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13. 2019/12/26 CARDIAC ARREST 1 A
RECI1-056 94 1 NE
CMUH108- 2020SE042 [follow up|BENDAMUSTI

14. 2019/12/26 CARDIAC ARREST 1 A
RECI1-056 94 2 NE
CMUH108- 2020SE539 ANAPHYLACTIC

15. 2020/4/20 Initial RITUXIMAB 2 A
RECI1-056 90 SHOCK
CMUH108- 2020SE663 ACALABRUTI |[NEUTROPHIL COUNT

16. 2020/5/18 Initial 2 A
REC1-056 68 NIB DECREASED
CMUH108- 2020SE663 [follow up|ACALABRUTI [NEUTROPHIL COUNT

17. 2020/5/18 2 A
REC1-056 68 1 NIB DECREASED
CMUH108- 2020SE663 [follow up|ACALABRUTI [NEUTROPHIL COUNT

18. 2020/5/18 2 A
REC1-056 68 2 NIB DECREASED
CMUH108- 2020SE681 [follow up|BENDAMUSTI [ACUTE KIDNEY

19. 2020/5/21 1-3] A
RECI1-056 50 1 NE INJURY
CMUH108- 2020SE749 ACALABRUTI |CLOSTRIDIOIDES

20. 2020/6/4 Initial 2 A
RECI1-056 70 NIB DIFFICILE INFECTION
CMUH108- 2020SE749 [follow up|ACALABRUTI [CLOSTRIDIOIDES

21. 2020/6/4 2 3 A
RECI1-056 70 1 NIB DIFFICILE INFECTION
CMUH108- 2020SE749 [follow up|ACALABRUTI [CLOSTRIDIOIDES

22. 2020/6/4 231 A
REC1-056 70 2 NIB DIFFICILE INFECTION

110 # 06 * 23 p % 39 FE > 53 |
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CMUH108- 2020SE749 [follow up|ACALABRUTI [CLOSTRIDIOIDES
23. 2020/6/4 2 3 A
REC1-056 70 3 NIB DIFFICILE INFECTION
CMUH108- 2020SE824 [follow up|ACALABRUTI [FEBRILE
24. 2020/6/25 23| A
RECI1-056 65 2 NIB NEUTROPENIA
CMUH108- 2020SE834 [follow up|ACALABRUTI [LEFT LOBAR
25. 2020/6/26 23| A
RECI1-056 68 1 NIB BRONCHOPNEUMINIA
CMUH108- 2020SE834 [follow up|ACALABRUTI [DECREASED
26. 2020/6/26 23| A
RECI1-056 68 2 NIB NEUTROPHIL COUNT
CMUH108- 2020SF119
27. 2020/8/31 Initial |RITUXIMAB |INFUSION REACTION 2 A
REC1-056 28
CMUH108- 2020SF119 [follow up
28. 2020/8/31 RITUXIMAB [INFUSION REACTION 2 A
REC1-056 28 1
CMUH108- 2020SF163 FLUDARABIN
29. 2020/8/25 Initial THROMBOCYTOPENIA |2 3| A
REC1-056 34
CMUH108- 2020SF163 [follow up|FLUDARABIN
30. 2020/8/25 THROMBOCYTOPENIA |23 A
RECI1-056 34 2 E
CMUH108- 2020SF163 [follow up|FLUDARABIN
31. 2020/8/25 THROMBOCYTOPENIA 23| A
RECI1-056 34 1 E
GITRACT
CMUH108- 2020SF365 [follow up|FLUDARABIN
32. 2020/9/17 HEMORRHAGE WITHA |1-3| A
REC1-056 39 2 E
FATAL OUTCOME
GI TRACT
CMUH108- 2020SF365 FLUDARABIN
33. 2020/9/21 Initial HEMORRHAGE WITHA |1 -3 A
RECI1-056 39
FATAL OUTCOME
GI TRACT
CMUH108- 2020SF365 [follow up|FLUDARABIN
34. 2020/9/17 HEMORRHAGE WITHA |13 A
RECI1-056 39 1 E
FATAL OUTCOME
NAUSEA VOMITING
CMUH108- 2020SF411 [follow up|BENDAMUSTI [TUMOR LYSIS
35. 2020/10/25 2-3| A
REC1-056 61 1 NE SYNDROME FEBRILE
NEUTROPENIA
MULTIPLE
CMUH108- 2020SF467 [follow up|ACALABRUTI
36. 2020/11/5 OCCURRENCES OF 2-3| A
REC1-056 58 4 NIB
THROMBOCYTOPENIA
110 & 06 * 23 p % 40 F > £ 53 F
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MULTIPLE
CMUH108- 2020SF467 |follow up|ACALABRUTI
37. 2020/11/5 OCCURRENCES OF 231 A
REC1-056 58 5 NIB
THROMBOCYTOPENIA
CMUH108- 2020SF467 |follow up|ACALABRUTI
38. 2020/11/5 THROMBOCYTOPENIA |23 A
REC1-056 58 1 NIB
MULTIPLE
CMUH108- 2020SF467 |follow up]ACALABRUTI
39. 2020/11/5 OCCURRENCES OF 2 3] A
REC1-056 58 3 NIB
THROMBOCYTOPENIA
MULTIPLE
CMUH108- 2020SF467 [follow up|ACALABRUTI
40. 2020/11/5 OCCURRENCES OF 23] A
REC1-056 58 2 NIB
THROMBOCYTOPENIA
CMUH108- 2020SF529 [follow up|FLUDARABIN
41. 2020/11/17 NEUTROPENIA 23] A
REC1-056 48 1 E
CMUH108- 2020SF529 [follow up|FLUDARABIN
42. 2020/11/17 NEUTROPENIC COLITIS|2 ~ 3| A
REC1-056 48 2 E
CMUH108- 2020SF529 FLUDARABIN
43. 2020/11/17 Initial NEUTROPENIA 23] A
REC1-056 48
CMUH108- 2020SF533 [follow up|ACALABRUTI [TUMOR LYSIS
44, 2020/11/16 23] A
REC1-056 70 2 NIB SYNDROME
CMUH108- 2020SF533 ACALABRUTI |[TUMOR LYSIS
45. 2020/11/16 Initial 23] A
REC1-056 70 NIB SYNDROME
CMUH108- 2020SF533 [follow up|]ACALABRUTI [TUMOR LYSIS
46. 2020/11/16 23] A
REC1-056 70 1 NIB SYNDROME
CMUH108- 2020SF664 [follow up|ACALABRUTI
47. 2020/12/9 ALT INCREASED 2 A
REC1-056 76 1 NIB
CMUH108- 2020SF664 ACALABRUTI
48. 2020/12/9 Initial ALT INCREASED 2 A
REC1-056 76 NIB
CMUH108- 2020SF664 [follow up|ACALABRUTI
49. 2020/12/9 ALT INCREASED 2 A
REC1-056 76 2 NIB
CMUH108- 2021A0026 OBINUTUZUM [INFUSION RELATED
50. 2021/1/5 Initial 27 A
RECI1-056 19 AB REACTION
CMUH108- 2021A0978 ACALABRUTI [MESENTERIAL
51. 2021/2/23 Initial 2 A
RECI1-056 90 NIB TROMBOSIS
CMUH108- 2021A0978 |follow up| ACALABRUTI [MESENTERIAL
52. 2021/2/23 2 A
RECI1-056 90 1 NIB TROMBOSIS
110 & 06 * 23 p % 41 F > ¥ 53 F
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CMUH108- 2021A1846 |follow up]ACALABRUTI [ACUTE KIDNEY
53. 2021/3/22 1-3] A
REC1-056 68 1 NIB INJURY
DYSPNEA PNEUMONIA
CMUH108- 2021A3033 BENDAMUSTI 2~
54, 2021/3/21 Initial HYPOGAMMAGLOBULI A
REC1-056 11 NE 3-4
NEMIA
Hypertensive crisis
worsening [Hypertensive
crisis]
Acute confusional
#1 ) MK-7902 [syndrome [Confusional
CMUH107- 2004MEXO |Followup
55. 2020/3/30 Study (Code not |state] 2.3 A
REC1-188 00562 23
broken) Acute confusional
syndrome [Confusional
state]
Muscular weakness
[Muscular weakness]
#1 ) MK-7902
Study (Code not
bilirubin increase [Blood
broken)
bilirubin increased]
CMUH107- 2004POLO00|Followup |#2 ) BLINDED
56. 2020/4/22 malignant neoplasm 1 A
REC1-188 7314 2 THERAPY
progression [Malignant
(pembrolizumab
neoplasm progression]
) Solution for
injection
#1 ) MK-7902
CMUH107- 2007CHLO |Followup
57. 2020/7/13 Study (Code not |colitis [Colitis] 23 [ A
REC1-188 08666 16
broken)
#1 ) MK-3475
2102FRAOQ |Followup
58. |[CMUH107- |2020/12/16 03850 q Study (Code not |Diarrhoea 23 [ A
RECI1-174 broken)
#1 ) MK-3475
2012CHLO |Followup
59. |[CMUH107- |2020/5/26 06401 ‘ Study (Code not |Febrile neutropenia 2,3 A
RECI1-174 broken)
110 # 06 * 23 p % 42 7> % B3 |
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CMUH107- 1.CHRONIC KIDNEY
60. 2021/4/15 |92 0 Blind |initial  |Niraparib 23 | A
RECI1-189 FAILURE
ed
Digestive hemorrhage
#1 ) MK-7902 |[Gastrointestinal
CMUH107- 2002ESPO0O0 |Followup
61. 2020/2/9 Study (Code not [haemorrhage] 123 A
REC1-188 4584 8
broken) Hepatic encephalopathy
[Hepatic encephalopathy]
#1 ) MK-7902 |Bleeding gastric ulcer
CMUH107- 2105MEXO |Followup
62. 2021/5/2 Study (Code not [[Gastric ulcer 23 | A
REC1-188 01163 4
broken) haemorrhage]
#1 ) MK-7902
(lenvatinib
mesylate)
Capsule
Accute breathing
CMUH108- 2004BRAO [Followup |#2 )
63. 2021/3/11 insufficiency [Acute 123 A
REC1-059 03494 12 PEMBROLIZU
respiratory failure]
MAB
(pembrolizumab
) Solution for
injection
#1 ) MK-7902
(lenvatinib
mesylate)
Capsule Hypertensive crisis
CMUH108- 2103AUSO |Followup [#2 ) [Hypertensive crisis]
64. 2021/4/3 231 A
REC1-059 03326 6 PEMBROLIZU |Status epilepticus [Status
MAB epilepticus]
(pembrolizumab
) Solution for
injection
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65.

CMUH108-
REC1-059

2020/4/8

2104ESP00
1500

Followup

4

#1 ) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

right
fronto-temporo-parietal
haematoma [Intracranial

haematoma]

1.23

66.

CMUH108-
RECI1-059

2020/8/18

2004BRAO
03494

Followup
13

#1 ) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Accute breathing
insufficiency [Acute

respiratory failure]

1.23

67.

CMUH108-
RECI1-059

2020/8/31

2008CANO
10803

Followup
12

#1 ) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Prolonged QTC on EKG
[Electrocardiogram QT

prolonged]

68.

CMUH108-
RECI1-059

2020/4/8

2009MEX0
01085

Followup

6

#1 ) MK-7902
(lenvatinib

mesylate)

Capsule

Stroke vascular cerebral

[Cerebrovascular accident]

1.3
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69.

CMUH108-
REC1-059

2020/8/31

2004BRAO
03494

Followup

14

#1 ) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Accute breathing
insufficiency [Acute

respiratory failure]

1.23

70.

CMUH108-
RECI1-059

2021/3/27

2009MEX0
01085

Followup
7

#1 ) MK-7902
(lenvatinib
mesylate)
Capsule

#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Stroke vascular cerebral

[Cerebrovascular accident]

1.3

71.

CMUH108-
REC1-059

2021/5/7

2105GBRO
05961

Initial

#1)
PACLITAXEL
(7902 STUDY)
(paclitaxel)
Injection

#2)
CARBOPLATI
N (7902
STUDY)
(carboplatin)

Injection

death [Death]
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#1 ) MK-7902
(lenvatinib
mesylate)
Capsule
CMUH108- 2105CHNO [Followup |#2 ) Liver dysfunction [Hepatic
72. 2021/3/11 231 A
REC1-059 02188 4 PEMBROLIZU [function abnormal]
MAB
(pembrolizumab
) Solution for
injection
CMUH108- NVSC2021 |follow up|Ribociclib
73. 2020/12/9 Hepatotoxicity 26 | A
REC1-032 BR002779 |2 (LEEO11)
CMUH108- NVSC2021 |follow up|Ribociclib
74, 2020/12/9 Hepatotoxicity 26 | A
REC1-032 BR002779 |3 (LEEO11)
CMUH108- NVSC2021 |follow up|Ribociclib
75. 2020/12/9 Hepatotoxicity 26 | A
REC1-032 BR002779 |4 (LEEO11)
CMUH108- NVSC2021 |follow up|Ribociclib
76. 2020/12/9 Hepatotoxicity 26 | A
RECI1-032 BR002779 |5 (LEEO11)
(k] FATH -
QR #F i# }i‘ is 1 IE % ﬁ
P
¢ 2
2 e A FER G
.| Note to File : WP42004 Note To File, dated
1. CMUH109-RECI1-123 Fd R
30-Apr-2021
) (2]
2. CMUH107-RECI-156 Fl Ay , ”
*m % ¢ SUSAR Batch 6, = 11 £ CIOMS
[ =% 21454 ]
*HE E S L4 ¢ trastuzumab
3. CMUH107-RECI1-126 ENN .
*E pMIFLHRE 12020 # 09 7 25 p % 2021
#0377 240p
[ =% 21454 ]
o FRRED L F- + MK7902
4. CMUH107-REC1-188 AR H ’ .
REE RV
13-AUG-2020 to 12-FEB-2021
5. CMUH109-REC1-082 75T [z % 242 ]
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R ApuE S 1IN
*:x2k F 4 L AL  Xofigo (Radium-223)
*F PMFLHPF 110E203 2 01 p 3 110 =&
04 7 30 p
[#%=]
-3152-301-002_ pausing recruitment of new
participants in the AURORA study, 07 August 2020
-CVC near-term comms plan_FAQ for after Pause
communication, 11th August 2020
-3152-301-002_ pausing all start-up activities,
6. CMUH106-REC1-084 =% ~ | 01September 2020
-3152-301-002_ Optional Year 1, Month 12, Visit 7
Liver Biopsies, October 5,2020
-3152-301-002_ close the AURORA study and
discontinue its NASH cenicriviroc [CVC] research &
development program, 08 January 2021
-AURORA Part 1 Outcome, 08-Jan-2021
[#%=]
7. CMUH107-REC1-020 BWAE | *RF CEEccohortS 2 { ATEM-FUFIE ] ek #
#5 IA X328 X o ATP FAcY rE et
[z % 244 ]
*H E S L4 Mirikizumab
*E rMAFAHRE 12020 37 14 p 3 2020 &
9% 13 p
8. CMUH107-REC1-115 ¥ oy
[z¥p% 2p4F4]
*H E A 4L Mirikizumab
*E pMARA WA 12020 9% 14p I 2021 #
3213 ¢p
[zdp% 244 ]
*H% S 4L Mirikizumab
*% > MIFAHF 1202037 14p 3 2020 &
9% 13 p
9. CMUH107-REC1-116 B iziE
[ 2>M4F2 ]
*H% E S 4L Mirikizumab
*% > MIFLWHEF 1202097 14p 3 2021 &
3% 13 p
10. | CMUHI107-RECI-058 | * &% | [=hp= 22474 ]
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¥R ¥ L4 ¢ trastuzumab
*E > MIFLEHF 12020F 09 7 25 p 3 2021
£03 7% 240p

¥R E S LA T ROTI98574
(PERTUZUMAB+TRASTUZUMAB)

% pHARL MR 2020 & 10 7 06 P 3 2021
£04 7 05

11. | CMUHI09-REC1-084

|+

ey
&

[ 242 ]

¥R B H 4L 1 GDC-9545 (ROT197597)

*% 2PARLHR 12020 107 03 p I 2021
£04 07 02p

12. | CMUHI06-REC1-094

HdR ik

(2= »2idr]
*5 & ¢ INVESTIGATOR NOTIFICATION OF
Periodic SUSAR Line Listing (reporting
period: 04JUL2020 to 03JAN2021)
*pEpr110# 027 04 p

13. | CMUHI09-REC1-164

v Ak

[z % 214F4 ]
*ix% ¥ ¢+ 4 - REGORAFENIB
* rMAFLHRE 12020 07 F 01l p 3 2021
#0372 31p
1.Quarterly Summary Report of SUSAR 01JUL2020
to 30SEP2020
2.Quarterly Summary Report of SUSAR 010CT2020
to 31DEC2020
3.Quarterly Summary Report of SUSAR 01JAN2021
to 31IMAR2021
4.Serious Study Conduct Related Cases 01JUL2020
to 30SEP2020
5.Serious Study Conduct Related Cases 010CT2020
to 31DEC2020
6.Serious Study Conduct Related Cases 01JAN2021
to 3IMAR2021
7.SUSAR Study Cases 01JUL2020 to 30SEP2020
8.SUSAR Study Cases 010CT2020 to 31DEC2020
9.SUSAR Study Cases 01JAN2021 to 31MAR2021
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14.

CMUHI108-REC1-096

.
L =4
E::\*S’V—C

[z % 2pHp2]

R E P LA LOUOGA

*E 2HAFLHEFII09E10% 01 p 1 110 &
03 % 31p

15.

CMUHI105-REC1-057

FIA >

(2= 2p4p2]

¥R EY AL 0 GSK 1437173A

*F PHPAFLHF 109 117 01 p 3 110 #
04 7 30 p

16.

CMUHI109-REC1-172

TR R

(2= 2i4p2 ]
*RE E A 4 ¢ Selpercatinib (LY3527723)
2P AFLHF109F 107 01 p 3 110 &
03 % 30 p
*Selpercatinib (LY3527723) Blinded Investigator
Line Listing, Approval Date:
20-Apr-2021

17.

CMUH106-REC1-147

v A8k

CEER D
A VIS
*poHp 12021 & 02 % 22 p

18.

CMUHI108-REC1-024

|+

o
R

[z % 2144 ]

*:E5% Z 4 L4 Durvalumab (MEDI4736),
Durvalumab +Tremelimumab

*E >MIFAHEF 10807 13 p 3 109 £
01* 12¢p

[z % 2144 ]

*:Eo% ¥ 4L ¢ ¢ Durvalumab,Durvalumab +
Tremelimumab

*E >MIFZHEF 109017 13 p 3 109 £
07 % 12 p

(% 2p24p2 ]

*3R 5% ¥ 4L : Durvalumab

*E pMIFALHEFI09F 07 13 p 2 110 &
01* 12¢p

(% 2p24p2 ]

¥R ¥ 4 4L ¢ Capivasertib

*E pMIFLHREF CI08F 047 05 P 3 108 &
10 * 04 p
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[z 2132 ]
*3E5% ¥ 4L - Capivasertib

*E 2P ARL D EF D109 £ 04 0

107 04 p
[z 2132 ]
*E5% ¥ 4L - Capivasertib

*F PP IRLY T D109 £ 10 *

04 7 04 p
[ % 2P ]
*R % %4 ¢ 4L Danvatirsen

*E 2P ARLHEF D108 £ 07 O

01 % 10 p
[ % 244 ]
*R % E 4 4L Danvatirsen

*E 2P ARLHEF D109 £ 0]

07 % 10 p
(GEIEIETEE S
R E L 4L ¢ Oleclumab

*E 2 ARLHEF D108 £ 06

12 % 09 p
[## % 2144 ]
*REE L 4L ¢ Oleclumab

*E 2P ARLHEF D109 £ 06

12 % 09 p
[z 2142 )
*EEHE P 4L DS-8201a

*E 2P ARLHEF D109 £ 06

122 08 p

P 109 #

poi 110 =

po3 109 &

po3 109 &

P 108 &

poa 109 &

poa 109 &

19.

CMUH109-REC1-070

-

N
&
Nl

[ DSMB ;-4 4]
kAR iz p o 109 & 02 7
08 p

24 p

~109 & 127

20.

CMUH109-REC1-159

‘-

N
&
Nl

(]

RFE ?f & % 2 45 (Urgent Safety Measure) 7

(Date: 14 June 2021)

21,

CMUH104-REC1-122

H
‘1_
s

[ x4 =% > 142 ] DSUR

R E L LA 1 CC-5013 (Lenalidomide)
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ok 2MPAFLHEF 108 E 122 27 p 1 109 &
12 % 26 p

[ =8 % 2 4+4F £ ] 6-monthly SUSAR Line Listing
*:Eok E i LfL 1 CC-5013 (Lenalidomide)

g rMAFLBHFII09E 6 27 % 109 & 12
726 0p

[ =8 % > 4+4F £ ] 6-monthly SUSAR Line Listing
*5% ¥ 4 4L © Cyclophosphamid

*E PR LHFI09E67 27p 3 109 & 12
126 P

[ ## % »}44F 2 ] 6-monthly SUSAR Line Listing
*:Eo E P L4 © Prednisone

*E PR LHFI09E 62 27p 3 109 & 12
126 P

[ =8 % 2448 £ ] 6-monthly SUSAR Line Listing
R E L 4L Rituximab

*E DPFLHFI09E67 27p 3 109 & 12
126 P

[ ¥ % 2> {448 £ ] 6-monthly SUSAR Line Listing
*RB F 4 4L ¢ Vincristine

*E PMIFLBHFII09E 6 27 3 109 & 12
126 P

22,

CMUH106-REC1-108

H
\L
I

[ ¥ % > {+48 2 ] Development Safety Update
Report
ok F LA T AG120
g PMARLHEFII08F 01 % 17p X 109 & 01
116 p

[ =¥ % > {448 £ ] 6-monthly SUSAR Line Listing
Sk F LA T AG120
g PMARLHFII09 & 01 17p X 109 E 07
116 p

[ ¥ % 2> {448 £ ] 6-monthly SUSAR Line Listing
R E L LA Azacitidine
*E rMIFLYPEF 107 E 112 19p % 108 &
05% 18 p

[ ¥ % > {448 £ ] 6-monthly SUSAR Line Listing
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An| R gmn S TTIY
¥R ¥ L 4L ¢ Azacitidine
*E pMIFLHREF 108 EF 117 19p I 109 £
05 % 18 p
[ =3 % > 14474 ] Development Safety Update
Report
THRREY LA AGI20
g 2P HF109F 002 17p 3 110 &
01 % 16 p
[ ## % »}+4F 2 ] 6-monthly SUSAR Line Listing
*ESkE P LA AGI20
2P AFLHF 109 £ 070 17p 3 110 &
01 * 16 p
[ =8 % 2448 £ ] Development Safety Update
Report
R B LA Azacitidine
2P AFLHEF 108 E 057 19p 1 109 &
05 % 18 p
(2= 2142 ]
} . *RB E 4 4L ¢ Palbociclib
23. CMUH104-RECI1-015 LA
*E pMIFLYPEF I09F TP 10p X 110 # 1
117 R
[#%=]
hE
s~ ®%4F2 % TTI0 Post DBL CRF v1.0_Site
Level Final V1 29-Mar-2021
(%]
EE
KABRFL L2 mP g3l o Completion
24, CMUH104-REC1-129 E2p ‘)';" ] Guidelines SURVIVAL STATUS v2.0 29Apr2021

CEEEEEED
A 1V

*p #2021 £ 057 19 p

[z = 2452 ]

*:%% ¥} .4 1 EBV-SPECIFIC CYTOTOXIC T
LYMPHOCYTES
(EBV-CTLs)
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