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1.Blood potassium
2018-22575 . ) increased
1. | 2018/11/14 | 2018/12/13 Initial finerenone ) 2,3 A
4 2.Atrial appendage closure
3.Pericardial haemorrhage
1.Blood potassium
2018-22575 - ) )
2. 2018/11/14 | 2018/12/13 s Initial finerenone increased 2,31 A
2.Atrial appendage closure
2,3,
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2018-21104(follow up ] 1.Chronic kidney disease |dicall
3. 2018/9/14 | 2018/12/20 finerenone o A
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#1)
PEMBROLIZU
MAB
#2)
EPACADOSTA
1811TURO |Followup ) ]
4. 2018/11/4 | 2018/12/4 T Study pneumonia [Pneumonia] | 2.3 A
02486 6
#3)
PEMETREXED
#4)
CARBOPLATI
N
#1)
PEMBROLIZU complete heart block
MAB [Atrioventricular block
#2) complete]
EPACADOSTA| significanlty elevated
1811USAO |Followup ) ]
5. | 2018/11/19 | 2018/12/7 T Study LFT's [Liver functiontest | 23 | A
09054 2 .
#3) increased]
PEMETREXED renal failure from
#4) rhabdomyolysis [Acute
CARBOPLATI kidney injury]
N
#1)
PEMBROLIZU
MAB
#2) _ .
Multiple thromboembolic
EPACADOSTA ]
18021SR01 [Followup events [Embolism]
2018/12/20 | 2018/12/7 T Study ) 23 [ A
1811 17 #2) Pancytopenia
[Pancytopenia]
PEMETREXED
#4)
CARBOPLATI
N
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#1)
PEMBROLIZU
MAB
#2) . .
Multiple thromboembolic
EPACADOSTA )
1802ISRO1 [Followup events [Embolism]
7. 2018/2/20 | 2018/12/10 T Study ) 23 | A
1811 18 #2) Pancytopenia
Pancytopenia
PEMETREXED [ ytopenia]
#4)
CARBOPLATI
N
#1)
PEMBROLIZU complete heart block
MAB [Atrioventricular block
#2) complete]
EPACADOSTA| significanlty elevated
1811USAO |Followup ) ]
8. | 2018/11/19 | 2018/12/12 T Study LFT's [Liver functiontest | 23 | A
09054 18 )
#3) increased]
PEMETREXED renal failure from
#4) rhabdomyolysis [Acute
CARBOPLATI kidney injury]
N
#1)
PEMBROLIZU
MAB
#2)
EPACADOSTA
1811TURO |Followup ) .
2018/11/4 | 2018/12/13 T Study pneumonia [Pneumonia] | 2.3 A
02486 3
#3)
PEMETREXED
#4)
CARBOPLATI
N
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10.

2018/4/26

2018/12/14

1805TURO
00260

Followup
9

#1)
PEMBROLIZU
MAB
#2)
EPACADOSTA
T Study
#3)
PEMETREXED
#4)
CARBOPLATI
N

Pulmonary
thromboembolism

[Pulmonary embolism]

2.3

11.

2018/6/5

2018/12/14

18061SR00
3522

Followup
14

#1)
PEMBROLIZU
MAB
#2)
EPACADOSTA
T Study
#3)
PEMETREXED
#4)
CARBOPLATI
N

Sepsis [Sepsis]

1.2.3

12.

2018/11/12

2018/12/17

1811USA0
09054

Followup
4

#1)
PEMBROLIZU
MAB
#2)
EPACADOSTA
T Study
#3)
PEMETREXED
#4)
CARBOPLATI
N

complete heart block
[Atrioventricular block
complete]
significanlty elevated
LFT's [Liver function test
increased]

renal failure [Renal failure]

2.3
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#1)
PEMBROLIZU
MAB
#2) . :
Multiple thromboembolic
EPACADOSTA )
1802ISRO1 [Followup events [Embolism]
13. | 2018/2/20 | 2018/12/17 T Study ) 23 | A
1811 19 #2) Pancytopenia
Pancytopenia
PEMETREXED [ ytopenia]
#4)
CARBOPLATI
N
#1)
PEMBROLIZU
MAB
#2)
EPACADOSTA
18061SR00 [Followup ) )
14. | 2018/6/5 |2018/12/19 T Study Sepsis [Sepsis] 1231 A
3522 15
#3)
PEMETREXED
#4)
CARBOPLATI
N
#1)
PEMBROLIZU
MAB complete heart block
#2) [Atrioventricular block
EPACADOSTA complete]
1811USAO |Followup o
15. | 2018/11/12 | 2018/12/20 09054 . T Study significanlty elevated 23 [ A
#3) LFT's [Liver function test
PEMETREXED increased]
#4) renal failure [Renal failure]
CARBOPLATI
N

108 # 01 * 23 p




P RFF T ERRF R

-

.

FAERY-X

mﬂﬁ
FhERS

EF-F%54R ¢

(1 ix)

¢

L P

X >R
2 S

SIS )
&

- 2z v
Pt 5 o

A

i
4o

16.

2018/2/20

2018/12/21

1802ISR0O1
1811

Followup
20

#1)
PEMBROLIZU
MAB
#2)
EPACADOSTA
T Study
#3)
PEMETREXED
#4)
CARBOPLATI
N

Pancytopenia

[Pancytopenia]

Multiple thromboembolic

events [Embolism]

2.3

17.

2018/11/4

2018/12/21

1811TURO
02486

Followup
8

#1)
PEMBROLIZU
MAB
#2)
EPACADOSTA
T Study
#3)
PEMETREXED
#4)
CARBOPLATI
N

malignant neoplasm
progression [Malignant

neoplasm progression]

2.3

18.

2018/11/4

2018/12/24

1811TURO
02486

Followup
9

#1)
PEMBROLIZU
MAB
#2)
EPACADOSTA
T Study
#3)
PEMETREXED
#4)
CARBOPLATI
N

pneumonia [Pneumonia]

2.3
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REGN2810 ] .
follow up Cardiac Arrest [Cardiac | 1, 2,
19. | 2018/10/16 | 2018/11/26 [2018-41549 (CEMIPLIMAB A
2 arrest] 3
) Injection
REGN2810 Pulmonary artery
follow up .
20. [ 2018/9/5 |2018/11/26 [2018-36383 . (REGN2810) thromboembolism 2 A
Injection [Pulmonary embolism]
(DGemcitabine
(Gemcitabine)
follow up Unknown Hemoptysis [Haemoptysis]
21. | 2018/10/4 |2018/11/26 [2018-39592 ) ) ) ) 13| A
5 (@ Cisplatin | Pneumonia [Pneumonia]
(Cisplatin)
Unknown
REGN2810
follow up NEUTROPENIA
22. | 2018/10/18 | 2018/11/26 [2018-41913 (CEMIPLIMAB ] 2,3 A
3 o [Neutropenia]
) Injection
(D Gemcitabine
(Gemcitabine) ) )
follow up . ] Hemoptysis [Haemoptysis]
23. | 2018/10/4 | 2018/11/29 (2018-39592 (@Cisplatin 1,3 A
6 ) ) Pneumonia [Pneumonia]
(Cisplatin)
Unknown
(DREGN2810
(CEMIPLIMAB
follow up| ) Injection Pneumonia [Pneumonia]
24. | 2018/10/18 | 2018/11/29 [2018-41906 o 131 A
1 (®Gemcitabine ANEMIA [Anaemia]
(Gemcitabine)
Unknown
REGN2810
follow up NEUTROPENIA
25. | 2018/10/18 | 2018/12/3 (2018-41913 (CEMIPLIMAB 2,3 A
4 o [Neutropenia]
) Injection
(DREGN2810
(CEMIPLIMAB
follow up| ) Injection Pneumonia [Pneumonia]
26. | 2018/10/18 | 2018/11/30 (2018-41906 o ) 1,3 A
2 (@Gemcitabine [  ANEMIA [Anaemia]
(Gemcitabine)
Unknown
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REGN2810 Pulmonary artery
follow up ]
27. | 2018/9/5 | 2018/12/6 [2018-36383 6 (REGN2810) thromboembolism 2 A
Injection [Pulmonary embolism]
Immune related
pneumonitis [Pneumonitis]
IMMUNE MEDIATED
REGN2810 HEPATITIS
follow up
28. | 2018/7/15 | 2018/12/5 [2018-29916 1 (REGN2810) (TRANSAMINITIS) 1,231 A
Injection [Autoimmune hepatitis]
IMMUNE RELATED
MYOCARDITIS
[Autoimmune myocarditis]
(DGemcitabine
(Gemcitabine)
follow up Unknown Hemoptysis [Haemoptysis]
29. | 2018/10/4 | 2018/12/10 |2018-39592 . ) ) ) 131 A
7 @Cisplatin Pneumonia [Pneumonia]
(Cisplatin)
Unknown
(DREGN2810
(CEMIPLIMAB
Pneumonia [Pneumonia]
follow up| ) Injection
30. [ 2018/10/18 | 2018/12/11 [2018-41906 o WORSENING OF 131 A
3 (@Gemcitabine
o ANEMIA [Anaemia]
(Gemcitabine)
Unknown
REGN2810 Pulmonary artery
follow up )
31. [ 2018/9/5 |2018/12/14 |2018-36383 . (REGN2810) thromboembolism 2 A
Injection [Pulmonary embolism]
REGN2810
follow up Cardiac Arrest [Cardiac
32. | 2018/10/16 | 2018/12/17 |2018-41549 (CEMIPLIMAB 123 A
3 o arrest]
) Injection
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Immune related
pneumonitis [Pneumonitis]
IMMUNE MEDIATED
REGN2810 HEPATITIS
follow up
33. | 2018/7/15 | 2018/12/20 [2018-29916 " (REGN2810) (TRANSAMINITIS) 1231 A
Injection [Autoimmune hepatitis]
IMMUNE RELATED
MYOCARDITIS
[Autoimmune myocarditis]
(DREGN2810
(CEMIPLIMAB
) Injection
follow up NEUTROPENIA
34. | 2018/10/18 | 2018/12/21 [2018-41913 @ ] 23 [ A
5 [Neutropenia]
UNIMAZOLE
(THIAMAZOL
E)
(DREGN2810
(CEMIPLIMAB
Pneumonia [Pneumonia]
follow up| ) Injection
35. [ 2018/10/18 | 2018/12/17 [2018-41906 o WORSENING OF 13 A
4 (@Gemcitabine
o ANEMIA [Anaemia]
(Gemcitabine)
Unknown
+ ACUTE
ENCEPHALOPATHY
Atezolizumab
Follow (Encephalopathy acute)
36. [ 2018/8/16 |2018/11/22 | 2171999 . 237 A
up 1 « ASEPTIC
Gemcitabine
. _ |MENINGOENCEPHALIT
Cisplatin
IS (Meningoencephalitis)
Atezolizumab .
+ Thrombocytopenia
Follow . ]
37. | 2018/9/27 |2018/11/22 | 2199066 ) « Anemia 23 [ A
up 2 Carboplatin
+ Dyspnoea
Gemcitabine
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Atezolizumab
Follow . + Nephritis interstitial
38. | 2017/6/24 |2018/11/24 | 1934583 ] ] ] 23 [ A
up 4 Gemcitabine « Urinary infection
Carboplatin
Atezolizumab
Follow ) CAMPYLOBACTERIOSI
39. | 2017/9/11 |2018/11/23 | 1992743 Carboplatin 23 [ A
up 2 S (Campylobacter
o infection)
Gemcitabine
Cisplatin
Atezolizumab
Follow .
40. 2018/6/1 | 2018/11/26 | 2144840 General malaise 131 A
up 3 Gemcitabine
Carboplatin
Atezolizumab )
Neutropenia
Follow . ]
41. | 2017/7/26 |2018/11/15| 1956870 + Urosepsis 2371 A
up 3 Gemcitabine o
Atrial fibrillation
Carboplatin
Blood bilirubin
. increased
Atezolizumab Hepatitis toxic
Follow . Platelet count
42. | 2018/10/1 |2018/11/16 | 2115640 o 1231 A
up 3 Gemcitabine decreased
. Anemia
Carboplatin Urinary infection
Anemia
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. + Hepatitis toxic
Atezolizumab + Platelet count
Follow . decreased
43. | 2018/10/1 |2018/11/28 | 2115640 o ] 1231 A
up 4 Gemcitabine « Anemia
. + Urinary infection
Carboplatin « Anemia
#1) MK-3475
Study N .
#2) Small intestinal obstruction
1812CHNO i Intestinal ischaemia
44, | 2018/12/25 | 2018/12/28 Initial [PEMETREXED ] 23 [ A
11913 Mesenteric artery
#3) .
thrombosis
CARBOPLATI
N
#1) MK-3475
Study
#2) .
1812CHNO |Followup Mesenteric artery
45. | 2018/12/25 | 2018/12/31 PEMETREXED 23 [ A
11913 1 thrombosis
#3)
CARBOPLATI
N
hypercalcaemia
[Hypercalcaemia]
rapid progression of
malignant disease
#1) MK-3475 [Malignant neoplasm
1603ISR0O1 | Follow |(pembrolizumab progression]
46. | 2018/3/13 | 2018/12/3 ) ) 1,3 A
0560 up 16 ) Solution for malignant neoplasm
injection progression [Malignant
neoplasm progression]
worsening of urinary tract
infection [Urinary tract
infection]
108 # 01 *» 23 p % 31 7% 42T
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3 g o |% 2 B 3 5 5] FE K v = e
#1) MK-3475
1804USA0 | Follow |(pembrolizumab hypercalcemia
47. | 2018/2/14 | 2018/12/3 ) ] 2,3 A
03564 up 9 ) Solution for [Hypercalcaemia]
injection
hypercalcaemia
[Hypercalcaemia]
malignant neoplasm
progression [Malignant
#1) MK-3475 _
) neoplasm progression]
1603ISRO1 | Follow [(pembrolizumab )
48. | 2016/3/13 | 2018/12/3 ] malignant neoplasm L3 A
0560 up 17 | ) Solution for _ )
S progression [Malignant
injection )
neoplasm progression]
worsening of urinary tract
infection [Urinary tract
infection]
Immune thrombocytopenic
purpura [Immune
thrombocytopenic purpura]
#1) MK-3475 complications due to
16091SR00 | Follow |(pembrolizumab| cardiac device [Cardiac | 1, 2,
49. | 2016/9/6 | 2018/12/3 ) o ) A
4740 up 21 ) Solution for | complication associated 3
injection with device]
crystal arthropathy
involving lower leg
[Crystal arthropathy]
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50.

2016/3/13

2018/12/3
0560

1603ISRO1

Follow
up 18

#1) MK-3475

(pembrolizumab

) Solution for

injection

hypercalcaemia
[Hypercalcaemia]
malignant neoplasm
progression [Malignant
neoplasm progression]
malignant neoplasm
progression [Malignant
neoplasm progression]
worsening of urinary tract
infection [Urinary tract

infection]

1,2

51.

2016/3/13

1603ISR01
0560

2018/12/3

Follow
up 19

#1) MK-3475

(pembrolizumab

) Solution for

injection

hypercalcaemia
[Hypercalcaemia]
malignant neoplasm
progression [Malignant
neoplasm progression]
malignant neoplasm
progression [Malignant
neoplasm progression]
worsening of urinary tract
infection [Urinary tract

infection]

1,2
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52.

2017/3/4

2018/12/3

1703GBRO
09570

Initial

#1) MK-3476
(pembrolizumab
) Solution for
injection
#2)
MIRTAZAPINE
(mirtazapine)
Tablet, 30
milligram
#3)
SEVREDOL
(morphine
sulfate) Tablet,
10 milligram
#4) zopiclone
(zopiclone)
Tablet, 7.5
milligram
#5 ) ZOMORPH
(morphine
sulfate) Tablet

intentional morphine

overdose [Intentional

overdose]

2,3

53.

2018/7/5

2018/10/11

2018SA188
363

follow up
1
(downgra
de to
non-SUS
AR)

BLINDED
DATA

non-STEMI [Non STEMI]

rezidivierende epistaxis

[Epistaxis]

2,3
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2018/10/3

2018/10/17

2018SA276
637

initial

BLINDED
DATA

DEATH [Death]
HYPOGLYCEMIA
[Hypoglycemia]
HYPOTENSION
[Hypotension]
ACUTE
DECOMPENSATION OF
CHRONIC KIDNEY
DISEASE [Chronic kidney

disease]

1,2,

55.

2018/10/3

2018/10/24

2018SA276
637

follow up
1

BLINDED
DATA

DEATH [Death]
HYPOGLYCEMIA
[Hypoglycemia]
HYPOTENSION
[Hypotension]
ACUTE
DECOMPENSATION OF
CHRONIC KIDNEY
DISEASE [Chronic kidney

disease]

1,2,

56.

2018/10/3

2018/11/17

2018SA276
637

follow up
3
(downgra
de to
non-SUS
AR)

BLINDED
DATA

DEATH [Death]
HYPOGLYCEMIA
[Hypoglycemia]
HYPOTENSION
[Hypotension]
ACUTE
DECOMPENSATION OF
CHRONIC KIDNEY
DISEASE [Chronic kidney

disease]

1,2,
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57.

2017/10/1

2018/12/3

2017SA192
271

follow up
24

BLINDED
DATA

moderately differntiated
infiltrating colonic
adenocarcinoma
[Adenocarcinoma of colon]
thrombosis involving left
transverse sinus and left
sigmoid sinus [Intracranial
venous sinus thrombosis]
left parietal lobe
hemorrhagic venous infarct
[Haemorrhagic cerebral
infarction]
subarachnoid hemorrhage
[Subarachnoid
hemorrhage]
hypertension
[Hypertension]
SEIZURE ACTIVITY

[Seizure]

2,3,
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atrial fibrillation with rapid
ventricular response [Atrial
fibrillation with rapid
ventricular response]
ACUTE RENAL
FAILURE [Acute renal
failure]
UROSEPSIS [Urosepsis]
58. | 2018/10/23 | 2018/12/22 2O18SAZIT initial BLINDED PULMONARY EDEMA | 2,3 | A
787 DATA
[Pulmonary edema]
ESCHERIACHIA COLI
[Escherichia coli infection]
LACTIC ACIDCOSIS
[Lactic acidosis]
ACUTE TUBULAR
NECROSIS [Acute tubular
Necrosis]
[iAR] B EFH -
x FREEAER
4 ,
B * § % R FHRG
[{araFs2p])
A EpoRApE o Investigator s Brochure
Gilteritinib (ASP2215) Dosage Form: Tablet,
1. | CMUH104-REC2-126 | # 4 % Edition Number 6, Edition Date 02 Oct 2018
AFAIP BT RFGFEEEP AP
Gilteritinib (ASP2215) Acute Myeloid Leukemia
(AML), Investigator’ s Brochure, Changes in
Edition 6 compared with Edition 5, Oct 2018
RN EERSTEEY
2. | CMUH106-REC2-089 v A8 R ¢ 3 p #2018 & 11 7 20
| [masm e
3. | CMUH105-REC2-044 %T&Tﬁ w2 % 1 V10
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FEPNF

*p g 2018 & 11 % 26 F

CMUH104-REC2-047

F
Im}

s

[{F7#F 4 Ep )1 a4 4 £ Investigator' s
Brochure dated 26-Oct-2018
2.3 3 A Ep g & Investigator' s Brochure
Summary of Changes dated 12-Nov-2018

CMUH103-REC2-033

F
o}

s

[ #7244 20 ]2 454 £ Investigator’ s
Brochure dated 26-Oct-2018
2.3 A Ep g & Investigator' s Brochure
Summary of Changes dated 12-Nov-2018

CMUH105-REC2-028

2

GELER-RE

*5% & @ Merestinib LY2801653 Investigator’ s
Brochure, Approval Date: 28-Nov-2018

*p #2018 # 11 * 28 p

CMUH105-REC2-042

“\1’6-
&
&

[z =% 2142 ]

*ikok & 245 1 ASP2215-CL-0201

*p rP AR HF 106 120 150 3 107 &
06 " 14 p

[ DSMB -2 )

*d gtz p gy 107 &£ 08 ¢ 06 p

CMUH104-REC2-091

wfF
Im}
4

[ 2idp4 ]
*2X ok Z 4 . Lacosamide
*x r MR RF 2014037 01 p 3 2018 &
08 * 31 p
e i
1. 20140301 to 20140831 Six monthly report
2. 20140301 to 20140831 Six monthly
report_addendum
3. 20140901 to 20150228 Six monthly report
4. 20140901 to 20150228 Six monthly
report_addendum
5. 20150301 to 20150831 Six monthly report
6. 20150301 to 20150831 Six monthly
report_addendum
7. 20150901 to 20160228 Six monthly report
8. 20150901 to 20160831 Development Safety
Update Report
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9. 20160301 to 20160831 Six monthly report
10.20160301 to 20160831 Six monthly
report_addendum

11.20160901 to 20170228 Six monthly report
12.20170301 to 20170831 Six monthly report
13.20170901 to 20180228 Six monthly report
14.20180301 to 20180831 Six monthly report

9. | CMUH104-REC2-092

wfF
Im}
4

[{Fra#FsEp])
*1x 4~ : Lacosamide Investigator’ s Brochure,
Dated 26 Oct 2018
*p g 2018 & 10 * 26 F

[ % 2P42]
*2x 5k % 4 . Lacosamide
*% rMHAFL W R 2014 £ 03 % 01 p 2 2018 &
08 * 31 p
e i
1. 20140301 to 20140831 Six monthly report
2. 20140301 to 20140831 Six monthly
report_addendum
3. 20140901 to 20150228 Six monthly report
4. 20140901 to 20150228 Six monthly
report_addendum
5. 20150301 to 20150831 Six monthly report
6. 20150301 to 20150831 Six monthly
report_addendum
7. 20150901 to 20160228 Six monthly report
8. 20150901 to 20160831 Development Safety
Update Report
9. 20160301 to 20160831 Six monthly report
10.20160301 to 20160831 Six monthly
report_addendum
11.20160901 to 20170228 Six monthly report
12.20170301 to 20170831 Six monthly report
13.20170901 to 20180228 Six monthly report
14.20180301 to 20180831 Six monthly report

10. | CMUH106-REC2-132
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xRk B LA 0 MK3475
*% 4R 4B 02018 & 03 1 04 p
#0903 p

z
=L

2018

11.

CMUH107-REC2-142

v ALk

[;‘; = AT Ex:]

*iZ 30 p #p - 21Dec2018

12.

CMUH103-REC2-010

w )

=

A
P

[{arigc£p]

*i & 1 9.0

*n g 12018 & 12 % 04 p

[DSMB -3 it 4]

*Akim i p g 12018 & 12 0 17 P

13.

CMUH104-REC2-030

I &

[z 24R2])

REREF LA T MK34T75

*p 2MIRL WA 12018 06 F 04 p
#0971 03p

ES
=L

2018

14.

DMR101-IRB2-271

v AR

[z 2R ]

*:E%% % ¢ 4L ¢ Nilotinib(Tasigna)
*E r MR YR 10709 % 01 R
12 7 31 p

ES
=L

107 =

15.

CMUH106-REC2-023

[z8h= 213F2])

*:25% F 4 + 4L : EDOXABAN

*% pAR LA 12016 & 04 7 22 p
£040 21 p

*% pH4RA Y 12017 & 04
£040 21 p

*% 2 4R Y 12016 & 10
£040 21 p

*% 242 Y 12017 & 04
£100 21 p

*% pMAR LM 2017 & 10
£040 21 p

*% 2R L YT C 2018 & 04
£100 21 p
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2017
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2017
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16.

CMUH 102-REC2-068

LIt

(8% 21482 ]

*ERHE S LA LDK3T8

* 2 AR B 1107 £ 04 1 0L p
09 " 30 p

z
=L

107 =

108 # 01 * 23 p

¥
N
o
3
|+
N
N
|




TRFEARERRFRIIGRRLAE Y - FELR ¢
-~ FRANERF -G R ERRE( RK)

BB

* § St

+%
AR

FEPNF

17.

CMUH106-REC2-072

A

[ 57 il v 3]

*FSp 107 & 110 21 p

(2]

*m % ¢ Certification of insurance

Period of insurance: 28th March 2016 to 31st
March 2020

18.

CMUH102-REC2-063

(=52 H 4]
#m~ ¢ #- : Global Prospective Safety Analysis of
Rivaroxaban. JACC 2018 Jul 10;72(2):141-153

19.

CMUH105-REC2-126

[z % 24482 ]

*E B & AL 1 Venetoclax (ABT-199)

*F M FLHEF 1072067 07 p I 108 &
01 % 07 p

20.

CMUH103-REC2-042

[z % 242 ]

*Eok P L4 MKBL172A

* MM ARLHR 02017 £ 06 % 08 p I 2018
#0771 18 p

21.

DMR96-IRB-023

|+
(A
&

(2% 24442 ])

*:E% 4 ¢4 0 LAPO16 (Lapatinib)

*g rMIRA R 2017107 01 p 3 2018
#0372 31lp

*g rMIRA R 2018 047 01 p 3 2018
097 30p

*g pMIFL R 2018 F 12 7 24 p

*g pMIFA R 2019017 03 p

22.

CMUH105-REC2-132

TRk

[(#%]
*i % SUSAR CIOMS (BMS-2018-086143 FU1,
BMS-2018-083932 FU2, BMS-2018-086143 FUZ2,
BMS-2018-086143 FU3)

23.

CMUH104-REC2-139

S

[DSMB -3k 5]

*AxE 2 p Y 12019 & 01 % 07 p

(QE R LR

*:&% % 4 * Nivolumab/ Docetaxel/ Paclitaxel
*F pMARLHPREF 02018 £ 05 19 p 1 2019
#0108 p
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108 & 01 7 23 p
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