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#% Cycle 1 Day 1 35 %4 %2 FLOT i 855 » ** 2021/9/13 i Ew % » fh i
CBC/DC # 5 & % WBC 1100/U1 ~ Neutrophil 18.7% ~ ANC 205.7/uL » % #-H 3%
T fRisf o %4 Filgrastim 300meg sc QD i 44 15 0 3% 2021/9/16 i Hi_
CBC/DC : WBC 1180/uL ~ Neutrophil 66.4% ~ ANC: 7835.2/uL » R4 %5 #4I2
B f s 32 2021/9/17 k2% PEAR4E 2 Cycle 1 Day 15 FLOT it % Z 4 i3 &f > ¥ 23
s Docetaxel # & o 4 7 L F #3 2021/11/08 R4 & % o 5% A 10T o
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Other Serious
Criteria:
Medically
#1 ) VIB4920 or
CMUH110 2021V6BI Significant
1. 2021/8/31 FU3 placebo (Code not 1~7 |A
-REC1-027 000003 unknown cause
broken)
of death [Death]
COVID
[COVID-19]
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Other Serious
Criteria:
Medically
#1 ) VIB4920 or
CMUH110 HZN-2021 Significant
2. 2021/8/31 INITIAL [placebo (Code not 1~7 |A
-REC1-027 -008709 unknown cause
broken)
of death [Death]
COVID
[COVID-19]
CMUH109 20P-163-3 |Follow up
3. 2020/11/25 venetoclax; azacitidine |Pneumonia 2,3 A
-REC1-107 678903-00 |17
CMUH109 21P-013-3 |Follow up Multiorgan
4, 2021/3/8 venetoclax; azacitidine 123 |A
-REC1-107 807404-00 (9 failure, Death
CMUH109 21P-035-4 |Follow up
5. 2021/7/27 venetoclax; azacitidine |Lung infection |2,3 A
-REC1-107 016467-00 |8
CMUH109 21P-035-4 |Follow up
6. 2021/11/14 venetoclax; azacitidine |ileus 2 A
-RECI1-107 169473-00 |1
CMUH109 21P-062-3 |Follow up Septic shock,
7. 2021/7/7 venetoclax; azacitidine 1,23 |A
-RECI1-107 983314-00 |17 Death
CMUH109 21P-087-3 |Follow up
8. 2021/4/14 venetoclax; azacitidine [Pneumonia 2.3 A
-RECI1-107 861884-00 (9
CMUH109 21P-129-3 |Follow up
9. 2021/4/4 venetoclax; azacitidine [Sepsis 2,3 A
-REC1-107 850469-00 (12
CMUH109 21P-129-4 |Follow up
10. 2021/9/4 venetoclax; azacitidine |Sepsis, Death  |1,2,3 |A
-REC1-107 070228-00 |6
CMUH109 21P-161-4 |Follow up Pneumonia,
11. 2021/8/10 venetoclax; azacitidine 1,3 A
-REC1-107 038996-00 |2 Death
CMUH109 21P-161-4 |Follow up
12. 2021/9/27 venetoclax; azacitidine [Sepsis 235 A
-RECI1-107 099341-00 |10
CMUH109 21P-163-3 [Follow up Pancytopenia,
13. 2020/12/31 venetoclax; azacitidine 1 A
-RECI1-107 725640-00 |6 Death
CMUH109 21P-163-3 |Follow up Atrial
14. 2021/6/18 venetoclax; azacitidine 2 A
-RECI1-107 959720-00 |4 fibrillation
CMUH109 21P-167-4 |Follow up Haemorrhage
15. 2021/8/28 venetoclax; azacitidine 1,2 A
-REC1-107 061846-00 |7 brain, Death
111 # 03 * 02 p % 40 7 o % 52 |
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Hemorrhage
CMUH109 21P-217-4 |Follow up
16. 2021/8/3 venetoclax; azacitidine |intracranial, 1,23 |[A
-REC1-107 025419-00 |8
Death
CMUH109 21P-251-3 |Follow up Febrile
17. 2021/4/25 venetoclax; azacitidine 2,3 A
-REC1-107 881304-00 (7 neutropenia
CMUH109 21P-251-4 |Follow up
18. 2021/7/30 venetoclax; azacitidine [Anaemia 2,3 A
-REC1-107 021510-00 |2
CMUH109 21P-251-4 |Follow up COVID-19,
19. 2021/8/22 venetoclax; azacitidine 123 |A
-REC1-107 052449-00 |3 Death
CMUH109 21P-251-4 |Follow up Septic shock,
20. 2021/10/12 venetoclax; azacitidine 1,23 |A
-RECI1-107 118661-00 |7 Death
2,
7:Impor
CMUH107 2021A785 Asymptomatic
21. 2021/6/30 Initial Blinded for Investigator tant A
-REC1-143 683 COVID-19
Medica
1 Event
2,
7:Impor
CMUH107 2021A785 Asymptomatic
22. 2021/6/30 follow up 1|Blinded for Investigator tant A
-REC1-143 683 COVID-19
Medica
1 Event
2,3,
COMMUNITY
7:Impor
CMUH107 2021A845 ACQUIRED
23. 2021/8/9 Initial Blinded for Investigator tant A
-REC1-143 566 PNEUMONIA
Medica
(Pneumonia)
1 Event
111 # 03 * 02 p % 41 F > % B2 |
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1.DYSPNEU
AND ANEMIA
DUE TO
GASTRO
INTESTINAL
BLEEDING.
CMUH107 2020SF068
24, 2020/8/20 follow up 6|Blinded for Investigator|(Blood loss 2,3 A
-REC1-143 29
anaemia)
2.ACUTE
RENAL
INSUFFICIENC
Y (Acute kidney
injury)
25 3’ 45
7:Impor
CMUH107 2021A851 1.WEAKNESS
25. 2021/11/1 follow up 1|Blinded for Investigator tant A
-REC1-143 376 (Asthenia)
Medica
1 Event
1.Post
procedural
2,3,4,
myocardial
7:Impor
CMUH107 2019SF331|follow up infarction
26. 2019/9/16 Blinded for Investigator tant A
-REC1-143 63 13 2.Acute kidney
Medica
injury
1 Event
3.Metabolic
acidosis
25
7:Impor
CMUH107 2021A785 Asymptomatic
27. 2021/6/30 follow up 2 |Blinded for Investigator tant A
-RECI1-143 683 COVID-19
Medica
1 Event
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ATHEROTHRO
MBOTIC 2,3,4,
CEREBRAL 7:Impor
CMUH107 2022A006
28. 2022/1/2 Initial Blinded for Investigator[INFARCTION [tant A
-REC1-143 741
(Thrombotic Medica
cerebral 1 Event
infarction)
ATHEROTHRO
MBOTIC 2,3,4,
CEREBRAL 7:Impor
CMUH107 2022A006
29. 2022/1/2 follow up 1|Blinded for Investigator([INFARCTION |tant A
-REC1-143 741
(Thrombotic Medica
cerebral 1 Event
infarction)
CMUH107 2019SF131
30. 2019/7/2 follow up 1|Blinded for Investigator|Ischaemic stroke |2 A
-REC1-143 46
#1 ) MK-7902
(lenvatinib mesylate) |Liver
Capsule dysfunction
CMUH108 2105CHNO|Followup
31 2021/5/7 #2) [Hepatic 2.3 A
-REC1-059 02188 11
PEMBROLIZUMAB |function
(pembrolizumab) abnormal]
Solution for injection
111 # 03 * 02 p % 43 F > x 52 F
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Respiratory
failure its
secondary to
#1 ) MK-7902 immunotherapy
(lenvatinib mesylate) |pneumonitis
Capsule [Respiratory
CMUH108 2111MEX0
32. 2021/5/11 Initial #2) failure] 1.23 |A
-REC1-059 04057
PEMBROLIZUMAB |Respiratory
(pembrolizumab) failure its
Solution for injection |secondary to
immunotherapy
pneumonitis
[Pneumonitis]
#1 ) MK-7902
(lenvatinib mesylate)
Capsule
CMUH108 2111CHNO hypophysitis
33. 2021/5/2 Followup 3 [#2) A
-REC1-059 08042 [Hypophysitis]
PEMBROLIZUMAB
(pembrolizumab)
Solution for injection
#1 ) MK-7902
(lenvatinib mesylate)
Immunotherapy
Capsule
CMUH108 2111MEXO0 pneumonitis
34. 2021/5/11 Followup 1[#2) 123 |A
-REC1-059 04057 [Immune-mediat
PEMBROLIZUMAB
ed lung disease]
(pembrolizumab)
Solution for injection
#1 ) MK-7902
(lenvatinib mesylate) |Liver
Capsule dysfunction
CMUH108 2105CHNO|Followup
35. 2021/5/7 #2) [Hepatic 2.3 A
-REC1-059 02188 12
PEMBROLIZUMAB |[function
(pembrolizumab) abnormal]
Solution for injection
111 # 03 * 02 p ¥ 44 F > x 52 F
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#1 ) MK-7902
(lenvatinib mesylate) |Liver
Capsule dysfunction
CMUH108 2105CHNO|Followup
36. 2021/5/7 #2) [Hepatic 2.3 A
-REC1-059 02188 13
PEMBROLIZUMAB |[function
(pembrolizumab) abnormal]
Solution for injection
#1 ) MK-7902
(lenvatinib mesylate)
small intestinal
Capsule
CMUH108 2110CHNO perforation
37. 2021/10/13 Followup 8[#2) 2.3 A
-REC1-059 04631 [Small intestinal
PEMBROLIZUMAB
perforation]
(pembrolizumab)
Solution for injection
#1 ) MK-7902 muscular
(lenvatinib mesylate) |weakness lower
Capsule limb [Muscular
CMUH108 2201DEUO
38. 2022/1/3 Followup 3 [#2) weakness] 2.3 A
-REC1-059 00797
PEMBROLIZUMAB |Erysipela right
(pembrolizumab) leg [Erysipelas]
Solution for injection  |Sepsis [Sepsis]
#1 ) MK-7902
(lenvatinib mesylate)
small intestinal
Capsule
CMUH108 2110CHNO perforation
39. 2021/10/13 Followup 9[#2) 2.3 A
-REC1-059 04631 [Small intestinal
PEMBROLIZUMAB
perforation]
(pembrolizumab)
Solution for injection
111 # 03 * 02 p % 45 F > % B2 |
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#1 ) MK-7902 muscular
(lenvatinib mesylate) |weakness lower
Capsule limb [Muscular
CMUH108 2201DEUO
40. 2022/1/3 Followup 4 [#2 ) weakness] 2.3 A
-REC1-059 00797
PEMBROLIZUMAB |Erysipela right
(pembrolizumab) leg [Erysipelas]
Solution for injection  |Sepsis [Sepsis]
#1 ) MK-7902 muscular
(lenvatinib mesylate) |weakness lower
Capsule limb [Muscular
CMUH108 2201DEUO
41. 2022/1/3 Followup 5 [#2 ) weakness] 2.3 A
-REC1-059 00797
PEMBROLIZUMAB [Sepsis [Sepsis]
(pembrolizumab) Erysipela right
Solution for injection |leg [Erysipelas]
#1 ) MK-7902
(lenvatinib mesylate)
small intestinal
Capsule
CMUH108 2110CHNO |Followup perforation
42. 2021/10/13 #2) 2.3 A
-REC1-059 04631 10 [Small intestinal
PEMBROLIZUMAB
perforation]
(pembrolizumab)
Solution for injection
#1) MK-7902
(lenvatinib mesylate)
Capsule Stroke
CMUH108 2009TURO |Followup
43. 2020/9/4 #2) [Cerebrovascula 2.3 A
-REC1-059 02750 10
PEMBROLIZUMAB [r accident]
(pembrolizumab)
Solution for injection
111 # 03 * 02 p % 46 7 o x 52 |
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#1 ) MK-7902
(lenvatinib mesylate) |Liver
Capsule dysfunction
CMUH108 2105CHNO|Followup
44, 2021/5/7 #2) [Hepatic 2.3 A
-REC1-059 02188 14
PEMBROLIZUMAB |[function
(pembrolizumab) abnormal]
Solution for injection
#1 ) MK-7902 muscular
(lenvatinib mesylate) |weakness lower
Capsule limb [Muscular
CMUH108 2201DEUO
45, 2022/1/3 Followup 6 [#2) weakness] 2.3 A
-REC1-059 00797
PEMBROLIZUMAB [Sepsis [Sepsis]
(pembrolizumab) Erysipela right
Solution for injection |leg [Erysipelas]
#1 ) MK-7902 muscular
(lenvatinib mesylate) |weakness lower
Capsule limb [Muscular
CMUH108 2201DEUO
46. 2022/1/3 Followup 7 [#2) weakness] 2.3 A
-REC1-059 00797
PEMBROLIZUMAB [Sepsis [Sepsis]
(pembrolizumab) Erysipela right
Solution for injection |leg [Erysipelas]
#1 ) MK-7902
(lenvatinib mesylate)
small intestinal
Capsule
CMUH108 2110CHNO |Followup perforation
47. 2021/10/13 #2) 2.3 A
-REC1-059 04631 11 [Small intestinal
PEMBROLIZUMAB
perforation]
(pembrolizumab)
Solution for injection
111 # 03 * 02 p % 47 > % B2 |
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#1 ) MK-7902 Thromboemboli
(lenvatinib mesylate) |c event
Capsule [Embolism]
CMUH108 2112CHNO |Followup
48. 2021/12/3 #2) immune 2.3 A
-REC1-059 04610 12
PEMBROLIZUMAB |myositis
(pembrolizumab) [Immune-mediat
Solution for injection  |ed myositis]
#1 ) MK-7902 muscular
(lenvatinib mesylate) |weakness lower
Capsule limb [Muscular
CMUH108 2201DEUO
49, 2022/1/3 Followup 8 [#2) weakness] 2.3 A
-REC1-059 00797
PEMBROLIZUMAB [Sepsis [Sepsis]
(pembrolizumab) Erysipela right
Solution for injection |leg [Erysipelas]
#1 ) MK-7902 Thromboemboli
(lenvatinib mesylate) [c event
Capsule [Embolism]
CMUH108 2112CHNO |Followup
50. 2021/12/3 #2) immune 2.3 A
-REC1-059 04610 13
PEMBROLIZUMAB |myositis
(pembrolizumab) [Immune-mediat
Solution for injection |ed myositis]
Hypertensive
#1 ) MK-7902
crisis
(lenvatinib mesylate)
[Hypertensive
Capsule
CMUH108 2103AUSO crisis]
51. 2021/3/11 Followup 7 [#2 ) 2.3 A
-REC1-059 03326 Status
PEMBROLIZUMAB
epilepticus
(pembrolizumab)
[Status
Solution for injection
epilepticus]
111 # 03 * 02 p % 48 7o x B2 |
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#1 ) MK-7902
(lenvatinib mesylate)
small intestinal
Capsule
CMUH108 2110CHNO |Followup perforation
52. 2021/10/13 #2) 2.3 A
-REC1-059 04631 12 [Small intestinal
PEMBROLIZUMAB
perforation]
(pembrolizumab)
Solution for injection
#1 ) Enzalutamide
(ENZALUTAMIDE)
Capsule Died
CMUH102 202200162
53. 2022/1/27 Initial #2 ) *Leuprorelin [Unknown cause|1 A
-REC1-068 362
Acetate of death]
(LEUPRORELIN
ACETATE) Unknown
9287002(2
54. |CMUH108(2021/12/11 FU2 TEPOTINIB Pneumonia 1,3 A
-RECI1-139
CMUH109 2021A535
55. 2021/6/14 follow up 4 |Blinded for Investigator|1.Sepsis 1,3 A
-RECI1-150 553
1.Diarrhoea
2.Vomiting
CMUH109 2021A784
56. 2021/10/17 follow up 2 |Blinded for Investigator|3.Neutropenia [1,2,3 |A
-RECI1-150 735
4. Hypotension
5.Septic shock
CMUH109 2021A755 1.Vomiting
57. 2021/9/29 follow up 2 |Blinded for Investigator 2,3 A
-REC1-150 678 2.Neutropenia
2,3,
7:Impor
CMUH109 2021A767 1.Anaphylactic
58. 2021/10/7 follow up 2 |Blinded for Investigator tant A
-RECI1-150 206 shock
medical
event
111 # 03 * 02 p ¥ 49 F > x 52 F
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1.Diarrhoea
2.Vomiting
CMUH109 2021A784
59. 2021/10/17 follow up 3 |Blinded for Investigator|3.Neutropenia [1,2,3 |A
-REC1-150 735
4. Hypotension
5.Septic shock
1.Diarrhoea
2.Vomiting
CMUH109 2021A784
60. 2021/10/17 follow up 4 |Blinded for Investigator|3.Neutropenia |1,2,3 (A
-RECI1-150 735
4. Hypotension
5.Septic shock
1.Sepsis
CMUH109 2021A535
61. 2021/6/14 follow up 5 |Blinded for Investigator|2.Febrile L3 A
-RECI1-150 553
neutropenia
2,3,
7:Impor
CMUH109 2021A767 1.Anaphylactic
62. 2021/10/7 follow up 3 |Blinded for Investigator tant A
-RECI1-150 206 shock
medical
event
(k] F L Pid -
QR #F i# }i‘ i 1 IE % ﬁ
o
@ 7
2 S A FRR G
. [ DSMB ;-2 i 4]
_ _ hE ] 3
1. CMUH107-REC1-068 Hij 23 AR p 8 1109 & 07 7 03 p
[z % 2p4F4 ]
Rk E # f * TRASTUZUMAB
*E pMIFL B 12021 & 037 25 p % 2021
£09 " 240p
*H% ¥ 5 L ¢ Pertuzumab
_ _ 3 ﬁ ¥ 7
2. CMUHI07-RECI-058 R *E pMIFL B 2021 & 067 08 p I 2021
£ 12707 p
*HB E L4 © Perjeta Herceptin SC
*E pMIFL G 12021 & 047 06 P I 2021
£10" 05 p
3. | CMUHI110-RECI-064 | k=2~ | [2h% 242 ]
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*:x2 # 4 L AL ¢ Tirzepatide (LY3298176)

g 2PARA WA 12021 047 29 p 3 2021
#1107 28 p

[Approval Date: 10-Dec-2021]

CMUHI108-REC1-085

L
¢
Jok

[z % 2R ]

*REES L4 PF-06700841

X rPRLPE

2021057 06 p 3 2021 # 11 * 05 p (SUSAR
LineListing)

CMUH107-REC1-105

(b % 2R ]

*H% ¥4 L4 © Venetoclax

*E rMIFLEHF 12021205 29 p 3 2021
£ 117 28p

CMUHI104-REC1-122

W
\L
3!

[ 8 % >4 2 ] 6-monthly SUSAR Line Listing
¥ E P 4L 0 CC-5013 (Lenalidomide)
Cyclophosphamid ~ Doxorubicin ~ Prednisone ~
Rituximab ~ Vincristin
*E PMARLHEF 109 E 127 27p 1 110# 6
1.260p

CMUHI110-REC1-126

[z % 242 ]

¥Rk E P L4 © semaglutide-sc

kg PMEARLHEF 2021 £ 10 % 01 p 2 2021
£ 127 31 p

CMUHI109-REC1-107

(S IR TS

*HR5% ¥4 L 4L ¢ Venetoclax

g pMHEARLBHEF CII0OE 052 29p 3 110 &
11 7 28 p

CMUH105-REC1-057

Bl A

[z % 2144 ]

R & ft * GSK1437173A

*E >MIFZHF C110E 052 01 p 3 110 # 10
731 p

Development Safety Update Report 11: 35 2 #p fF 3
2020 & 10 * 13 p 7] 2021 &

10 # 12 p

SUSAR report CIOMS Form: MX2021229244

AL LR A
a 3% 4 £ ¢ Investigator Brochure Version:15.0
Date:16Dec2021

Investigator Brochure memo date: 16Dec2021
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11.

CMUH106-REC1-108

T
\L.
3

[ 4 % > {+48 £ ] Development Safety Update
Report

% E 5 LA ¢ Azacitidine

*E pMIFLYPFII09F052 19p 3 110 # 05
718 p

[ ¥ % > {448 £ ] 6-monthly SUSAR Line Listing
¥R ¥ 4L ¢ Azacitidine
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