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BT mr T Bop AW
B F R f
CMUH102- BORLR | L, | B9 52 A B S
2 |Recrom6( |2 |pssm | NP P magmes "
AR-B) ’ PRI s % AR T P ht | 107/7/30
LieFET SR AR WP B

107 # 08 * 22 p e 147 .2 2
P = -ET




PRFEAETERRFIRALRELAET-FELR ¢

—ﬁ?‘ﬁﬁﬁiﬁ%ﬁgﬁﬁ&

P

kg adh o SRR Xgﬁ RS i P 2
iy sk A E R
—*Ff i# * Belimumab & &
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CMUH102- bR ‘jﬁyL&JJE&Euéwu
RECL033( | % |27 F ?i%é;:kféfgaﬁ? T
L@ Ags | '3 d | baricitinib & # % > 4 F
AR-14) i Rz $Z B 5P sk
R B T
CNTO136ARA3002
(SIRROUND-D) &
CMUH102- bR 9L 2 CNTO136ARA3003
, " | F % & | (SIRROUND-T) :#z ¥ =
REC1-087( | & & % FELR| " 3 : L 107/7/28
AR-9) 34;%%’ s ’f%nmw%ﬂr N
E - 2 F 3 CNTO136
(sirukumab) £ #p & > |+ ¢
s LN LA Rt
S
FoP - FERER PR
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REC1-127( | 2% | . | ., e | 107/8/15
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% >
CMUH103- AR F 0 ou g oA AR A «f" A A=
REC1-042( | & & % FERK . B '“2 Je% 2o L ELik % 3 | 107/8/15
AR-5) B £
- 78 v #i Pembrolizumab
H - 22 Cisplatin
CMUML03- o 2 8 N Fe 5-Fluorouracil % & & #l
REC1-135( | #1 % |47 4 1 in },gf*f FEom o Cisplatin fe |0
AR-12) % fs Ao 5FMomummI1rsrﬁﬁP%
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CMUH104-
REC1-006(
AR-8)

W
=
W

BpE
Tt

- SRR A fie s B RS
Wogr PR e fiE ] A
dabigatranetexilate (110 mg
2 150mg~ v JR- X & =)
22 acetylsalicylic acid( ¢ fig
Kk pE 100mg ~- * - =
PIEB R FIAP 2R
RSN B A Fge

N R e = R N e S N T
(RESPECT ESUS)
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REC1-066(
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EX N
in ¥ T

BpE
a1

XL EAER T Y-
B AR Rk 1
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EE|
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REC1-129(
AR-6)

=
Rl

&
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T E
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R@E
3tk

S0 RS A e s B
JEARNE R T 1 R |
Gemcitabine i #
Carboplatin ¢ £ @& *
Epstein-Barr :}r%fr R MR
Bz 2 T B e
7 22 Gemcitabine ©& *
Carboplatin % — &5 % *
SR T RS
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MUHZ105- ¢ OE
vl B CFE s | s g e
12. |[REC1-081( | B % |@&2 % \ | 107/8/7
AR-2) # v FELLAREE
CMUH105- EW 3 B p B ERAfEr Y FEE
13. |[REC1-006( | #2% | | §2 2 |3 & § |k @i~ 4% 2 p* | 107/7/31
AR-2) ¥ = i
TR A e R T
% 4 3t Orelvo
CMUH106- bR LK WL (voclosporin) (23.7 mg > =
14, |REC1-029( | 2% | FELA| L], 5 | PSS TREe | 1078711
AR-3) EREE- 5 0 BT R R AR
A AEFITRF B
PR T 2L
- F U238~ Bl g
CMUH106 L % v e # ~ fe ~ 2 Ulocuplumab
STk B & | (BMS-936564) ¢ ix Al £
15. |REC1-037( |2 % |fpELx| | ST 2 = 107/8110
AR-5) s T3 Cytarabine # #* e85 - ¥t
ERES AT R ST A
b i e 3R
CMUH106- R I R R il R
16, |RECLOAL( | @2 % | @i iye| o[ | amsmakiag s i | 107787
AR-2) ¥ ! Filgotinib =% >+
B3 W E AR
, XA R N L RS
CMUH106- T AT N | il P
» e L BB E|RERTRIERFERMEL
17. |REC1-042( | 2 % | @&4vain| coe s — | 107/8/4
1 Z A > 3 2 Kl y = IE
AR-3) % EF PR | RREAREE Y
¥ Filgotinib 3% %22 fadr ¢
R Y
,—I‘K»“ BT OS  RIR K
CMUH106- [ 2 P i ) ® " ;f;ﬁ
18, | RECLO46( | 2% | fiike = |0 F F | MSE = WRAER R | 07000
AR-3) Lagp | TPE |4 RFRRER TR
- =/
" & 2 {f 4~ % CBW-511 # *t
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25. |REC1-049( | % |#KFi| | e \ 107/8/10
AR-2) o e SRR R e
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0 FVR R L A0 1
CL S PRSP
CMUH107- i A 2. Epstein-Barr ;& DNA
26. | REC1-068( | % |#3tFm | | ; Tl A i & A & | 107/08/21
AR-1) iinF R z_ B4} pembrolizumab
PSSR i | =Y -
(TCOG 1317)
CMUHL06- g e | P WBRH LK R
27. | REC1-160 | #tc% f*% L 7mVWuﬁg%%g¢% 107/08/20
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* € %%, | CMUH105-REC1-152(SAE-2) |# %~ 2dfd | fkd 2 2% @
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- SR A e s BN 3wl % 3 H % 0 2 Encorafenib
+ Cetuximab #& * & KA & * Binimetinib > £ Irinotecan/Cetuximab &
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ﬂie?] pER 5-Fluorouracil ~ (5-FU)/Folinic  Acid  (FA)/Irinotecan
(FOLFIRI)/Cetuximab #p +“ $iz » ¥ 4c + Encorafenib +Binimetinib +
Cetuximab % > 451 85% > * >4 5 BRAF V600E % % cig 45 14
SRR T
SRR 53
#
w4 £ & ap ok FEAK FEARFER AT
] ¥ L S A TS A e
p & p & Rl p _ ZZF R TR %
g Hp
SRR
5004-1747 2018/8/8 | 2018/8/8 |initial [2018/8/13| % /2 4F 4 7 A0 B A
Lpfir
CETTEN L TND
- ~ Unrelated to study.
AFEPELR#FLL])
- ~ 2018/8/8 # MBI o X ;iﬁ;f 5004-1747 5% 2 7|5 v IR @ R I o X F) g 0 A%
2018#8" 6P »&ZL AV YFL s THITEF I AERPLL T 22018 £ 8
P8 p FleteR R FAAA o d f“z;éﬁ %2018 F 7 % 6 P f& wF S prieik m ik @
HIRSR B RRFIINETS T AR BB EST M -
C RN R D
— N ié‘ _@ o
(38 3T 23k ]
PEESATFY T M s Hr gt RFE AR (A GTee UL WE
S Y R ERA RS 2R
By (HRB LT
17= 253 2 & 3.%}2:@ SEREEAREE I o R PP I 438 =X A 1A A disability
5L X MuFa56.% (TAE M ARAMEE 780 (GF-#cit)
¥ (A AD)
AdBFFEEFBEH T 2B RECETR R EEARAE D4R P E2 e
PRt RS L
Fe ‘ ) & 2R |4F R - ) R
w R AL o S P o BE:E T N 22X TR
2017-02774 Filgotinib vs [Pneumonia]
1. [ CMUH106- | 2017/6/9 Initial 23 | A
42 (0) Placebo [Acute respiratory failure]
REC1-042
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2017-02774] Follow | Filgotinib vs [Pneumonia]
2. | CMUH106-| 2017/6/9 ) ) 23 [ A
42 (1) up 1 Placebo [Acute respiratory failure]
REC1-042
2017-02774| Follow | Filgotinib vs [Pneumonia]
3. | CMUH106- | 2017/6/9 ) ) 23 | A
42 (2) up 2 Placebo [Acute respiratory failure]
REC1-042
2017-02774] Follow | Filgotinib vs [Pneumonia]
4, | CMUH106- | 2017/6/9 ) ] 23 | A
42 (3) up 3 Placebo [Acute respiratory failure]
REC1-042
2017-02774] Follow | Filgotinib vs [Pneumonia]
5. | CMUH106- | 2017/6/9 ) ] 23 [ A
42 (4) up 4 Placebo [Acute respiratory failure]
REC1-042
2017-02774| Follow | Filgotinib vs [Pneumonia]
6. | CMUH106- | 2017/6/9 ) ) 23 | A
42 (5) up 5 Placebo [Acute respiratory failure]
REC1-042
2017-02774| Follow | Filgotinib vs [Pneumonia]
7. | CMUH106- | 2017/6/9 ) ) 23 | A
42 (6) up 6 Placebo [Acute respiratory failure]
REC1-042
2017-02774| Follow | Filgotinib vs [Pneumonia]
8. | CMUH106- | 2017/6/9 ) ) 23 | A
42 (7) up 7 Placebo [Acute respiratory failure]
REC1-042
2017-02774] Follow | Filgotinib vs [Pneumonia]
9. [ CMUH106-| 2017/6/9 ) ] 23 [ A
42 (8) up 8 Placebo [Acute respiratory failure]
REC1-042
2017-02774] Follow | Filgotinib vs [Pneumonia]
10. | CMUH106- | 2017/6/9 ) ] 23 [ A
42 (9) up 9 Placebo [Acute respiratory failure]
REC1-042
2018-03245 . Filgotinib vs ) ]
11. | CMUH106- [ 2018/3/3 Initial [Renal infarction] 23| A
11 (0) Placebo
REC1-042
2018-03245| Follow | Filgotinib vs ] )
12. | CMUH106- | 2018/3/3 [Renal infarction] 23| A
11 (1) up 1 Placebo
REC1-042
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infectious shock [Septic
shock]
respiratory failure
[Respiratory failure]
#1) pneumonia [Pneumonia]
PACLITAXEL anorexia [Decreased
CMUH103- 1704CHNO [Followup )
13. 2017/4/18 #2) appetite] 123 A
REC1-123 13017 31
CARBOPLATI vomit [Vomiting]
N nausea [Nausea]
Intermittent diarrhea
[Diarrhoea]
myelosuppression [Bone
marrow failure]
#1)
PEMETREXED ]
CMUH103- 1602TURO |Followup pulmonary embolism
14, 2016/2/4 #2) ] 234 A
REC1-123 04453 1 [Pulmonary embolism]
CARBOPLATI
N
infectious shock [Septic
shock]
respiratory failure
[Respiratory failure]
#1) pneumonia [Pneumonia]
PACLITAXEL anorexia [Decreased
CMUH103- 1704CHNO [Followup )
15. 2017/4/18 #2) appetite] 1231 A
REC1-123 13017 32 ) N
CARBOPLATI vomit [Vomiting]
N nausea [Nausea]
Intermittent diarrhea
[Diarrhoea]
myelosuppression [Bone
marrow failure]
#1) MK-3475 Superior Vena Cava
CMUH103- 1701BRAO [Followup ) ]
16. 2017/1/2 (pembrolizumab [ Syndrome [Superior vena | 1 A
REC1-123 05124 13
) cava syndrome]
107 # 08 * 22 p ¥ 22 F % 32 F
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infectious shock [Septic
shock]
respiratory failure
[Respiratory failure]
#1) pneumonia [Pneumonia]
PACLITAXEL anorexia [Decreased
CMUH103- 1704CHNO [Followup )
17. 2017/4/18 #2) appetite] 123 A
REC1-123 13017 33
CARBOPLATI vomit [Vomiting]
N nausea [Nausea]
Intermittent diarrhea
[Diarrhoea]
myelosuppression [Bone
marrow failure]
infectious shock [Septic
shock]
respiratory failure
[Respiratory failure]
#1) pneumonia [Pneumonia]
PACLITAXEL anorexia [Decreased
CMUH103- 1704CHNO [Followup )
18. 2017/4/18 #2) appetite] 1231 A
REC1-123 13017 34
CARBOPLATI vomit [Vomiting]
N nausea [Nausea]
Intermittent diarrhea
[Diarrhoea]
myelosuppression [Bone
marrow failure]
#1)
PEMETREXED |pulmonary infection [Lung
CMUH103- 1712CHNO |Followup ) )
19. 2017/12/1 #2) infection] 23| A
REC1-123 11215 13
CARBOPLATI cough [Cough]
N
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Pulmonary fistula
#1) [Pulmonary fistula]
PACLITAXEL pulmonary sepsis
CMUH103- 1611BRAO |Followup ]
20. 2016/10/19 #2) [Pulmonary sepsis] 123 A
REC1-123 00279 19
CARBOPLATI respiratory infection
N [Respiratory tract
infection]
infectious shock [Septic
shock]
respiratory failure
[Respiratory failure]
pneumonia [Pneumonia]
#1)
anorexia [Decreased
PACLITAXEL )
CMUH103- 1704CHNO |Followup appetite]
21. 2017/4/18 #2) _ - 123 A
REC1-123 13017 35 vomit [Vomiting]
CARBOPLATI
N nausea [Nausea]
Intermittent diarrhea
[Diarrhoea]
myelosuppression (WBC
decreased) [Bone marrow
failure]
#1) : .
Heart failure [Cardiac
PEMETREXED ]
CMUH103- 1608ARGO |Followup failure]
22. 2016/8/24 #2) ) ] 1231 A
REC1-123 13770 8 febrile neutrophenia
CARBOPLATI ) ]
N [Febrile neutropenia]
pulmonary sepsis
#1) _
[Pulmonary sepsis]
PEMETREXED| _ _
CMUH103- 1608BRAO0 [Followup febrile neutropenia [Febrile
23. 2016/8/19 #2) ) 123 A
REC1-123 11687 13 neutropenia]
CARBOPLATI T
N neutropenic colitis
[Neutropenic colitis]
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prosthetic cardiac valve
#1) MK-3475 ] )
CMUH103- 1802TURO |Followup ) trombus [Prosthetic cardiac
24, 2018/2/11 (pembrolizumab 23| A
REC1-123 12463 8 ) valve thrombosis]
pneumonia [Pneumonia]
#1) _ .
Septic shock [Septic
CARBOPLATI
shock]
CMUH103- 1610ARGO |Followup N )
25. 2016/10/23 Accute renal failure [Acute| 1.2.3| A
REC1-123 14393 14 #2) ] o
kidney injury]
PEMETREXED ) ]
) ) neutropenia [Neutropenia]
#3) filgrastim
#1) MK-3475
CMUH103- 1608KORO0 |Followup ) sudden death [Sudden
26. 2016/8/17 (pembrolizumab 1 A
REC1-123 11170 7 | death]
1.MULTIPLE ORGAN
JNJ-56021927/P
MX-INJFO FAILURE
CMUH104- follow up LACEBO 1,2,3,
27. 2018/2/11 | C-2018021 2.GASTRIC ULCER A
REC1-116 7 BICALUTAMI 4
9891(7) PERFORATION
DE/PLACEBO
3.EPIGASTRIC PAIN
hyponatremia
#1) MK-3475 [Hyponatraemia]
CMUH103- 1603ROMO » ) ]
28. 2015/12/15 Initial |(pembrolizumab |High Value AST [Aspartate| 2.3 | A
REC1-123 10337 )
) aminotransferase
increased]
#1)
Septic shock [Septic
CARBOPLATI
shock]
CMUH103- 1610ARGO |Followup N
29. 2016/10/23 Accute renal failure [Acute| 1.2.3] A
REC1-123 14393 15 #2)
kidney injury]
PEMETREXED
neutropenia [Neutropenia]
#3) filgrastim
#1)
PEMETREXED | pulmonary infection [Lung
CMUH103- 1712CHNO |Followup
30. 2017/12/1 #2) infection] 23 | A
REC1-123 11215 14
CARBOPLATI cough [Cough]
N
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infectious shock [Septic
#1) shock]
PACLITAXEL respiratory failure
CMUH103- 1704CHNO [Followup ) ]
31. 2017/4/22 #2) [Respiratory failure] 123 A
REC1-123 13017 36
CARBOPLATI | pneumonia [Pneumonia]
N agranulocytosis
[Agranulocytosis]
Lung infection (klebsiella
pneumoniae) [Pneumonia
klebsiella]
#1) MK-3475 )
CMUH103- 1509TURO |Followup ) thrombocytopenia
32. 2015/8/31 (pembrolizumab ) 1.23] A
REC1-123 01265 34 ) [Thrombocytopenia]
Pneumonitis [Pneumonitis]
Pulmonary embolism
[Pulmonary embolism]
infectious shock [Septic
shock]
#1) respiratory failure
PACLITAXEL [Respiratory failure]
CMUH103- 1704CHNO |Followup ) )
33. 2017/4/18 #2) pneumonia [Pneumonia] |[1.2.3| A
REC1-123 13017 37 )
CARBOPLATI agranulocytosis
N [Agranulocytosis]
intermittent diarrhea
[Diarrhoea]
platelet decreased [Platelet
#1)
count decreased]
PEMETREXED
CMUH103- 1608BRAO [Followup RBC decreased [Red blood
34. 2016/8/17 #2) 1.3.4
REC1-123 10431 3 cell count decreased]
CARBOPLATI
N WBC decreased [White
blood cell count decreased]
(k] w2 g
ey FREGIFAFZ
o
B8 * g S ; FEEPF
ERE =0
% 26 F % 32 |
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1. | CMUH106-REC1-042

SR 2
/I‘E“; % e

T 8% > 4F 2 (Periodic Safety Report) :
1. FILGOTINIB (GS-6034, GLPG0634)
BLINDED SIX-MONTHLY LINE LISTING,
PERIOD COVERED: 01JULY 2017-
31DECEMBER 2017

2. GS-US-419-3895 DMC Recommendation
09Feb18

2. | CMUH105-REC1-014

L
¢
ok

[ 244 ]

1. Blinded Line Listing of Suspected Unexpected
Serious Adverse Reactions (SUSARS)
*RSRE LA 1 INJ-55920839 (CNTO 6358)
*g rMIFLYREF 106 057 19p 3 106
£ 117" 18 ¢p

2. Development Safety Update Report No. 2
Executive Summary
*RSRE LA 1 INJ-55920839 (CNTO 6358)
*H XPAFLHF C105# 117 19p 3 106
£ 117" 18 ¢p

3. | CMUH104-REC1-039

W
11_
I

[{A7a41 24 ]
*i A 116
*p g 29-JUN-2018

[ Letter for MK-3475 IB Edition 16 ]
*p # @ June 29, 2018

4. | CMUH104-REC1-057

153\
=
#

[ €3 =% >4 4 ] DSUR 03

*:ksh # i 245 : FPAL44

* rMIRLPHF 2016 F 107 30 p 1 2017
£ 10 29 p

[ =4 % >+47 2 ] 6 month Line-Listing

*:kg ¥ 4L 0 FPAL44

*E rMARLHEF 2017 £ 117 29 p 1 2018
£ 057 29 p

5. | CMUH105-REC1-141

i

S
4
Rl

[#]

*no% 1 1)205670_SRT_meeting
minutes_20180626;
2)205670_SRT_Letter 20180626

6. | CMUH107-REC1-026

st
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*i2 G p Hp 12018 &£ 07 4 20 p

[H]

*MF o E L4 (memo)
%éﬁﬁﬁﬁﬂﬁﬁ*&§4%%40m&$
2 310 Jul 2018) - F B i%iRit 4 2 AR %
EORTC QLQ-H&N 35 7 £ 7§ 35-37> o *tigut
LA GG Ry LB P2 et g
TR LG BRRE LG L ET 2B
$1€%$$9ﬁw¢§*ﬁwoﬂﬁﬁ%£
#% 2 EORTC QLQ-H&N 35 K £ A jekiz
LET > P ESEFTIRP AR IR
RG> FTHT S BRFL AEA 3537

7. | CMUH106-REC1-019

[ 244 ]
*éé"a’é?é’?f;’r% ¢ #- - Dapagliflozin

rPHELHEF 106 127 20 p 1 107 #
6* 19 p

8. | CMUH106-REC1-127

5 VA

(EEIRE TR

*E% F 5 LA 1 B-701, Docetaxel

*x > PFLHEF 2017 £ 100 27 p 1 2018
#0407 260p

9. | CMUH107-REC1-026

st

[# ]
*NOE LA L4 (memo)

AR Ew - RaEERAAFE GRS
(Memo-re HBsAb removal,11Apr2018)

#- HBsAg =12 % "hepatitis B surface antigen":%
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