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- ~ Under the impression of ileus, suspect mechanical obstruction, she was admitted for

further treatment on 02Mar2019. After admission, abdominal pain and tenderness was
still noted at 03/05, and ischemic bowel disease was suspected. However, the
tachycardia and conscious change (E3V4M5) was noted at 09:00 and the hypotension
and fever was also noted suspected neutropenic spesis. The patient expired at
2019-03-07 05:29. 2.3/4 i+ % » CBC 12600, 10.1, 300k, 3/6 = CBC 800, 9, 182k.
F] et # favor septic shock. & F] & o 7 J5df G Fei 42 B intestinal obstruction,
ischemic bowel, H1Fx?s %7= & septic shock suspect urosepsis ? % 7 °
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#1) MK-3475
Study
#2)
BEVACIZUMA| Vaginal Hemorrhage
CMUH107- 1905USAO |Followup B [Vaginal haemorrhage]
1. 2019/5/3 23 | A
REC3-126 02536 2 #3) urinary tract infection
PACLITAXEL | [Urinary tract infection]
#4)
CARBOPLATI
N

#1) MK-3475

Study

#2)
BEVACIZUMA
CMUH107- 1906FRAO |Followup B Vaginal Hemorrhage
2. 2019/6/23 23| A
REC3-126 10110 1 #3) [Vaginal haemorrhage]
PACLITAXEL

#4)
CARBOPLATI

N

#1) MK-3475
Study
#2) impaired renal function
CMUH107- 1905COLO |Followup S
3. 2019/5/16 CARBOPLATI [Renal impairment] 13| A
REC3-126 11900 5
N Diarrhea [Diarrhoea]
#3)

PACLITAXEL
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CMUH107-
REC3-126

2019/6/22

1906FRAO
10110

Followup
2

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL

Metrorrhagia

[Metrorrhagia]

2.3

CMUH107-
REC3-126

2019/5/3

1905USA0
02536

Followup
3

#1) MK-3475
Study
#2)
BEVACIZUMA
B
#3)
PACLITAXEL
#4)
CARBOPLATI
N

Vaginal Hemorrhage
[Vaginal haemorrhage]
urinary tract infection

[Urinary tract infection]

2.3

CMUH107-
REC3-126

2019/5/16

1905COLO
11900

Followup
6

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL

impaired renal function
[Renal impairment]

Diarrhea [Diarrhoea]

1.3

CMUH107-
REC3-126

2019/6/20

1906CANO
09308

Followup
1

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL
#4)
BEVACIZUMA
B

Paclitaxel infusion related
reaction [Infusion related

reaction]
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#1) MK-3475
Study
Pneumothorax
#2)
CMUH107- 1906FRAO |Followup [Pneumothorax]
8. 2019/6/22 CARBOPLATI ) 131 A
REC3-126 10110 3 N Metrorrhagia
[Metrorrhagia]
#3)
PACLITAXEL
#1) MK-3475
Study
#2) impaired renal function
CMUH107- 1905COLO |Followup o
9. 2019/5/16 CARBOPLATI [Renal impairment] 1.3 A
REC3-126 11900 7 ) )
N Diarrhea [Diarrhoea]
#3)
PACLITAXEL
#1) MK-3475
Study
#2) Cardiorrespiratory arrest
CARBOPLATI | [Cardio-respiratory arrest]
CMUH107- 1906FRAO |Followup N Cerebral ischemia
10. 2019/6/23 ) ) 23 [ A
REC3-126 10110 4 #3) [Cerebral ischaemia]
PACLITAXEL Metrorrhagia
#4) [Metrorrhagia]
BEVACIZUMA
B
#1) MK-3475
Study
#2) Paclitaxel infusion related
CMUH107- 1905COLO |Followup ) )
11. 2019/6/20 CARBOPLATI | reaction [Infusion related | 2 A
REC3-126 11900 8 )
N reaction]
#3)
PACLITAXEL
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#1) MK-3475
Study
#2) Cardiorrespiratory arrest
CARBOPLATI | [Cardio-respiratory arrest]
CMUH107- 1906FRAO [Followup N Cerebral ischemia
12. 2019/6/23 ) ) 23 [ A
REC3-126 10110 5 #3) [Cerebral ischaemia]
PACLITAXEL Metrorrhagia
#4) [Metrorrhagia]
BEVACIZUMA
B
#1) MK-3475
Study
#2) Diarrhea [Diarrhoea]
CMUH107- 1905COLO |Followup o )
13. 2019/5/16 CARBOPLATI | impaired renal function | 1.3 | A
REC3-126 11900 9 o
N [Renal impairment]
#3)
PACLITAXEL
#1) MK-3475
Study
#2) Metrorrhagia
CARBOPLATI [Metrorrhagia]
CMUH107- 1906FRAO |Followup N Cerebral ischemia
14. 2019/6/23 ) ) 1231 A
REC3-126 10110 6 #3) [Cerebral ischaemia]
PACLITAXEL | Cardiorrespiratory arrest
#4) [Cardio-respiratory arrest]
BEVACIZUMA
B
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15.

CMUH107-
REC3-126

2019/6/20

1906CANO
09308

Followup
2

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL
#4)
BEVACIZUMA
B

Paclitaxel infusion related
reaction [Infusion related

reaction]

16.

CMUH107-
REC3-126

2019/6/28

1907ARGO
01351

Followup
1

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL
#4)
BEVACIZUMA
B

gynecologic hemorrhage
Grade 4 [Genital

haemorrhage]

2.3

17.

CMUH107-
REC3-126

2019/6/23

1906FRAO
10110

Followup
7

#1) MK-3475
Study
#2)
CARBOPLATI
N
#3)
PACLITAXEL
#4)
BEVACIZUMA

B

Metrorrhagia
[Metrorrhagia]
Cerebral ischemia
[Cerebral ischaemia]
Cardiorrespiratory arrest

[Cardio-respiratory arrest]

1.23
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#1) MK-3475
Study )
Cutaneous eruption
CMUH107- 1907FRAO0 » #2) )
18. 2019/7/16 Initial (chest,back,face, limbs) 2 A
REC3-126 11732 CISPLATIN
[Rash]
#3)
PACLITAXEL
#1) MK-3475
Study
#2)
CARBOPLATI
CMUH107- 1907ARGO |Followup N vaginal hemorrhage Grade
19. 2019/6/28 ) 23 [ A
REC3-126 01351 2 #3) 4 [Vaginal haemorrhage]
PACLITAXEL
#4)
BEVACIZUMA
B
#1) MK-3475
Study Diarrhea [Diarrhoea]
#2) impaired renal function
CMUH107- 1905COLO |Followup )
20. 2019/5/16 CARBOPLATI | secondary to malignant | 1.3 | A
REC3-126 11900 10 )
N neoplasm progression
#3) [Renal impairment]
PACLITAXEL
#1) MK-3475
Study
#2) Metrorrhagia
CARBOPLATI [Metrorrhagia]
CMUH107- 1906FRAO |Followup N Cerebral ischemia
21. 2019/6/23 ) ) 1231 A
REC3-126 10110 8 #3) [Cerebral ischaemia]
PACLITAXEL | Cardiorrespiratory arrest
#4) [Cardio-respiratory arrest]
BEVACIZUMA
B
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#1) MK-3475
Study ) )
#2) Diarrhea [Diarrhoea]
CMUH107- 1905COLO |Followup malignant neoplasm
22. 2019/5/16 CARBOPLATI ) ) 131 A
REC3-126 11900 11 N progression [Malignant
neoplasm progression]
#3)
PACLITAXEL
#1) MK-3475
Study
#2) Malignant neoplasm
CMUH106- 1904CHNO [Followup )
23. 2019/4/20 CISPLATIN progression 13| A
REC3-078 11363 8
#3) Anaemia
5-FLUOROUR
ACIL
#1) MK-3475
Study
#2) .
CMUH106- 1810CHNO |Followup Neutrophil count decreased
24. 2018/9/30 CISPLATIN ] 23 | A
REC3-078 00665 11 Leukopenia
#3)
5-FLUOROUR
ACIL
#1) MK-3475 o ]
Cytomegalovirus infection
Study L ,
42) Interstitial lung disease
CMUH106- 1903JPNOO |Followup Pneumocystis jirovecii
25. 2019/3/14 5-FLUOROUR ) 1.23] A
REC3-078 6978 18 pneumonia
ACIL U ) il
pper gastrointestina
#3)
haemorrhage
CISPLATIN
#1) MK-3475
Study
42) White blood cell count
CMUH106- 1905CHNO |Followup decreased
26. 2019/5/5 CISPLATIN 23| A
REC3-078 03175 9 4) Neutrophil count decreased
Platelet count decreased
5-FLUOROUR
ACIL
108 # 08 * 29 p % 28 B % 40 |
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#1) MK-3475 )
Renal failure
Study )
#2) Pulmonary embolism
CMUH106- 1901FRAO |Followup Cardiac failure
27. 2019/1/25 5-FLUOROUR ) 1231 A
REC3-078 11587 10 Malignant neoplasm
ACIL )
progression
#3) . .
Bronchitis chronic
CISPLATIN
#1) MK-3475
Pneumonia
Study
#2) Alanine aminotransferase
CMUH106- 1809CHNO |Followup increased
28. 2018/9/18 5-FLUOROUR ) 23 | A
REC3-078 10788 27 Aspartate aminotransferase
ACIL ]
increased
#3) .
Neutrophil count decreased
CISPLATIN
#1) MK-3475
Study - -
Pneumocystis jirovecii
#2) .
pneumonia
5-FLUOROUR - )
CMUH106- 1903JPNOO |Followup Interstitial lung disease
29. 2019/3/14 ACIL ) ) 1.23] A
REC3-078 6978 19 43) Upper gastrointestinal
haemorrhage
CISPLATIN o ]
Cytomegalovirus infection
#4)
prednisolone
#1) MK-3475
Study
#2)
CMUH106- 1907GBRO [Followup )
30. 2018/11/21 CISPLATIN Pulmonary embolism 2 A
REC3-078 01856 1
#3)
5-FLUOROUR
ACIL
108 # 08 * 29 p % 29 F o x 40 |




PRFFAETERRFRAIRRLE G5 =F 440 ¢

- PR ERFLARESE

S
=

k& & (L R)

¢

L P

2 5o

R e

34

&

Ei4

=

v 5

.
|4
& e

*AFE R

£

31.

REC3-078

CMUH106-

2019/7/18

1907CHNO
13254

Initial

#1) MK-3475
Study
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Neutrophil count decreased

2.3

32.

CMUH106-
REC3-078

2018/6/18

1806USA0
08402

Followup
19

#1) MK-3475
Study
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Malignant neoplasm

progression

Granulomatous liver

disease

1.3

33.

CMUH106-
REC3-078

2018/11/21

1907GBRO
01856

Followup
2

#1) MK-3475
Study
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Pulmonary embolism

34.

CMUH106-
REC3-078

2018/12/14

1901USA0
01305

Followup
14

#1) MK-3475
Study
#2)
5-FLUOROUR
ACIL
#3)
CISPLATIN

Respiratory failure

Multiple organ dysfunction

syndrome

1.2.3

35.

CMUH106-
REC3-078

2018/9/19

1809CHNO
10584

Followup
7

#1) MK-3475
Study
#2)
CISPLATIN
#3)
5-FLUOROUR
ACIL

Platelet count decreased

Febrile neutropenia

2.3
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#1) MK-3475
Study
#2)
CMUH106- 1907CHNO |Followup )
36. 2019/7/18 CISPLATIN |Neutrophil count decreased| 2.3 | A
REC3-078 13254 1
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Study o
Pneumocystis jirovecii
#2) .
pneumonia
5-FLUOROUR - )
CMUH106- 1903JPNOO |Followup Interstitial lung disease
37. 2019/3/14 ACIL ] ) 1.23] A
REC3-078 6978 20 4) Upper gastrointestinal
haemorrhage
CISPLATIN o ]
Cytomegalovirus infection
#4)
prednisolone
#1) MK-3475
Study
#2) .
CMUH106- 1810CHNO |Followup Neutrophil count decreased
38. 2018/9/30 CISPLATIN ) 23 | A
REC3-078 00665 12 Leukopenia
#3)
5-FLUOROUR
ACIL
#1) MK-3475
Study o
Pneumocystis jirovecii
#2) .
pneumonia
5-FLUOROUR N )
CMUH106- 1903JPNOO |Followup Interstitial lung disease
39. 2019/3/14 ACIL ) ) 1.23] A
REC3-078 6978 21 #) Upper gastrointestinal
haemorrhage
CISPLATIN o )
Cytomegalovirus infection
#4)
prednisolone
108 # 08 * 29 p % 31 F % 40 |
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#1) MK-3475
Study o
Pneumocystis jirovecii
#2) _
pneumonia
5-FLUOROUR - )
CMUH106- 1903JPNOO |Followup Interstitial lung disease
40. 2019/3/14 ACIL ) ) 1231 A
REC3-078 6978 22 #2) Upper gastrointestinal
haemorrhage
CISPLATIN o )
Cytomegalovirus infection
#4)
prednisolone
LCZ696 + 1. Acute renal failure
CMUH105- PHHO2019
41, 2019/6/7 FU7 Valsartan vs | 2. Acute decompensated |1°> 3| A
REC3-112 IN006179
Ramipril heart failure
LCZ696 + 1. Acute renal failure
CMUH105- PHHO2019
42, 2019/6/7 FUG6 Valsartan vs | 2. Acute decompensated |1°> 3| A
REC3-112 IN006179 o )
Ramipril heart failure
LCZ696 + 1. Acute renal failure
CMUH105- PHHO2019
43, 2019/6/7 FU5S Valsartan vs | 2. Acute decompensated |1°> 3| A
REC3-112 IN006179 o )
Ramipril heart failure
LCZ696 + 1. Acute renal failure
CMUH105- PHHO2019
44, 2019/6/7 FU 4 Valsartan vs | 2. Acute decompensated |1> 3| A
REC3-112 IN006179
Ramipril heart failure
LCZ696 + 1. Acute renal failure
CMUH105- PHHO2019
45, 2019/6/7 FU 3 Valsartan vs | 2. Acute decompensated |1> 3| A
REC3-112 IN006179
Ramipril heart failure
#1) MK-3475
(pembrolizumab
) Solution for
injection
#2 ) AXITINIB Immune associated
CMUH105- 1811DEUO N )
46. 2018/9/12 FU 10 (3475 pancreatitis [Autoimmune | 2,3 | A
REC3-093 07791 N
SOLUTION pancreatitis]
FOR
INJECTION
STUDY)

(Axitinib) Tablet
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#1)
SUNITINIB
(3475
SOLUTION Dissecting Aortic
CMUH105- 1906USA0
47. 2019/6/9 Initial FOR Aneurysm [Aortic 2,3 A
REC3-093 04216
INJECTION dissection]
STUDY)
(Sunitinib
Malate) Capsule
CMUH107- 2019CN004 JS001 Bacteraemia
48. 2019/5/4 Initial 2,3 A
REC3-066 612 Cisplatin Platelet count decreased
CMUH107- 2019CNOO04|follow up JS001 Bacteraemia
49, 2019/5/4 ) ) 2,3 A
REC3-066 612 1 Cisplatin Platelet count decreased
CMUH107- 2019CNOO04(follow up JS001 Bacteraemia
50. 2019/5/4 ) ) 2,3 A
REC3-066 612 2 Cisplatin Platelet count decreased
CMUH107- 2019CNO004|follow up JS001 Bacteraemia
51. 2019/5/4 ] ) 2,3 A
REC3-066 612 3 Cisplatin Platelet count decreased
CMUH107- 2019CNO004|follow up JS001 Bacteraemia
52. 2019/5/4 ] ] 2,3 A
REC3-066 612 4 Cisplatin Platelet count decreased
CMUH106- 1906 TURO |Followup| #1) MK-3475 ) o
53. 2019/5/30 Adrenal insufficiency 13| A
REC3-121 04569 5 Study
CMUH106- 1906 TURO |Followup| #1) MK-3475 ) o
54, 2019/5/30 Adrenal insufficiency 1.3 A
REC3-121 04569 6 Study
Ductal adenocarcinoma of
CMUH106- 1905ARGO |Followup| #1) MK-3475
55. 2019/4/24 pancreas 13| A
REC3-121 02484 14 Study ) S
Drug-induced liver injury
CMUH106- 1906 TURO |Followup| #1) MK-3475 o
56. 2019/5/14 Hypersensitivity 2 A
REC3-121 05831 1 Study
CMUH106- 1906 TURO |Followup| #1) MK-3475 ) o
57. 2019/5/31 Adrenal insufficiency 13| A
REC3-121 04569 7 Study
Ductal adenocarcinoma of
CMUH106- 1905ARGO Followup| #1) MK-3475
58. 2019/4/24 pancreas 13| A
REC3-121 02484 15 Study
Drug-induced liver injury
CMUH106- 1901ESPOO |Followup| #1) MK-3475 o
59. 2019/1/17 Encephalitis 23| A
REC3-121 8305 4 Study
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Ductal adenocarcinoma of
CMUH106- 1905ARGO |Followup| #1) MK-3475
60. 2019/4/24 pancreas A
REC3-121 02484 16 Study ] o
Drug-induced liver injury
1.DURVALUM
AB
2.TREMELIMU
2019SF076
CMUH107- MAB PNEUMONITIS
61. 2019/7/27 10 Initial N A
REC3-139 3.CARBOPLAT (Pneumonitis)
(E7403002)
IN
4.GEMCITABI
NE
1.DURVALUM
AB
2.TREMELIMU 1.PNEUMONITIS
2019SF076 .
CMUH107- follow up MAB (Pneumonitis)
62. 2019/7/27 10 A
REC3-139 1 3.CARBOPLAT| 2.HEART FAILURE
(E7403002) ) )
IN (Cardiac failure)
4.GEMCITABI
NE
1.MEDI4736
(DURVALUMA
B) 7(Imp
2019SE845 2.TREMELIMU
CMUH107- o PNEUMONITIS
63. 2019/2/11 33 Initial MAB N A
REC3-139 (Pneumonitis)
(E7402002) 3.GEMCITABI
NE
4.CARBOPLAT
IN
Filgotinib/Place ]
CMUH107- 2019-03891 SEPTIC SHOCK [Septic
64. 2019/2/2 FU1 bo and/or A
REC3-122 66 Shock]
MTX/Placebo
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65.

CMUH107-
REC3-122

2019/2/1

2019-03891
66

FU2

Filgotinib/Place
bo and/or
MTX/Placebo

SEPTIC SHOCK [Septic
shock]
SERIOUS PNEUMONIA
[Pneumonia]
HYDRO
ELECTROLYTIC
IMBALANCE [Electrolyte
imbalance] [Electrolyte
imbalance]
ACUTE KIDNEY
INJURY AKIN Il [Stage 3
acute kidney injury] [Stage
3 acute kidney injury]

1,3

66.

CMUH107-
REC3-122

2019/2/12

2019-03906
44

FU4

Filgotinib/Place
bo and/or
MTX/Placebo

DEATH [Death],
CELLULITIS OF RIGHT
LEG [Cellulitis of leg],
KLEBSIELLA URINARY
TRACT INFECTION
[Urinary tract infection

bacterial]

1,3

67.

CMUH107-
REC3-122

2019/2/12

2019-03906
44

FU5

Filgotinib/Place
bo and/or
MTX/Placebo

DEATH [Death],
CELLULITIS OF RIGHT
LEG [Cellulitis of leg],
KLEBSIELLA URINARY
TRACT INFECTION
[Urinary tract infection
bacterial],
CARDIORESPIRATORY
FAILURE

[Cardio-respiratory failure]

13

68.

CMUH105-
REC3-133

2018/7/31

2018-03531
02

FU4

Filgotinib/Place
bo and/or
MTX/Placebo

atypical interstitial
pneumonia {Interstitial
pneumonia} [Interstitial

pneumonia]
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o atypical interstitial
Filgotinib/Place
CMUH105- 2018-03531 pneumonia {Interstitial
69. 2018/7/31 FU5 bo and/or 1 A
REC3-133 02 pneumonia} [Interstitial
MTX/Placebo ]
pneumonia]
Other Serious Criteria:
Medically Significant,
Filgotinib/Place ) o
CMUH105- 2018-03657 Medically Significant
70. 2018/9/25 FU9 bo and/or 1 A
REC3-133 86 SMALL CELL LUNG
MTX/Placebo
CANCER [Small cell lung
cancer]
Other Serious Criteria:
Medically Significant,
Filgotinib/Place
CMUH105- 2018-03657 Medically Significant
71. 2018/9/25 FU10 bo and/or 1 A
REC3-133 86 SMALL CELL LUNG
MTX/Placebo
CANCER [Small cell lung
cancer]
Acute bronchitis
Fever
CMUH106- 19P-007-27 |follow up ABT-494 1.2.3.
72. 2019/4/25 o Cough A
REC3-093 85632-00 6 (Upadacitinib) 6
Muscle weakness
Shortness of breath
H1N1 influenza
CMUH106- 19P-114-26 |follow up ABT-494 2.3.4.
73. 2019/2/21 Pulmonary embolism A
REC3-093 78156-00 5 (Upadacitinib) ) ] ] 6
Gastro intestinal bleeding
(k] FATH -
2GR #F i# }i‘ to 1 7 % ﬁ
o
B 5 * € St . FAPMTE
AL
[LATagFr 2]
1. CMUH107-REC3-045 | 2 & #F | *sx 4 @ Edition 17
*p # 02 May 2019
[H]
2. CMUH104-REC3-078 | &+ 5 M N .
*n % 1. Encrypted B1801381 Investigator Brochure
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dated November 2018, Date 05Jun2019

2. Synoes IVH Public Announcement, Date 29Apr2019

CMUH106-REC3-094

CEEE D

*5x A& Venetoclax Investigator's Brochure Edition 11

19 June 2019
*p #1108 # 067 19 p

CMUH106-REC3-078

HRI= R

[#&]
Report domestic SUSAR case:
-MFR No.: 1904TWN009409 (F8)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

CMUH106-REC3-078

AR R

[H=]
Report domestic SUSAR case:
-MFR No.: 1809TWNO006183 (F24)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

CMUH106-REC3-078

iR R

[#%=]
Report domestic SUSAR case:
-MFR No.: 1809TWNO006183 (F25)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

CMUH106-REC3-078

iR B

[#%=]
Report domestic SUSAR case:
-MFR No.: 1809TWN006183 (F26)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

CMUH106-REC3-078

Nl

[#%=]
Report domestic SUSAR case:
-MFR No.: 1904TWN009409 (F9)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

CMUH106-REC3-088

[H#-id 3]
*5 A& @ SAE Listing
*p #p : 15-Jan-2019

10.

CMUH107-REC3-066

[z 242 )
*RER B F LA 1 JS001
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11.

CMUH106-REC3-078

RiR iR

(5]
Report domestic SUSAR case:
-MFR No.: 1904TWN009409 (F10)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

12.

CMUH106-REC3-010

3R VAL

[DSMB i3k 4]
*AkiR 2 pd 1108 07 7 23 p

13.

CMUH106-REC3-088

[H - i )
*5 A& ¢ SAE Listing
*p #p : 15-Jan-2019

14.

CMUH106-REC3-078

iR R

[H=]
Report domestic SUSAR case:
-MFR No.: 1906 TWNO006811 (F2)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

15.

CMUH106-REC3-076

[z % 21244 ]

*:k5% % #4f © DS1040

*% DAL W 12019 & 10 11 p 3 2019 & 7 ¥
10

16.

CMUH105-REC3-133

Lt
¢
Jo

[DSMB ii-zk i 4]

FINCH DMC Recommendation Letter 10Apr2019
*Ak s p g 108 # 040 10 P

[ =# =% > 472 YFilgotinib BLL (01Jul18-31Dec18)
*kok B4 AL Filgotinib

* pMARA R 107 #0707 01 p 2 107 & 127
31p

p #p : 11 January 2019

[ %3 = > 482 ] Filgotinib BLL (01Jan19-30Jun19)
*kok E 4 AL Filgotinib

*% pMARA R 10842 017 01 p 2 108 & 06 *
30 B

p 8 : 15 July 2019

17.

CMUH107-RECS3-122

LG
15
ok

[DSMB ;-3 i )
FINCH DMC Recommendation Letter
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FINCH DMC Recommendation Letter

*Ax G Ep 1072032 15

FINCH DMC Recommendation Letter

*d it p g 1108 & 047 10 B

[ =4 % »}+4F 2 )Filgotinib BLL (01Jul17-31Dec17)
*E% ¥ ¢4 ¢ Filgotinib

*F rMFLYPRF 106 #0101 07 p 3 106 E 12 7

31¢p

p # : 15 January 2018

[ =3 = 2> +3r 2 ] Filgotinib BLL (01Jan18-30Jun18)
*F% E 4 L 4L Filgotinib

* rMAR LB 10701 01 p 3 107 &= 06 °

30 p

p g @19 July 2018

[ =3 = > {+3r 2 ] Filgotinib BLL (01Jul18-31Dec18)
*iRo ¥ ¢4 Filgotinib

* rMAR LB 107072 01 p % 108 & 120

31 ¢p

p # : 11 January 2019

[ =# =% >+4F 2 ] Filgotinib BLL (01Jan19-30Jun19)
*#Eo ¥ AL Filgotinib

*E ML HF 108062 0l p 2 108+ 06 *

30 p

p # : 11 January 2019

18.

CMUH108-REC3-082

Lt
¢
Jo

[#8 % 2144 ]

*iE5k ¥ 4 AL © Upadacitinib

*E dMIELYPF 108017 01p 3 108 & 06 *
30 p

19.

CMUH106-REC3-078

IR

[#%=]
Report domestic SUSAR case:
-MFR No.: 1904TWNO009409 (F11)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

20.

CMUH106-REC3-078

AR

[#]
Report domestic SUSAR case:
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-MFR No.: 1904TWNO009409 (F12)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

21.

CMUH106-REC3-078

iR

[#&]
Report domestic SUSAR case:
-MFR No.: 1906 TWNO006811 (F3)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

22.

CMUH106-REC3-078

HdR iR

[H&]
Report domestic SUSAR case:
-MFR No.: 1809TWN006183 (F27)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

23.

CMUH106-REC3-078

AR

[H=]
Report domestic SUSAR case:
-MFR No.: 1809TWNO006183 (F28)
-Serious criteria: Involved or Prolonged Inpatient
Hospitalization

24,

CMUH107-REC3-126

R TN

(GETERETEESD |
*RE%E P LA MK3475
*EPFLYPF
1. 04-SEP-2018 to 03-DEC-2018
2. 04-DEC-2018 to 03-MAR-2019

(3R] FRPHE -

ke

~dcg (1945 4)
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