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Thrombocytopenia
Pulmonary embolism
CMUH107- 1903POLO00|Followup| #1) MK-3475 [Thrombocytopenia
16. 2019/3/4 13 A
REC2-033 5356 5 Study Staphylococcal
bacteraemia
Staphylococcal sepsis
CMUH107- 1903POLO00|Followup| #1) MK-3475 ]
17. 2019/3/4 Thrombocytopenia 1.3 A
REC2-033 5356 6 Study
Pulmonary embolism
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Staphylococcal sepsis
CMUH107- 1903POLO00|Followup| #1) MK-3475 ]
18. 2019/3/4 Thrombocytopenia 13 A
REC2-033 5356 7 Study
Pulmonary embolism
CMUH107- Fullow
19. 2019/4/9 19084715(9) MSC2156119J |ACUTE LUNG FAILURE | 1 C
REC2-150 up 9
BR31-NzC Supraventricular
CMUH104- follow-up| MEDI4736/Plac )
20. 2019/5/0 | HO007-01- tachycardia(grade 4) 2,71 A
REC2-065 1 ebo -
F1 penneumonitis (grade 2)
1.Pulmonary sepsis
2.Cardiac failure
3.Altered state of
consciousness
4.Pneumonia
5.Respiratory failure
6.Dehydration
7.Impaired gastric
CMUH105- 2019-00659|follow up emptying 1,2,
21. 2019/1/1 finerenone A
REC2-084 4 12 8.Sepsis 3
9.Peripheral ischaemia
10.Peripheral ischaemia
11.Toe amputation
12.Leg amputation
13.Hypokalaemia
14.Hypoglycaemia
15.Hypotension
16.Hypovolaemia
CMUH105- 2019-11106
22. Unknown Initial finerenone  [1.Death 1 A
REC2-084 3
#1) MK-3475
Study
#2)
CMUH107- 1903MEXO0 | Followup Seizure
23. 2019/3/20 PEMETREXED 1.3 A
REC2-086 10229 8 4) Urinary tract infection
CARBOPLATI
N
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#1) MK-3475
#2) Malignant neoplasm
PEMETREXED [progression
CMUH107- 1811ISR00 [Followup
24. 2018/11/2 #3) Fatigue 13| A
REC2-086 3416 10
CARBOPLATI |Vomiting
N Bacteraemia
#4 ) fentanyl
#1) MK-3475
Study .
Malignant neoplasm
#2) )
progression
CMUH107- 18111SR00 [Followup|PEMETREXED|
25, 2018/11/2 Fatigue 13| A
REC2-086 3416 11 #3) .
Vomiting
CARBOPLATI )
Bacteraemia
N
#4 ) fentanyl
#1) MK-3475
Study ]
Bacteraemia
#2) .
Malignant neoplasm
CMUH107- 1811ISR00 [Followup|PEMETREXED )
26. 2018/11/2 progression 13| A
REC2-086 3416 12 #3) )
Fatigue
CARBOPLATI »
Vomiting
N
#4 ) fentanyl
CESEERTE
R FEEwEARER
21
g 2
B > ¢ Sk FEPF
({AridFs 2]
1. DMR101-IRB2-161 M G TR A 112
*p g : 2013-03-28
(2% >2idr4 ]
2. | DMR101-IRB2-035 1 | %R FF L4 Saxagliptin (BMS-477118)
*E rMARLYPRF 12014 F 12 9p 3 201472 11 p
3. | CMUH102-REC2-065 gL (2% 212484 ]
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*E 2MEARL YR 12014 £ 47 29p 2 201487 26 P

CMUH103-REC2-037
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NN
&
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[{ara4ExLp]
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*p # : 12-Nov-2014

[ 244 ]

*EkS% ¥ L 4L 1 BMS-791325

*p 2P LHF 103 £ 040 11p 3 1034# 100 08

CMUH103-REC2-057

R I

[DSMB ;&3 i 5]
*Ak R p g 12014 & 117 20 ¢

CMUH102-REC2-089

I8 &

[H=]
*ROE LA FF A £ P ek Addendum 2 to Investigator's
Brochure Edition 7, dated on 05Nov2014

[H=]
*ROE LA FF A £ sk Addendum 3 to Investigator's
Brochure Edition 7, dated on 20Nov2014

CMUH103-REC2-030

gal
Ries
R

[H=]
*n % : @Evaluation of IB Changes on the Benefit / Risk
Assessment_IB V22.0, date 310ct2014
@ Company Core Data Sheet: Xarelto / film-coated tablets 15
mg and 20 mg / CCDS (SPAF, DVT treatment, PE treatment)/
version 06 / 02 Sep 2014
@CCDS v06_02 Sep 2014 Change History Table Xarelto
(SPAF DVT-t PE-t)
@Company Core Data Sheet: Xarelto (VTE prevention, ACS) /
film-coated tablet (10 mg and 2.5mg)/ CCDS / version 09 / 02
Sep2014)
@CCDS version 09_02 Sep 2014 _Change History Table
Xarelto (VTE prevention and ACS)
@ SME change letter, date 16Nov2014

CMUH103-REC2-029

L

(EEIE TS|

*R5% ¥ { ¢4 Enzalutamide

*% pMAFLPHF 11032018 01 p 103 # 06 7 12 p
*E rMIFLHPF 103 & 06" 29p 3 104+ 08 30 P

fen

CMUH103-REC2-135

g

(2]
nE ¢ [4F v Protocol Memorandum]) > %<& I NA > p
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CMUH104-REC2-150

I

[ 59 il o0 a)

*Z3p #2106 # 02 % 10 p

11.

CMUH106-REC2-132

it

[##]

FRF CREFIVEP B IRLERET LR EHRE LR R
-CIOMS MFR CONTROL NO.: 1808 TWNO006475( report
type :F12)

12.

CMUH106-REC2-100

[ 57 wilawigan]
1. BBI-DSP7888-201G - DAY 8 HLA_Memo to sites
12Nov2018, 2. BBI-DSP7888-201G_study enrollment
suspension_25Mar2019, 3. BBI-DSP7888-201G_study

enrollment suspension FU_29Mar2019

13.

CMUH106-REC2-070

Nt
&
St

[$%= %32 % 8] GS-US-337-4063 Final CSR 14 May
2019

14.

CMUH107-REC2-039

EHTS

[ DSMB -3 i &)
*HE i p g 2018 & 07 7 31 p
*HE R p g 12019 & 010 30 B
[ % 242 ]
*%g ¥ ¢+ 4L BGB-A317
PMAELHF 20184£ 107 1p 12018 & 12 31 p

15.

CMUH104-REC2-102

MGl

[ 28 % 2Hp4 )
*REE%F 5 L4 Ipilimumab
PMHFLHF I07# 10" 2 p 2 108F 4" 3 p

16.

CMUH104-REC2-074

CEEE RS
A lvll
*p g 201904 01 p

17.

CMUH104-REC2-052

[
(5
&

[{aTRixams 4]
*5 & p #F: 13Y-MC-JPBM_ASB_01Apr2019

(2]
RO O RRERAF A S, KA P 8 Letter to
investigator,dated 23-May-2019
PRF O RRERL DPTHAEL, SRR P
Abemaciclib_IND Aggregate report, dated 22-May-2019

18.

CMUH103-REC2-109

(s 2idr 2]
*ESk E P L+ Pertuzumab
DHFLYREF 2017 #1277 08p 12 2018 &6 * 07 p
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-CIOMS MFR CONTROL NO.: 1805TWNO004575( report
type :F19)
[ = 2144 ]
20. | CMUH 102-REC2-068 L | W% EY L LDK3T8
* pMAFL @R 107# 102 01p 1 108# 037 31 p
[k %FLHF 4]
W A Version 1.0
21. | CMUH106-REC2-023 R I p #p:2019 & 05 * 02 p
[H=]
RF O RRIFPBERLIRE S
[H=]
E
22. | DMR101-IRB2-133 Ay 1. i€ 3F %% PL-000060_CIOMS report_FU5_17 Dec 2018
2. il 4 % %.: PL-000060_CIOMS report_FU6_19 Jan 2019
3. if 4F % %.: PL-000060_CIOMS report_FU7_14 Feb 2019
(2]
Report domestic SUSAR case:-MFR No.:1904TWNO009885
23. | CMUH107-REC2-086 g ﬁ;’fﬁ . L .
(F4)-Serious criteria: Involved or Prolonged Inpatient
Hospitalization
(2]
RE (AT BEREL A
*3x & 1 BGB-A317-302 v4.0 CC4 024DEC2018 0616
*p 1107 & 127 24 p
*NOF O ATH L 4F A 17 3 BGB-A317-302 Data Monitoring
24. | CMUH107-REC2-015 HRIER
Committee Recommendation 20190523
*p#p 1108 & 5% 23 p
*NOF O ATH A 4F A 7 S BGB-A317-302 Investigator letter
20181002 Japan Additional Substudy Cohort Enrollment
*p#p 1107 & 10% 2 p
(2= 2iap ]
25. | CMUH104-REC2-116 2 ?ﬁfﬁfﬁ *:E5% ¥4 4L - Ramucirumab (LY3009806)
*H rMFLHEFL07E04 22p 2 107+ 10 21 p
26. | CMUH105-REC2-132 iR R [#])
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