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CMUH106- 201313711 |follow up o )

2013/1/14 Tofacitinib Peritoneal cancer 1,31 A
REC2-046 9 5

Pneumonia

CMUH106- 201625316 |follow up|  Tofacitinib Septic shock 1,2,

2016/4/11 ) ) o A
REC2-046 7 1 Methotrexate | Respiratory insufficiency 3

Cardiorrespiratory arrest

CMUH106- 201723105 | follow

2017/3/11 Tofacitinib death reason unknown 1 A
REC2-046 4 upl
CMUH106- [ 2018/1/ [201803773

initial Tofacitinib Death 1 A

REC2-046 UNK 3
CMUH106- 201803773 | follow acute hepatic insufficiency

2017/3/5 Tofacitinib S 1 A
REC2-046 3 upl pesticide intoxication
CMUH106- 201806394 | o

2018/2/10 initial Tofacitinib Death 1 A
REC2-046 7
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CMUH106- 201806394 | follow o
7. 2018/2/10 Tofacitinib Death 1 A
REC2-046 7 upl
CMUH106- 201812064 Tofacitinib
8. 2018/3/21 initial Pneumonia 1,3 A
REC2-046 6 Methotrexate
worsening superior vena
cava compression
#1) MK-3475 | syndrome [Superior vena
Study cava syndrome]
#2) febrile neutropenia [Febrile
CMUH106- 1710RUSO [Followup )
9. 2017/10/25 CARBOPLATI neutropenia] 23 [ A
REC2-096 13838 3
N general weakness
#3) [Asthenia]
ETOPOSIDE | pneumonia [Pneumonia]
paracancroic pneumonia
[Pneumonia]
#1) MK-3475
Study febrile neutropenia [Febrile
CMUH106- 1707TURO #2) neutropenia]
10. 2017/7/25 Initial ) ) 23 [ A
REC2-096 11331 CISPLATIN Atypical pneumonia
#3) [Atypical pneumonia]
ETOPOSIDE
CMUH106- #1) MK-3475 | atrial fibrillation [Atrial
11. 2018/4/18 |18041TA00 o 23 [ A
REC2-071 INITIAL Study fibrillation]
8919
Heart failure [Cardiac
CMUH106- 1805FINO1| follow | #1) MK-3475 failure]
12. 2018/5/28 ] ) ) 23 [ A
REC2-071 4854 up 2 Study infection [Infection]
syncope [Syncope]
Heart failure [Cardiac
failure]
CMUH106- 1805FINO1 | follow | #1) MK-3475
13. 2018/5/28 unknown infection 23| A
REC2-071 4854 up 3 Study ]
[Infection]
syncope [Syncope]
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Heart failure [Cardiac
failure]
CMUH106- 1805FINO1 | follow | #1) MK-3475 unknown infection
14, 2018/5/28 23 [ A
REC2-071 4854 up 4 Study [Infection]
Orthostatic hypotension
[Orthostatic hypotension]
centrilobular cholestasis
CMUH106- follow | #1) MK-3475 [Cholestasis]
15. 2018/4/23 |1804FINO1 23 [ A
REC2-071 2728 up 10 Study aseptic meningitis
[Meningitis aseptic]
centrilobular cholestasis
CMUH106- follow | #1) MK-3475 [Cholestasis]
16. 2018/4/23 |1804FINO1 23 [ A
REC2-071 2728 up 11 Study aseptic meningitis
[Meningitis aseptic]
centrilobular cholestasis
CMUH106- follow | #1) MK-3475 [Cholestasis]
17. 2018/4/23 |1804FINO1 ) o 23 [ A
REC2-071 2728 up 12 Study aseptic meningitis
[Meningitis aseptic]
CMUH106- 18041TA00| follow | #1) MK-3475( atrial fibrillation [Atrial
18. 2018/4/18 o 23 [ A
REC2-071 8919 up 1 Study fibrillation]
Heart failure [Cardiac
failure]
#1) MK-3475
CMUH106- 1805FINO1 | Follow unknown infection
19. 2018/5/28 Study (Code not ] 23 [ A
REC2-071 4854 up 5 [Infection]
broken) ) ]
Orthostatic hypotension
[Orthostatic hypotension]
Heart failure [Cardiac
failure]
#1) MK-3475
CMUH106- 1805FINO1 | Follow unknown infection
20. 2018/5/28 Study (Code not ) 23| A
REC2-071 4854 up 6 [Infection]
broken) ) )
Orthostatic hypotension
[Orthostatic hypotension]
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#1) MK-3475
Study (Code not
broken) ) )
Heart failure [Cardiac
#2) .
failure]
hydrochlorothia ) )
CMUH106- 1805FINO1 | Follow | unknown infection
21. 2018/5/28 zide (+) losartan ) 23| A
REC2-071 4854 up 7 ) [Infection]
potassium ) )
Orthostatic hypotension
#3) FURESIS ) )
[Orthostatic hypotension]
60 mg
#4) FURESIS
30 mg
#1) MK-3475
Study (Code not
broken) ) .
Heart failure [Cardiac
#2)
failure]
hydrochlorothia
CMUH106- 1805FINO1 | Follow | unknown infection
22. 2018/5/28 zide (+) losartan ) 23| A
REC2-071 4854 up 8 ) [Infection]
potassium ) ]
Orthostatic hypotension
#3) FURESIS ) ]
[Orthostatic hypotension]
60 mg
#4 ) FURESIS
30 mg
#1) MK-3475
Study (Code not
broken) ) )
Heart failure [Cardiac
#2)
failure]
hydrochlorothia
CMUH106- 1805FINO1 | Follow | unknown infection
23. 2018/5/28 zide (+) losartan ) 23| A
REC2-071 4854 up 9 ) [Infection]
potassium ) ]
Orthostatic hypotension
#3) FURESIS ) )
[Orthostatic hypotension]
60 mg
#4 ) FURESIS
30 mg
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Atezolizumab | Impaired renal function
CMUH105- Follow
24, 2017/8/18 | 1934583 Gemcitabine Acute renal failure 23| A
REC2-074 up 3
Carboplatin Urinary infection
Atezolizumab
CMUH105- Follow o Malnutrition
25. 2018/3/26 | 2098418 Gemcitabine . 131 A
REC2-074 up 3 ) ) Mucositis
Cisplatin
Atezolizumab Mucositis oral
CMUH105- Follow o )
26. 2018/4/7 | 2107994 Gemcitabine [Neutrophil count decreased| 2,3 [ A
REC2-074 up 2
Carboplatin Injury to kidney
Atezolizumab ) )
CMUH105- - o Sepsis (Gram klebsiella
27. 2018/5/6 | 2120959 | Initial Gemcitabine 23 | A
REC2-074 pnemoniae)
Carboplatin
Atezolizumab Pneumonia
CMUH105- . o
28. 2018/4/18 | 2092748 Initial Gemcitabine Platelet count decreased | 2,3 [ A
REC2-074
Carboplatin Platelet count decreased
Atezolizumab
CMUH105- Follow Pulmonary
29. 2017/7/12 | 1966141 Gemcitabine 2 A
REC2-074 up 2 ) Thromboembolism
Carboplatin
2,3,7:
Medi
CMUH106- 2018- Filgotinib vs
30. 2018/04/27 Initial SEPSIS cally | A
REC2-042 0336217 Placebo
Signif
icant
(k] FRPHE -
x~ HEHLEARFA
J‘Li -
B X E Bty FEPF
1. | CMUH105-REC2-031 | &4 | [S%:+ %L % 4]
(#7244 £ ]
*RoA 12
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1. 2 #4240 1 MK-3475, Edition Number 16,
5. | CMUH104-REC2-030 | % 4% & | Release Date 29-JUN-2018
2. Letter for MK-3475 IB Edition 16 (Jun 29,
2018)
T % > MIF 2 (Periodic Safety Report) :
1. FILGOTINIB (GS-6034, GLPG0634)
BLINDED SIX-MONTHLY LINE LISTING,
6. | CMUH106-REC2-042 | /% & %= | PERIOD COVERED: 01JULY 2017-
31DECEMBER 2017
2. GS-US-418-3898 DMC Futility Analysis
Recommendation_31May18
7. | CMUH104-REC2-125 | +h&.46 |V 2 & % 245482 (29May2018)
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