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32 3ot g54ch

VSDTC = VS + DTC
B = @ Tl + B IRgh
o) VS&= &HAFE S£ot= O eldoloy HAAA Y (Date/Time of Collection)S ££5k=
B~ DRt Agt
LBSTAT = LB + STAT
Mg = @ THel + My DREh
of) LB= AEAMN HIIE 5= THeldHoloy HAIS Aldish AEl(Status) St B
ORgtot A
AETERM = AE + TERM
B = @ Tl + B IR7gh
0) AE= O|AMA & S£5h= =M eIHol 20{(Term)E Ss6h= B w4t 2
(2) axt 55 2 FHE
O 20214 8¢ 232 A AKX} SES A|XCZ 20234 128 132 OiX| 2 AR SE7HX]
& 140 2| HlolE 7} =& FASUCH (AF2H E2F M), VISIT & A7 Xl &2 o2
o} Z+& |}
VISIT1 ~ e .
L MHE7|Z=0| 25tst AR 2ol
VISIT2 . .
of Xt L3l CHALRE E25)
Hlo] A 240l AL0f| 0| 7hs3t AR 523
VISIT3~5 VisiteE 7|ECE & 6/HE HESHH, HEFH2 7|7H(Week3, Week8, Week16,
(FHaE Week24)2 2 HA|E
EOT A7 BEAFE 7IFE2E Primary endpoint =E £ o 2 ZHZE =%
(BErYE) st




O YaedT U

Fl

Vi V2 V3 V4 V5 EOT

Assessment/Procedure
Y . Screening | Baseline | Week3 Week8 | Week16 | Week24

Informed consent X

Medical History

Inclusion/Exclusion Criteria

X | X | X

Physical Examination

EQ-5D questionnaire

Vital signs

Hematology

Chemistry

Prothrombin Time

Urinalysis

XIX|X|X|X|X|X|X
XX |X|X|X|X

HBV DNA

HBsAg

HBsAb

HBeAg/HBeAb

Alpha-fetoprotein

NXIX X | X[ X|X|X[X[X|X|X|X|X]|X

US or CT or MRI

XXX |[X| X[ X|X|X[X|X|X]|X

Fibroscan

XIX[X|X|X|X|X[X|X|X[X|X[X|X]|X

>
>
>
>

Serum for storage

>

Buffy coat

Adverse Events X X X

>

Concomitant Medications X X X X X

= AL
O F2 =4

ok

=
=

L ke HASE

M 3xF HE S2 M3x & S2f ofF, M3At M-S

=
o
LIl (Bh, ¥4l o8 =0l M-™E7|=1-8 M 27|F&1-12, Result of

Inclusion & Exclusion Criteria )
Screening, 23 2|'d EEol 42 Adald EHEANR
X

Ll
ZEE 0j=sd, ch-iv*—xe' A, B2YEY ZE =HY, 2E
gt 7|F AIHE, Significant Past-Medical History, &=
disease(& M 28), EHIAL(CD-10), 7|1& AIFOAM Hgeo| A
Bi, == MX|E, 19 | X2 R&, o &5 =T

. . = 7 23, 19 87 23 &
Medical History Ho| %= 7|g} o

= 7t

= o O -
BHZIE B, BHIY (A)EFE, BHZY_ HH/AI, BEHIY XL
=2

U JHEY /8, 2HA(CD-10), HY &, Y B, Y (hERE,
2t FH|/Atol, ZHF AL,

Anti-Viral Agent Z|ZE SHOIMAN FOfAR HE, AFEH, FAHARY, S5 AT
of £of 0 A=Y




L=

Ha e

Physical Examination, Vital Sign

Visit date, Vital sign, Blood Pressure(==7[), Blood pressure(O|2t
7l), Pulse rate, Height, Weight, Visit Date, 233 Z H5H O£,
F=7| Y, o|2t7] ", Pulse rate, Height, Weight, S{2|=2,

Physical Examination, Lower leg edema, Ascites, Comment

Laboratory Values

Ao g, AlHO{E, Date of Tests WBC, Hemoglobin,
Hemoglobin, Platelet, Absolute neutrophil counts, AST(SGOT),
ALT(SGPT), Alkaline phosphatase (ALP), Total bilirubin, Direct
bilirubin, Creatinine, BUN, Phosphorous, Calcium(Ca),
Sodium(Na), Potassium(K), Total protein, Albumin, TG, LDL, GFR,
PT INR, PT(%), PT(sec), Child-Pugh Score, Urinalysis, Albumin,
Glucose, Ketone, Bilirubin, Occult Blood, Urobilinogen, Nitrite,
WBC(stick), AFP, HBV DNA, HBV DNA Titer, HBsAg, HBsAg Titer,
HBsAb, HBeAg, HBeAb, Anti-HCV, Anti-HIV, Anti-HDV, Serum for
storage, Date of sampling, Buffy coat for storage, Date of
sampling, Comment

Imaging Finding

Imaging Finding, Date of test, Test type, Result, Other image
finding

Fibroscan Date of test, Median of fibrosis, ND, Median of CAP, ND
a Not done, O|&7d, Ap7|&e|, Lazts, F5/=2HL, =2U/22,
EQ-5D

EQ-VAS

Concomitant Medication

4gorE ofF, 92y, ¥

2 H
=20, TT=2o_Td™
F0] Ctel, FO0IEtR| other, 1Y S4B, FABl other, F£01Y
2, F0Z2 Other, A=Hd, A=HH Other, FAHAIZY, FOIF

=Y, Ongoing,

Adverse events

O[4EtS o, O[NBHS

al 2ol TS, A2, S ojdtt

, olgEsd, &
S Olf, o|det8d:, A4S =X

g, O|¢iES it

Report type, Report date, QIX|Q, O|AES T, Zl
ol 2lsh), SCHSHL O &5HK|

Ay, Zhash o3 of f(HXp EHE
Serious Adverse Events 2ot A=0|¢EHE OfF, o[4S T, ARSI =X,
g, A7 SHetol dgtd, Szt o488 &/, Outcome, At
YU AT AR, 2H /F
24 LA, SAE MM WHE
End of study, £ JHEOM £ ZEHLAL  Study

Case Close

completed, Study completed A,

SHEOIZH AKX TEF Atm, SHIOIMAHM MESF AR 7|t F
2 MM LHE, Date of drop out

Reason for ending data collection for this subject, Date subject
last contact, If AE, specify,

If other, specify

Event Follow up

Event Follow Up, Occurrence of cancer, Date of Cancer, Death,
Date of Death
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(1) =2ld 27 I o|akx| X2

PACEN &lAatd HOlE = =2|d 2F 2 o|atx| XMelE <lsh |78 Aol 2atz|A|AH
(iCReaT) W H™MXEHZ|EX|(e-CRF) #&F Al XtzHSEeHData Validation Specification,
DVS)S MM stUESHCCt 1At Al*E*' e, 2xt oimd FHelE Sl AR e Al *FE ZHo

ststl A== dloly gtel 27 =tel H HolE HHME AldstA s Tt

— = - =

Azl 38 g2
1. Data validation specification
- MY = HE

- xR Yol el

15 28 X 2. Event specification
- AAE #2|(System query) - AW zHE TR 4R Yy vtset &=

3. Calculate specification
- XA LA 8 mAA M7 Child-Pugh  score,

Smoking Pack Year

=ZE Hole & LAl EFESH7LL 2 2 g
22Xt @7 ZX| siteOfl A 2% L8 =tlo] East 22
- D% € Fel(Manual query) (MSChetn LMAEME Data Management H2/0f|

02 of e H2l @)

OII

O =2lH 27/ A o|&kx] Mz2| A7t EXsts 49 H2| ¢
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O AL o]Alat
1) 22 S AHsK 2 2
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2) 5§ st=of EHsH AHSIX| ot A (RYZE KIS0 u}l2} 888.8, 888.88, 8888.8,

40
m
on
g
|
S
>
2
m
(00]
(00]
(00]
(00]
(00]
(00}
(00]
(00]
(00}
(00}
(00]
(00}
(00}
(00]

3) TAtgZel g sistx ors 29 (29 ©S)
of1: Aol B ofMY A HB U A
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Z5t AR == d|olE{o| st 71 X2l & A5 HAE = JUS

(1) £HzAL 258

7| XA FHE (%)

V1 V2 V3 V4 V5 EOT
Screening Baseline Week3 Week8 Week16 Week24
1399 1359 1339 1319
H H o o o o
1438 1408 (99%) (96%) (95%) (93%)
(2) ZIMAHE 7|E S5 HaA 54
O #Hfo|2AK| £ SHE 24 HYH 55)
(2H: H,%
Total
olpstY XMH
o ° (N=140)

Age, years 526 + 8.1
Sex

Female 103(73.6%)

Male 37(26.4%)
BMI (kg/m2) 248 + 3.1
Platelet count 2179 + 457
AST, U/L 252 + 59
ALT, U/L 217 + 10.1
Total bilirubin, mg/dL 08 + 04
Creatinine, mg/dL 09 + 02
Prothrombin time, (%) 1034 + 117

HBeAg negativity

140 (100.0%)

HBV DNA, undetectable

140 (100.0%)

HBsAg titer at discontinuation, mean + SD 5964 * 656.3
HBsAg titer at discontinuation, median [IQR] 436.0 [88.6-819.6]
<100 35 (25.0)
>100 105 (75.0)
<1,000 111 (79.3)
>1,000 29 (20.7)

Antiviral treatment at discontinuation
Tenofovir Disoproxil Fumarate (TDF)

Entecavir 41 (29.3%)
Tenofovir Alafenamide (TAF) 10 (7.1%)
Adefovir 6 (4.3%)
Besifovir 1 (0.7%)

82 (58.6%)
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O wHoj|AH £ X42ESH A

SE)

(=]
=

M
4

Total
olpEHH XMH
e (N=667)
Age, years 52.6 + 8.1
Sex
Female 239(35.8%)
Male 428(64.2%)
Platelet count 193.0 + 52.8
AST, U/L 279 + 150
ALT, U/L 226 + 139
Total bilirubin, mg/dL 09 + 04
Creatinine, mg/dL 0.85 £ 0.35
Prothrombin time, (%) 0.98 + 0.08

HBeAg negativity

665 (99.7%)

HBV DNA, undetectable

557 (84.1%)

At the time of NUC start
Tenofovir Disoproxil Fumarate(TDF)
Entecavir

88 (13.2%)
509 (76.3%)

Tenofovir Alafenamide (TAF) 14 (7.1%)
Adefovir 27 (4.3%)
Besifovir 0 (0.0%)
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5

O M¥H SEF H&X & Primary outcomeO| 2dst CHAX= & 84F2ZE 0] & 75%H(89.3%)2 &
T 7|2t & Primary outcome SO FHA| HO|HAKN MELS[ULD, A7 ZE AIE Primary
outcome LAY FE ATE IEASH HA= 8F(9.5%), BT TF A|E primary outcome ZH5IA

OL FZA| THFSF oot A= 1H(1.2% ) Z =l E L CL Eﬁ_ Nz SETOM Y&H ML=z
SHO[H AR MAZE AR HeA= 1043 (794%)010, X2 ST |XA| 2HA+ 27F (20.6%) Y LICH
Patient Group n (%) Treatment Decision Final Status

Primary Outcome Positive (84 patients)

» During study period 75 (89.3%) Immediate antiviral restart On treatment
= At study end 8 (9.5%) Antiviral restart at end On treatment
= At study end (delayed) 1(1.2%) Restart after 24 weeks On treatment

Primary Outcome Negative (47 patients)

« Investigator decision 5(10.6%) During study restart On treatment
+ Post-study treatment 9 (19.1%) Restart after study end On treatment
« Within 24 weeks 6 (12.8%) Restart within 24w On treatment
+ Off-therapy maintenance 27 (57.4%) No treatment by 24w Off treatment
Total Treatment Resumption 104/131 (79.4%) On treatment
Total Off-therapy Maintenance 27/131 (20.6%) Off treatment
Note:

Study Timeline: Week O(Enrollment) — Week 24(Primary outcome assessment)
Primary Outcome: HBV DNA>2,000 IU/mL at Week 24

O HBsAg seroclearance case= 7HOZ 0|=2| baseline HBsAg level2 300 IU/mL 0|2 Median

=

o
follow-up2 < 67HEYLICE O] & Primary outcomeO| 2 st 2H(29%)°| L&A= =% Protocol
el SHHo| AKX XMXZE AIZFSIYI, Primary outcomeO| ZAsHA| 42 5H(71%)2| CHAXE & 4F
2 Xz St /X, 1H2 AFX HEHSH| X 28 SHAS L T

[

_ Study End 24 weeks after the study end
Outcome e
M (%) N (%)
Primary outcome (HBV DNA = 2,000 IU fmL) - -
Viral rebound 84/140 [60.0%) &
Treatment resum ption 97/140 (69.3%) 104/140 (74.3%)
Due to viral rebound B83/97 (B5.6%) -
Due to pre-defined criteria™ 14/97 (14 .4%) £
Off-treatment maintenance 34140 (24.3%) 27/140 (19.3%)
HBsAq seroclearance - 7/140 (5.0%)
ALT flares (25X ULN) - 3/140 (2.1%)
Hepatic decompensation = 0/140 (0.0%)
Note:

* Protocol-defined Treatment Criteria:
Mandatory restart: HBV DNA>2,000 IU/mL(regardless of ALT)
Optional restart: HBV DNA<2,000 IU/mL with investigator discretion
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6 | IETESTINO2 |2) @ 19-554 1= Integer
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i P
EHUF e H+E HHAE (EH) AYUE o ol
S Z29)
1=Did not meet
inclusion/exclusion criteria
Screen Failure®! 2=Subject withdrew
27 IERESULTC o Integer
ST consent
3=Investigator Decision
9=0thers
Screen FailureZt
28 I[ESCRFOT | Others ¢ &% String | 100
M AR
MEH27|ES o
29 |EELI E$+ ;;OH—IE Integer
UESIAS LI
£ X&Z0
HIZEAS 82,
30 EXDRUG | 7IE E0j5H ;zﬂl—lg Integer
SEERSTE
% Sl
LY Ea|
31 EXDRUGDTC DEo Date
1) A 2o
d AAgHo=z 1=0f
32 [ETESTINO1S Mol Eoj= 0=0tL|2 Integer
M2t At
33 | IETESTINO2S |2) Bt 19-65A 1= Integer
0=0tL|2
3) HBsAg 40|
19 ojLf &% 1=of
34 | IETESTINO3S | HBsAg97t 0=0tL|© Integer
<3,0001U/mL7}
golsl sixt
4) X4 20| 4
SHHHO| 2 &AM &
35 | IETESTINO4S | SX|3t SHAtZ, ;:?:I-I o Integer
Adeg|d AlH
HBeAg=d ZHAt
5 @& HBV DNA | 1=0]
36 [ETESTINOSS <20 1U/mL 0=0tL|2 Integer
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soolE | o1 | maw (B agyg e+ | 4
HS 78 | o
6) EH ALT <80 | 1=0]
37 [ETESTINO6S U/mL 0=0tL| 2 Integer
7) MIs
(estimated
creatinine 1=0f
38 [ETESTINO7S | clearance) >30 0=0tL| 2 Integer
ml/min (CrCl 22l
= CKD-EPI
HAtAl O 2 ALR)
8) = YAl
2HHE 2 1]
sle o
39 [ETESTINO8S ;i; i; 0=0tL|Q Integer
Soleh sixt
a0 | MV e meran Date
DOO-O00OO
SUBJNO AT SAL 1D 00 : 7|#RE
000 : YA
Screening
Baseline
S Week3
s Week8
t . Week16
. ~ VISITNM | Visit &
Medical T Week24
History Medication
Adverse Events
Unscheduled Visit
Case Close
VISITDT Y=g
Past-Medical 1=No Significant
41 MHONYN . i i Integer
History Past-Medical History
42 MHSTAT 28 0jx=F 1=Yes Integer
43 | MHREASND | & 0O|=F String | 100




Eu-||0|l:l=| E-Jr_ B A H B AAMH |:|-o| =||:||_|.|.9. ﬂ¢ 7EI
- O h.'_'|§ T O |_'I'Eo(|_'l') = o [=) -ﬁ-% 0|
N
FEEEE
44 MHDTC X O] Date
T d2
1=Hypertension
2=Diabetes Mellitus
45 MHdisease | 2HY Integer
3=Cancer
9=0ther
Other Disease )
46 | MHOTHNAME String | 100
Name
47 MHDECOD | ZEHZE ICD-10 String | 10
Al 3ol
=2 o — - =
48 MHENRF o5t F|EAI Date
1=Before
49 MHENRTPT ZIEABOIA iiéft'er id |
X g2io| ALEf =Coincident nteger
4=0ngoing
9=Unknown
50 | MHSTTRTDTC | X|&ZX X Date
@ ooy Kz |07
51 MHTRT oo 1=Yes Integer
9=Unknown
0=H|ZF%t
52 DMDRK =78 1=0AHSF At Integer
=BT ST A
=F8-2F717Hd
53 | DMDRKDUR ] TEETAC Float | 2.1
gF-3F 712
54 | DMDRKSDUR ] TEETAC Float | 2.1
oxg X mWA
o T 1~ T oL
55 DMDRKFR . Integer 1
NS REES ?
o=z = mP
o T 1~ T oLl
56 DMDRKFRQS S =53]/ Float 1.2
o=z 13 HZ
(=T B | o T
57 DMDRKAMT oz 2pxh Float 2.1
1=20F
2=94%
58 DMDRKCAT | aF¥-3&F 3=YF Integer
4=9t7z|
5=2t¢l
O=H|gAXt
59 DMSMK g 1=1tAHS HA} Integer
2=HTh B IRt
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tH Hey | 2
Ty e H+E HHAE (EH) AL o | o
=98-297(7hH
60 | DMSMKDUR ) Float | 2.1
SHE-aH7|ZHE
61 | DMSMKSDUR ) Float | 2.1
S9H-51F
62 | DMSMKCIPD | _ Integer | 3
SO/ ’
S ¢ 2 -pack-year(P .
63 | DMSMKCIPY Y String | 5
0=8l3
BY 7t 7IEH 1=UA=
64 MHFAMHBV oo 80| A[3H Integer
9=2 2
MHHBVDECO | .
65 5 BY 7t¥ MHIL | 1=B18.1 Integer
66 | MHHBVRELT |BYH Zt¥ £ 1= Integer
67 | MHHBVREL2 |BY 7t¥ = 1=2 Integer
BY
=(HELER
68 | MHHBVREL3 Jtel (Q)EED 1=(2)=F Integer
BY .
=" X| /X0
69 | MHHBVREL4 21l s /At of 1= /xtOj Integer
70 | MHHBVREL5 | BH 7+ X}l 1=Xt4 Integer
0=8l3
1=UAZ
Y 7 EE |RE
71 | MHFAMLCAN | 7 t L PPN Integer
9=EF
MHLCANDEC
72 oD et A 1=C22.0 Integer
73 | MHLCANREL1 | 72t &2 1= Integer
74 | MHLCANREL2 | 7tet 1= Integer
75 | MHLCANREL3 | Zte (hxF 2 1=(2)ZTFE Integer
76 | MHLCANREL4 | 7+t S &||/XtOj 1=2H|/XtOj Integer
77 | MHLCANREL5 | ZH@t Xt 1=AtL Integer
DOO-OOO
SUBJNO AL &AL ID 00 : 7|#HZAE
000 : AR
S Screening
Anti-Viral & Baseline
Agent t Week3
3 VISITNM Visit & Week8
Week16
Week24
Medication
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Eu-||0|l:l=| E-Jr_ B A H |:|:|AA‘II:I=I(I:|-OI) =||:||_|.|.9. ﬂ¢ 7EI
- O h.'_'|§ T o T 2o\-T = o [=] -ﬁ-% OI
Adverse Events
Unscheduled Visit
Case Close
VISITDT Y=
Z|Z tHPO|2{ A K|
78 EXFANVYR | E2A|Z} Integer | 4
HE(YYYY)
E
79 EXFANTVLA | &HFO|HAH| Lami | 1=Lamivudine Integer
vudine
X =
80 EXFANTVEN | EHtO|2{AX|_Enter | 1=Entercavir Integer
cavir
E
81 EXFANTVAD | EHHIO|H AKX Adef | 1=Adeforvir Integer
orvir
X =
82 EXFANTVTE | &H}O|2{AX| Teno | 1=TDF(Viread) Integer
fovir
E
83 EXFANTVVE | SHIO|{AK|_Veml | 1=TAF(Vemlidy) Integer
idy
X =
84 | EXFANTVOTH | €HIO[2{AK|_Othe | 1=Other Integer
r
E
EXFANTVOTH | _ .
85 o 2 HHO|2{ A K| _Othe String | 50
r AN
86 EXANVYR | & A[ZFR(YYYY) Integer | 4
87 EXANVMM | £ AIZ L (MM) Integer | 2
S5 A0 =<
88 EXANTVLA | ¢ 1=Lamivudine Integer
QFE Lamivudine
s= AFEO £
89 EXANTVEN | 5¢! 1=Entercavir Integer
ok=_Entercavir
S5 AIF0 =<
90 EXANTVAD | ¢! 1=Adeforvir Integer
oFE Adeforvir
S5 AF0 =<
91 EXANTVTE =0l 1=TDF(Viread) Integer
=

12

_Tenofovir
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i P
cmolH e Hy B~ (THR) IAYYE o ol
SE AF0 &Y
92 | EXANTWE |2 o T 1=TAF(Vemlidy) Integer
=0l 2= _Vemlidy
S A £
93 EXANTVOTH | __ o 1=0Other Integer
52l 2= _Other
S5 AE0 &
94 | EXANTVOTHO | & 2= _Other String | 50
=l
DOoO-O0Od
SUBJNO AL &AL ID 00 : 7|#ZE
000 : HeAtFoiHz
Screening
Baseline
S Week3
& Week8
tH . Week16
~ VISITNM Visit &
T Week24
Medication
Adverse Events
Unscheduled Visit
Case Close
VISITDT =Y
95 VSDTC Visit Date Date
EEREE
9 VSSTAT . 1=AlH|0=0/AlH Integer
Physical T
. 57|
Examinatio | 97 VSSYSBP N Integer | 3
. = A (mmHg)
n_Vital
o|2t7|
98 VSDIABP N Integer | 3
= 2 (mmHg)
99 VSPULSE Pulse rate(bpm) Integer | 3
100 VSHEIGHT Height(cm) Float 3.1
101 VSWEIGHT Weight(kg) Float 3.1
102 VSWSTCIR 2| =2(cm) Float 3.1
Physical
103 PESTAT o 1=Not Done Integer
Examination
104 PELLERES Lower leg edema 1=0 Integer
J 0=0t4 2 J
0=913
105 PEASCRES Ascites 1=Easily controlled Integer
2=Poorly controlled
106 PECMT Comment String | 100
1=Yes
107 TRYN K2 of & Integer
0=No
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B > 4
cmolH e Hed B~ A (TH) AYLE o ol
108 TRDTC K2 AlZF Date
AMAIY & ™
109 | TRAVDRUGYN | 2 or® 1=ves Int
N nteger
stHfol2{ AN M | 0=No 9
o
SHHFO| 2 A .
110 TRAVDRUG orm o String 50
= o
DOO-00
SUBJNO AT &AL ID 00 : 7|#3E
000 : AR HZ
Screening
Baseline
S Week3
& Week8
tH o Week16
~ VISITNM Visit &
T Week24
Medication
Adverse Events
Unscheduled Visit
Case Close
VISITDT LEY
1=Done
111 LBSTAT Al 0] £ Integer
N 0=Not done 9
112 LBDTC Date of Tests Date
WBC+C105:C106:C
113 LBWBCND 122 1=Not Done Integer
ravoratory 114 LBWBC WBC Float 2.2
oa )
Values ZAHx10/3/ul)
115 LBHBND Hemoglobin 1=Not Done Integer
Hemoglobin
116 LBHB Float 2.1
Z1k(g/dL)
117 LBPLTND Platelet 1=Not Done Integer
Platelet count
118 LBPLT Integer | 3
A1 x1073/uL)
Absolute
119 LBANCND . 1=Not Done Integer
neutrophil counts
Absolute
120 LBANC neutrophil count Float | 5.2
Ak (x /L)
121 LBASTND AST(SGOT) 1=Not done Integer
AST(SGOT)
122 LBAST Integer | 4

ZIHIU/L)
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i Hy | 2
Coed e H+E Ha 2 (TH) AZUHE o ol
123 LBALTND ALT(SGPT) 1=Not done Integer
ALT(SGPT)
124 LBALT Integer | 4
AU/
Alkaline
125 LBALPND 1=Not done Integer
phosphatase (ALP)
126 LBALP ALP Z1tuU/L) Integer | 4
127 LBTBND Total bilirubin 1=Not done Integer
128 LBTB Total bilirubin Float | 2.1
0a .
Z1Hmg/dL)
129 LBDTBND Direct bilirubin 1=Not done Integer
130 LBDTB Direct bilirubin Float | 2.1
0a .
ZA Ik (mg/dL)
131 LBCRND Creatinine 1=Not done Integer
Creatinine
132 LBCRT Float | 2.2
A (mg/dL)
133 LBBUNND BUN 1=Not done Integer
134 LBBUN BUN Z1k(mg/dL) Integer | 3
135 LBPHOSND | Phosphorous 1=Not done Integer
Phosphorous
136 LBPHOS Float | 2.1
ZA Ik (mg/dL)
137 LBCAND Calcium(Ca) 1=Not done Integer
Calcium(Ca)
138 LBCA Float | 2.1
A mg/dL)
139 LBNAND Sodium(Na) 1=Not done Integer
Sodium(Na)
140 LBNA Integer | 3
Z I (mmol/L)
141 LBKND Potassium(K) 1=Not done Integer
Potassium(K)
142 LBK Float | 2.1
Z I (mmol/L)
Laboratory 143 LBTOTPND | Total protein 1=Not done Integer
Values Total protein
144 LBTOTP Float | 2.2
A H(g/dL)
145 LBALBND Albumin 1=Not done Integer
Albumin
146 LBALB Float | 2.1
A H(g/dL)
147 LBTGND TG 1=Not done Integer
148 LBTG TG Z1H(mg/dL) Integer | 4
149 LBLDLND LDL 1=Not done Integer
150 LBLDL LDL Z1(mg/dL) Integer | 4
151 LBEGFRND GFR 1=Not done Integer
152 LBGFR GFR Float | 3.2

_29_




soom | DT wmaw | wammEs) ague el
HS 74 | o
ZA 3K (mL/min/1.73
m’)
153 LBPTINRND | PT INR 1=Not done Integer
154 LBPTINR PT INR Z1} Float | 2.2
155 LBPTND PT(%) 1=Not done Integer
156 LBPT PT(%) A1t Integer | 3
157 LBPTSECND PT(sec) 1=Not done Integer
158 LBPTSEC PT(sec) A1t Float | 2.1
159 LBCPSND Child-Pugh Score | 1=Not done Integer
Child-Pugh Score
160 LBCPSALBP ) . Integer 1
- Albumin (points)
Child-Pugh Score
161 LBCPSBILP N . Integer 1
- Bilirubin (points)
Child-Pugh Score
162 LBCPSINRP - Integer 1
- INR(points)
0=None
163 LBCPSASCI | Ascites 1=Easily controlled Integer
2=Poorly controlled
Child-Pugh Score
164 LBCPSASCP . . Integer 1
- Ascites(points)
0=Grade 0
165 | LBCPSENCEP | Encephalopathy 1=Grade I~II Integer
2=Grade M~IV
Child-Pugh Score
166 LBCPSENCP | - Encephalopathy Integer | 1
(points)
Child-Pugh Score
167 LBCPSTOT . Integer 2
(points)
Child-Pugh Score .
168 LBCPSCLA String 1
Class
) ) N 1=Done
169 LBUASTAT | Urinalysis A/ 0| & Integer
0=Not done
170 | LBUAALLNEG | Urinalysis Z1} 1=All negative Integer
1=Not done
2=Negative
) 3=1+
171 LBUAALB Albumin(dd &AL 4> Integer
=2+
5=3+
6=4+
1=Not done
2=Negative
172 LBUAGLU Glucose 3=1 Integer
=1+
4=2+
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5=3+
6=4+

173

LBUAKET

Ketone

1=Not done
2=Negative
3=1+
4=2+
5=3+
6=4+

Integer

174

LBUABILI

Bilirubin

1=Not done
2=Negative
3=1+
4=2+
5=3+
6=4+

Integer

175

LBUAOB

Occult Blood

1=Not done
2=Negative
3=1+
4=2+
5=3+
6=4+

Integer

176

LBUAUB

Urobilinogen

1=Not done
2=Negative
3=1+
4=2+
5=3+
6=4+

Integer

177

LBUANIT

Nitrite

1=Not done
2=Negative
3=1+
4=2+
5=3+
6=4+

Integer

178

LBUAWBC

WBC(stick)

1=Not done
2=Negative
3=1+
4=2+
5=3+
6=4+

Integer

179

LBAFPND

AFP

1=Not done

Integer

180

LBAFP

AFP Z1k(ng/mL)

Float

5.1

181

LBHBV

HBV DNA

Integer
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M My |
CHely e H+E HE 2 (EH) Igle os | o
HBV DNA Titer
182 LBHBVDNA Float | 2.2
(X10%)
HBV DNA
183 LBHBDNAU . Integer 1
Titer(lU/mL)
1=Not done
184 LBHBSAG HBsAg 2= Integer
3=54
185 LBHBSAGT HBsAg Titer(IU/mL) Float | 5.2
1=Not done
186 LBHBSAB HBsAb 2= Integer
3=24
1=Not done
187 LBHBEAG HBeAg Do OFA3= 2 Integer
1=Not done
188 LBHBEAB | HBeAb 2= Integer
3=54
1=Not done
189 LBAHCV Anti-HCV 2= Integer
3=24
1=Not done
190 LBAHIV Anti-HIV 2=%4 Integer
3=54
1=Not done
191 LBAHDV Anti-HDV 2= Integer
3=24
192 LBBIOND Serum for storage | 1=Not done Integer
193 LBBIODTC Date of sampling Date
Buffy coat for
194 LBBACND 1=Not done Integer
storage
195 LBBFCDTC Date of sampling Date
196 LBCMT Comment String | 100
DOO-OO
SUBJNO AT AL 1D 00 : 7|#IALE
000 : tHYARoS
Screening
s Baseline
Imaging & Week3
Finding t Week8
T VISITNM Visit & Week16
Week24
Medication

Adverse Events
Unscheduled Visit
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soey | 0T | e | wedm@s) aguye o | &
HS 78 | o
Case Close
VISITDT =
197 FAIMAND Imaging Finding 1=Not done Integer
198 FAIMADTC Date of test Date
1=USG
199 | FAIMATYPE | Test type 2=CT Integer
3=MRI
1=Normal
2=Chronic liver disease
200 FAIMARES A1t 3=Liver cirrhosis Integer
4=Liver cancer 9|4
9=0Other
201 FAIMARESOT | Other String | 100
DOO-O00OO
SUBJNO AT SR ID 00 : 7|#RE
000 : YRR
Screening
Baseline
S Week3
& Week8
t . Week16
Fibroscan T VISITAM visit & Week24
Medication
Adverse Events
Unscheduled Visit
Case Close
VISITDT Y=
202 FAFIBROND | Fibroscan 1=Not done Integer
203 | FAFIBRODTC | Date of test Date
204 | FAFIBROMED | Median of fibrosis Float | 3.2
205 | FAFIBROCAP | Median of CAP Integer | 3
DOO-OO0
SUBJNO ATLHEAL 1D 00 : 7|#RE
OO0 : AR
o Screening
° line
EQ-5D s 55:;3
d Week8
~ -
+ VISITNM Visit & Weekl6
Week24
Medication

Adverse Events
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ol E-Jr_ A H AMH/CLO Cl =2 ﬂ¢ 7EI
Chold WS - B~ M (2HR]) AL E o ol
[ T
Unscheduled Visit
Case Close
VISITDT gE
N o T1=Yes
206 QSEQYN EQ-5D Al O & 0=N Integer
=NO
207 | QSEQDTC EQ-5D 22 Dat
Al e
1=Lt& Zed M9
x|I|-o| O-||:|.
2=Lt= AEedl o7t
x|x|-o| O||:|-
208 QSEQA EQ-5D 0|8 3=lt= Zed S Integer
Heo| X|&0| ALt
4=Lte HeH Mot
x|I|-o| OI|:|-
5=Lt= Z2 = oIt
1=Lt= ZEXt WAL 22
=0 ™5 X[E0o| gict
2:|_|-h §X} MI7—| |_|- 22
=0 &4zt X[Zo| ALt
3=Lt= Xt WAL 22
209 QSEQB EQ-5D At7| #2| | Y=0 ¢ =2l X|EHO| | Integer
ALH
4=Lt= =X NALE 22
=g At XIFo| ULt
5=Lt= 22Xt MALE 22
A2 = 2ot
1=Lt= 24 &2
st ™3 X|Eo| giCt
2=Lt= 24 252
S0l kzt X|&0o| ULt
3=Lt= 24 #E52
210 QSEQC EQ-5D €& && | ot=0 3¢ &2l X|EHO| | Integer
AL}
4=Lts LA 2EZ
st Mg X|&o| ULt
5=Lt= M 2 & +
gict
1=Lt& HS EF0|Lt
_ =HZO0| gt
- Ex=/EHm7t
211 QSEQD EQ-5D s5/=2H4 Lt of7h E=0[L} Integer
SHZO0| QULCH
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soely | ST | waw | wamm@s) agiyg o+ | d
HS 78 | o
3=Lt= ¢ 9
&30|Lt 2HAO| ACE
4=Lt= oot S350|L
=HZOo| AT
S5=Lt= et S50ILt
=HA0| UCH
T=Lt= & SQHsHAL
F=OHA| BCt
2=Lt= ofZh S OH5HA L
S-S50t
L |3=uEe B HER
212 QSEQE EQ-5D =2l/% = SolsiAL 223ict Integer
4=Lte MBS 2oksirLt
228}t
s=Lts 322 2oRetALt
283l
E D 252
213 QSEQHS 272t AFE Integer | 3
DOO-O0
SUBJNO AFCHY AL 1D 00 : 7|#RE
000 : AR
Screening
Baseline
S Week3
s Week8
tH . Week16
N VISITNM Visit &
T Week24
Medication
Adverse Events
Study drug Unscheduled Visit
compliance Case Close
VISITDT Y=g
214 EXNA NA 1=NA Integer
215 | EXDRUGNAM | EHIO|Z{ A K| String | 100
216 EXSTDTC =8 AAHE Date
217 EXENDTC |=& &Y Date
EosioF
218 | EXPLDRUG ;H;OHH)F = Integer | 3
A =8¢t
219 EXADDRUG =) Integer | 3
220 EXCOMP Compliance(%) Float 3.1
221 EXCMT Comment String | 100
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soey | 0T | e | wedm@s) aguye o | &
HS 78 | o
DOO-O0
SUBJNO AT SAL 1D 00 : 7|#RE
OO0 : YRR
Screening
Baseline
S Week3
& Week8
tH . Week16
N VISITNM Visit &
- Week24
Medication
Adverse Events
Unscheduled Visit
Case Close
VISITDT g
2 E e, K]
222 CMAYN ;%ioﬁtg =0 ?;gi; Integer
223 | CMPRDNAM | 425 String
224 | CMPRDNAME EE%E&EIXI String | 100
Concomita 1=AE
nt 225 | CMINDICAT | Indication 2=MH Integer
medication 3=0gH =45
4=TX K|
226 CMINDI Indication Al String | 100
227 CMSTDTC | &0 A% Date
228 CMONG Ongoing 1=0ngoing Integer
229 | CMENDTC | &0 ZE2Y Date
230 CMDOSE 12| F0ig Float | 5.3
1=mg
2=mcg
3=9
4=|
231 CMDOSU 0] tHe Integer
5=ml
6=Tablet
7=Capsule
9=0ther
232 | CMDOSUO | &0 Et@| Other String | 20
1=qd
2=bid
233 | CMDAYFRQ |1¥ E<F 3l 3=tid Integer
4=qid
5=prn
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cojold

rE rk
for 4>

re
4>
of

"
on
oo

40 r®
ot 4

9=other

234

CMDAYFRQO

String

235

CMROUT

1=oral

2=V

3=IM

4=SC

S5=trans dermal
9=other

Integer

236

CMROUTO

E
.

ZE Other

String

50

237

CMDOSFRM

12

Mo
=
0t

M TABLET

=X CAPSULE
EZ7|X TROCHE
SHAl PILL

I+2 GRANULE
APKl POWDER
SYRUP
8=AAK| EXTRACT
9=UZIMA ELIXIR
10=24H| LIQUID AND
SOLUTION

21=FAtH|  INJECTION
31=4Lg+H
TRANSDERMAL SYSTEMS
32=H 5 PLASTER
33=7}EtZ2tA 0K
CATAPLASMA
34=I|0O|AEX| PASTE
35=C110 K| OINTMENT
36=3 &KX CREAM
37=2HX GEL
41=0t & |
OPHTHAMIC

42=%tX| SUPPOSITORY
43=25X SPRAY
44=00{2%& AEROSOL
45=Z A INHALANT
51=0|&/ ™| INSERT
52=X| | TICHE ot &

DIAGNOTIC, EXTERNAL

o o O
81=9148 MR 17,

X|HZ SANITARY

1=
2=
3=
4=
5=
6=
7

Integer
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=P Wy [ 2
cmolH e Hed B~ A (TH) AYLE o ol
FABRICS, RUBBERS OR
PAPERS
99=7|E} OTHERS
238 | CMDOSFRMO | &= ™ _Other String | 20
DOO-01
SUBJNO AT AL ID 00 : 7|#3E
000 : tHEAROoHE
Screening
Baseline
) Week3
& Week8
tH . Week16
N VISITNM Visit &
T Week24
Medication
Adverse Events
Unscheduled Visit
Case Close
VISITDT gHEY
0=8la
239 AEYN ojgfHts o2 -0 Integer
=T
240 AETERM Ol tt3 ™ String | 100
241 AESTDTC i Date
Adverse | 242 AEONG s 1=0Ongoing Integer
Events | 243 | AEENDTC | AHdY Date
SCHot O|&ELS 1=Yes
244 AESAE z'd cee N Integer
= =
1=Mild
2=Moderate
245 AESEV Ol Z e Integer
3=Severe
4=Life-threatening
0=81&
246 | AEACTION | 7SI =X 1-ole Integer
= AT
1=l
2=A=KX &
247 AETREAT K= J_ujote |2 Integer
4=AFT ST
1=es| A A
2=B20| YCHD M2ty
ALE x| oto 3=mao| 7t5Y US
248 AEREL ey 4=TH{0| SiCHD A4ZIel Integer
5=F=s| #Eo| gis
6==9
249 AERES o|4etg Zut 1=K FEES 23) | Integer




=P Wy [ 2
cmolH e Hed B~ A (TH) AYLE o ol
=X REZEHE UD)
3=THF
4=F7H =4
S5=AtY
6=Z7t=27}-tX} A EH
gol0| EIHst AL
DOO-101
SUBJNO AT AL ID 00 : 7|#ZE
000 : AR
Screening
Baseline
S Week3
E Week8
H - Week16
. VISITNM | Visit &
T Week24
Medication
Adverse Events
Unscheduled Visit
Case Close
VISITDT LEY
1=Initial
250 SAERT Report type 2=FU Integer
Serious 3=Initial & Final
251 SAERPDTC Report date Date
Adverse ol %ol
252 SAEINDTC PR Date
Events 53 | SAETERM | O|AgHS T String | 100
254 SAEONG RS 1=0ngoing Integer
255 SAESTDTC Rk Date
256 SAEENDTC | &4 Date
e
o _ T1=Yes
257 SAELIVER of (AR EHEHO Integer
- 0=No
o|8h
Soetn ofdstal |
" o =Yes
258 | SAESUSAR | &3t of=0|4HEtE Integer
o 0=No
of £
1=Mild
2=Moderate
259 SAESEV oldtts 2= Integer
3=Severe
4=Life-threatening
0=81&
260 | SAEACTION | A7 =X . Integer
==
261 SAETREAT | X|& 1=91= Integer
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soey | 0T | e | wedm@s) aguye o | &
HS 74 | o
Medication
Adverse Events
Unscheduled Visit
Case Close
VISITDT P
270 DSDTC End of study Date
Fof STHEOIM
271 DSDRENDTC Eop =crolx Date
1=Yes
272 DSPC Study completed Integer
0=No
=670 &= 2=
273 DSPCR Z‘iﬁy completed | 5 _stutolajA®| 120 Integer
3=A1Y
1=8% HBV DNA %7}
>2,000 1U/mL
2={tEgh A oS EX|
SHHIO| R A K =ot ed
274 DSREADM WECE ALS 37 HBE Integer
A=H|Tj&d ZtEdHT LY
S=7hMZ Qb 2
9="7|Et
SHHIO| R A K
MESF A7t
275 | DSREADMOTH JIEFOl HO ARA| String | 100
LH&
276 DSDRDTC Date of drop out Date
1=Not followed by
physician
2=Lost to follow-up
3=Patient decision
(subject withdrew
Reason for ending | consent, etc.)
277 DSWDR data collection for | 4=Adverse event Integer
this subject 5=Subject refused due to
adverse event
6=Ald CHE AR}
YIAIHo| &St St
YLBIAS 8%
9=0ther
Date subject last
278 DSWDRLST Date
contact
279 DSWDRAE String | 100
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soey | 0T | e | wedm@s) agiyg o+ | d
- S - - - 78 | o
280 DSWDROT String | 100
DOO-O00O
SUBJNO AT SR ID 00 : 7|#RE
OO0 : AR
Screening
Baseline
S Week3
s Week8
t - Week16
N VISITNM Visit 3 Week24
Medication
Event Adverse Events
Follow Up Unscheduled Visit
Case Close
VISITDT =
1=Yes
281 CEFUYN Event Follow Up 0=No Integer
9=NA
Occurrence of 1=Yes
282 | CEOCCURCAN Integer
cancer 0=No
283 CECANDTC | Date of Cancer Date
284 | CEOCCURDEA | Death 1=Yes Integer
0=No
285 CEDEADTC Date of Death Date
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B

e tHa HadY
LAY TE AF2 O[T AYAIEE o429 OiX|Y ROz H
ot}

25 IETESTEX12 | 12) Y4HR, =REF, E= AMS A5t AU

26 [ERESULT Result of Screening

27 I[ERESULTC Screen Failure®l 4%

28 I[ESCRFOT Screen Failure7t Others I 22 &AM ALg

29 IEELI MENLZIES BF UERSASLIN?

30 EXDRUG ag;lfiml I RE BF 7I& FOl5tE 2HO[ZAHE WUF

31 EXDRUGDTC | gHO|2{ AN mE

32 I[ETESTINO1S | 1) QA & ® K™z ME =z A

33 I[ETESTINO2S | 2) 2t 19-65A

34 IETESTINO3S ?éj |_§.|_FBXSng g0l 13 Ol E¥ HBsAg 7t <3,0001U/mL7t =+Ql

35 IETESTINOAS ﬁ)se/flgﬁ%éﬁsé)?lt? SHOIMANE f|XIsH SHA2, A3gld Al

36 IETESTINO5S | 5) & HBV DNA <20 IU/mL

37 IETESTINO6S | 6) & ALT <80 IU/mL

38 IETESTINO7S QEM?ZIFD Eéfs;c;l?’tiledggefrg)ne clearance) =30 ml/min (CrCl =2l

39 IETESTINOSS 53()r 2 YA HHEE F AMEE 2R EaY A2 32 o

40 CMAVENDDTC | &2 SEHUXL

41 MHONYN Past-Medical History

42 MHSTAT 2y 0=

43 MHREASND | 23 O|& AR

44 MHDTC A JE =7

45 MHdisease HHE

46 MHOTHNAME | Other Disease Name

47 MHDECOD AYIALC |CD-10

48 MHENRF B ol 23 7|EAIH

49 MHENRTPT | 7|ZA| -0 2o HEl

50 MHSTTRTDTC | &|EXNX| Y

51 MHTRT 19 ol Xz /7

52 DMDRK =54

53 DMDRKDUR | 8F#H-8F 7|7t

54 DMDRKSDUR | &F8-g37|2t

55 DMDRKFRQ | 2FH-F B¢ 233+

56 DMDRKFRQS | 8F8-F Hd 2F3=+

57 DMDRKAMT | 2F&-13| B T

58 DMDRKCAT | F8-ZF

59 DMSMK S0l

60 DMSMKDUR | S§9=-5¢7|7t

61 DMSMKSDUR | E¢-g97|zt
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B
tHa HadY
H
62 DMSMKCIPD | S98-st& S
63 DMSMKCIPY | &% 3-pack-year
64 MHFAMHBY | BY 7t 7158 |F
65 MHHBVDECOD | BY 7t® EHIAE
66 MHHBVREL1T | BY 7t¥ &
67 MHHBVREL2 |BY Ztg 2
68 MHHBVREL3 | BY 7t _(h=8 2
69 MHHBVREL4 | BY 7t _ S A|/XtOY
70 MHHBVREL5 | BY ZtEl Xt
71 MHFAMLCAN | 7t®f 7t=3 Q&8
72 MHLCADNDECO 7t AlHAE
73 MHLCANRELT | Ztet &
74 MHLCANREL2 | ZtQf &
75 MHLCANREL3 | ZH (hZ=EZ
76 MHLCANREL4 | 7+t S X|/X oY
77 MHLCANREL5 | 7+t Xti4
78 EXFANVYR Z|Z& SHIO| AN FFAZ HE(YYYY)
79 EXFANTVLA | X[ 2HHIO|2{ AK|_Lamivudine
80 EXFANTVEN | X[ 2HIO|2{AK|_Entercavir
81 EXFANTVAD | X[ &HIO| 2 AK|_Adeforvir
82 EXFANTVTE | Z|Z HFO|2{AH|_Tenofovir
83 EXFANTVVE | Z|Z @HIO|2{AH|_Vemlidy
84 EXFANTVOTH | X=X 2HH}0|2{ A K| _Other
85 EXFANTVOTHO | Z[Z= EHFO[ZAX|_Other AHA|
86 EXANVYR FoF AZF(YYYY)
87 EXANVMM | £ A[ZY(MM)
88 EXANTVLA S& AFEO Fof 52 2= Lamivudine
89 EXANTVEN 55 MG £ 2 2= _Entercavir
90 EXANTVAD | 5 A|EO £ 52 4= _Adeforvir
91 EXANTVTE SE AHEO Fof 52 2= _Tenofovir
92 EXANTWE | 85 A|EO| £ 2 2F= Vemlidy
93 EXANTVOTH | 85 A|”H0| £ ¢ 2= Other
94 EXANTVOTHO | &5 AlEO| £ 52 2F=_Other &4
95 VSDTC Visit Date
96 VSSTAT gyds 5 o7
97 VSSYSBP =57 4
98 VSDIABP Ol2t7| et
99 VSPULSE Pulse rate
100 VSHEIGHT Height
101 VSWEIGHT | Weight
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B
tHa HadY
H
102 VSWSTCIR SR
103 PESTAT Physical Examination
104 PELLERES Lower leg edema
105 PEASCRES Ascites
106 PECMT Comment
107 TRYN Kz of &
108 TRDTC N PNE=RPNES =
109 TRAVDRUGYN | 2&AIR &of © 5&5IH FHO|Z AKX MY off
110 TRAVDRUG | &HIO|Z AN A=Y
111 LBSTAT RIS
112 LBDTC Date of Tests
113 LBWBCND WBC
114 LBWBC WBC Zxt
115 LBHBND Hemoglobin
116 LBHB Hemoglobin Z 1t
117 LBPLTND Platelet
118 LBPLT Platelet count Z1}
119 LBANCND Absolute neutrophil counts
120 LBANC Absolute neutrophil count Zt
121 LBASTND AST(SGOT)
122 LBAST AST(SGOT) Z1}
123 LBALTND ALT(SGPT)
124 LBALT ALT(SGPT) Zxt
125 LBALPND Alkaline phosphatase (ALP)
126 LBALP ALP Z1}
127 LBTBND Total bilirubin
128 LBTB Total bilirubin  Z1t
129 LBDTBND Direct bilirubin
130 LBDTB Direct bilirubin  Z 1t
131 LBCRND Creatinine
132 LBCRT Creatinine 21}
133 LBBUNND BUN
134 LBBUN BUN Z 1t
135 LBPHOSND Phosphorous
136 LBPHOS Phosphorous Z1f
137 LBCAND Calcium(Ca)
138 LBCA Calcium(Ca) Z1t
139 LBNAND Sodium(Na)
140 LBNA Sodium(Na) 21t
141 LBKND Potassium(K)
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HE
H Y Ha Y
HS
142 LBK Potassium(K) Z1t
143 LBTOTPND Total protein
144 LBTOTP Total protein Z 1t
145 LBALBND Albumin
146 LBALB Albumin Zxt
147 LBTGND TG
148 LBTG TG 41t
149 LBLDLND LDL
150 LBLDL LDL Zat
151 LBEGFRND GFR
152 LBGFR GFR Z1t
153 LBPTINRND PT INR
154 LBPTINR PT INR Z1f
155 LBPTND PT(%)
156 LBPT PT(%) A1t
157 LBPTSECND PT(sec)
158 LBPTSEC PT(sec) &1}
159 LBCPSND Child-Pugh Score
160 LBCPSALBP Child-Pugh Score - Albumin (points)
161 LBCPSBILP Child-Pugh Score - Bilirubin (points)
162 LBCPSINRP Child-Pugh Score - INR(points)
163 LBCPSASCI Ascites
164 LBCPSASCP Child-Pugh Score - Ascites(points)
165 LBCPSENCEP | Encephalopathy
166 LBCPSENCP Child-Pugh Score - Encephalopathy (points)
167 LBCPSTOT Child-Pugh Score (points)
168 LBCPSCLA Child-Pugh Score Class
169 LBUASTAT Urinalysis A0 £
170 LBUAALLNEG | Urinalysis Z1t
171 LBUAALB Albumin(E-d A A
172 LBUAGLU Glucose
173 LBUAKET Ketone
174 LBUABILI Bilirubin
175 LBUAOB Occult Blood
176 LBUAUB Urobilinogen
177 LBUANIT Nitrite
178 LBUAWBC WBC(stick)
179 LBAFPND AFP
180 LBAFP AFP Z 1t
181 LBHBV HBV DNA
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B

tHa HadY
H
182 LBHBVDNA | HBV DNA Titer
183 LBHBDNAU | HBV DNA Titer
184 LBHBSAG HBsAg
185 LBHBSAGT HBsAg Titer
186 LBHBSAB HBsAb
187 LBHBEAG HBeAg
188 LBHBEAB HBeAb
189 LBAHCV Anti-HCV
190 LBAHIV Anti-HIV
191 LBAHDV Anti-HDV
192 LBBIOND Serum for storage
193 LBBIODTC Date of sampling
194 LBBACND Buffy coat for storage
195 LBBFCDTC Date of sampling
196 LBCMT Comment
197 FAIMAND Imaging Finding
198 FAIMADTC Date of test
199 FAIMATYPE | Test type
200 FAIMARES At
201 FAIMARESOT | Other
202 FAFIBROND | Fibroscan
203 FAFIBRODTC Date of test
204 FAFIBROMED | Median of fibrosis
205 FAFIBROCAP | Median of CAP
206 QSEQYN EQ-5D A& of%
207 QSEQDTC EQ-5D H& Al
208 QSEQA EQ-5D O|&4
209 QSEQB EQ-5D Xt7| &2
210 QSEQC EQ-5D ¢4 &=
211 QSEQD EQ-5D s5/=2H%
212 QSEQE EQ-5D =2t/%=2
213 QSEQHS EQ-5D 2=2| H& oH
214 EXNA NA
215 EXDRUGNAM | EHHIO| R A X
216 EXSTDTC =8 AEY
217 EXENDTC =8 3¢
218 EXPLDRUG =850F & =
219 EXADDRUG | A =83t =
220 EXCOMP Compliance(%)
221 EXCMT Comment
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Ha
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HS
262 SAEREL AT S| Aptd
263 SAERES SO o|dts =&/
264 SAEOUT Outcome
265 SAEDEADTC | At
266 SAEDEACAU | At ALg
267 SAEEXYN 24 /%
268 SAEEXDTC 24 2Al
269 SAENAR SAE &AM LHE
270 DSDTC End of study
271 DSDRENDTC | £ SEHZOIM Fof SHUXL
272 DSPC Study completed
273 DSPCR Study completed &FA|
274 DSREADM SHHO| AKX THES AFS
275 DSREADMOTH | &HIO|2{ AR THEF ALR7F J|EHRl 32 oM L&
276 DSDRDTC Date of drop out
277 DSWDR Reason for ending data collection for this subject
278 DSWDRLST Date subject last contact
279 DSWDRAE If AE, specify
280 DSWDROT If other, specify
281 CEFUYN Event Follow Up
282 CEOCCURCAN | Occurrence of cancer
283 CECANDTC Date of Cancer
284 CEOCCURDEA | Death
285 CEDEADTC Date of Death
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Tenofovir Alafenamide for
1 Drug-Resistant Hepatitis B: A Kwan Soo Byun Clin Gastroenterol Hepatol.
Randomized Trial for Switching From Q| 9F 2022 Feb;20(2):427-437.e5
Tenofovir Disoproxil Fumarate
Increasing on-treatment hepatocellular
) carcinoma risk with decreasing Won-Mook Choi J Clin Invest. 2022 May
baseline viral load in HBeAg-positive Q 4H 16;132(10):e154833
chronic hepatitis B
Efficacy and safety of tenofovir
alafenamide versus tenofovir . . Liver Int. 2022
3 Jihye Lim 2| 7%

disoproxil fumarate in treatment-naive
chronic hepatitis B

Jul;42(7):1517-1527

Impact of expanding hepatitis B

Young-Suk Lim

Aliment Pharmacol Ther. 2022

4 | treatment guidelines: A modelling and
o . e 5 Aug;56(3):519-528
economic impact analysis
Hepatitis B Virus Treatment and
c Hepatocellular Carcinoma: Soo Ki Kim 2 Liver Cancer. 2022 Aug
Controversies and Approaches to 6% 23;11(6):497-510
Consensus (Review article)
Detecting Early Hepatocellular
6 Carcinoma in Patients with Chronic Jonggi Choi 2 Clin Gastroenterol Hepatol.
Hepatitis B Using Longitudinal 23 2023 Jun;21(6):1590-1597
a-Fetoprotein Screening
Low Level of Hepatitis B Viremia
Compared With Undetectable Viremia _
. Jiwon Yang 2| Am J Gastroenterol. 2023 Jun
7 Increases the Risk of Hepatocellular
: . . . 73 1;118(6):1010-1018
Carcinoma in Patients With Untreated
Compensated Cirrhosis
Tenofovir Alafenamide for Multiple ) ) )
) ] . Jonggi Choi 2| Clin Gastroenterol Hepatol.
8 Drug-Resistant Chronic Hepatitis B: A
- . 49 2023 Nov;21(12):3185-3187
3-Year Clinical Trial (Research Letter)
CAMP-B score predicts the risk of
9 hepatocellular carcinoma in patients | Hye Won Lee 2| | Aliment Pharmacol Ther. 2024
with chronic hepatitis B after HBsAg 73 May;59(10):1223-1235
seroclearance
Non-linear association of baseline
viral load with ontreatment Won-Mook Choi
10 ) S Gut. 2024 Mar 7;73(4):649-658
hepatocellular carcinoma risk in Ql 6%
chronic hepatitis B
Viral Load-Based Prediction of
11 Hepatocellular Carcinoma Risk in Gi-Ae Kim 2| Ann Intern Med. 2024
Noncirrhotic Patients With Chronic 16 Oct;177(10):1308-1318

Hepatitis B : A Multinational Study
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for the Development and External
Validation of a New Prognostic Model

12

Non-linear association between liver
fibrosis scores and viral load in
patients with chronic hepatitis B

Gi-Ae Kim 2| 3Y

Clin Mol Hepatol. 2024
Oct;30(4):793-806

13

Early Antiviral Treatment with
Tenofovir Alafenamide to Prevent
Serious Clinical Adverse Events in

Chronic Hepatitis B Patients with High
Viremia : Interim Results from the
ATTENTION Randomised Controlled

Trial

Young-Suk Lim
Q| 269

Lancet Gastroenterol Hepatol.
2025Apr;10
(4):295-305

14

Association Between Viral Replication
Activity and Postoperative Recurrence
of HBV-Related Hepatocellular
Carcinoma

Won-Mook Choi
Q 174¢

Alimentary Pharmacology &
Therapeutics, 2025;
61:1680-1691

15

Association between everolimus
combination therapy and cancer risk
after liver transplantation: A
nationwide population-based
quasi-cohort study

Suk-Chan Jang
Q| 4%

American Journal of
Transplantation 25 (2025)
1285-1295

16

Cost-Effectiveness of Antiviral
Therapy in Patients With High
Viremic Indeterminate Phase Chronic
Hepatitis B

Suk Chan Jang
Q| 79

Liver International, 2025;
45:e70238

_54_




3. Annotated CRF

S HQIH(eCRF E)

H3xt HE S

Baseline W3

Screening

ws W16 W24(EOT) uv

v H 35 5 E2
H3x Hl S 5o] off

Haxt HE SOl

) o (ICFDTCYN[N]=1) (O OH]2 ( ICFDTCYN[N]=0 )

( ICFDTC[D] )

EHQH(eCRF B)

Inclusion & Exclusion criteria

Screening Baseline W3 W8 W16 W24(EOT) uv
#| 1) Inclusion & Exclusion criteria

718 HE
Lio| M ( DMAGE[N3] )
AL ) BH EE AMTHSE U ( DMPREGINI=1) () YMOtH ( DMPREGINI=2 )

¢ | Inclusion criteria
ATE|Y AJEORA

1) UHAE Bof H AL =Ho= qH 01§ HIo &
2y TH19-654|

3) HBsAg Z30]10{ 13 o[l B8 HBsAgS7t <3,0001U/mL
7t ZOIE

4) 2+ U014 guloj2{A KB FXIS BAIE, 2324 A
T HBeAgEd X

5) % HBV DNA =20 IU/mL
6) ©E ALT <80 JU/mL

7) 47|15 (estimated creatinine clearance) =30 ml/min (Cr
Cl B2l EE= CKD-EP] Al4HAlo 2 ARg)

8) 2 UHANEM HHE QF AESE BT F
sk 2hx}

=i 23 59

»| Exclusion criteria

1) CHE 74 o[22 cH &2 DY TE HIO[Z2) K2 HI
v BAHE o Ho| = #5 E SAEE0 AR |

2) YuEo = JHEME0] 27 U BAE 2301Y A"
ojM CHE =7 & ot 7HX§ MJo= F2: (1) =280k cT

MROIM H|EE(-12cm)7t BEE 27 (2) 7 5= B4
(Fibroscan)0 41 9 kPa O]4f (3) @28 54 <150,000/mm3

() YAEIHE Y2 HH S) ( DMPREGIN]=3 ) () NA { DMPREG[N]=9 )

) O ( IETESTINO1SINI=1) (O OFLI2 { IETESTINO1S[N]=0)

) O ( IETESTING2S[NI=1) (O OIS { IETESTINO2S[NI=0 )
() 9 ( IETESTINO3S[N]=1) (O OfL2 { IETESTINO35[N]=0 )
() ® { IETESTINO4S[N]=1) (O OIS { IETESTIND4S[N]=0 )

() O ( IETESTINOSSIM]=1) ()

OfL|2 { IETESTINO5S[N]=0)

() O { IETESTINOGS[N]=1) () CIL{2 { IETESTINOGS[N]=0 )

() © { IETESTINOTS[M]=1) () OfL|2 { IETESTINOTS[N]=0)

O @ ( IETESTINOSS[NI=1) (O OtL=2 { IETESTINO8S[N]=0 )

) 9 ( IETESTEX01[N]=1) (O OrL{2 ( IETESTEX01[N]=0)

O O ( IETESTEX02[NI=1) ) OtLI2 { IETESTEX02[N]=0 )

T2 SOl AR T A% AR 47|92 Z7g 2

g
B
[=]3
o
38
]
i
o

Bl R6 = 2t
715 =HoE A32]Y AP0 SR HEote] HFBEFL Predol B2 BSc BOE =

SuCH
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3) 97 €3& S8ie0g/day)OlL Y UE B8 7I¥=0| (O o ( IETESTEXO3[N]=1} (O OtL|2 ( IETESTEX03[N]=0 )
A= X

4) 2321d H 143 ojujol] B8Ees gHol Higidd 74F () o ( IETESTEX04[N]=1) () OtL|= ( IETESTEX04[N]=0 )
HEo| Mo s 3RS+ S YR EFE S &

£ 232l AHEoA child-Pugh score 78 0|4 HT.

-~
L

5) 23e2ld H 12748 ojuiof] 2IEH & (interferon) £ H () O ( IETESTEXOS[M]=1 OfL|2 { IETESTEXO5[M]=0 )

oA a=te A =8h A =8 22 2R

O

6) A4 AHZ0|E £E= HEMHN A8 o= ol U4 (O O (IETESTEX06[NI=1) (O OfL|= { IETESTEXO6[N]=0 )
X oHo| = HY
T 2E8E 7] 04 F EAHL 2014 E T2 BT (O © (IETESTEXO7[N]=1) (J OtL|= ( IETESTEX07[N]=0)

8) YYNo= dTxie| Molof me AN ABS £H52| E () Of (IETESTEXOBINI=1) O OFLI2 ( IETESTEX0BINI=0 )
§ Ho= UZe Tool NF, NEW 587 R2 A

= 20| Y= B

9]

9) 7IEE FTHE2 HEHo| 2L | 7180 eigEl= 3 ) ( IETESTEXD9[N]=1 ) OfL|2 ( IETESTEX09[N]=0)
5 H2 €% ArpP 20 ng/mi 0[H2 FR(EE AFP7L 20 ng/
mL o|¢o|Hzte 232y H 4718 o|ujef ARE aOR2

MRICHA 7HRI0] §180] RRIEl= HE = BH 7ks)

)

10) 71 S st 55 o|Lf CHE 94 3% By, B A4 (3 of ( IETESTEX10[N]=1 ) OFLI2 ( IETESTEX10[M]=0 )
EE 22 (no evidence of disease) HE|Z =85 #H2 2

Hollf oj= Qs @Y =l K2 51 A=8 N ¥

= A% g0 7hsottt

O

11) =32 A 3748 ool Ef AAH Foe AL A ) o ( IETESTEX11[N]=1) (O OfLI= ( IETESTEX11[N]=0)
T FE Foiohs Ch2 Yd A"l 3o S92 3T, gt

ol2{x HiH £2 HY AHH 4 YHAHEO| 02 EF T

of 7hsoto, ojF YN B AH2 ojH AYANEE 9

OFg o] OHE| Y} Soj e Hetrt)

~
L

12) BME, /5, I QNS AYoia 2= 25 O off (IETESTEX12[N]=1) O OfL2 ( IETESTEX12[N]=0 )

|»| Result of Screening
Result of Screening () Screen Pass ( IERESULT[N]=1 )

() Screen Failure(AT &2 & A7 EREIR| B2 Z2Y) ( IERESULTIN]I=2 )

Screen Failure?l 35 () Did not meet inclusion/exclusion criteria
{ IERESULTC[N]=1 )
() Subject withdrew consent
{ IERESULTC[N]=2 }
() Investigator Decision
( IERESULTC[N]=3)
) Others
( IERESULTC[N]=9 )
Screen FailureZ} Others 21 25 44| AR
( IESCREOT[C100] )

Cthers 21 35 o4 LHE 7[73) =47 BHELCH

(=] HE/H271E 22l

dEHeCIES BF UEollsU TR O off (IEELNI=1) O OtH2 (IEELI[N]=0)

Eob ZTioig} { CMAVENDDTCID] )
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Medical History

Screening

Baseline

w3

ws

W16

W24(EOT)

uv

& | Medical History

Past-Medical History

s oj5d

e gy +HY

aas

s EEY HEw
| MHdisease[MN]=[1=
Hypertension|2=Dia
betes Mellitus|3=Ca

ncer|3=0ther] )

aFte

e

B

Y S 71E

[7] No Significant Past-Medical History

{ MHONYN[N]=1 )

[] Yes { MHSTAT[N]=1 )

Other Disease Nams

{ MHOTHNAME[C10

01}

A Ty
O HgFA
{ DMDRK[N]=0 )
O AARFE
{ DMDRK[N]=1 )
O HARFR

( DMDRK[N]=2 )

oA By
O HI@HA
{ DMSMIIN]=0 )
O HABER
{ DMSMK[N]=1 |
[oR -1 f-1uhg

{ DMSMK[N]=2 )

{ MHDTC[D] )

B¥ACS oo

{ MHDECOD[C10] )

¥

=

{ DMDRKDUR[N2.1]
i

{000y

BT
5|
{ DMSMKDUR[N2.1]
I

(o0.0)

U 014 Ag

e woE e olE FIEAE A e

Al

{ MHENRE[D] )

aFH
It

=

{ DMDRESDUR[NZ.1] ( DMDRKFRQS[N1.2]

'
{00.0}

=H7 T

IT]

o

{ DMSMEKSDUR[N2.

m

(00.0)
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{ MHREASND[C100] }

Sl
(") Before

{ MHENRTPT[MN]=1 }
) After

[ MHENRTFT[MN]=2 }
() Coincident

{ MHENRTPTIN]=3 }
) Ongeing

{ MHENRTPT[N]=4 }
() Unknown

{ MHENRTPT[N]=9 )

F ¥z gras
wE

)

(0.00)

SHE BEHY
7Ruld

HzHxgl

{ MHSTTRTDTC[D] )

eSO Ciet H=
HEw

15§23 ETY
bis
( DMDRKAMT[N2.1]
)

{00.0}

pack-year

{ DMSMKCIPD[N3] ) PY gg

(000)

{ DMSMEKCIPY[CS] }

1H ol A= 5E

O No
{ MHTRT[N]=0 }
{ MHTRT[N]=1 )
() Unknown

{ MHTRT[N]=9 }

ER

O =5

{ DMDRKCAT[N]=1 )
O uF

{ DMDRKCAT[N]=2 )
(R

{ DMDRKCAT[N]=3 )
O Tae

{ DMDRKCAT[M]=4 )
o=

{ DMDRKCAT[N]=5 )




B 7+

ey 22
O s
{ MHFAMHEV[N]
=07
O U
{ MHFAMHEV[N]
=1)
O oA
{ MHFAMHEBV[N]
Z8)
Oos
{ MHFAMHEBV[N]
=9
[0
{ MHFAMLCAN
[N]=0}
O s
{ MHFAMLCAN
[M]=1)
O oA
{ MHFAMLCAM
[N]=87)
(ol
{ MHFAMLCAN

[M]=5}

7158 @y 3=
[ B181
{ MHHBVDECOD

M}=1)

7HREA

o=

{ MHHEVREL1[N]

=1}

o=

=1}

(0 czz0 o= 0e
{ MHLCANDECOD { MHLCAMRELT { MHLCANRELZ
mi=1) NI=1) NI=1)

O eh=E=e

{ MHHBVRELZ[N] { MHHBVRELI[N]

=1}

==
{ MHLCANREL3

[M]=1}

] ety [ ®hd
{ MHHEVREL4[N] { MHHEVRELS[M]

=1} =1}

[ eHAr 2 #4
{ MHLCANRELY  { MHLCANRELS

MNj=1) M]=1})
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Anti-Viral Agent

Screening Baseline

w3

ws

W16

W24(EOT)

uv

¥ (B0 AR §or0j]

= E goolafaH Ropalmy HE

™YY | EXFANVYR[N4] )

P [S& AE ¥ HHojR{AH Ror01)

B op A S U (VY YY/MM)

YYYY { EXANVYR[N4] )

MM | EXANVMM[NZ] )

GEY s 2 25 BY)

[] Lamivudine { EXFANTVLA[N]=1 }

[] Entercavir { EXFANTVEN[N]=1 )

[[] Adeforvir { EXFANTVAD[M]=1 )

[} TDF(Viread) { EXFANTVTE[M]=1 )

[7] TAF(Vernlidy) ( EXFANTVVE[N]=1 )

[[] Other { EXFANTVOTHIN]=1)

{ EXFANTVOTHO[CS0] )

£5 Ho] B o %Ew

[[] Lamivudine | EXANTVLA[N]=1 )

[ Entercavir { EXANTVEN[N]=1 )

[] Adeforvir { EXANTVAD[N]=1}

[7] TDF{Viread) { EXANTVTE[N]=1 }

[7] TAF(Vemlidy) { EXANTVVE[N]=1 )

[] Other { EXANTVOTH[N]=1 }

{ EXANTVOTHO[CSO] )
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S HQIH(eCRF E)

Physical Examination, Vital Sign

Screening Baseline W3 W8 W16 W24(EOT) uv

= | Vital signs & Additional information
Visit Date { WSDTCID] )
§Y3E =3 o O A (wssTAT[N]=1 )} (O DlAlE ( vSSTAT[N]=0 )
57| Wy mmHg [ VSSYSBP[M3] )

8% 590 F2 paaE U
ol §7] wet mmHg ( VSDIABP[N3] )

573 S50 F2 pasE U9
Pulse rate bpm [ VSPULSE[N3] )

5% 550 F2o pasE UY
Height em ( YSHEIGHT[M3.1] }

(2 AW A2 E 7850, 59 S50 2 sssE U9
Weight kg ( VSWEIGHT[N3.1] }

(= WM A2 E 7I8S0, 53 SH0 F7 s U
R cm { VSWSTCIR[N3.1] |

s | Physical Examination

Physical Examination
Lower feg edema

Ascites

Comment

P AR o5
Hx= s

Hu= N5

UHAH B B KBotH guloi2AH MY oL

ol AH o2

(2= A K2R 7|80, 53 £SO 22 smmss U3

[C] Mot Done ([ PESTAT[N]=1 )

O o ( PELLERES[N]=1} O O} ( PELLERES[N]=0 )

() 2'§ ( PEASCRES[M]=0) () Easily controlled [ PEASCRES[N]=1) ) Poorly controlled

( PEASCRES[N]=2 )

{ PECMT[C100] )

(O Yes ( TRYN[MN]=1) (O No { TRYN[N}=0 }

{ TROTC[D] )

() Yes { TRAVDRUGYN[N]=1] (O No { TRAVDRUGYN[N]=0 }

{ TRAVDRUG[CS0] }
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Laboratory Values

Screening Baseline W3 W8 W16 W24(EOT) uv
* | Laboratory values
MHois () Done { LBSTAT[N]=1) ) Not done Date of Tests ( LEBDTCID] §

* | Hematology

WEBC

Hemoglobin

Platelet

Absolute neutrophil counts

* | Blood chemistry

AST{SGOT)

ALT({SGPT}

Alkaline phosphatase [(ALP)

Total bilirubin

Direct bilirubin

Creatinine

BUMN

Phosphorous

Calcium(Ca)

SodiumiMa)

Potassiumi(k)

{ LBSTAT[N]=0 )

[C] Mot Done ( LEWBCHD[N]=1 )

[] Mot Done [ LEHEMD[N]=1 }

|

Mot Done ( LBPLTMD[N]=1 )

Not Done { LBANCNDIN]=1 }

Not done ( LBASTND[N]=1 )

] Mot done { LBALTMD[N}=1

| Mot done { LBALPND[N]=1 )

[] Not done { LBTBND[N]=1 )

Not done { LEDTBNDN]=1 )

| Mot done { LECRMDIMN]=1 )

Mot done ( LEBUNNDIN]=1 )

| Mot done | LBPHOSND[N]=1 )

] Mot done { LBCAND[N]=1 )

| Mot done | LBMANDIN]=1 }

Mot done { LBKND[N]=1 )
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wec Jat

Hemoglobin ﬁﬂi

Platelet count 33}

Absolute neutrophil count
=

AsT{sGOT) #at

ALT|SGPT) "2t

ALP o

Total bilirubin 22t

Direct bifirubin 33}

Creatinine "ﬂl’i‘

BUN F 2t

Phosphorous 2

Calcium(Ca) A2

sodium(Ma) 1t

Potassium(K) 32}

x1073/ul | LBWBC[MN2.2]
(= EW RATE Bep

g/l [ LBHB[NZ.1] )
(o BEY RREITEE] Y

¥10%3/uL { LBPLT[N3] )

x/ul { LBANC[NS.2]

/L [ LEASTING] )
(Eot o)
/L ( LBALT[M4] )
(Ae g,
UL { LBALP[NA4] )
(0 g,y
mg/dL [ LBTB[N2.1] )
(£ HAY XEATE L)
mg/dL [ LBDTB[MZ.1] )
(=5 HW XETHE T
ma/dL { LBCRT[N2.2] }
(2% ER K2R Y
mgsdl { LBBUMN[NZ] )
(E=O )
mg/dL [ LBPHOS[M2.1] )
(2= HE ApE|TEE] 2
mg/dL [ LBCA[NZA] )

(22 WE] X2|TE] v

mmal/L | LBMA[N3] )
(Eo U,y
mmol/L | LBK[N2.1] )

(== HE K27 e



Total protein

O nE

PT INR
PT{%)
PT{sec)

¥ | Child-Pugh Score

Child-Pugh Score

Child-Pugh Score - Albumin
{points)

Child-Pugh Score - Bilirubin
{points)

Child-Pugh Score - INR{poin
ts)

Encephalopatiy

Child-Pugh Score (points)

[7] Mot dene { LETOTPMND[N]=1 }

[] Mot done { LBALBND[M]=1)

[_] Mot done { LETGND[N]=1 )
[] Not done { LBLDLND[N]=1 )

[[] Not done ( LBEGFRMD[N]=1 )

[] Mot done { LBPTINRNDIN]=1 )

] Not done [ LEFTHD{N]=1 )

[[] Mot done { LEPTSECHD[N]=1 )

[] Mot done { LECPSMD[N]=1 )

{ LBCPSALEP[N1] )
(FH& A bty

HE (wsceseienT)
(FHE A 4

{ LBCPSINRP[N1] )
(FHEH
O Nane
{ LBCPSASCI[N]=0 )
(73 Easily controlled
{ LBCPSASCI[NI=1 )
) Poorly contralled
{ LBCPSASCI[N}=2 )
() Grade 0
{ LBCPSENCEPN]=0 )
O Grade I~I
{ LBCPSENCEP[N]=1 )
) Grade M-IV
{ LBCPSENCEPN]=2 )

B (1scesToTmz)

(FHE A bty
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Total protein 20}

Albumin 3}

Ta A
LD E 3

GFR @2t

PT INR A3k

PT(3%) 2t

PT{sec) Ha}

Child-Pugh Score - Ascites(p

oints)

Child-Pugh Score - Encephal
opathy (points)

Child-Pugh Score Class

g/dL { LBTOTP[N2.2] )

g/dL { LBALB[NZ.1] )
(2= S X272

ma/dL { LETG[N4] )

mag/dL | LBLDL[N4] )

mL/min/1.73m"

{ LBGFRIN3.2] )

{ LBPTINR[N2.2] )

% (LBPT[N3])

sec [ LBPTSEC[NZ2.1] )

25 (iecesascrNi])
(AHEA M

“E ( LBCPSENCPN1])

RHEA

%E { LBCPSCLA[CT] )

(RE A4



¢ | Urinalysis
Urinabysis A0
Urinalysis 29

Albumin{E 4 H Ah

Glucose

Bilirubin

Ocecult Blood

Urobilinogen

Mitrite

WBC(stick)

| Tumor marker test

AFP

& | Immune serum test

HBV DNA

HBVY DNA Titer

HBsag

HBsAg Titer

) Done { LBUASTAT[M]=1] () Noct done { LBUASTAT[N]=0 ]

] Al negative [ LBUAALLNEG[N]=1 )

) Mot done ( LBUAALB[N]=1] () Negative { LBUARALB[N]=2} () 1+

{ LBUAALB[N]=3 ) (O 2+ { LBUAALB[N]=4) (O 3+ { LBUAALBIN]=5] O 4+

{ LBUAALB[N]=6 }

() Mot done { LBUAGLU[N]=1) () Megative { LBUAGLU[N]=2) () 1+

{ LBUAGLUN]=3 } () 2+ ( LBUAGLU[N]=4] (O 3+ {LBUAGLU[N]=5) () 4+

{ LBUAGLU[N]=6 }

) Mot done ( LBUAKET[N]=1} (O Megative { LBUAKET[N]=2] (O 1+

{ LBUAKET[N}=3) () 2+ (LBUAKET[N}=4) (O 3+ | LBUAKET[N]=5) ) 4+

{ LBUAKET[N}=6 }

) Not done { LBUABILI[N]=1} () Megafive { LBUABILI[N]=2) () 1+

{ LBUABILI[N}=3 ) (O 2+ ( LBUABILI[N]=4 ) (3 3+ { LBUABILIIN]=5) (O 4+

{ LBUABILI[N]=5 )

() Mot done { LBUAOB[N]=1) () Megative { LBUAOB[N]=2) () 1+ { LBUAOB[N]=3 )

O 2+ ( LBUADB[N]=4 ) O 3+ { LBUAOB[N]=5} (O 4+ { LBUAOB[N]=6 )

0} Not done { LBUAUB[N]=1} (0} Negative { LBUAUB[N]=2 ) (O} 1+ { LBUAUB[N]=3 )

O 2+ ( LEUAUB[M]=4) (O 3+ [ LBUAUB[NI=5) () 4+ { LBUAUB[N]=6 }

) Not dome { LBUANIT[N]=1) () Megative { LBUANITIN]=2 } () 1+ { LEUANIT[N]=3 }

O 2+ { LBUANITIN]=4) (O 3+ {LEBUANITIN]=5} ) 4+ { LBUANIT[N]=5 )

) Not done ( LBUAWBC[M]=1) () Negative [ LEUAWBCIN]=2} O 1+

{ LBUAWBCN]=3 ) (O 2+ ( LBUAWBC[N]=4) (O 3+ { LBUAWBCIN]=5] ) 4+

{ LBUAWBC[N]=6 }

(] Nat done { LEAFPMD[N]=1 AFP T}

() Not done { LEHEV[N]=1} O &4
{ LBHBV[N]=2 ] () #H(<15 1U/mL)
{ LBHBV[N]=3 )

X10% [ LBHBVDNA[N2.2] ) HBV DNA Titer

(00.00)

() Not done [ LBHBSAG[N]=1) () ¥4
{ LBHBSAG[N]=2 ) O &4

{ LBHBSAG[N]=3 )

1U/mL
{ LBHBSAGT[NS.2] }
(oooo0.00 25 &9 AHETE e 8= F
A OB
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ng/ml [ LBAFP[NS.1] )

(=5 e 27| Y)

IWymL ( LBHEDHAU[MN1] )

Q)



HEBsAb

HBeAg

HBeAD

Anti-HCY

Anti-HIV

Anti-HDV

* | Biospecimen sampling

Serum for storage

Buffy coat for storage

Comment

{0 Mot done [ LBHBSABIN]=1) (O ¥4
(LBHBSAB[N]=2) O &4

{ LEHBSAB[N]=3 )

() Mot dorie { LBHBEAG[N]=1) () 84
{ LBHBEAGIN]=2 ) () &4

{ LEHBEAGEN]=3 )

() Not done ( LBHBEAB[N]=1} (O &4
( LBHBEAB[NI=2) (O &4

{ LBHBEAB[N]=3 )

) Not done { LBAHCW[N]=1]) )
[ LBAHCV[N]=2) (O &4 (1BAHCOV[N]=3)

) Mot done [ LBAHIV[N]=1 )} O &4

(LBAHIV[NI=2 ) O 84 (LBAHIV[NI=3)
() Not done [ LEAHDV[N}=1) (O ¥4

{ LBAHDV[N]=2} ) &4

{ LBAHDV[N]=3 )

[[] Not dore { LBBIOND[N]=1 ) Date of sampling

[} Not dore { LBEACND[M]=1) Date of sampling

{ LBCMT[C100] )

{ LBBIODTC[D] )

{ LBBFCDTCID] }

EHQlH(eCRF B) Imaging Finding

Screening Baseline W3 w8 W16 W24(EOT) uv
¢ | Imaging Finding
Imaging Finding [C] Not done | FAIMANDIN]=1 )
Date of test Test type - s Othar
{ FAIMADTC[D] ) () USG [ FAIMATYPE[N]=1) (O CT ) Normal
[ FAIMATYPE[N]=2) () MRI { FAIMARES[M]=1 ) { FAIMARESOT[C200] )
[ FAIMATYPE[N]=3 } () Chronic liver disease
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{ FAIMARES[N]=2 )
(O Liver cirrhosis
{ FAIMARES[N]=3 )
() Liver cancer 9¢
{ FAIMARES[N]=4 )
) Other

{ FAIMARES[N]=9 }




E 09I (eCRF H) Fibroscan
Screening Baseline W3 W8 W16 W24(EOT) uv
¢ | Fibroscan
* Screening  670@ O[L AIEE HA a0t AR THs
Fibroscan |:| Not done [ FAFIBROND[MN]=1 }
Date of test { FAFIBRODTC[D] )
Median of fibrosis kPfa { FAFIBROMED[N3.2] )
Median of CAP dB/m | FAFIBROCAP[M3] )
EHQIH(eCRF B) EQ-5D
Screening Baseline W3 W8 W16 W24(EOT) uv
*| EQ-5D
EQ-50 A oj= Yes { QSEQYN[N]=1) (O No [ QSEQYN[N]=0 )

EQ-5D 4% A|HY

EQ-5D 0|84

EQ-5D AH7] ¢

{ QSEQDTCID] §

o Ue 26 Y XE g

{ QSEQA[N}=1)

o LE Zed %3 EE UG
{ QSEQA[N]=2 )

3L Zed 87 d=2| xgol U
{ QSEQA[M]=3)

) L 26 g 32 Ao
{ QSEQA[MN]=4 )

O UEdE U
{ QSEQA[M]=5)
O L E7 MAHLL 28
{ QSEQBINI=1 }

y Lhe E7 AU 28
{ QSEQB[M]=2 |
O Ue EX YA 2E
{ QSEQB[N]=3 }
O Ue EX MAHL 28
{ QSEQB[M]=4 )
O Uk =7 WAL 28

{ QSEQB[N]=5 )
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e 2t =g xzol Ut
g ae xFol U




EQ-5D Y4 WE O Ue gi B5E olc ®Y mEol 2o

of: o, B2, FNY, 7HE £ o7 18 { QSEQCIN]=1 )
O L Ui BEE shen 92 xjEol ot
{ QSEQC[M]=2 )
O L Ul BEE sten 52 g=o] miEo) ot
{ QSEQCIMI=3 )
O Uhe T BEE s dg xEol Ut
{ QSEQC[M]=4 )
ouUsUMEsE RS
{ QSEQCMN]=5 )
EQ-SD EE/2EY O e g S50l sHdol 2o
{ QSEQDIMI=1 }
O U Y2t sE0IL g0l U
{ QSEQD[M]=2 }
O U 2 A= 2504 20| AT
{ QSEQD[M]=3 )

0 U gt S0l sEge Ao
{ OSEQDIN]=4 )
O Ue S 280 8ol Sict

{ QSEQD[M]=5 )

EQ-5D E/T & O L B 2stAL &S] @O
{ QSEQE[M]=1}
O Ue %7t 2WstAHL 2&sicH
( QSEQE[M]=2 }
O Ue 87 3= st L 2@sich
{ QSEQE[N]=3}
O L dEA s Y fEsc
{ QSEQE[M]=4}
O LU SE8 gdstHY fEsic
{ QSEQE[N]=5 )
EQ-50 2E0| HE 4 { QSEQHS[N3] )

(C0o)
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S HQIH(eCRF E)

Concomitant Medication

Screening Baseline W3 W8 W16 W24(EOT) uv
# | Concomitant medication
WEHE R0 oz O EE (omavNMNI=0 ) O U ( CMAYNINI=1 )
=M HE MEA B8cHs HESH YuAlE FE AENE S 2E EE U
Indication &4 & indicasond| [AE/MH]E HE ol4drST H3 Holx|o 7lnw Do ES SWEA UHE
g SR TEIIA Indication Indicatian & 2o A% Ongoing g0 &34
1 % oth
18 olw S0 99 BoiCfloter WSS 0T AT S0iEE  EclFEOter UBAY @ BY Other
ar
ﬂ = Indicati ¥ [[] Ongoaing
{ CMPRDNAM[C] ( CMPROMAME ( CMINDICAT[N] ( CMINDI[C100] (CMSTDTCID]) ( CMOMG[N]=1) {CMENDTCID])
) [c100] ) =[1=AE|2=MH|3 )
g MCE] = - = o zs
RE YUTIT 0I8E SHe=  ATMHYL B TERaY S
=R HHA ) 714 { CMDAYFRQO[C [ CMROUT[N]= ( CMROUTO[CS (CMDOSFRMIN] ( CMDOSFRMO
{ CMDOSENE3] =F0 Swv =18 Biwv 501 ) [1=oral|2=1v|3= 0]} =[1=Z% TABLE [c2o] }
) (cmposup}=  (CMDOSUOGICE ( cmDAYFRQINI 19 §9 815 Ot M4=5C/S=trans 50| ¥E Other TI2Z=W&H CAPS % HY Other
[1=mg|2=mcg|3 o) =[1=qdl2=bidl? | o go %y demallS=cther] Ol Ho Ty ;| ULEF=E27H o go my 7
=gl4=ts=mij= FO 2 Other  =tigj4=aivls=pr ., ) 7 TROCHES=8F g
Tablet[T=Capsule 2! 2 EF 7| njg=other] ) PILL[5=T}2 GRA

|9=0ther] )

ex)mg. g §
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MULE|6=4H] PO
WDER|7=A| &H|

SYRUF|8="24 2]
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EXTRACT|9=%Z
AH ELDIR(10=
HE LIQUID AN
D SOLUTION|21
=FAHH INJECTI
ON|31=HE B
H TRANSDERM
AL SYSTEMS|32=
H5H PLASTER]
33=7ieE}E@atAOf
H caTAPLASMA
34=Ho|LEH P
ASTE[35=FHIH
OINTMENT|36=
32 CREAM|3
7=HH GEL|s1=
SHL B OPHTH
AMIC[42=FtH] 5
UPPOSITORY]43
=F2H SPRAY]4
4=HHEE AER
osoLl4s=EYH
INHALANT|5 1=
0] 45| INSERT|S
2=H|2| EHcHE o)
HE DIAGNOTIC,
EXTERNAL[B1="
e dg, 12,
T HE SANITARY
FABRICS, RUBBE
RS OR PAPERS|9
9=7| &} OTHERS]
)



S HQIH(eCRF E)

Adverse Event

Screening Baseline W3 W8 W16 W24(EOT) uv
* | Adverse events
0j4ErE o=
O S&# (AEYN[NI=0) (O RS ( AEYN[MI=1 )
olyted iR s =all Soje OjptHee oin
oytisys HIgT =3 = ArEAol HAY ojythe A
() Yes [ AESAE[M]=1) () No
{ AESAE[N]=0 )
{ AEENDTC[D] }
O HEARERE IE
- - O fus 23y U8
] Ongeing { AEONG[M]=1 ) { AERES[N]=1 |
{ AETERM[C100] } { AEREL[M]=1 }
O e O #EANRESE U8
3 Mild { AESTDTC[D] ) O Selo] Ycka g
e { AETREAT[N]=1) { AERES[N]=2 )
(R ENENTI] =17 O u { AEREL[N]=2 )
O YER O dgs
) Moderate { AEACTION[M]=0 } - O B0l Tl AR
{ AETREAT[N]=2 ) { AERES[N]=3 )
( AESEV[N]=2 ) [oh-1 -, ! i ( AEREL[N]=3 }
O HYEN= O 978 &4
) Severe { AEACTION[N]=1 } ) =elo| gcta 42ig
{ AETREAT[N]=3 } { AERES[N]=4 )
{ AESEV[N]=3) [ AEREL[N]=4 )
O wxEd O M
) Life-threatening O Fus ol HE
{ AETREAT[N]=4 } { AERES[N]=5 }
{ AESEV[N]=4) [ AEREL[N]=5 )
O WIHETH-ER A w0lo] &
O =8
et B2
{ AEREL[M]=5 }
{ AERES[N]=6 |
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S HQIH(eCRF E)

Serious Adverse Event

Screening Baseline W3 W8 W16 W24(EOT) uv
+ | Serious adverse events
Report type () Initial { SAERT[N]=1) () FU
{ SAERT[M]=2 ) () Initial & Final
{ SAERT[N]=3 )
Report date [ SAERPDTC[D] ) ox| Y { SAEINDTCID] )
] ik £ ] Ongoing [ SAEONG[N}=1 )
{ SAETERM[C100] )
HEy { SAESTDTCID] ) A4y { SAEENDTC[D] )

TEE B ol TN B
o o)

OlHUHE T

AlE

O O[uME ER

Mg
g2

= T B s Eeat "

S0t o asix) 298 48

O] atutE ojs

{ SAELIVER[M]=[1=Yes|0=No] ) i
= O 4HEtE 2= M - W HEEA =X
{ SAESEV[N]=[1=Mild|2=Moderate|3=Seveare
l4=Llife-threatening] |
= NE A v H7 S0l Hd
[ SAETREAT[N]=[1=Bl & [2=FB X E|3=8]%4
EX®a=EI BT )
- BrOje OjEHE B8R HE v Qutcome
{ SAERES[N]=[1=Ap2H2=4 0] Ot #1 &
Hia-yR|s-gU# 722 @Fs=97Ho|H
L @die 2ol 8 7lE HMor gaje=tiol 71y
& o4 287=0 Stofl 2styoz SaH
48 24))

{ SAEDEADTC[D] ) =]
Ry oo Ma - v 231 A
{ SAEEXYM[M]=[1=Yes|0=No] ]

SAE A4 &
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= 85l ootz 2 OH v

{ SAESUSAR[N]=[1=Yes|0=No] )

(Suspected Unexpected Senous Adverse Reac
tion)

= P8 =X de = v

{ SAEACTION[M]=[0=81&|1=2181)

= B3 Boto| By Mef v

{ SAEREL[N]=[1=Y#&3| #E YF|a=T7H0|

QUCHD WIHE|3=B 9 THa Y UFa=BH0|
BICHD 4 ZE|s=2Ws] 0| HEle=EY]

)

= Outcome 4§ - w

{ SAEOUT[N]=[1=BEA S(ER T a8)2=8
HIRFRE YUSIB-UEE4=-97F 24|
S=Abghe=H7HEI-2T} wEf welo] E7He

B39

{ SAEDEACAU[CI00] §

{ SAEEXDTC[D] }

[ SAENAR[C100] )




0 QH(eCRF ¥) Case Close

Screening Baseline W3 W8 W16 W24(EOT) uv
*| Case Close
End of study { DSDTCID] |
Study completad (O Yes ( DSPC[N]=1) (O Me ( DSPC[N]=0 )
Study completed &4 O 6748 UHE B2 [ DSPCR[N]=1) (O S0 ~H QR [ DSPCRINI=2 ) (O AMY
{ DSPCR[N]=3 }
wutoj2iAH MR A ) ¥H Hev DA 97t >2,000 W/mL

{ DSREADM[N=1)
O THae B o sslx et HE
{ DSREADM[N=2 )

O HEde ey

{ DSREADMN]=3 )

O diciebd THEHE Wl

{ DSREADM[N}=4)

O THYEY o

{ DSREADMIN]=5 )

O 7IE

{ DSREADM[N]=9 )

w2 AN HEoF ALRTFIED H2 44 U
{ DSREADMOTH[C100] |

TS ST 7|EH He

Date of drop out { DSDRDTC[D] )

_7‘|_



Reason for ending data collection for this subject

Date subject last contact

If AE, specify

If other, specify

{7 Not followed by physician
{ DSWDR[N]=1 }
) Lost to follow-up

{ DSWDR[N]=2

() Patient decision {subject withdrew consent, etc)

{ DSWDR[N]=2 }
() Adverse event

{ DSWDR[N]=4 }

() Subject refused due to adverse event

{ DSWDR[N]=5 }

O Al it B ae o doishes 20 YisiuE d2

{ DSWDR[N]=6 }
) Other

{ DSWDR[N]=2

{ DSWDRLST[D] )

Mot followed by physician 8 E2

{ DSWDRAE[C100] )

Adverse event or Subject refused due to adverse event M 22

{ DSWDROT[C100] )

Others 0l H2

EHQIH(eCRF B)

Event Follow up

Screening Baseline W3 W8 W16 W24(EOT) uv

¢ | Event Follow Up

Event Follow Up () Yes { CEFUYNIN]=1)
{ CEFUYN[N]=0} () MA { CEFUYN[N]=2)

Occurrence of cancer (0 Yes { CEOCCURCANIN]=1} () Ne Date of Cancer { CECANDTC[D] )
{ CEOCCURCAN[N]=0 ) YYY-hM-DDY)

Death (O Yes { CEOCCURDEA[M]=1) ) No Date of Death { CEDEADTC[D] )
{ CEOCCURDEA[M]=0 ) Y -MA-DDY)
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