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2201BRAO
00457

Initial

#1 ) MK-7339
(olaparib)
#2)
PEMBROLIZU
MAB

Pneumonia

1,3

17.

CMUH108-
REC3-057

2022/1/2

2201BRAO
00457

Followup

1

#1 ) MK-7339
(olaparib)
#2)
PEMBROLIZU
MAB

Pneumonia

1,3

18.

CMUH108-
REC3-057

2022/1/2

2201BRAO
00457

Followup

2

#1 ) MK-7339
(olaparib)
#2)
PEMBROLIZU
MAB

Pneumonia

1,3

19.

CMUH108-
REC3-057

2022/1/2

2201BRAO
00457

Followup

3

#1 ) MK-7339
(olaparib)
#2)
PEMBROLIZU
MAB

Pneumonia

1,3

20.

CMUH107-
REC3-139

2019/10/11

2019SF471
82

follow up

7

CISPLATIN/
GEMCITABIN
E

Hyponatraemia

2,3,
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2,3,
GEMCITABIN 1.Thrombocytopenia  |7:Imp
CMUH107- 2021A7954 . E/ 2.Neutropenia ortant
21| REc3-139 | 2021112 |75, Initial 1 - \RBOPLATI 3.Pneumonia Medi|
N 4.Anaemia cal
Event
2,3,
DURVALUMA 7:Imp
29 CMUH107- 2019/5/17 2019SE745 |follow up B/ 1.Adrenal insufficiency |ortant A
" | REC3-139 29 6 TREMELIMU 2. Rash (Whole body) [Medi
MAB cal
Event
2,3,
1.Thrombocytopenia  |7:Imp
CISPLATIN/ .
CMUH107- 2021A7954 |follow up 2.Neutropenia ortant
23. | Rpc3-139 | 20211172 |75, 1| OFMCITABIN 3.Pneumonia Medi|
4.Anaemia cal
Event
2,3,
1.Thrombocytopenia  |7:Imp
CISPLATIN/ .
CMUH107- 2021A7954 |follow up 2.Neutropenia ortant
24. REC3-139 202171172 30 2 GEMC]IETABIN 3.Pneumonia Medi A
4.Anaemia cal
Event
DURVALUMA
INFECTIOUS
CMUH107- 2020SF354 |follow up B/
25. REC3-139 2020710715 64 3 TREMELIMU P(I;fe[flﬁggi)[% L3 A
MAB
2,3,
GEMCITABIN 1.Thrombocytopenia  |7:Imp
CMUH107- 2021A7954 |follow up E/ 2.Neutropenia ortant
26. | REc3-139 | 20211172 |75, 3 | CARBOPLATI 3.Pneumonia Medi|
N 4.Anaemia cal
Event
2,3,
GEMCITABIN 1.Thrombocytopenia  |7:Imp
27 CMUH107- 2021/8/5 2021A7954 |follow up E/ 2.Neutropenia ortant A
" | REC3-139 30 4 CARBOPLATI 3.Pneumonia Medi
N 4.Anaemia cal
Event
CMUH107- 2021A7642 |follow up| DURVALUMA . .
28. REC3-139 2021/10/6 . 5 B Type 2 diabetes mellitus | 2,3 [ A
CMUH107- 2021A7642 |follow up| DURVALUMA . .
29. REC3-139 2021/10/6 32 3 B Type 2 diabetes mellitus | 2,3 | A
CARBOPLATI
CMUH107- 2021A7220|follow up N/ . .
30. REC3-139 2021/9/8 23 3 DURVALUMA Deep vein thrombosis 2,31 A
B
110 # 04 * 07 p % 28 7 0+ 39 |
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% ﬂ\g,,ﬁn%{, 4 poHp 5 g 3 Pt A 7 L E R A
1.Nausea
2.LIVER FUNCTION 2.3
DISORDER (Hepatic 7. im,p
CISPLATIN/ function abnormal) )
31. %\ég?llg; 2019/3/23 2019139]5473 fo“"gw “P| GEMCITABIN | 3.RENAL FUNCTION ‘l’\f[t:gf A
E DISORDER cal
(DISRUPTION OF Event
KIDNEY FUNCTION)
(Renal impairment)
DURVALUMA 1.Stevens-Johnson
CMUH107- 2020SE793 |follow up B/ syndrome
32. REC3-139 2020/6/19 27 4 TREMELIMU 2.Disseminated 231 A
MAB intravascular coagulation
CISPLATIN/ KIDNEY ACUTE
33, | CMUHL07-1 5 1y 202140278 [follow up| ey i TABIN | FAILURE (Acute kidney | 1,3 | A
REC3-139 21 5 o
E injury)
CMUH107- CN2021003 .\ JS001 .
34, REC3-066 2019/12/18 295 Initial Cisplatin nasal bleeding 2 A
CMUH107- CN2021003 .\ JS001 .
35. REC3-066 2019/12/18 295 Initial Cisplatin nasal bleeding 2 A
#1)Differentiation
CMUH109- ES2021090( . .. syndrome L~
36. | REC3-188 | 20219/6 | " (psy | initial | LY3410738 #)Intra-abdominal |2 ~3| 2
hemorrhage
#1)Possible Differentiation
CMUH109- CA2021090| . ...
37. REC3-188 2021/9/19 08251 initial LY3410738 Syndrome #2)cerebral |1~3] A
infarcts
#1)Possible Differentiation
CMUH109- CA2021090(follow up
38. REC3-188 2021/9/19 08251 | LY3410738 Syndrome #2)cerebral |1~3] A
infarcts
CMUH109- FR2021100 |follow up
39. REC3-188 2021/10/1 00497 | LY3410738 #1)Death 1 A
#1)Differentiation
) syndrome, Grade 3
40, | SMUHI09-1 502110727 |FR2021100 followup) -y v3410738 | 42)Multi-organ faiture | 1+3] A
REC3-188 11313 1
related to Pseudomonas
Aeruginosa bacteremia
#1)Differentiation
Syndrome,
CMUH109- FR2021100 |follow up #2)Hyperleukocytosis, .
4. | REC3-188 | 202110113 1705605 2 LY3410738 #3)Grade 3 sepsis || A
#4) Progressive pulmonary
aspergillosis
#1)Differentiation
42, | CMUHI09-1 05 1 jg/19 [€A2021090]followup| 1 y341673g Syndrome 13 A
REC3-188 08251 2 .
#2)cerebral infarcts
LUNG INFECTION
CMUH107- 202106643 |Followup| AMIVANTAM | THROMBOEMBOLIC |1,2,3,
43. REC3-143 2021/06/23 43(3) 3 AB EVENT 4 A
RESPIRATORY FAILURE
44, | CMUHI09-4 50511018 | 2043214 |PHOW U Ry7002284 | FATAL PNEUMONITIS | 1.3 | A
REC3-131 #6
CMUH109- follow up
45, REC3-131 2021/10/18 | 2943214 46 RO5541267 FATAL PNEUMONITIS | 1,3 A
110 # 04 » 07 p % 29 F > %
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46. (;hgg;ﬂlg? 2021/11/24 | 2967362 | Initial | RO7444835 | FATALPNEUMONITIS | 1,3 | A
CMUH109- follow up
47. REC3-131 2021/10/18 | 2943214 47 RO5541267 | FATAL PNEUMONITIS | 1,3 | A
48, | CMUHI09-1505 11018 | 2043214 |MOWUP| Ro7092284 | FATAL PNEUMONITIS | 1,3 | A
REC3-131 #7
1 GASTRITIS
PLEURAL EFFUSION
49 | CMUHL09- 1,0 1003 202110504 Followup AMW:]I;TAM HYPOCALCEMIA 123 A
| REC3-168 74(3) 3 %) HYPONATREMIA i
RESPIRATORY FAILURE
LAZERTINIB PARALYTIC ILEUS
1)
CMUH109- 202112123 | . ... LAZERTINIB PULMONARY
50. REC3-168 2021/12/1 59(0) initial 2) EMBOLISM 2,3 A
OSIMERTINIB
1)
AMIVANTAM
CMUH109- 202112177 . ...
51. REC3-168 | 2021/12/2 04(0) initial ,651)3 UNEXPLAINED DEATH| 12 | A
LAZERTINIB
1)
50 CMUHI09- | 511015 [202112370 (. AMW:];\ITAM INFUSION RELATED |, |
| REC3-168 55(0) 2) REACTION =
LAZERTINIB
1)
AMIVANTAM
CMUH109- 202112177 [Followup
53. REC3-168 2021/12/2 04(2) ) /;1)3 UNEXPLAINED DEATH| 1,2 | A
LAZERTINIB
1)
CMUH109- 202112669 [Followup| LAZERTINIB
54, REC3-168 | 2021/12/30 28(1) { ) PNEUMONITIS 23| A
OSIMERTINIB
1)
CMUH109- 202112669 [Followup| LAZERTINIB
55. REC3-168 | 2021/12/30 28(2) 5 ) PNEUMONITIS 23| A
OSIMERTINIB
1)
CMUH109- 202112669 [Followup| LAZERTINIB
56. | REC3-168 | 2021/12/30 2803) 3 %) PNEUMONITIS 23 | A
OSIMERTINIB
1)
CMUH109- 202112669 [Followup| LAZERTINIB
57. | REC3-168 | 2021712130 28(4) 4 ) PNEUMONITIS 23 | A
OSIMERTINIB
1)
CMUH109- 202112669 [Followup| LAZERTINIB
58. | REC3-168 | 2021/12/30 28(5) 5 %) PNEUMONITIS 23 | A
OSIMERTINIB
1)
CMUH109- 202202002 . .. LAZERTINIB
59. REC3-168 | 2022/1/22 25(0) initial ) DEATH 12 A
OSIMERTINIB
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CMUH109- 202202002 [Followup| LAZERTINIB
60. | Rpca.tes | 2022122 [ 752 ) ) 2 METABOLIC ACIDOSIS | 1,2 | A
OSIMERTINIB
ABT-263
(NAVITOCLAX
CMUH109- 21P-217-41| Follow ); COVID-19,
61. REC3-111 2021/10/4 11322-00 | Up (8) |RUXOLITINIB Pulmonary embolism 23 A
(RUXOLITINIB
)
1) erdafitinib 1
62. CRI\éICJ?_élO?’ 2021/12/1 2023151(5?40 FO“ZW“p 2) THROMBOCYTOPENIA (23| A
JNJ-63723283 | 2 POOR ORAL INTAKE
1) erdafitinib
- 2~
63. %\Edg?é})? 2022/2/22 202123%)55 Ol initial 2) HYPONATREMIA | | A
JNJ-63723283
1) erdafitinib 2
64. Cli\ég?é})? 2022/2/22 20212;3)55 0 FO”‘I’W“p 2) HYPONATREMIA |3~ | A
IJNJ-63723283 47
1) erdafitinib 2
65. Cli\ég?é})? 2022/2/22 20212;2)55 0 Fou‘z’w“p 2) HYPONATREMIA |3~ | A
IJNJ-63723283 47
1) erdafitinib 2
66. CRI\EICE&S' 2022/2/22 202123‘3)550 Fongw“p 2) HYPONATREMIA |3~ | A
INJ-63723283 47
67. | cMUH105- | 201971273 |?0P;130-32)followup |1, 4 citinib Thyroid papillary |, 5 ¢ o
51655-00 16 carcinoma
REC3-013
Pulmonary embolism,
gal Lumbar spine compression
68. | CMUH105- | 2020/8/6 2211)1 ;2?0(3)5 f°11‘1"3” Pl Upadacitinib fracture 236| A
REC3-013 Thoracic spine
compression fracture
#1) MK-7339 Acute myocardial
(olaparib) Tablet . .
) 1nfarct'10n' [Acut'e
69, | CMUHL08-| o [2202CHLO |Followup| PEMBROLIZU mytocfrdli“rl Tfa“f’“i‘l’“r] 53
*| REC3-151 03088 1 MAB acute respiratory farure - 2.
(pembrolizumab [Acute respiratory failure]
P . Thrombocytopenia
) Solution for [Thrombocytopenia]
injection ytop
#1)
PEMBROLIZU | Autoimmune disorder oral
MAB mucosal [ Autoimmune
CMUH108- 2202DEUO |Followup | (pembrolizumab disorder]
70. REC3-151 2022/1/12 05363 ) Solution for | Autoimmune disorder oral 13 A
injection mucosal [Oral disorder]
#2 ) MK-7339 Sepsis [Sepsis]
(olaparib) Tablet
110 # 04 » 07 p
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#1 ) MK-7339
(olaparib) Tablet| Autoimmune disorder oral
#2) mucosal [Autoimmune
CMUH108- 2202DEUO |Followup | PEMBROLIZU disorder]
£ REC3-151 2022/1/12 05363 3 MAB Autoimmune disorder oral 1.3 A
(pembrolizumab | mucosal [Oral disorder]
) Solution for Sepsis [Sepsis]
injection
#1 ) MK-7339
(olaparib) Tablet| Autoimmune disorder oral
#2) mucosal [Autoimmune
CMUH108- 2202DEUO |Followup| PEMBROLIZU disorder]
2. REC3-151 20221721 05363 4 MAB Autoimmune disorder oral 1.3 A
(pembrolizumab | mucosal [Oral disorder]
) Solution for Sepsis [Sepsis]
injection
#1 ) MK-7339
(olaparib) Tablet
#2)
CMUH108- 2101USAO |Followup | PEMBROLIZU hemolytic anemia
3. REC3-151 2020/12/9 07686 24 MAB [Haemolytic anaemia] 23 A
(pembrolizumab
) Solution for
injection
#1 ) MK-7339
(olaparib) Tablet| Autoimmune disorder oral
#2) mucosal [Autoimmune
CMUH108- 2202DEUO |Followup | PEMBROLIZU disorder]
4. REC3-151 20221721 05363 5 MAB Autoimmune disorder oral 1.3 A
(pembrolizumab| mucosal [Oral disorder]
) Solution for Sepsis [Sepsis]
injection
#1) MK-7339 Acute myocardial
(olaparib) Tablet infarction [Acut
#2) m;(r)lczzfitilacinir[lfa(rtltii)n]
75. (}:(l\gg?_ 11(5)?_ 2022/2/8 228§S§L0 FOH(Z)WHP PEMfAi()BLIZU acute respiratory failure | 2.3 [ A
(pembrolizumab [Acute respiratory failure]
. Thrombocytopenia
) S.OI.utl(?l’l for [Thrombocytopenia]
njection
#1 ) MK-7339
(olaparib) Tablet
#2) Immune mediated
CMUH108- 2202DEUO [Followup | PEMBROLIZU mucositis [Mucosal
76. | REC3-151 | 2022121 17 5563 6 MAB inflammation] 131 A
(pembrolizumab Sepsis [Sepsis]
) Solution for
injection
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#l) MK-7339 Acute myocardial
(olaparib) Tablet . .
#) mfar(c:ltloln [fAcute
ial i tion]
CMUH108- 2202CHLO |Followup| PEMBROLIZU | MYocardial mrarcth
77. REC3.15] | 2022/2/8 03088 3 MAB acute respiratory failure | 2.3 | A
. [Acute respiratory failure]
(pembrolizumab .
. Thrombocytopenia
) Solution for .
injection [Thrombocytopenia]
#1) MK-7339 Acute myocardial
(olaparib) Tablet . .
#) 1nfarf1t.101n. [zfﬁcut.e :
tion
CMUH108- 2202CHLO |Followup| PEMBROLIZU | MYocardial mnfarcti
78. REC3-151 2022/2/8 03088 4 MAB acute respiratory falllure 2.3 A
. [Acute respiratory failure]
(pembrolizumab .
. Thrombocytopenia
) Solution for .
injection [Thrombocytopenia]
CMUH109- H20200012 Pyroininb or .
79. REC3-122 2020/12/7 03525 FUI Docetaxel Pneumonia 2 A
CMUH109- H20200012 Pyroininb or .
80. REC3-122 2020/12/7 03525 FU2 Docetaxel Pneumonia 2 A
CMUH109- H20210012 o Pyroininb or .
81. REC3-122 | 2020/12/27 7200 4 Initial Docetaxel Decreased appetite 1 A
CMUH109- H20210012 Pyroininb or |Death was caused by septic
82. REC3-122 2020/12/29 00145 FUl Docetaxel shock ! A
CMUH109- H20210012 Pyroininb or |Death was caused by septic
83. REC3-122 2020/12/29 00145 FU2 Docetaxel shock ! A
CMUH109- H20210012 Pyroininb or .
84. REC3-122 | 2020712/29 700 1o FU3 Docetaxel Septic shock 1 A
CMUH109- H20210012 . Pyroininb or
8b. REC3.122 | 2021/1/11 00095 Initial Docetaxe]  |Onknown cause of syncope| 2 A
CMUH109- H20210012 Pyroininb or
86. REC3.122 | 2021/1/11 00095 FUI1 Docetaxe]  |Unknown cause of syncope| 2 A
CMUH109- H20210012 Pyroininb or
87. REC3.122 | 2021/1/11 00095 FU2 Docetaxe]  |Unknown cause of syncope| 2 A
CMUH109- H20210012 . Pyroininb or .
88. REC3-122 2021/4/26 01696 Initial Docetaxel Hypokalaemia 2 A
CMUH109- H20210012 Pyroininb or .
89. REC3-122 2021/4/26 01696 FUI Docetaxel Hypokalaemia 2 A
CMUH109- H20210012 Pyroininb or .
90. REC3-122 2021/4/26 01696 FU2 Docetaxel Hypokalaemia 2 A
CMUH109- H20210012 Pyroininb or .
91. REC3-122 2021/4/26 01696 FU3 Docetaxel Hypokalaemia 2 A
CMUH109- H20210012 . Pyroininb or . .
92. REC3-122 | 2021/3/UN [0 0 Initial Docetaxel Kidney failure 1 A
CMUH109- H20210012 Pyroininb or .
93. REC3-122 2021/3/17 01731 FU1 Docetaxel Death unexplained 1 A
CMUH109- H20200012 Pyroininb or S
94, REC3-122 2020/11/2 02867 FU4 Docetaxel Liver injury 2 A
CMUH109- H20210012 . Pyroininb or
95. REC3-122 | 2021/4/22 02099 Initial Docetaxel Unknown cause of death | 1 A
CMUH109- H20210012 Pyroininb or
96. REC3-122 | 2021/4/22 02099 FU1 Docetaxel Unknown cause of death | 1 A
CMUH109- H20210012 . Pyroininb or . -
97. REC3-122 2021/7/13 03189 Initial Docetaxel Acute kidney injury 2 A

110 # 04 » 07 p




6@?# 5“%&§MF¢% iﬁ€¥=%ﬁiﬁ€
F-t-2A¥EAFEERESC BK)
B , X 2 PAR(RL o
W R LA SR 4y ¥ Vi E R LE R S =T
CMUH109- H20210012 Pyroininb or . -
98. REC3-122 2021/7/13 03189 FU1 Docetaxel Acute kidney injury 2 A
CMUH109- H20210012 Pyroininb or S
99. REC3-122 2021/7/13 03189 FU2 Docetaxel Creatinine increased 2 A
.. Hypokalaemia, White
CMUH109- H20210012 . Pyroininb or ;
100 REC3-122 2021/7/7 03904 Initial Docetaxel blood cell count decreased, | 2 A
Hypokalaemia
CMUH109- H20210012 . Pyroininb or .
101 REC3-122 2021/8/25 03975 Initial Docetaxel Hypokalaemia 2 A
CMUH109- H20210012 . Pyroininb or
102 REC3-122 2021/8/25 03989 Initial Docetaxel Death A
CMUH109- H20210012 Pyroininb or
103 REC3-122 2021/8/25 03989 FU1 Docetaxel Death A
CMUH109- H20210012 o Pyroininb or | Leucopenia, Neutropenia,
104 REC3-122 2021/8/4 04027 Initial Docetaxel Haemoglobin decreased 2 A
CMUH109- H20210012 Pyroininb or
105 REC3-122 | 2021/7/23 03768 FU2 Docetaxel Hydrocephalus A
CMUH109- H20210012 Pyroininb or
106 REC3-122 | 2021/7/23 03768 FU3 Docetaxel Hydrocephalus A
White blood cell count
CMUH109- H20210012 o Pyroininb or decrease, Intestinal
107 REC3-122 202191 04974 Initial Docetaxel obstruction, Pneumonia 2 A
hypostatic
White blood cell count
CMUH109- H20210012 Pyroininb or decrease, Intestinal
108 REC3-122 20215911 04974 FUI Docetaxel obstruction, Pneumonia 2 A
hypostatic
CMUH109- H20210012 . Pyroininb or .
109 REC3-122 2021/11/22 05384 Initial Docetaxel Diarrhea 2 A
sy FHRILIFAFR
+%
33 * § St Nt FEP B
[Larasiip]
1. CMUHI110-REC3-089 | +k= = | *3x 4 ! Version 10.0
*p #p : February 2022
[DSUR : TORIPALIMAB DEVELOPMENT SAFETY
2. CMUHI110-REC3-194 | & 4 /R | UPDATE REPORT#4 EXECUTIVE SUMMARY]
pdp2022% 0272 07 p
(2= 2142 ]
*:E% ¥4 L Elsubrutinib
: MUH108-REC3-082 | #& & |, 0~ . .
3. | CMUHIO8-REC3-08 Tl 2PAEAHEF 22160 169 3 2021 & 12
P15 p
[ =% 21454 ]
*EEk E ¥ LA © ACES36(luspatercept)
. MUHI108-REC3- 5B I v !
4 CMUH108-REC3-060 ﬁ/@/] kg R AR PR
2021 # 6 * 25 p-2021 & 12 * 24 p
5 CMUHI108-REC3-034 | #£Z4 7© SR
' BT | #p g #% 2% 2400 Obinutuzumab
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(RO5072759) Safety Memo - Coagulation abnormalities
including DIC in patients receiving obinutuzumab, date:
31-Jan-2022

6. | CMUHI109-REC3-185

\;\
il
#

[z < 2144 ]
*325% # 4 4 Nivolumab (BMS-936558)
*E pMIFLGPREFIIN0ET P 4P IILETLT Y 3P

7. | CMUHI106-REC3-094

T
\L.
I3

[ 21472 ]

*RB% E 4 LA Venetoclax

*g p MR LB 2021 £ 5% 29 p 3 2021 & 11
28 p

8. | CMUHI109-REC3-145

LA

[z =% 2144 ]
1. SSR niraparib_Blinded 01May2021-310c¢t2021
*REEE g 7, #: CINJ-67652000 (niraparib/Abiraterone
acetate fixed-dose combination)
THEFLDEFIII0£S5Y 1p 32 110E 107 31
p

9. | CMUHI105-REC3-049

|-

(3
&

[ %F2H84% %]
*HCA 11119917 *p # 12021 & 12 7
AR A 1 1113088 *p #p 12021 & 12 7

10. | CMUH109-REC3-069

-
NN
Do
Nl

[#%=]
*He XS 3P O IRS TR /M4l 2. GSK letters o
FEARPLREL 2PAFEL 2 BRI G -
¥ EEmbnit o™ S FIGSK 2 P AL ¥ =
= 4] :# B¢ Vaccine Manufacturer site, £33 HBV g5k
FwehB ¥ — JF 5 = 4 (vaccine components) 7 &
TR R o b3 $ -3 B8 HBV Investigational
vaccine supply ° #x#7 i >z} Step C randomization. »
i 3% 47 % Step C Screening & F|i— i 4o Fif- %
F GSK % &: TH HBV VV-001_ Halt of treatment
randomization in Step C, dated 09Feb2022 -

¢ s % Investigational vaccine er1Step B % ;éJF‘f )
XRE > F|StepB 4@ * ¥ - B batch 7 vaccine °
# ongoing subjects 17 7R ¥ 12 P& protocol 4 {7 > L
IEEYT I R
GSK* 2" meAdda=2 GSK #£4 %= Wi
#42¢ > GSK % MVA—HBV #-%i(lot) ik # 0
Tplg g 44 § 4% 0 A0 450 DHBMAOO2A +
o R FAR T iR A o FtES 0 MVA 5L
DHBMAO001A and DHBMAOO2A 4c 2% » 3 & o
BAEE  FRIPM DY FERS > AL
DHBMAOO2A #_%# & &% (technical data support the
lotrelease) » ¥ #F » & 5@ * 4 Study % ¢ ¥ —
ﬁmmmmmm£%gwﬁ@o&%$%%Ka
i: TH HBV VV-001 _ Update following Halt of
treatment randomization in Step C: Outcome of
investigation and resuming treatment randomization,
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dated 02Mar2022 -

BRI TS 4G SRR X TFDA # 4 -
CAERF IR 2 PRETR X REFF LER
PR AR a e 2% StepC Rk A v °
WP R SR F AR LY BERAR TR
ped StepC & 4% StepC @A v o #iFpd
#EERIRBRZAE LS FLERAER ;«é“ﬁ Step C &
TR A L R Y T o

1. TH HBV VV-001_Halt of treatment randomization in
Step C, dated 09Feb2022

2. TH HBV VV-001_ Update following Halt of
treatment randomization in Step C: Outcome of

investigation and resuming treatment randomization,
dated 02Mar2022

11.

CMUHI10-REC3-017

\;‘\
“GE
M

[#]

NE D ATRA R ERE- B AITEE > TR
Frwo 304 @ LGB FAE s Ak
TR AT Bk ek (T R T A R
W RTIEER A ) B S R R A ‘w [EN IR PR
AEFEEY A e ek P BERRBRE Y E R

¥ooHmREI R e RS RRIEE % 2L HC
A BB g D DEFERY

S E IR B R R CR R E el

ao%vﬁqubﬁ P fFEgRRE - -

12.

CMUHI10-REC3-193

W
\L
!

[z % > 4R]

*3 & 1 LOXO-305 Periodic Line Listing_period:
28Mar2021 to 27Sep2021

*pEI110#& 10 7 25 p

*5 & 1 LOXO0-305 DSURO3 period: 28Sep2020 to
27Sep2021

*pHp 110 & 11 % 19 P

13.

CMUHI10-REC3-128

W
\L
!

(e 2i4p2 ]

*25 F 4 L4 LOX0-305

*g > 43R4 Hp A 28Sep2020 E 27Sep2021
* AR R 28Mar2021 3 27Sep2021

14.

CMUHI108-REC3-162

H
‘1_
s

[z 224F2 ]

*HB%k E S L4 ¢ Acalabrutinib

*E 2P FLHEF 110&£ 47 30p 3 110 & 10 ®
30 p

15.

CMUHI110-REC3-174

H
‘1_
s

(e 242 ]

1.DSUR 02, dated 16Nov2020.

R E P LA LOXO-305 -

*E M AFLHF 2019& 97 28p 3 2020 % 9
27 p -

2. 6monthly Line listing

R E S LA LOXO-305 -

110 # 04 * 07 p

¥ 36 7

S

39




PRFFAETERFRALGELAEF=F2LR §
—F-1t-ERFr B R EREE(C BN

21
pn|  rgen | JE ST
kg 2MARL WY 12020 # 3% 29 3 2020 & 9 *
28 p o
3. 6monthly Line listing, ver3.0_dated 22 Apr2021.
*EE P L4 LOXO-305 o
*E 2MARLYAI2020E 092 280 T 2021 & 03
" 27 B o 4.Periodic Line Listing PI, ver3.0_dated
250¢t2021.
*EZE P L4 LOXO-305 ¢
kg 2PARLWRYI2021 &£ 037 28 p % 2021 # 09
5 27 p o 5.DSUR 03, dated 19Nov2021.
*EZE P L4 LOXO-305 ¢
g 2PARLWRYI2020& 09 7 28 p % 2021 # 09
527 R e
CEEEYETS
kX s Y, ¢ 45 -
16. | CMUHI05-REC3-094 | % i= f¥ *ffii; _‘; g%?ﬂﬁ?gli (‘?BBT;9141)0 £ 100 31
p
[ % 2P ]
e, o | ¥ EPY 4L ¢ Upadacitinib(ABT-494)
17. | CMUHIO8-REC3-150 | &8 2 |, ilﬁﬁﬁ%g%& C110& 7% 1p 3 110# 122 31
p
CEEEYETS
EEay M b v 45 ~ ..
18. | CMUHI07-REC3-143 | %1t t *fgﬁ é;_f_ ;; _‘; E;_@J;I\If()?i“f;z (lzal;e;t m}f’ Tﬁfﬁ?
T 22p/110# 067 23p T 110# 127 22 p
[z % >2p4p2]
krhek B 2 A 0 JNJ-73841937 (lazertinib, YH25448
19. | CMUHI09-REC3-168 | % 18 15 *jgﬁﬁ;—;gfﬂ 1 110 & 06 9(23 2 i’ 110 # 12
T22p/109# 127 238 3 110& 127 22 ¢
[z % 242 ]
e .| B E L 24 Upadacitinib
20. | CMUHI09-REC3-097 | &% % *fgﬁﬁiﬁi‘;g%& iplloﬁ 057 29p 1 110 11
1028 ¢
[z % 242 ]
e, . | B Z L # 4L ¢ Elsubrutinib
21. | CMUHI09-REC3-097 | ¥& *;r i'ﬁiﬁ%g@ D110 £ 067 16 p % 110 & 12
115 p
[ % 2444 ]
e . | ¥REHE S L4 Glofitamab
22. | CMUHI08-REC3-034 | #4.5% |,0 fﬁiiﬁ%i’ijﬁa‘*imﬂ £06" 19p 1 2021 & 12
118 ¢
oo | [H#]
23. | CMUH109-REC3-188 | ¥ L i SN g AP R 2 4 fa it SAE
24. | CMUHI07-REC3-103 | % 45 (e 2pars ]

*2E5% ¥ 4 AL - Osimertinib

110 # 04 * 07 p

¥ 3T F % 39§
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*E r2MIFLYPEF C110E£ 057 13p 3 110 & 11 8
12 p

25.

CMUHI105-REC3-01
3

[z % 2p4F4]

*:E% E 4 L fL © Upadacitinib

*E PMFLHPF 202117 1 p T 2021 & 12
131 p

26.

CMUH109-REC3-068

[ % 2P ]
*R%Ey LA 0 Nivolumab
*E rMEFLPFININ0OET 2 4p 3111 &# 12 30

27.

CMUHI09-REC3-111

[ % 2P ]

*E% F 4 LA Navitoclax

*Z rMERAMF 2021 # 72 15p 3 2022 £ 1
v 14 p

28.

CMUHI10-REC3-184

[ % 2p4F2]
R E P LAL 1 INJ-42756493 (erdafitinib)
* 2 AR A B R 12 April 2021 to 11
October 2021

29.

CMUHI105-REC3-121

v Ak

(2% 22 ]
*H%E S LA NIVOLUMAB
g 2MAFLHREI2021 F 07 % 04p T 2022 & 01
03 p 20220225 6MLL (04Jul2021 to
03Jan2022) Investigator Safety Alert Report eTMF

30.

CMUHI105-REC3-108

[z % 242 ]

*RB S LA ¢ Ipilimumab & Nivolumab

2 PHELHRF

Ipilimumab: 109 & 04 * 04 p % 109 & 10 * 01 p
Nivolumab: 109 & 07 * 04 p % 110 & 01 * 03
p

31.

CMUHI105-REC3-048

W
\L
!

(2= 2p4p2]
*R %% E 4 LA Nivolumab
(HINVESTIGATOR NOTIFICATION OF Periodic
SUSAR Line Listing (04Jul2021 to 03Jan2022 )
(2)INVESTIGATOR NOTIFICATION OF Nivolumab
Development Safety Update Report (4JUL2020 to
03JUL2021)

32.

CMUHI108-REC3-126

LG
¢
Rl

[#]

AN F ARG Eli Lilly 0 2022 & 19 25 p wrg
denis it :f;] a3 & FE%(14V-MC-JAHZ §r 14V-MC-
JAIAYR B A5 % c 4o b A a2 » 304 B 255%
ST 7 A % ¥4 2 4% SLE 4 # 322 (14V-MC-JAIM)
BT FRE RS AR T 4V-MC-JAIM
AR LD T AR R B RRE SR S T
F A (S - ek 183 B (Follow-up_v801 visit) °
Pt R R AR IRB o R 5R L 3F F - IR R
g3 38 (7 {8 % B oS 43 B (Follow-up v801
visit) © § % % 4V-MC-JAIM #+4 £ 3% s 153

110 # 04 * 07 p

% 38 F % 39 F
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pn|  rpuww | FEP G

R {o database lock #2518 » #-12 T3 d 4 2
7.Terminated(# i ): A7 7 & 385 Flec £ 2 2 7 2
ARFLGT ) EF 0 B PR

[ 2<% 2M4F2 ]

*R 2% # 4 LA Pyrotinib

*Z IR HFI2020F 08 % 12 p 3 2021 & 02
111 P

*E pMEARL A I2021 F 022 12 p 3 2021 & 08
11 P

*F pMARLHF 2021 £ 08 12 p 3 2022 & 02
P11 P

*Z pMIFL T . DSUR & > E3R2HF 2022
£087 12p I 2021 #0872 11

*% pAF2 ¥R 0 F® Y SUSAR Line Listing2020 #
09 * 14p % 2021 # 12 % 13 p

33. | CMUHI09-REC3-122 | % 161

FRREPVPEFLRE)
FHE - RRERWG)

E87 - 1955 4)

110 # 04 » 07 p ¥ 39 F % 39 F




