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#1) MK-3475
Study (Code not
broken)
#2)
CMUH107- 2006CHNO PACLITAXEL

2020/5/26 Initial
REC1-174 02610 #3)

Neutrophil count decreased
CYCLOPHOSP
HAMIDE
#4)

EPIRUBICIN

#1) MK-3475
Study (Code not
broken)
#2)
CMUH107- 2006CHNO |Followup| PACLITAXEL
RECL.174 2020/5/26 02610 L 4) Neutrophil count decreased
CYCLOPHOSP
HAMIDE

#4)

EPIRUBICIN
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CMUH107-
3. 2020/4/14

REC1-174

2004RUSO |Followup
04870 4

Study (Code not

#1) MK-3475

broken)
#2)
PACLITAXEL
#3)
DOXORUBICI
N
#4)
CYCLOPHOSP
HAMIDE

Anaemia

CMUH107-
4, 2020/5/26

REC1-174

02610

2006CHNO |Followup

#1) MK-3475
Study (Code not
broken)
#2)
PACLITAXEL
#3)
CYCLOPHOSP
HAMIDE
#4)
EPIRUBICIN

Neutrophil count decreased| 2,3 | A

CMUH107-
5. 2020/3/20

REC1-174

08957

2003HUNO |Followup

#1) MK-3475
Study (Code not
broken)
#2)
PACLITAXEL
#3)
CYCLOPHOSP
HAMIDE
#4)

EPIRUBICIN

Neutropenia
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CMUH107-
REC1-174

2020/4/14

2004RUSO
04870 5

Followup

#1) MK-3475
Study (Code not
broken)
#2)
PACLITAXEL
#3)
DOXORUBICI
N
#4)
CYCLOPHOSP
HAMIDE

Anaemia

REC1-174

CMUH107-

2020/5/26

2006CHNO

02610

Followup

#1) MK-3475
Study (Code not
broken)
#2)
PACLITAXEL
#3)
CYCLOPHOSP
HAMIDE
#4)
EPIRUBICIN

Neutrophil count decreased| 2

31 A

CMUH107-
REC1-174

2020/5/26

2006CHNO

02610

Followup

#1) MK-3475
Study (Code not
broken)

#2)
PACLITAXEL
#3)

HAMIDE
#4)
EPIRUBICIN

CYCLOPHOSP

Neutrophil count decreased

2,3

CMUH106-
REC1-041

2020/3/30

2020-04573
74

initial

FILGOTINIB

Tablet

(FILGOTINIB)

[Perianal abscess]

2,3
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FILGOTINIB
CMUH106- 2020-04573|follow up _
10. 2020/3/30 (FILGOTINIB) [Perianal abscess] 23| A
REC1-041 74 1
Tablet
FILGOTINIB
CMUH106- 2020-04718( )
11. 2020/6/8 initial | (FILGOTINIB) [Perianal abscess] 1,23 A
REC1-041 48
Tablet
Filgotinib vs | [Ventricular tachycardia]
CMUH106- 2019-04310 )
12. 2019/9/26 INITIAL | Placebo (Code [Bleeding rectal] 23| A
REC1-042 26
not broken) [Anemia]
Filgotinib vs | [Ventricular tachycardia]
CMUH106- 2019-04310| follow _
13. 2019/9/26 Placebo (Code [Bleeding rectal] 23| A
REC1-042 26 up 1
not broken) [Anemia]
Filgotinib vs | [Ventricular tachycardia]
CMUH106- 2019-04310| follow _
14, 2019/9/26 Placebo (Code [Bleeding rectal] 23| A
REC1-042 26 up 2 ]
not broken) [Anemia]
Filgotinib vs
CMUH106- 2020-04460
15. 2020/1/9 INITIAL | Placebo (Code [lleus] 23| A
REC1-042 20
not broken)
#1 ) MK-7902
Study (Code not
broken)
CMUH107- 2005USAO0 |Followup #2) Thrombocytopenia
16. 2020/5/18 ] ) ) 23 | A
REC1-188 07205 1 indomethacin [Thrombocytopenia]
(indomethacin)
Capsule, 50
milligram
#1) MK-7902 varieal bleeding
CMUH107- 2005ITA00 [Followup )
17. 2020/5/10 Study (Code not| [Oesophageal varices 23 | A
REC1-188 3509 2
broken) haemorrhage]
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FTRLERS AX2 4 EREE(L #IR)
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increase ALT worsening
[Alanine aminotransferase
increased]
#1) MK-7902
CMUH107- 2002USAO0 |Followup Increase worsening ALT
18. 2020/1/31 Study (Code not 23 | A
REC1-188 02339 23 [Alanine aminotransferase
broken) ]
increased]
Diabetic ketoacidosis
[Diabetic ketoacidosis]
#1) MK-7902
Study (Code not
broken)
CMUH107- 2005USAO0 [Followup #2) Thrombocytopenia
19. 2020/5/18 ) ) ) 23 | A
REC1-188 07205 2 indomethacin [Thrombocytopenia]
(indomethacin)
Capsule, 50
milligram
Esophageal varices
hemorrhage [Oesophageal
#1) MK-7902 ge [Oesophag
CMUH107- 2003COLO0 [Followup varices haemorrhage]
20. 2020/3/6 Study (Code not N 23 | A
REC1-188 08918 13 Acute bronchitis
broken) -
[Bronchitis]
Ascites [Ascites]
#1) MK-7902 | bleeding of esophageal
CMUH107- 2005ITA00 [Followup )
21. 2020/5/10 Study (Code not| varices [Oesophageal 23 | A
REC1-188 3509 3 )
broken) varices haemorrhage]
Digestive hemorrhage
#1) MK-7902 [Gastrointestinal
CMUH107- 2002ESPO0|Followup
22. 2020/2/9 Study (Code not haemorrhage] 123 A
REC1-188 4584 6 )
broken) Hepatic encephalopathy
[Hepatic encephalopathy]
Digestive hemorrhage
#1) MK-7902 [Gastrointestinal
CMUH107- 2002ESPO00|Followup
23. 2020/2/9 Study (Code not haemorrhage] 123 A
REC1-188 4584 7 )
broken) Hepatic encephalopathy
[Hepatic encephalopathy]
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increase ALT worsening
[Alanine aminotransferase
increased]
#1) MK-7902
CMUH107- 2002USAO0 |Followup Increase worsening ALT
24. 2020/1/31 Study (Code not ] ) 23 | A
REC1-188 02339 24 [Alanine aminotransferase
broken) ]
increased]
Diabetic ketoacidosis
[Diabetic ketoacidosis]
increase ALT worsening
[Alanine aminotransferase
increased]
#1) MK-7902 _
CMUH107- 2002USAO [Followup Increase worsening ALT
25. 2020/1/31 Study (Code not _ _ 23 | A
REC1-188 02339 25 [Alanine aminotransferase
broken) )
increased]
Diabetic ketoacidosis
[Diabetic ketoacidosis]
#1) MK-7902
Study (Code not
broken)
CMUH107- 2005USAO0 [Followup #2) Thrombocytopenia
26. 2020/5/18 ) ) ) 23 | A
REC1-188 07205 3 indomethacin [Thrombocytopenia]
(indomethacin)
Capsule, 50
milligram
#1) MK-7902
Study (Code not
broken)
CMUH107- 2005USAO0 [Followup #2) Thrombocytopenia
217. 2020/5/18 ) ) ) 23 | A
REC1-188 07205 4 indomethacin [Thrombocytopenia]
(indomethacin)
Capsule, 50
milligram
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intestinal occlision
#1) MK-7902 | [Intestinal obstruction]
CMUH107- 2003MEXO|Followup ] ]
28. 2020/2/29 Study (Code not| Diarrhea [Diarrhoea] 23 | A
REC1-188 01284 3
broken) ABDOMINAL SEPSIS
[Abdominal sepsis]
increase ALT worsening
[Alanine aminotransferase
increased]
#1) MK-7902 _
CMUH107- 2002USAO [Followup Increase worsening ALT
29. 2020/1/31 Study (Code not _ _ 23 | A
REC1-188 02339 26 [Alanine aminotransferase
broken) )
increased]
Diabetic ketoacidosis
[Diabetic ketoacidosis]
#1) MK-7902
Study (Code not
broken)
#2) Cordarone-associated
CMUH107- 2001RUSO |Followup o
30. 2020/1/13 CORDARONE thyrotoxicosis 23 | A
REC1-188 08618 3 ) o
(amiodarone [Hyperthyroidism]
hydrochloride)
Tablet, 300
milligram
Esophageal varices
hemorrhage [Oesophageal
#1) MK-7902 _
CMUH107- 2003COLO0 [Followup varices haemorrhage]
31. 2020/3/6 Study (Code not N 23 | A
REC1-188 08918 14 Acute bronchitis
broken) -
[Bronchitis]
Ascites [Ascites]
intestinal occlusion
#1) MK-7902 | [Intestinal obstruction]
CMUH107- 2003MEXO|Followup ) )
32. 2020/2/29 Study (Code not| Diarrhea [Diarrhoea] 23 | A
REC1-188 01284 4
broken) ABDOMINAL SEPSIS
[Abdominal sepsis]
CMUH108- NVSC2020( Ribociclib )
33. 2020/3/3 initial Pulmonary embolism 23 | A
REC1-032 PLO74643 (LEEO11)
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CMUH108- NVSC2020 [follow up|  Ribociclib )
34. 2020/3/3 Pulmonary embolism 23| A
REC1-032 PLO74643 1 (LEEO11)
CMUH108- NVSC2020 [follow up Ribociclib .
35. 2020/3/3 Pulmonary embolism 23 | A
REC1-032 PLO74643 2 (LEEO11)
1.HOSPITALIZATION
CMUH107- 202006139 ) _
36. 2020/6/8 initial Niraparib FOR INTRACRANIAL | 2,3 A
REC1-189 52(0)
BLEEDING
[A&] B 24H -
ey FRFIEIFARTA
21
@ 7
273 * g N gD R
[{#ra4 4 £ Erratum _13-Nov-2019]
1. DMR101-IRB1-284 EFLE IR A V17
*p #2019 & 10 * 18 p
[ =% 2144 ]
2. | CMUH108-REC1-036 | #f | *:#% 4 &4 : MK3475
>R B L 04-SEP-2019 to 03-MAR-2020
, [$%3 525 4])] ®B'dTRrh FHR B L LT FL
3. CMUH103-REC1-126 ELR
( Clinical Study Report )
[ =% 21404 ]
*R B E 4 AL - FPA144 (Bemarituzumab)
4, CMUH107-REC1-071 8 AR
* MM ARA PR I2018 £ 07 7 15 p % 2019 # 11 7 18 p
(SUSAR Line-Listing)
[ 2144 ]
1. SSR_ niraparib_ Blinded for Niraparib
*#% E 4 4L * Niraparib
5. CMUH107-REC1-189 R | YR MMFELHF 108057 01 p X 108# 107 31 p
2. DSUR_ niraparib_ Blinded for Niraparib
*E % F 4 4L ¢ Niraparib
*% pMERLHF 1082087 20p 1 109 F 03 % 26 P
[z =% 212404 ]
6. CMUH103-REC1-097 1849 *Eok ¥4 L - Abemaciclib (LY2835219)
*% pMERAHF 12019 & 9% 29p 1 2020 F# 37 28 B
7. CMUH104-REC1-122 FL [ 8% >14r2 ] DSUR_#14
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*ES%E L L4 0 CC-5013 (Lenalidomide)
*E rMARLYPRF 107 E 120 27p % 108#E 127 26 P
[ =8 % 2> 44r £ ] 6-monthly SUSAR Line Listing
*ES%E L L4 0 CC-5013 (Lenalidomide)
* pMAR2AHF 108206 27 p 3 108 & 12 7 26 p
[ =8 % 2> 44r £ ] 6-monthly SUSAR Line Listing
*:E5% ¥ 4 ¢ Cyclophosphamid
*E p MR HRF 1082067 27 p 3 108 & 12 7 26 p
[ =8 % > 1482 ] 6-monthly SUSAR Line Listing
*:#5% % 4 ¢ fL - Doxorubicine
*E pMARAHF 1082067 27 p 3 108 & 127 26 p
[ =8 % > 1422 ] 6-monthly SUSAR Line Listing
*:#5% ¥ 4 L4 © Prednisone
rHFLHEF108E06 " 27p 3 108& 127 26 B
[ =8 % > 1422 ] 6-monthly SUSAR Line Listing
*EB # LA ¢ Rituximab
rHFLHEF108E06 " 27p 3 108& 127 26 B
[ =8 = > 1422 ] 6-monthly SUSAR Line Listing
*R% E P LA Vincristine
rHFLHEF108E06 " 27p 3 108& 127 26 B
[ «# % > 124r 4 ] Edition 1.0
*ESRE L LA Oraxol
rHEFLHEF 200557 22p 1 2016 #5 % 21 p
[ €% 2 124p 4 ] Edition 2.0
8. CMUH105-REC1-082 | #%& > | *@Z% &4 &AL Oraxol
* pMARAHF 12017 £#52 22p 3 2017 &# 5% 22 p
[ «# % > 124r 4 ] Edition 4.0
*ESRE P LA Oraxol
* pMARAHRF 12018 5% 22p 1 2019 & 5% 21 p
9. CMUH106-REC1-029 Fiz BEEAEER L]
Final Clinical Study Report_08 April 2020
(2= 2iap ]
*E 5%k ¥4 ¢ fL © EBV-specific Cytotoxic T Lymphocytes
10. | CMUH104-REC1-129 EraE (EBV-CTLS)

*% > MHAR2 HREF 0 27-Mar-2019 to 26-Mar-2020

[ %7 il &0 )
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*Z 3 p #p 0 12Feb2020 (e % = =)

*i 30 p #p 1 15Apr2020 (% COVID-19 =i » Esk p e+ 7
1)
*iz o p i 0 08May2020 (3#5 ¢ 1k 2 3 { A7)

11.

CMUH108-REC1-085

[#]
FRE IRAFAGE

12.

CMUH105-REC1-113

[Pz 282 ]

*ik% ¥ 2 4f © Upadacitinib(ABT-494)
PMIRL W08 7% 1p 5 108 & 12 %

31p

13.

CMUH103-REC1-141

~F
Im}
5

[ 2144 ]

*E % F 4 4L Topiramate & Levetiracetam
PHEIFELHEF 20197 % 19p 3 2020+ 1% 18 P

*Topomax_6 Monthly Line Listing_19Jul2019 to 18Jan2020

(2]

*n % ¢ Insurance Certificate 20200301-20210301

14.

CMUH107-REC1-151

i 5

[#=]
*RhOF W ARFEP PR B BE 7 2R % > T8 (Suspected
Unexpected Serious Adverse Reaction, SUSARS )

15.

DMR101-IRB1-165

[ 2144 ]

*E% ¥ 4 4 © Fulvestrant

*Anastrozole % > 3R 2 HF 107 £ 08 % 12 p 1z 108
#0877 11 p

*Anastrozole % > 3R 2 H @ 108 £ 02 % 12 p 1z 108
#0877 11 p

*Fulvestrant % >4 £ H > 1108 &# 04 * 26 p I 108 #
10 % 25 p

*Anastrozole % >3 3F 2 HF 108 # 08 % 12 p I 109
£027 11p

*Fulvestrant &% > 4324 H R 1108 & 10 » 26 p I 109 #
04 25p

16.

CMUH108-REC1-115

R

[ 2244 ]
1 W& R TPhE 2L
(1) Bavi_DSUR_v7_(29Apr2019 to 28Apr2020)_Date
22June2020

17.

CMUH107-REC1-159

[zhx 242
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*ESKES AL LY3298176  (Tirzepatide)
% MM ARA BT 12019 # 47 29p 1 2020 & 4 7 28 p
[ =% 224p4 ]

18. | CMUH108-REC1-096 | ¥& & | *3z &5 24 1 LOU06S
* 2 MARL BT 1082107 01p 3 109 & 03 ¢ 31 p
[%¢ il oo a)
a4 -4 COVID-19 3 & & (7385 inf cF 24 2 ]
3 p #1109 & 05 18 p

19. | CMUH102-REC1-068 | £47%& |* [+ &3 iF5c¥ L 3P £ 30-COVID-19 £ ¥ B gk F i

VEi% 2 [ﬂ)’(’g‘.#—%&] Hanp 109 & 057 21 p

LR EARLAP G 3R L= RPF FRERA R L
Wae] a0 p g 109 E 050 21 p

(k] P L4 4 -

IR CAEPEFLE (%)

Bi2d > WEER (3)
S E
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