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Other
Serio
FINERENONE | 1.Severe hiperpotasemia | us
CMUH105- 2019-03199 or PLACEBO [Hyperkalaemia] Criter
2. 2019/2/11 Initial A
REC1-094 2 (Code not 2.liver metastases ia:Me
broken) Tablet [Metastases to liver] dicall
y
Signif]
icant)
#1)
CAPECITABIN
E (3475 Diarrhea [Diarrhoea]
SOLUTION alteration of general
CMUH104- 1703FRAO | Follow
3. 2017/3/9 FOR condition [General 2,3 A
RECI1-118 07780 up 6
INJECTION physical condition
STUDY) abnormal]
(capecitabine)
Tablet
#1)
CAPECITABIN
E (3475
SOLUTION pancytopenia
CMUH104- 16121TA00| Follow
4, 2016/12/9 FOR [Pancytopenia] L3] A
RECI1-118 6627 up 11
INJECTION sepsis [Sepsis]
STUDY)
(capecitabine)
Tablet
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#1)
CAPECITABIN
E (3475 Diarrhea [Diarrhoea]
SOLUTION alteration of general
CMUH104- 1703FRAO | Follow
5. 2017/3/9 FOR condition [General 2,3 A
REC1-118 07780 up 7
INJECTION physical condition
STUDY) abnormal]
(capecitabine)
Tablet
#1)
CAPECITABIN
E (3475 Diarrhea [Diarrhoea]
SOLUTION alteration of general
CMUH104- 1703FRAO | Follow
6. 2017/3/9 FOR condition [General 2,3 A
REC1-118 07780 up 8
INJECTION physical condition
STUDY) abnormal]
(capecitabine)
Tablet
#1)
CAPECITABIN
E (3475 Diarrhea [Diarrhoea]
SOLUTION alteration of general
CMUH104- 1703FRAO | Follow
7. 2017/3/9 FOR condition [General 2,3 A
REC1-118 07780 up 9
INJECTION physical condition
STUDY) abnormal]
(capecitabine)
Tablet
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#1)
CAPECITABIN
E (3475
Diarrhea [Diarrhoea]
SOLUTION
CMUH104- 1703FRAO | Follow Malignant neoplasm 1,2,
8. 2017/3/9 FOR A
RECI1-118 07780 up 10 progression [Malignant 3
INJECTION
neoplasm progression]
STUDY)
(capecitabine)
Tablet
OXALIPLATIN
CMUH105- ;
9. 2016/6/7 8090077 FU2 Septic shock 2,31 A
REC1-072 FLUOROURAC
IL
OXALIPLATIN
CMUH105- ; ACUTE RENAL
10. 2016/12/28 | 8139072 FU10 L3 A
REC1-072 CAPECITABIN | FAILURE; DIARRHOEA
E
Blood bilirubin increased
[Blood bilirubin increased]
Plasma- Aspartate
aminotransferase increased
[Aspartate
aminotransferase
increased]
MK-3475 Study
CMUH105- 1806DNKO| Follow Alanine aminotransferase
11. 2018/3/22 (Code not L3 A
RECI1-102 08241 up 11 increased [Alanine
broken)
aminotransferase
increased]
Malignant neoplasm
progression [Malignant
neoplasm progression]
Ascites (worsening)
[Ascites]
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Other Serious Criteria:
Medically Significant
#1 ) INC424
CMUH105- PHHO2018 |follow up Gram Negative Sepsis
12. 2018/9/27 (RUXOLITINIB 2,3 A
REC1-139 AU010680 5 [Sepsis]
) Tablet
Febrile Neutropenia
[Febrile neutropenia]
#1)
MYCOPHENO
LATE
MOFETIL
CMUH105- PHHO2018 |follow up Pyelonephritis
13. 2018/10/25 COMP-MYC+ 3] A
REC1-139 TRO11649 2 [Pyelonephritis]
(MYCOPHENO
LATE
MOFETIL)
Unknown
Lower gastrointestinal
#1 ) INC424
CMUH105- PHHO2019 hemorrhage [Lower
14, 2019/1/16 initial |(RUXOLITINIB 2 A
RECI1-139 DEO001055 gastrointestinal
) Tablet
haemorrhage]
#1)
MYCOPHENO
LATE
MOFETIL
CMUH105- PHHO2018 |follow up Pyelonephritis
15. 2018/10/25 COMP-MYC+ 3] A
REC1-139 TRO11649 3 [Pyelonephritis]
(MYCOPHENO
LATE
MOFETIL)
Unknown
108 # 05 * 29 p % 28 0% 46 |
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16.

CMUH105-
RECI1-139

2017/10/5

PHHO2017
DEO014875

follow up

4

#1)
EXTRACORPO
REAL
PHOTOPHERE
SIS
COMP-EXTR+
(EXTRACORP
OREAL
PHOTOPHERE
SIS) Unknown

Septic shock [Septic

shock]

Pneumonia [Pneumonia]

1,2,3

17.

CMUH105-
RECI1-139

2018/8/20

PHHO2018
ES009516

follow up

3

#1 ) INC424
(RUXOLITINIB
) Tablet
#2)
TACROLIMUS
(NGX)
(TACROLIMUS
) Unknown
#3)
VALGANCICL
OVIR (NGX)
(VALGANCICL
OVIR)
Unknown
#4)
PREDNISONE
(NGX)
(PREDNISONE

) Unknown

Septic shock [Septic

shock]

1,2,3
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#1)
EXTRACORPO
REAL
PHOTOPHERE
Septic shock [Septic
CMUH105- PHHO2017|follow up SIS
18. 2017/10/5 shock] 1,23 A
REC1-139 DE014875 5 COMP-EXTR+
Pneumonia [Pneumonia]
(EXTRACORP
OREAL
PHOTOPHERE
SIS) Unknown
Other Serious Criteria:
#1 ) INC424 Medically Significant
CMUH105- PHHO2018|follow up| INC+TAB Gram Negative Sepsis
19. 2018/9/27 2,3 A
REC1-139 AU010680 6 (RUXOLITINIB [Sepsis]
) Tablet Febrile Neutropenia
[Febrile neutropenia]

108 # 05 * 29 p
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#1 ) INC424
(RUXOLITINIB
) Tablet
#2)
MYCOPHENO | Other Serious Criteria:
LATE Medically Significant
MOFETIL Multi-organ failure
COMP-MYC+ [Multiple organ
(MYCOPHENO| dysfunction syndrome]
LATE Sepsis [Sepsis]
CMUH105- PHHO2018 [follow up
20. 2018/9/10 MOFETIL) Left lower Lung lobe 121 A
RECI1-139 CA010238 5
Unknown consolidation [Lung
#3) consolidation]
TACROLIMUS | ARDS acute respiratory
(TACROLIMUS| distress syndrome [Acute
) respiratory distress
#4) syndrome]
METHYLPRED
NISOLONE
(METHYLPRE
DNISOLONE)
108 # 05 * 29 p % 31 F % 46 F
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#1 ) JAKAVI
(RUXOLITINIB
) Tablet
#2)
PREDNISONE
(NGX)
(PREDNISONE
CMUH105- PHHO2018 [follow up
21. 2018/5/21 ) Unknown Sepsis [Sepsis] 1,23 A
RECI1-139 FR007317 3
#3)NO
TREATMENT
RECEIVED
NOMED (NO
TREATMENT
RECEIVED)
Unknown
Other Serious Criteria:
Medically Significant
HHV6 infection [Human
herpesvirus 6 infection]
#1 ) INC424 Pneumopathy klebsielle
(RUXOLITINIB| [Pneumonia klebsiella]
) Tablet Sepsis at pseudomonas /
#2 ) NEORAL Pulmonary sepsis
CMUH105- PHHO2017|follow up
22. 2017/8/2 (CICLOSPORI [Pulmonary sepsis] 1,23 A
REC1-139 FRO11594 19
N) Unknown Microangiopathy
#3 ) MEDROL [Microangiopathy]
(METHYLPRE | Pulmonary embolism
DNISOLONE) | [Pulmonary embolism]
Sepsis by mucormycose
[Sepsis]
Mucor mycosis
[Mucormycosis]
108 # 05 * 29 p % 32 F > x 46 F
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23.

CMUH105-
RECI1-139

2018/8/6

PHHO2018
FRO04818

follow up

6

#1 ) INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
ANTITHYMOC
YTE
IMMUNOGLO
BULIN
COMP-AIM+
(ANTITHYMO
CYTE
IMMUNOGLO
BULIN)

Unknown

Sepsis [Sepsis]

1,2

24.

CMUH105-
RECI1-139

2018/10/25

PHHO2018
TRO11649

follow up

4

#1)
MYCOPHENO
LATE
MOFETIL
COMP-MYC+
(MYCOPHENO
LATE
MOFETIL)

Unknown

pyelonephritis
[Pyelonephritis]

1,3

108 # 05 * 29 p




' RFFL S EARF

—

_ B

KN

FAERY X

e

1

24 E£HRES(C RKR)

GBIREY-3BLE ¢

k& S

L P

R e
2 5o

Ei4

&

g

| d
=

" 5

*AFE R

£

25.

CMUH105-
RECI1-139

2017/8/13

PHHO2017
JP011923

follow up

14

#1 ) INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
GANCICLOVI
R
(GANCICLOVI
R)
#3)
PREDNISOLO
NE
(PREDNISOLO
NE)

Sepsis [Sepsis]

1,2

26.

CMUH105-
RECI1-139

2018/6/15

PHHO2018
AU007482

follow up

8

#1 ) INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
METHYLPRED
NISOLONE
(METHYLPRE
DNISOLONE)

Sepsis [Sepsis]

1,2

27.

CMUH105-
RECI1-139

2018/4/27

PHHO2018
GB005806

follow up

4

#1)
EXTRACORPO
REAL
PHOTOPHERE
SIS
COMP-EXTR+
(EXTRACORP
OREAL
PHOTOPHERE
SIS) Unknown

Worsening of GVHD

disease]

Worsening of GVHD

(sepsis) [Sepsis]

(sepsis) [Graft versus host

108 # 05 * 29 p
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#1)
EXTRACORPO
REAL
Worsening of GVHD
PHOTOPHERE
(sepsis) [Graft versus host
CMUH105- PHHO2018 |follow up SIS
28. 2018/4/27 disease] 2 A
REC1-139 GB005806 5 COMP-EXTR+
Worsening of GVHD
(EXTRACORP
(sepsis) [Sepsis]
OREAL
PHOTOPHERE
SIS) Unknown
worsening of lower
#1 ) INC424
gastrointestinal
CMUH105- PHHO2019|follow up| INC+TAB
29. 2019/1/16 hemorrhage [Lower 2 A
REC1-139 DE001055 2 (RUXOLITINIB
gastrointestinal
) Tablet
haemorrhage]
#1 ) INC424
CMUH105- PHHO2019 INC+TAB Respiratory insufficiency
30. 2019/1/1 initial 1,2 | A
RECI1-139 1T000453 (RUXOLITINIB|  [Respiratory failure]
) Tablet
#1 ) INC424
CMUH105- PHHO2019 |follow up| INC+TAB Respiratory insufficiency
31. 2019/111 1,2 | A
RECI1-139 1T000453 1 (RUXOLITINIB|  [Respiratory failure]
) Tablet
#1)
EXTRACORPO
REAL
PHOTOPHERE
Septic shock [Septic
CMUH105- PHHO2017 |follow up SIS
32. 2017/10/5 shock] 1,231 A
REC1-139 DE014875 6 COMP-EXTR+
Pneumonia [Pneumonia]
(EXTRACORP
OREAL
PHOTOPHERE
SIS) Unknown

108 # 05 * 29 p
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33.

CMUH105-
RECI1-139

2019/2/12

PHHO2019
DE001897

initial

#1 ) INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
TACROLIMUS
(NGX)
(TACROLIMUS
) Unknown
#3)
RIBAVIRIN
(NGX)
(RIBAVIRIN)

Unknown

kidney injury]

Acute renal failure [Acute

2,3

34.

CMUH105-
RECI1-139

2019/2/12

PHHO2019
DEO001897

follow up

1

#1 ) INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
TACROLIMUS
(NGX)
(TACROLIMUS
) Unknown
#3)
RIBAVIRIN
(NGX)
(RIBAVIRIN)
Unknown

kidney injury]

Acute renal failure [Acute

2,3

108 # 05 * 29 p
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35.

CMUH105-
RECI1-139

2019/2/12

PHHO2019
DE001897

follow up

2

#1 ) INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
TACROLIMUS
(NGX)
(TACROLIMUS
) Unknown
#3)
RIBAVIRIN
(NGX)
(RIBAVIRIN)

Unknown

kidney injury]

Acute renal failure [Acute

2,3

36.

CMUH105-
RECI1-139

2017/10/5

PHHO2017
DEO014875

follow up

7

#1)
EXTRACORPO
REAL
PHOTOPHERE
SIS
COMP-EXTR+
(EXTRACORP
OREAL
PHOTOPHERE

SIS) Unknown

Septic shock [Septic

shock]

Pneumonia [Pneumonia]

1,2,3

108 # 05 * 29 p
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#1 ) INC424
(RUXOLITINIB
) Tablet
2)
MYCOPHENO
Other Serious Criteria:
LATE
Medically Significant
MOFETIL
Multi-organ failure
COMP-MYC+
[Multiple organ
(MYCOPHENO
dysfunction syndrome]
LATE
Sepsis [Sepsis]
CMUH105- PHHO2018|follow up| MOFETIL)
37. 2018/9/10 Left lower Lung lobe 1,2 A
REC1-139 CA010238 7 Unknown
consolidation [Lung
#3)
consolidation]
TACROLIMUS
ARDS acute respiratory
(NGX)
distress syndrome [Acute
(TACROLIMUS
respiratory distress
) Unknown
syndrome]
#4)
METHYLPRED
NISOLONE
(METHYLPRE
DNISOLONE)

108 # 05 * 29 p
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38.

CMUH105-
RECI1-139

2019/2/12

PHHO2019
DE001897 3

follow up

#1 ) INC424
INC+TAB
(RUXOLITINIB
) Tablet
#2)
TACROLIMUS
(NGX)
(TACROLIMUS
) Unknown
#3)
RIBAVIRIN
(NGX)
(RIBAVIRIN)

Unknown

Acute renal failure [Acute

kidney injury]

2,3

39.

CMUH105-
RECI1-139

2019/2/12

PHHO2019

follow up

DEO001897 4

#1 ) INC424
INC+TAB
(RUXOLITINIB

) Tablet
#2)
TACROLIMUS
(NGX)
(TACROLIMUS
) Unknown
#3)
RIBAVIRIN
(NGX)
(RIBAVIRIN)
Unknown

Acute renal failure [Acute

kidney injury]

2,3

40.

CMUH102-
RECI1-068

2018/12/24

201903325

Follow

0 Up2

#1)
ENZALUTAMI
DE;PLACEBO
(ENZALUTAM
IDE) Capsule

Cardiogenic shock

(Date

24-D
EC-2
018)

108 # 05 * 29 p
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(DBendamustine
(BENDAMUST
INE)
MOR208C Intravenous
CMUH106-
41. 2019/2/26 [204-19-031| Initial infusion Pneumonia [Pneumonia] | 1,3 | A
REC1-147
-CZ (@Rituximab
(RITUXIMAB)
Intravenous
infusion,
(DBendamustine
(BENDAMUST
INE)
MOR208C Intravenous
CMUH106- follow up
42, 2019/2/26 [204-19-031 infusion Pneumonia [Pneumonia] | 1,3 [ A
REC1-147 1
-CZ (@Rituximab
(RITUXIMAB)
Intravenous
infusion,
(DBendamustine
(BENDAMUST
INE)
Intravenous
MOR208C infusion, 90
CMUH106- follow up
43. 2019/2/26 [204-19-031 mg/m2 Pneumonia [Pneumonia] | 1,3 [ A
REC1-147 2
-CZ (@Rituximab
(RITUXIMAB)
Intravenous
infusion, 375
mg/m2
HOSPITALIZATION IN
PEDIATRIC ICU DUE TO| 2, 3,
CMUH107- DSU-2018-
44, 2018/4/26 INITIAL DU-176b PULMONARY T7IM| A
REC1-020 117767
BLEEDING [Pulmonary | E
haemorrhage]

108 # 05 * 29 p
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#1 ) MK-3475
1709CHNO |Followup
45, | CMUH103- | 2017/9/25 (pembrolizumab| Pulmonary embolism 1 A
14591 22
REC1-123 )
#1)
PACLITAXEL
1703BRAO |Followup Febrile neutropenia
46. | CMUH103- | 2017/3/21 #2) 2.3 A
11508 12 [Febrile neutropenia]
REC1-123 CARBOPLATI
N
1.Hyperkalemia. K 8,0.
[Hyperkalaemia]
BAY94-8862,
([Asthenia], [Dyspnoeal],
FINERENONE
CMUH105- 2016-16809 [Paraesthesia])
47. 2016/8/28 Initial | or PLACEBO 23 | A
REC1-094 0 2.Abdominal pain
(FINERENONE
[Abdominal pain]
) Tablet
3.Bilateral plastic of alae
nasi. [Rhinoplasty]
Trastuzumab
. + COSTRIUM
Pertuzumab DIFFICLE TEST
. POSITIVE
CMUH107- DOXORUBICI + PYREXIA
48. 2019/3/12 | 2283470 | Initial 2,3 A
RECI1-058 N .
. DIARRHOEA/SUSPECTE
CYCLOPHOSP D CLOSTRIUM
HAMIDE DIFFICLE
DOCETAXEL
¥ 41 F > % 46 F
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Trastuzumab
Pertuzumab [DIARRHOEA/SUSPECTE
. D CLOSTRIUM
CMUH107- Follow | DOXORUBICI DIFFICLE
49. 2019/3/31 | 2283470 2,3 A
REC1-058 up 1 N + COSTRIUM
. DIFFICLE TEST
CYCLOPHOSP POSITIVE
HAMIDE « PYREXIA
DOCETAXEL
#1 ) MK-3475
CMUH107- 1904HUNO Study
50. 2019/4/10 Initial Hypersensitivity 2 A
REC1-174 05920 #2)
PACLITAXEL
#1 ) MK-3475
CMUH107- 1904HUNO |Followup Study
51. 2019/4/10 Hypersensitivity 2 A
REC1-174 05920 1 #2)
PACLITAXEL
#1)
CARBOPLATI Pneumonia
N Stomatitis
CMUH104- 1701MEXO0 |Followup #2) Dehydration
52. 2017/1/18 1.3 A
REC1-039 12708 34 5-FLUOROUR | White blood cell count
ACIL decreased
#3) Neutrophil count decreased
CETUXIMAB

108 # 05 * 29 p
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#1)
CARBOPLATI Pneumonia
N Stomatitis
CMUH104- 1701MEXO |Followup #2) Dehydration
53. 2017/1/18 1.3 A
REC1-039 12708 35 5-FLUOROUR | White blood cell count
ACIL decreased
#3) Neutrophil count decreased
CETUXIMAB
#1)
CARBOPLATI Pneumonia
N Stomatitis
CMUH104- 1701MEXO |Followup #2) Dehydration
54, 2017/1/18 1.3 A
REC1-039 12708 36 5-FLUOROUR | White blood cell count
ACIL decreased
#3) Neutrophil count decreased
CETUXIMAB
1.Hyperkalemia. K 8,0.
[Hyperkalaemia]
BAY94-8862,
([Asthenia], [Dyspnoea],
FINERENONE
CMUH105- 2016-16809(follow up [Paraesthesia])
55. 2016/8/28 or PLACEBO 23| A
REC1-094 0 1 2.Abdominal pain
(FINERENONE
[Abdominal pain]
) Tablet
3.Bilateral plastic of alae
nasi. [Rhinoplasty]
(R P Lpd -
x FEHLCFAFE
P4
B 5 * € B . FAPMTE
AgEA
[{ATa45 4 20 ]
1. CMUH105-REC1-009 Fal *5 & ¢ Edition 11
*p #p : 05 March 2019
[{ATa45 4 20 ]
2. CMUH105-RECI1-139 £
*5 A&t Edition 18
108 # 05 * 29 p % 43 F > % 46 F
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(2% 242 ]

*:2% ¥ 4§ ¢4 0 INC424 SUSAR listing

*E pMIRLHEF 107 #0427 0l p 3 107 & 09 % 30 P
*:25% ¥ § ¢4 0 INC424 SUSAR listing

*E pMIRLHEF 107 # 107 01 p 3 108 & 03 % 31 P
*:2% ¥ 4§ ¢4 RAD0O01_oncology, SUSAR listing

*E pMIRLHEF 107 & 047 0L p 3 107 & 09 % 30 P
*:2% ¥ ¢ 4L RAD001_oncology, SUSAR listing

* rMHAELHEFII07F 107 01 p 2 108# 032 31p
*:p5% ¥4 4L 1 RADOO1_transplant SUSAR listing

* rMHAELHEFII07E04 2 01 p 2 107#09 % 30pP
*:2% ¥ 2 4L RADOOI_transplant, SUSAR listing

* rMHAELWHEF 107 F 107 01 p 2 108# 03 % 31p
[H#«]

*m % 1 CRF, vo6,20-Jul-2018

CMUH107-REC1-094

THEM

CUERYE TS

SR ER L

*g rMARLHREF 12018297 29 p 1 2018 & 12 7 28
p

CMUH107-RECI1-058

|+
28
&

(2% 242 ]
*E% &4 ¢ # ¢ Fixed-dose combination of pertuzumab and
trastuzumab for subcutaneous administration (PH FDC SC)
*E > MIRLHAF 2018 10 06 p I 2019 & 04 ¢ 05
2

CMUH104-REC1-086

N
&
N

[ %% %42 % % ] Clinical Study Report Synopsis,
Report Date: 12 December 2017; Clinical Study Report,
Report Date: 12 December 2017)

DMR100-IRB-064

A I

[ 2 fidp 2]

R ES LA

* rMARL R 2018 & 10 7 01 p X 2019 & 3 * 31
2

DMRI101-IRBI1-165

IR

(IR ES |
* % % ¢4 © Fulvestrant / Anastrozole
*Anastrozole

ErMAFLHAF 107E08 " 12 p 32 10802 11 p
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% 44 F >
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CMUH102-RECI1-068

34 &

(e % 24247 ]

SUSAR 6-monthly line listing-Interval Blinded

*3R% ¥ ¢4 Enzalutamide

*g pMAEL PR 107 # 08" 31 p 3 108& 02" 28 P

CMUH104-REC1-015

[z =% 21442 ]
*:%H ¥ t4i © Palbociclib
kg MMARLHEF CI07E LY 10p 3 108& 17 9p

10.

CMUH106-REC1-002

Y
ﬂm
#

CREEE-EEED
R A 150
*p g 12019 & 04 7 08 p

11.

CMUH102-REC1-033

wEM

[{ATa#r 2p]
*5< A& ¢ Baricitinib LY3009104 Investigator’s
Brochure,Approval Date 26-Apr-2019
*p ot 26-Apr-2019

12.

CMUH107-REC1-050

[z 22 ]

*HE B L4 MEDI9929

*g P SELHPRE 201837 11 p 3201897 10R
*HE B L4 MEDI9929

*g pMAFLER 201897 11 p32019&3 0 100P

13.

CMUH107_REC1-020

[#%]
* % : SUSAR Batch I, % 2 4 CIOMS

14.

CMUH107-REC1-137

[z =% 2p42]
R E S L4 VAYT36
kg pMARL WA 107 E 107 01 p 5 108 & 03 » 31 p

15.

CMUH106-REC1-029

[k £]
Case Report Form (IBM Clinical Development Blank CRFs,
13-Mar-2019)

16.

CMUH106-REC1-050

ﬁié \J»)

CEEE ZEED
*RA 3.0
*p ¥ @ March 15,2019

17.

CMUH107-REC1-026

HipE

[ DSMB ;-3 i &)
*AREEpE 108 F 047 30 P

18.

CMUH106-REC1-029

5
ﬁ o
e

(2% 242 ]
*# % ¥ 4 L4 1 Orelvo (voclosporin)
*E rMHARLHEFII07E07 2 01 p 2 107 #1272 31 P
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19.

CMUH103-REC1-119

EH I

[z =% >4 ]
*pok B 1AL 0 LCZ696
g PMAFLHA 107 10 01 p 3 108 # 03 * 31 p

20.

CMUH-104-RECI1-118

\;\
uisl
#

(EEIEIEIEE S |
*iE5 F$ LA T MK3475
*HrPRLDE
1. 04-SEP-2018 to 03-DEC-2018
2. 04-DEC-2018 to 03-MAR-2019

21.

CMUH102-REC1-068

L

[z8x 2134 ]
SUSAR 6-monthly line listing-Interval Blinded
*E% ¥ ¢ 4L Enzalutamide

*g pMARLHF 107 £ 087 31 p 1 108# 027 28 P

22.

CMUH103-REC1-123

Lt

[eghs 242 ]
*:k ok ¥ 4L MK3475
*E rMARELDEF
1. 04-SEP-2018 to 03-DEC-2018
2. 04-DEC-2018 to 03-MAR-2019

[

#]1F AP

FR-REPEFALR (%)

i
i

3~ TRk (0%)

g (2040 4)
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