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2017/5/1

1706DNKO
09358

initial

Study

#1) MK-3475

Pericardial effusion,
relation changed
[Pericardial effusion]
atrial fibrillation [Atrial
fibrillation]
Worsening of pleural

effusion [Pleural effusion]

2.3

CMUH105-
REC1-102

2017/10/24

1710FRAO
13484

17

follow up

Study

#1) MK-3475

Immune-related
thrombocytopenia
[Immune

thrombocytopenic purpura]

2.3

CMUH105-
REC1-102

2017/5/1

1706DNKO
09358

follow up

1

#1) MK-3475

Study

worsening Pericardial
effusion [Pericardial
effusion]

atrial fibrillation [Atrial
fibrillation]
Worsening of pleural

effusion [Pleural effusion]

2.3

CMUH105-
REC1-102

2017/4/12

1706DNKO

09358

follow up

2

#1) MK-3475
Study

worsening Pericardial
effusion [Pericardial
effusion]

atrial fibrillation [Atrial
fibrillation]

Worsening of pleural

effusion [Pleural effusion]

2.3
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REC1-102

09358

1706DNKO

follow up
3

#1) MK-3475

Study

worsening Pericardial
effusion [Pericardial
effusion]
atrial fibrillation [Atrial
fibrillation]
Worsening of pleural

effusion [Pleural effusion]

2.3

CMUH105-

6. 2017/4/12

REC1-102

1706DNKO
09358

follow up| #1

4

) MK-3475
Study

worsening Pericardial
effusion [Pericardial
effusion]
atrial fibrillation [Atrial
fibrillation]
Worsening of pleural

effusion [Pleural effusion]

2.3
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1. 2017/1/23
REC1-102

1701TURO
11979

follow up
31

#1) MK-3475

Study

ALT increased [Alanine
aminotransferase
increased]

AST increased [Aspartate

aminotransferase
increased]
pleural effusion [Pleural

effusion]

CMUH105-

8. 2016/8/11
REC1-102

1609ISR00
1113

follow up

#1)
8

MK-3475
Study

malignant neoplasm
progression [Malignant
neoplasm progression]

Ascites [Ascites]

CMUH105-
REC1-102
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16091SR00
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#1)
9

MK-3475
Study

malignant neoplasm
progression [Malignant

neoplasm progression]
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g |6 EX T N
exacerbations of chronic
kidney injury [Renal
injury]
Malignant neoplasm
#1) MK-3475
CMUH103- 1510NLDO [Followup ) progression [Malignant
10. 2015/9/26 (pembrolizumab _ 1.23] A
REC1-135 00658 24 ) neoplasm progression]
exacerbation of chronic
kidney injury [Renal
injury]
dyspnea [Dyspnoea]
transaminase elevations
#1) MK-3475 | [Transaminases increased]
CMUH103- 1605ISRO01 |Followup ) )
11. 2016/5/18 (pembrolizumab|  malignant neoplasm 13| A
REC1-135 1575 5 ) )
) progression [Malignant
neoplasm progression]
1.MYOCARDIAL
RU-IJNJFO INFARCTION
CMUH106- o
12. RECL110 2018/5/31 [C-2018060 ( initial | Daratumumab [2.ATRIOVENTRICULAR| 2,3 [ A
2871(0) BLOCK THIRD DEGREE
3.HYPOTENSION
1.MYOCARDIAL
RU-IJNJFO INFARCTION
CMUH106- follow up
13. RECL110 2018/5/31 | C-2018060 . Daratumumab |2.ATRIOVENTRICULAR| 23 | A
2871(1) BLOCK THIRD DEGREE
3.HYPOTENSION
#1) MK-3475
(pembrolizumab ) )
) sepsis [Sepsis]
neutropenic fever [Febrile
CMUH104- 1605USAO0 |Followup #2) )
14. 2016/5/12 neutropenia] 123 A
REC1-039 09033 9 CISPLATIN ) ]
lung infection [Lung
#3) ) )
infection]
5-FLUOROUR
ACIL
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#1)
CETUXIMAB
#2)
CISPLATIN
CMUH104- 1606AUTO - #3) ) )
15. 2016/6/27 Initial sepsis [Sepsis] 13| A
REC1-039 14655 5-FLUOROUR
ACIL
#4)
CARBOPLATI
N
Other Serious Criteria:
Medically Significant
#1)
pneumonia [Pneumonia]
CARBOPLATI
N White blood cell decreased
[White blood cell count
CMUH104- 1701MEXO|Followup #2)
16. 2017/1/18 decreased] 13| A
REC1-039 12708 28 5-FLUOROUR )
Neutrophil decreased
ACIL _
[Neutrophil count
#3)
decreased]
CETUXIMAB
mucositis oral [Stomatitis]
dehydration [Dehydration]
#1) MK-3475
(pembrolizumab ) ]
) sepsis [Sepsis]
neutropenic fever [Febrile
CMUH104- 1605USAO |Followup #2) ]
17. 2016/5/12 neutropenia] 123 A
REC1-039 09033 10 CISPLATIN
lung infection [Lung
#3)
infection]
5-FLUOROUR
ACIL
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#1) MK-3475 laryngeal edema
(pembrolizumab [Laryngeal oedema]
) pneumonitis [Pneumonitis]
CMUH104- 1607USAO |Followup #2) febrile neutronenia [Febrile
18. 2016/7/11 2.3 A
REC1-039 05704 22 CISPLATIN neutropenia]
#3) oral mucositis [Stomatitis]
5-FLUOROUR Thrombocytopenia
ACIL [Thrombocytopenia]
#1)
CETUXIMAB
#2) Fibrile neutropenia [Febrile
CMUH104- 1609USAO |Followup| CARBOPLATI neutropenia]
19. 2016/9/26 o 23 | A
REC1-039 14746 13 N Gl toxicity
#3) [Gastrointestinal toxicity]
5-FLUOROUR
ACIL
#1) MK-3475 laryngeal edema
(pembrolizumab [Laryngeal oedema]
) pneumonitis [Pneumonitis]
20. CMUH104- 2016/7/11 1607USAO |Followup #2) febrile neutronenia [Febrile ’3 A
REC1-039 05704 23 CISPLATIN neutropenia]
#3) oral mucositis [Stomatitis]
5-FLUOROUR Thrombocytopenia
ACIL [Thrombocytopenia]
#1) MK-3475
(pembrolizumab
)
#2)
21. CMUR10- 2017/4/5 L704CHLO Followup CARBOPLATI | pneumonia [Pneumonia] | 2.3 | A
REC1-039 03273 13 \
#3)
5-FLUOROUR
ACIL

107 # 07 * 25 p




PRFRAFENRFIALIRELREF-FLLR €
- FRE-ERFAXBARERES
B X 2 PAR(RL
AE R |FAP D V5B 3 AF @ R ER
g |6 EX T N
#1) MK-3475 Malignant neoplasm
CMUH104- 1805USAO |Followup ) ) ]
22. 2016/09 (pembrolizumab| progression [Malignant 1 A
REC1-039 07684 1 ]
) neoplasm progression]
#1)
CETUXIMAB
#2) Fibrile neutropenia [Febrile
CMUH104- 1609USAO |Followup| CARBOPLATI neutropenia]
23. 2016/9/26 o 23 | A
REC1-039 14746 14 N Gl toxicity
#3) [Gastrointestinal toxicity]
5-FLUOROUR
ACIL
#1) MK-3475
(pembrolizumab
)
#2) H is [H ]
emoptysis [Haemoptysis
CISPLATIN )
CMUH104- 1609BRA0 . Hematemesis
24, 2016/9/25 Initial #3) ] 23 | A
REC1-039 12829 [Haematemesis]
5-FLUOROUR ] )
anemia [Anaemia]
ACIL
#4)
CARBOPLATI
N
#1 ) Pracinostat
or Placebo
Other Serious Criteria:
(Code not )
2018KR013|follow up Important Medical Event
25. | CMUH106- | 2018/6/5 broken) ) . 13 A
914 1 o Neutropenic sepsis
REC1-103 #2 ) Azacitidine ) )
[Neutropenic sepsis]
(AZACITIDINE
) Injection
1.MYOCARDIAL
RU-JNJFO INFARCTION
CMUH106- Follow
26. 2018/5/31 [ C-2018060 Daratumumab [2.ATRIOVENTRICULAR| 2,3 A
REC1-110 up 2
2871(2) BLOCK THIRD DEGREE
3.HYPOTENSION
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g |6 2 | ul N
PL-IJNJFO
CMUH106- o 1.CIRCULATORY 1,2,3,
27. 2018/3/1 |C-2018030| initial | Daratumumab A
REC1-110 FAILURE 4
2447(1)
PL-JNJFO
CMUH106- Follow 1.CIRCULATORY 1,2,3,
28. 2018/3/1 |C-2018030 Daratumumab A
REC1-110 up 3 FAILURE 4
2447(3)
#1) INC424
(RUXOLITINIB
) Table
#2)
COMPARATOR
PREDNISOLO | Lower gastrointestinal
CMUH105- PHHO2017 [follow up NE haemorrhage (small
29. 2017/12/12 ) ) ) ) 12 | A
REC1-139 JP017575 10 (PREDNISOLO | intestine) [Small intestinal
NE) Unknown haemorrhage]
#3)
COMPARATOR
TACROLIMUS
(TACROLIMUS
) Unknown
#1) INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
METHYLPRED
CMUH105- PHHO2018|follow up Lung infection [Lung
30. 2017/12/13 NISOLONE 2 A
REC1-139 FR005235 4 infection]
(METHYLPRE
DNISOLONE)
#3)
PREDNISONE
(PREDNISONE
)
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#1) INC424
CMUH105- PHHO2018|follow up[ INC+TAB ) )
31. 2018/3/23 Sepsis [Sepsis] 12| A
REC1-139 DE004239 3 (RUXOLITINIB
) Tablet
#1) INC424
CMUH105- PHHO2018|follow up ) ]
32. 2018/1/19 (RUXOLITINIB| Pneumonia [Pneumonia] | 1,2 [ A
REC1-139 DE001459 2
) Tablet
#1) INC424
INC+TAB
(RUXOLITINIB
) Tablet
CMUH105- PHHO2017 |follow up ] )
33. 2017/8/13 #2) Sepsis [Sepsis] 12 | A
REC1-139 JP011923 9
GANCICLOVI
R
(GANCICLOVI
R)
#1) INC424
INC+TAB
(RUXOLITINIB
) Tablet
CMUH105- PHHO2017 |follow up ) )
34, 2017/8/13 #2) Sepsis [Sepsis] 12 | A
REC1-139 JP011923 10
GANCICLOVI
R
(GANCICLOVI
R)
#1) NO
TREATMENT
RECEIVED
CMUH105- PHHO2018|follow up Lung infection [Lung
35. 2018/5/13 NOMED (NO 12 | A
REC1-139 DE006443 2 infection]
TREATMENT
RECEIVED)
Unknown
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#1) INC424 | Pneumocistis polmonitis
CMUH105- o INC+TAB | [Pneumonia pseudomonal]
36. 2018/2/15 |PHHO2018] initial ] ] 1231 A
REC1-139 (RUXOLITINIB Respiratory failure
IT002659 ) ]
) Table [Respiratory failure]
#1) INC424
(RUXOLITINIB
) Tablet
CMUH105- PHHO2018| #2) ] )
37. 2018/5/21 initial Sepsis [Sepsis] 1,23 A
REC1-139 FR007317 PREDNISONE
(NGX)
(PREDNISONE
) Unknown
#1) INC424
(RUXOLITINIB
) Table
CMUH105- o #2) ] )
38. 2018/6/15 |PHHO2018| initial Sepsis [Sepsis] 1 A
REC1-139 METHYLPRED
AU007482
NISOLONE
(METHYLPRE
DNISOLONE)
#1) INC424
CMUH105- PHHO2018|follow up lleum perforation [lleal
39. 2018/4/11 (RUXOLITINIB ] 23 [ A
REC1-139 FR005016 4 perforation]
) Tablet
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Sepsis at E.coli [Sepsis]
E.coli infection
[Escherichia infection]
CMV infection
[Cytomegalovirus
infection]
Cardiac failure [Cardiac
failure]
#1) INC424 ) ]
CMUH105- PHHO2017 |follow up accute respiratory distress
40. 2017/12/25 (RUXOLITINIB 1231 A
REC1-139 FR0O17540 3 syndroma [Acute
) Tablet . )
respiratory distress
syndrome]
Petechia [Petechiae]
Hemorragia
[Haemorrhage]
Pancytopenia
[Pancytopenia]
Flu [Influenza]
#1) INC424
CMUH105- PHHO2018|follow up lleum perforation [lleal
41. 2018/4/11 (RUXOLITINIB ] 23 [ A
REC1-139 FR005016 5 perforation]
) Tablet
Other Serious Criteria:
Medically Significant
#1) INC424
Sepsis at pseudomonas
(RUXOLITINIB )
[Sepsis]
) Tablet ) )
HHV®6 infection [Human
#2 ) NEORAL _ o
CMUH105- PHHO2017 [follow up herpesvirus 6 infection]
42. 2017/8/2 (CICLOSPORI ) 123 A
REC1-139 FR011594 13 Pneumopathy klebsielle
N) Unknown .
[Lung disorder]
#3 ) MEDROL
Microangiopathy
(METHYLPRE _ _
[Microangiopathy]
DNISOLONE)
Pulmonary embolism
[Pulmonary embolism]
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transaminase elevations
#1) MK-3475 ) )
_ [Transaminases increased]
CMUH103- 1605ISR01 (pembrolizumab )
43, 2016/5/18 FU 02 ) malignant neoplasm 131 A
REC1-135 1575 ) Solution for ) ]
S progression [Malignant
injection, ]
neoplasm progression]
exacerbations of chronic
kidney injury [Renal
injury]
#1) MK-3475 Malignant neoplasm
CMUH103- 1510NLDO (pembrolizumab| progression [Malignant | 1, 2,
44, 2015/9/26 FU 22 ) ) A
REC1-135 00658 ) Solution for neoplasm progression] 3
injection, exacerbation of chronic
kidney injury [Renal
injury]
dyspnea [Dyspnoea]
transaminase elevations
#1) MK-3475 _ _
) [Transaminases increased]
CMUH103- 1605ISR0O1 (pembrolizumab )
45, 2016/5/18 FU 03 _ malignant neoplasm 13 A
REC1-135 1575 ) Solution for ) )
S progression [Malignant
injection, )
neoplasm progression]
exacerbations of chronic
kidney injury [Renal
injury]
#1) MK-3475 Malignant neoplasm
CMUH103- 1510NLDO (pembrolizumab| progression [Malignant | 1, 2,
46. 2015/9/26 FU 23 ) ) A
REC1-135 00658 ) Solution for neoplasm progression] 3
injection, exacerbation of chronic
kidney injury [Renal
injury]
dyspnea [Dyspnoea]
transaminase elevations
#1) MK-3475 ) )
_ [Transaminases increased]
CMUH103- 1605ISR01 (pembrolizumab )
47. 2016/5/18 FU 04 _ malignant neoplasm 13| A
REC1-135 1575 ) Solution for ) )
S progression [Malignant
injection, )
neoplasm progression]
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#1) MK-3475 malignant neoplasm
CMUH103- 1603PEROO(Followup ) ) ]
48. 2016/3/2 (pembrolizumab| progression [Malignant |1.2.3| A
REC1-123 4463 17 ]
) neoplasm progression]
#1) MK-3475
CMUH103- 1706CHNO |Followup ) Respiratory failure
49. 2017/6/3 (pembrolizumab _ _ 1 A
REC1-123 01835 2 ) [Respiratory failure]
#1) _ .
Septic shock [Septic
CARBOPLATI
shock]
CMUH103- 1610ARGO |Followup N )
50. 2016/10/23 Accute renal failure [Acute1.2.3| A
REC1-123 14393 12 #2) ] o
kidney injury]
PEMETREXED ) ]
) ) neutropenia [Neutropenia]
#3) filgrastim
#1) o
Neutropenic sepsis
PEMETREXED ) ]
CMUH103- 1511MY SO0 |Followup [Neutropenic sepsis]
51. 2015/11/17 #2) 13 A
REC1-123 13424 2 Viral gastroenteritis
CARBOPLATI o
N [Gastroenteritis viral]
#1)
Heart failure [Cardiac
PEMETREXED
CMUH103- 1608ARGO |Followup failure]
52. 2016/8/24 #2) 1231 A
REC1-123 13770 7 Neutrophenia
CARBOPLATI
[Neutropenia]
N
#1)
Neutropenic sepsis
PEMETREXED
CMUH103- 1511MY S0 | Followup [Neutropenic sepsis]
53. 2015/11/17 #2) 13| A
REC1-123 13424 3 Viral gastroenteritis
CARBOPLATI
N [Gastroenteritis viral]
#1) MK-3475 Superior Vena Cava
CMUH103- 1701BRAO [Followup ) ]
54, 2017/1/2 (pembrolizumab | Syndrome [Superior vena | 1 A
REC1-123 05124 12

)

cava syndrome]
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Pulmonary fistula
#1) [Pulmonary fistula]
PACLITAXEL pulmonary sepsis
CMUH103- 1611BRAO |Followup ]
55. 2016/10/19 #2) [Pulmonary sepsis] 1.23] A
REC1-123 00279 17
CARBOPLATI respiratory infection
N [Respiratory tract
infection]
#1) o
Neutropenic sepsis
PEMETREXED ) ]
CMUH103- 1511MYSO0 |Followup [Neutropenic sepsis]
56. 2015/11/17 #2) ] N 13 A
REC1-123 13424 4 Viral gastroenteritis
CARBOPLATI o
N [Gastroenteritis viral]
#1) MK-3475 ) )
CMUH103- 1706CHNO [Followup ) Respiratory failure
S7. 2017/6/3 (pembrolizumab _ _ 1 A
REC1-123 01835 3 | [Respiratory failure]
Pulmonary fistula
#1) [Pulmonary fistula]
PACLITAXEL pulmonary sepsis
CMUH103- 1611BRAO |Followup )
58. 2016/10/19 #2) [Pulmonary sepsis] 1.23] A
REC1-123 00279 18
CARBOPLATI respiratory infection
N [Respiratory tract
infection]
#1) ) )
Septic shock [Septic
CARBOPLATI
shock]
CMUH103- 1610ARGO |Followup N )
59. 2016/10/23 Accute renal failure [Acute| 1.2.3] A
REC1-123 14393 13 #2) ) o
kidney injury]
PEMETREXED _ _
neutropenia [Neutropenia]
#3) filgrastim
#1)
PEMETREXED )
CMUH103- 1602TURO . pulmonary embolism
60. 2016/2/4 Initial #2) ) 234 A
REC1-123 04453 [Pulmonary embolism]
CARBOPLATI
N
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#1) . .
Neutropenic sepsis
PEMETREXED
CMUH103- 1511MY SO0 |Followup [Neutropenic sepsis]
61. 2015/11/17 #2) 13| A
REC1-123 13424 5 Viral gastroenteritis
CARBOPLATI o
N [Gastroenteritis viral]
prosthetic cardiac valve
#1) MK-3475
CMUH103- 1802TURO |Followup trombus [Prosthetic cardiac
62. 2018/2/11 (pembrolizumab ) 23| A
REC1-123 12463 7 valve thrombosis]
) pneumonia [Pneumonia]
(LRI FRPH -
ey FRFIEFARZTE
A . 8 B2
% £ B Ny FENE
CEERCRE D
*\ersion : 4
L. | CMUH104-REC1-057 | st g = | D€ * 29 March 2018
. - - s >
N CE T TS
*\ersion : 9.2
*Date : 16Apr2018
[LA7igs s £p]
2. | DMR101-IRB1-165 %] 29 | *5x ~ @ Fulvestrant/Edition22
*pi#p 12018 5% 11 p
(8% 2484 ]
3. | CMUH103-REC1-067 B
4 *if 4F &2 AB09004 #p R 2. B *F SUSAR » = 2 i*
(8% 2R ]
IR E e AL CX-4945
*% > M3F 24 ¥ L 6 month Line Listing 2017 +#
87 14p 3 2018 # 2 * 13 p, CIOMS report
4. | CMUH104-REC1-135 | v 3k
18US000043_ Sh. 002-042_FUL1,
18US000043_Sh. 002-042_FU2,
18US000049_Sh. 003-051_INI, 18US000049
Sh. 003-051 FU1, DSUR_18Jan2017~17Jan2018
5. | CMUH103-REC1-062 | * &% | [# ]
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Memo . 22|\/Iar2018 Final

6. | CMUH103-REC1-062
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*2 3 p ¥ 12018 & 6 7 15 p

7. | CMUH102-REC1-068

I8 &

[ =4 % > {2472 ] SUSAR 6-monthly line
listing-CT
*E% E 4 4L Enzalutamide

TMHFELPEF 106 # 08 31 p I 107
£ 027" 28p

8. | CMUH105-REC1-089

v A8 R

[# =]
*P\ 2 :
1. Clinical Study Report DE766-A-J302, \Version
1.0, 28 Mar 2018
2. Report Synopsis, Clinical Study Report
DE766-A-J302, Version 1.0, 28 Mar 2018
3. TRk #ARIF L F & DE766-A-J302 - = *
1.0-2018 # 3 * 28 p

9. | CMUH104-REC1-067

N
S
ok

[ DSMB ;i-3%:d &)

ARG pE 2018 04 7 10 p

[#=]

*PhF SR P 2 Annual Report
Approval (+2/& p #:2018 # 05 * 01 p)and
Annual Report

10. | CMUH106-REC1-079

[{iREdsFaEp ]
*k 1 2.0

*p g : 04-May-2018
[(#rd%e g nFasy]
IR A 2.0

*p g : 04-May-2018

11. | CMUH102-REC1-023

T
\1_
t

(]
*ROF REARERT 2 R4 R4 Clinical
Study Report for Study 116428 (Zoster-039): 21
May 2018 # & > #xit F 64 & -

12. | CMUH105-REC1-152

X;\;\
e
#

[{ a7 4 2p])
p ¥ 2018 & 03 ' 20 p
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14. | CMUH106-REC1-135 | {2 =

[#]
*P\ ?"; .
1) #F5% % X 4(Memo) dated 08Mar2018

2) Administrative Letter dated 24May2018

15. | CMUH106-REC1-041 | 5 &

T % > 142 (Periodic Safety Report) :
1. FILGOTINIB (GS-6034, GLPG0634)
BLINDED SIX-MONTHLY LINE LISTING,
PERIOD COVERED: 01JULY 2017-
31DECEMBER 2017
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