
increased]
RACIL
Worsening of
MK-3475 )
i hyperglycemia
CMUH105- 1712BRA | Follow [(pembrolizuma ]
18. 2017/11/14 [Hyperglycaemia] 23| A
REC3-093 003053 up 7 b) )
Hyperkalemia
AXITINIB .
[Hyperkalaemia]
107 # 03 * 15 p » 19 F »x 29 |




ﬂﬂ?# “EEHRFR P RRLREF=2FA4R ¢
TR-ERF=2Z% A E§REE(L RiR)
B X 2 PAR (R L
AE S |F A pd ViR &y FAE el
=3 gfn% & 24 p iy 2 e 5 PR SR ov E Ay & o le
Sustained ventricular
tachycardia [Ventricular
tachycardia]
Multi organ failure
[Multiple organ
dysfunction syndrome
MK-3475 Y Y ]
) Paroxysmal
CMUH105- 1712JPNO| Follow [(pembrolizuma .
19. 2017/12/16 supraventricular 23| A
REC3-093 09077 up 4 b) .
tachycardia
AXITINIB }
[Supraventricular
tachycardia]
heart failure [Cardiac
failure]
Chronic Kindne disease
[Chronic kidney disease]
Worsening of
MK-3475 )
i hyperglycemia
CMUH105- 1712BRA | Follow [(pembrolizuma ]
20. 2017/11/14 [Hyperglycaemia] 23| A
REC3-093 003053 up 8 b) )
Hyperkalemia
AXITINIB .
[Hyperkalaemia]
Worsening of
MK-3475 )
) hyperglycemia
CMUH105- 1712BRA | Follow [(pembrolizuma ]
21. 2017/11/14 [Hyperglycaemia] 23| A
REC3-093 003053 up 9 b) )
Hyperkalemia
AXITINIB .
[Hyperkalaemia]

107 # 03 * 15 p
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ﬂﬂ?# “EEHRFR P RRLREF=2FA4R ¢
TR-ERF=2Z% A E§REE(L RiR)
B X 2 PAR (R L
AE S |F A pd ViR &y 7 AE el
3 gﬁ”% & 24 p iy 2 e 5 PR SR e ¥ = e
Sustained ventricular
tachycardia [Ventricular
tachycardia]
Multi organ failure
[Multiple organ
dysfunction syndrome
MK-3475 Y Y ]
) Paroxysmal
CMUH105- 1712JPNO| Follow [(pembrolizuma .
22, 2017/12/16 supraventricular 23| A
REC3-093 09077 up5 b) .
tachycardia
AXITINIB }
[Supraventricular
tachycardia]
heart failure [Cardiac
failure]
Chronic Kindne disease
[Chronic kidney disease]
Worsening of
hyperglycemia
MK-3475 yPergy ]
i [Hyperglycaemia]
CMUH105- 1712BRA | Follow [(pembrolizuma ]
23. 2017/11/14 Hyperkalemia 23| A
REC3-093 003053 | up10 b) .
[Hyperkalaemia]
AXITINIB )
Hyperkalemia
[Hyperkalaemia]
#1) MK-3475
(pembrolizuma
CMUH105- 1711JPNO | Followu b) Drug eruption [Drug
24. 2017/11/26 i 2 A
REC3-093 12368 p6 #2) eruption]
AXITINIB
#3) BAKTAR

107 # 03 * 15 p
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PRFFCTEARFRALRRLR R38R 4
FTR-ERSZXFAEREE( 25
B X 2 PAR (R L
AE S |F A pd ViR &y 7 AE el
3 gﬁ”% & 24 p iy 2 e 5 PR SR e ¥ = e
Sustained ventricular
tachycardia [Ventricular
tachycardia]
Multi organ failure
[Multiple organ
#1) MK-3475 | dysfunction syndrome]
(pembrolizuma| heart failure [Cardiac
CMUH105- 1712JPNO [ Followu ]
25. 2017/12/16 b) failure] 23| A
REC3-093 09077 p 12
#2) Paroxysmal
AXITINIB supraventricular
tachycardia
[Supraventricular
tachycardia]
Chronic Kindne disease
[Chronic kidney disease]
Worsening of
#1) MK-3475 hyperglycemia
embrolizuma Hyperglycaemia
CMUH105- 1712BRA |Followu P [Hypergly ) :
26. 2017/11/14 b) Hyperkalemia 23| A
REC3-093 003053 p 15 .
#2) [Hyperkalaemia]
AXITINIB Hyperkalemia
[Hyperkalaemia]
#1) MK-3475| sepsis due to gangrene
(pembrolizuma| of fournier [Necrotising
CMUH105- 1710FRAO| Followu .
217. 2017/10/18 b) fasciitis] 1.23] A
REC3-093 11386 p 10 ) .
#2) hepatic cytolisis
AXITINIB | [Hepatocellular injury]
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28.

CMUH105-
REC3-093

2017/12/16

1712JPNO
09077

Followu
p13

#1) MK-3475
(pembrolizuma
b)

#2)
AXITINIB

Sustained ventricular
tachycardia [Ventricular
tachycardia]

Multi organ failure
[Multiple organ
dysfunction syndrome]
heart failure [Cardiac
failure]
Paroxysmal
supraventricular
tachycardia
[Supraventricular
tachycardia]
Chronic Kindne disease
[Chronic kidney disease]

2.3

29.

CMUH105-
REC3-093

Unk

1802FRAO
06061

Initial

SUNITINIB

Cardiac arrest [Cardiac
arrest]

30.

CMUH105-
REC3-093

2017/12/16

1712JPNO
09077

Followu
p 14

#1) MK-3475
(pembrolizuma
b)

#2)
AXITINIB

Sustained ventricular
tachycardia [Ventricular
tachycardia]

Multi organ failure
[Multiple organ
dysfunction syndrome]
heart failure [Cardiac
failure]
Paroxysmal
supraventricular
tachycardia
[Supraventricular
tachycardia]
Chronic Kindne disease
[Chronic kidney disease]

2.3

31.

CMUH105-
REC3-093

Unk

1802FRAO
06061

Followu
p1l

SUNITINIB

Cardiac arrest [Cardiac

arrest]
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PRFFCITHRFRELARAR 4R G LR
FTR-ERFZXTEERES( %)
B X 2 PAR (R L
AE S |F A pd ViR &y 7 AE el
3 gﬁ”% & 24 p iy 2 e 5 PR SR e ¥ = e
#1) MK-3475| sepsis due to gangrene
(pembrolizuma| of fournier [Necrotising
CMUH105- 1710FRAO| Followu .
32. 2017/10/18 b) fasciitis] 1231 A
REC3-093 11386 p 1l . .
#2) hepatic cytolisis
AXITINIB | [Hepatocellular injury]
#1) MK-3475| sepsis due to gangrene
(pembrolizuma| of fournier [Necrotising
CMUH105- 1710FRAO| Followu .
33. 2017/10/18 b) fasciitis] 123 A
REC3-093 11386 p 12 ) .
#2) hepatic cytolisis
AXITINIB | [Hepatocellular injury]
Sustained ventricular
tachycardia [Ventricular
tachycardia]
Multi organ failure
[Multiple organ
#1) MK-3475 | dysfunction syndrome]
(pembrolizuma| heart failure [Cardiac
CMUH105- 1712JPNO [ Followu i
34. 2017/12/16 b) failure] 23 | A
REC3-093 09077 p 15
#2) Paroxysmal
AXITINIB supraventricular
tachycardia
[Supraventricular
tachycardia]
Chronic Kindne disease
[Chronic kidney disease]
#1) MK-3475
(pembrolizuma
CMUH105- 1711JPNO | Followu b) Drug eruption [Drug
35. 2017/11/26 i 2 A
REC3-093 12368 p7 #2) eruption]
AXITINIB
#3 ) BAKTAR
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36.

CMUH105-
REC3-093

2017/12/16

1712JPNO
09077

Followu
p 16

#1) MK-3475
(pembrolizuma
b)

#2)
AXITINIB

Sustained ventricular
tachycardia [Ventricular
tachycardia]

Multi organ failure
[Multiple organ
dysfunction syndrome]
heart failure [Cardiac
failure]
Paroxysmal
supraventricular
tachycardia
[Supraventricular
tachycardia]
Chronic Kindne disease
[Chronic kidney disease]

2.3

37.

CMUH105-
REC3-093

2017/12/16

1712JPNO
09077

Followu
p 17

#1) MK-3475
(pembrolizuma
b)

#2)
AXITINIB

Sustained ventricular
tachycardia [Ventricular
tachycardia]
Multi organ failure
[Multiple organ
dysfunction syndrome]
heart failure [Cardiac
failure]
Paroxysmal
supraventricular
tachycardia
[Supraventricular
tachycardia]
Chronic Kindne disease

[Chronic kidney disease]

2.3
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ﬂm?# CETHRFREIRRLIRAFZFALIRE
FTR-ERFZXTEERES( %)
B X 2 PAR (R L
AE S |F A pd ViR &y 7 AE el
=3 gfn% & 24 p iy 2 e 5 PR SR ov E Ay & o le
Myasthenia-like
Syndrome [Myasthenic
syndrome]
#1) MK-3475 .
) cpk increased [Blood
(pembrolizuma ) .
CMUH105- 1711USA | Followu creatine phosphokinase
38. 2017/10/31 b) ) 13 A
REC3-093 001053 p8 #2) increased]
AST increased
AXITINIB
[Aspartate
aminotransferase
increased]
Sustained ventricular
tachycardia [Ventricular
tachycardia]
Multi organ failure
[Multiple organ
#1) MK-3475 | dysfunction syndrome]
(pembrolizuma| heart failure [Cardiac
CMUH105- 1712JPNO [ Followu i
39. 2017/12/16 b) failure] 23 | A
REC3-093 09077 p 18
#2) Paroxysmal
AXITINIB supraventricular
tachycardia
[Supraventricular
tachycardia]
Chronic Kindne disease
[Chronic kidney disease]
#1) MK-3475
(pembrolizuma
b) :
CMUH105- 1711JPNO | Followu Drug eruption [Drug
40. 2017/11/26 #2) i 23 | A
REC3-093 12368 p8 eruption]
AXITINIB
#3)
BAKTAR
107 # 03 * 15 p % 26 F % 29 |



ﬂm?# CETHRFREIRRLIRAFZFALIRE
TR-ERF=2Z% A E§REE(L RiR)
5 o
; RS AL ENE :2:: ﬂz’;“‘?‘ Vi E 5 7 RE B
Worsening of
#1) MK-3475 hyperglycemia
CMUH105- 1712BRA |Followu (pembrolizuma [HyperglycaerT1|a]
41, 2017/11/14 b) Hyperkalemia 23| A
REC3-093 003053 p 16 .
#2) [Hyperkalaemia]
AXITINIB Hyperkalemia
[Hyperkalaemia]
#1) MK-3475
Study (Code
not broken)
CMUH106- 1802GTM | Followu #2) febrile neutropenia
42, 2018/2/2 : ) 123 A
REC3-078 002097 p4 CISPLATIN | [Febrile neutropenia]
#3)
5-FLUOROU
RACIL
#1) MK-3475
Study (Code
not broken)
CMUH106- 1802GTM | Followu #2) febrile neutropenia
43. 2018/2/2 : . 123 A
REC3-078 002097 p5 CISPLATIN | [Febrile neutropenia]
#3)
5-FLUOROU
RACIL
#1) MK-3475
Study (Code
not broken)
CMUH106- 1801KOR | Followu #2) unknown cause of death
44, 2018/1/16 1 A
REC3-078 007090 p6 CISPLATIN [Death]
#3)
5-FLUOROU
RACIL
107 # 03 * 15 p % 2T R % 29 |



PRFFCTEARFRALRRLR R38R 4
FTRE-ERFZX2 4 EREE( #R)
A4
; AL ERE “j;’;jz ﬁ;“‘? v RE S 3 age b
Sustained ventricular
tachycardia [Ventricular
tachycardia]
Multi organ failure
[Multiple organ
#1) MK-3475 | dysfunction syndrome]
(pembrolizuma| heart failure [Cardiac
45, CMURLOS> 2017/12/16 17120PNO| Followy b) failure] 23| A
REC3-093 09077 p 19
#2) Paroxysmal
AXITINIB supraventricular
tachycardia
[Supraventricular
tachycardia]
Chronic Kindne disease
[Chronic kidney disease]
CMUH105- 1706USA |Followu Cardiac Arrest [Cardiac
46. 2017/6/9 SUNITINIB 1 A
REC3-093 005786 p5 arrest]
[A&] B R4H -
x~ HEHLEARFA
4 ,
B8 * ¢ % 34 4 L
(2]
1.| CMUH106-REC3-121 | R 7t |*M 7 13 H T F 1 &
*p A/ p #p 25 January 2018

2. | CMUH105-REC3-

026

LG
;

-

(% 214F2]
1.14V_Baricitinib_LY3009104_INV_LL 10 (05-D
ec-2016_to_04-Jun-2017)

[(Fa¥EFsEp])
2. Baricitinib (LY3009104)
Investigator’s Brochure,
18-Jul-2017 GMT

Approval Date:

3. | CMUH105-REC3-048

T
\L
k3

[{#7B %32 4]
*iR Ak p gt 20-Sep-2017
(A7 145 4 £ it ]
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PREFAEETMRFREIRRLARAEZFAL0 4
FTRE-ERFZX2 4 EREE( #R)
21
pe) rger | FE 1IN

*15x & @ Addendum No. 1_15-Dec-2017 to
Investigator Brochure Version 16, dated
23-Jun-2017
*pdp 12017 & 12 % 15 p
[{ATa454 2]

4. | CMUH104-REC3-078 | & M | *3%= & : NA
*pdp 2017 & 12 ®
(2% 212 ]
6- monthly line listing report of SUSAR 25Apr2016
*R B LA S-649266 (Cefiderocol)
*% rMIFLHRF 2016 £ 08 2 22 p 3 2017

5. | CMUH105-REC3-058 | i@ j5 FL #0272y
[+ 24244 ]
6- monthly line listing report of SUSAR 14Sep2017
*E B LA S-649266 (Cefiderocol)
*x pMIFLWHF 2017 & 02 7 22 p 3 2017
#0817 21 p

[A3k] B & FH -

FR-REFEFPTHR (%)
i > REER (0F)
FHE g (19104 )
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