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(1) H 44 7=
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VSDTC = VS + DTC
B = T el + B DFgh
of) VS& &HAZE L5k T elHo|lo| AAM& Y (Date/Time of Collection)S 5=
He T2 At
LBSTAT = LB + STAT
Hey = £ Tolel + M 1R
o) LB= AYHAXN HIIE SSot= THeolmEoloy HALE Aldl st AEl(Status) Ssote B
DRI A
AETERM = AE + TERM
B =0 T Ol + H D74k
0) AE= O|AMAIHIE S£5H= EMQI™Eo| S0{(Term)E SEsts= B R4 28
(2) &R S8 2 Fxpz
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Assessment/Procedure

Vi

V2

V3

V4

V5

V6

V7

V8

V9

EOT

Screening

Baseline

Meé

M12

M18

M24

M30

M36

M42

M48

Informed consent

X

Medical History

Inclusion/Exclusion Criteria

x

Physical Examination

Randomization

Vital signs

EQ-5D questionnaire

Hematology

Chemistry

Prothrombin Time

Urinalysis

HBV DNA

X | X | X | X | X

X | X | X | X | X

X | X | X | X | X

X | X | X | X | X

HBsAg

XX [ X | X[ X|X|X|X]|X]|X

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

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

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

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

HBsAb

HBeAg/HBeAb

Alpha-fetoprotein

US or CT or MRI

X IX|X[X|X[X|X|X|X]|X

Bone densitometry

Fibroscan

HbA1C

Serum for storage

X [IX [ X | X | X]|X|X

X [IX [ X | X | X]|X|X

X | X | X | X|X]|X]|X

XX [ X | X | X]|X|X

Buffy coat

Urine for storage

Dispense study drug

X IX[X [ X[ X |[X|X|X|X]|X

Adverse Events

Compliance check

Concomitant Medications

X | X | X | X |X

X | X | X | X |X

X [ X | X | X | X

X | X | X | X |X

X | X | X | X |X

X [ X | X | X | X

X [ X | X | X | X

_‘I‘I_




o

= P
O F2 78 &=

cojold

St=
=
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Lbol (31, Mg, Al of= gl
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7|&=1-9, M <2l7|&1-14, Result of Screening, M&E /M <7|&=
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AU AR SolHs|, AFA Beh, AF2|d EEtALg,

iy

m 13 ox
el

F, Comment

Medical History

WA N Hrorx

0k
ol
N

J

AL AL (=) AL S
=2, 0|3 AR, e e R, AHE =ho

o =
7= AlHE, Significant Past-Medical History, 22

Y
o

o [ [T |
e, 2= MR, 19 ol XE 77, M SFUEH, SF7I
b, 2712, = 873 5335, 13 82 25, &F, %F,
etel, eZe|, k3, 7[Ef, A , Sd7IZt, =271z &t

(Z2=7|™ otH)

Randomization

Treatment Arm, Assigned date, Dispense study drug

Physical Examination, Vital Sign

Visit date, Vital sign, Blood Pressure(=%7]), Blood pressure
(olet7|), Pulse rate, Height, Weight, Waist circumference,
Physical Examination, Specific finding, Comment, Clinical
events ND, Clinical events, Zt2H, Onset date, AL, Onset
date, HICH&MM 7H7|S, Onset date, Ascites, Onset date, Varix,
Onset date, Liver transplantation, Onset date

EQ-5D questionnaire

Not done, OlS4d, AZ|&e|, d&t&ds, sS/=HH, 22/?=,

EQ-VAS

Laboratory Values

Al0{&, Date of Test, HBVY DNA, HBV DNA Titer, HBsAg,
HBsAg Titer, HBsAb, HBeAg, HBeAb, anti-HCV, anti-HIV,
anti-HDV, WBC ND, WBC, Hemoglobin ND, Hemoglobin,
Platelet count ND, Platelet count, ANC ND, ANC, HbA1C ND,
HbA1C, Ca not done, Ca, Phosphorous not done,
Phosphorous, Creatinine not done, Creatinine

BUN not done, BUN, Total protein not done, Total protein,
Albumin not done, Albumin

AST(SGOT) not done, AST(SGOT), ALT(SGPT) not done,
ALT(SGPT), ALP not done, ALP, Total bilirubin not done, Total
bilirubin, Direct bilirubin not done, Direct bilirubin, Na not done
Na, K not done, K, e-GFR not done, eGFR, Triglyceride not
done, Triglyceride, Total Cholesterol not done, Total
Cholesterol, HDL not done, HDL, LDL not done, LDL, Pit INR
not done, Prothrombin time INR, Ptt Pc not done, Prothrombin
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Ha e

time %, Child—Pugh Score not done, Ascites, Encephalopathy,
Score (points), Class, AFP not done, AFP, Comment, Serum
for storage, Date of sampling (Serum), Buffy coat for storage,
Date of sampling (Buffy coat), Comment

Imaging Finding

Imaging Finding, Date of test, Test type, Result, Other image
finding, Date of test, Median of fibrosis, ND, Median of CAP,
ND

Bone densitometry

Bone densitometry (DEXA) Not Done, Date of test, Spine
g/cm2, T-score (Spine), Femur Neck g/cm?2, T-score (Femur
neck), Femur Total g/cm?2, T-score (Femur total)

Dispense study drug, Compliance NA, S& A&t 58 Z2
Study drug compliance o, S8dliok & =, AM 5&3 i, Compliance, YN, BHef

st

og_‘ ’ S_TH —E—TEriE,

Medication

otEy, <
Indication, 12| F0{&, F0{ &=e|, F0{CHe|_other, <
o Fersls TSl other, FOIAIRY, F0{FEY, Ongoing,
TAF treatment 05 ,

SME, SMY o2, SN ME, 1

(OLD), S™ Az, SH =2

)

Adverse events

Adverse Event Term, O|at8tES A HFJ|X, Intensity, Start date,
Ongoing, Stop date, Relationship, Action taken with IP, Other
actions taken for the event, Outcome, Was the event serious?

Serious Adverse Events

Adverse Event Term, O|&HEtS A FI7|X, Onset date, Ongoing,
Date AE met criteria for serious AE, AE is serious due to,
Date Investigator aware of serious AE, Intensity, Relationship,
Relationship to liver disease, Action taken with [P, Other
actions taken, Narrative: record a detailed description of the
event, including the course of event, evaluation and
assessment, diagnosis and treatment, Study drug name and
duration of therapy, SAE outcome, SAE Resolution Date,
SUSAR, Report Type, Report Date

End of study, First dose date, First dose date NA, Protocol

Case Close completed, Date of drop out, Reason for ending data
collection for this subject,
Pl Reveiw, Sign PI, &eld
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Comment H$ A8 |FRESOTH(Other image finding), SDCOM2(Study drug compliance
Comment), DSDROPAE(Adverse Event (if AE, specify)) &
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CEE 7AE F AR 54

% 2 U8H $88 Hits 71¥Mel oMol HUHOEE J|uoz 2ME Hilz, 2 Hlo[EtE
74 3 H

g A M2 =Ho xo]7t AS = AN I =2T FESHA| T

JIMME | SH FHE %)

Visit1 Visit2 Visit3 Visit4 Visits Visit6 Visit7 Visit8 Visit9 EOT

. Random
Screening M6 M12 M18 M24 M30 M36 M42 M48

ization

7439 7243 678H 6113 524 & 4339 3218 1689
(95.2%) | (92.8%) | (86.9%) | (78.3%) | (67.1%) | (55.5%) | (41.1%) | (21.5%)

845H 7809

(2) 71HAIE 71E S5 dax SX

¥ 2 240 ZehE HAXbe 372 24 AI® (A UM S5 71F =3 4871€)e| HiolHZ & 734

Ho|n{, % FHUEH FEF T OOIEHI} FIF S7HE = AEHCH
(EH2f: H,%)
olmst xm TAF treatment Best Supportive Care Total
(N=369) (N=365) (N=734)

Age, years 52.0 (46.0-60.0) 54.0 (47.0-60.0) 53.0 (46.0-60.0)

Sex
Female 200 (54.2%) 193 (52.9%) 341 (46.5%)

Male 169 (45.8%) 172 (47.1%) 393 (53.5%)

Family  history of HCC
Yes 81 (22.0%) 88 (24.1%) 169 (23.2%)

No 265 (71.8%) 255 (69.9%) 520 (71.2%)
Unknown 23 (6.2%) 22 (6.0%) 41 (5.6%)

HBV ~ DNA, log10lU/mL 4.8 (4.3-5.4) 5.0 (4.4-5.7) 4.9 (4.3-5.5)

ALT, U/L 31 (22-40) 31 (23-40) 31 (23 - 40)
Normal ALT* 167 (45.3%) 151 (41.4%) 318 (43.3%)
Minimally elevated ALT* 202 (54.7%) 214 (58.6%) 416 (56.7%)

208.0 211.0 210.0

Platelet (x103/ulL)

(177.0 — 243.0) (178.0 — 246.0) (178.0 — 245.0)

Liver stiffness

5.5 (4.5-6.8) 5.2 (4.3-6.4) 5.4 (4.4-6.6)
measurement, kPa

Albumin, g/dL 44 (4.1-4.6) 4.3 (4.1-4.5) 44 (4.1-4.6)

Total bilirubin, mg/dL 0.7 (0.5-0.9) 0.7 (0.5-0.9) 0.7 (0.5-0.9)
Prothrombin  time, INR 1.0 (1.0-1.0) 1.0 (1.0-1.1) 1.0 (1.0-1.1)
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e TAF treatment Best Supportive Care Total
(N=369) (N=365) (N=734)
White  blood cell,
5.4 (4.5-6.5) 5.4 (4.5-6.6) 5.4 (4.5-6.5)

x1,0003/uL

Hemoglobin, g/dL

14.1 (13.3-15.0)

14.1 (13.1-15.1)

14.1 (13.2-15.0)

Creatinine, mg/dL

0.7 (0.7-0.9)

0.8 (0.7-0.9)

0.7 (0.7-0.9)

eGFR, mL/min

93.0 (85.0-104.0)

92.5 (84.0-102.0)

93.0 (85.0-104.0)

AFP (ng/mL)

2.8 (2.0-4.0)

2.9 (2.0-4.1)

2.8 (2.0-4.0)
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5. Feu4+ EAE
x 2 8o £=5F Zit= 71EA2 o|He MOIHE 7|Htez BME ZIN=z, 22U Ho|Eet=
T4 9 M2 =Hof| xto|7t A = o] Hngo=ar =HESIA|7| HiFL|CL
- F2Are| ™ YAl Al 2ot =2l ALT 5% 2 HBV DNA x[2| &eff= Xto|7} g2
of, Ol= F2t¢| vi™ol nEH & FHAUSS ololetHct (F2).
- 3% (A) £ 48701 AlH™, =2 Primary endpoint events +X 2 E0| AlgZ HC}

W =H e O

A = = X =
- 8 (B) ALT %7t M& HR(AUHE stel O& EVIAECHE a2 o 240(0, A
= = = = A
CHZ=F2| Primary endpoint events =24 M E0| Al 2t s1X3| =54
A
190} —— Observation group
— Tenofovir alafenamide group
- F 104
e
_g ; 8 HRO21{97.5% €1 0-04-130); p=0-027
2 Z,=222
=B 6
22 I
3% 4 —
3 :_'; 2 I_I_i'
] T — I T T T T 1
0 05 10 15 20 25 340 35 4-0
Number at risk
{number censored)
Observation group 365 (D) 283 (B1) 227 (136) 173 (187) 105 (0) 60 (288) 52 {305) 41(316) 18(338)
Tenofovir alafenamide group 369 (41) 206 (73) 2449 (119) 176 (1932) 106 (262) 76 {292) 53314) 35(332) 16 (351)
B
'J.GCI—{L
52 109
g4
é:‘% 84 p=0.044
ER g
o
==
13 Y
38 24 ’J
K l 05 10 15 2o 25 30 35 40
Mumber at risk - :
{number censored)
Observationgroup 162 (D) 125 (36) 100 {61) 80 (79) 48 (111) 34 (124) 27 (131 20 (138) 10 (148)
Tenofovir alafenamide group 178 (D) 135(43) 105 (73) 72 (106) 42(136) 20 (149) 24 (154) 18 (160) 9 {169}
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- 38 (C) £F Jlol=atel J|E(<40U/L)S EEsHs A ALT 552 18 HIIAIS of4t
e o X

Al =2 Primary endpoint 5%

12

- 3% (D) A+ AlZF = A 14 ofLfol| EMSH O|HEE EAMofA HMelstn RS oz
10| = Primary endpoint WM E Z7171 LIEILIX] 2onf) O|=of A
5H7| Al&tgHHCl 0N s| thx=Fe &M wWME0| A" 2ot =54t

C
l:ll:'}
- # 10
B )
C _ -
= 8 p=00054
EE g
(3
"R
e 44
E B
O z 24
0 T T T T T T T 1
i 05 1.0 15 2.0 25 3-0 35 440
Mumber at risk
{number censored)
Ohbservation group 276 (0) 214(61) 75 (95 134 (138) 88 (183) 61 (208) 46 (223) 35 (234) 14 (254}
Tenofovir alafenamide grovp 281 (0) 223 (58) 185 (96} 128(153) 75 (206) 52 (229) 40(241) 26(255) 12 (269)
D
lﬂ"_'l}
%€ 1]
=
= & RO 2 =00
gE HR 013 (57-5% CI 0-02-1-09); p=0-027
£ i 6
: s
HH o
2w 4
E &8
35 2
a —
0 10 15 7o 75 b 35 40
Nurmber at risk Time since randomisation (years)
{number censored)
Ohservation group 250 (0) 250 (0} 227 (23) 173(74) 105 (141) 69 (175) 52 (192) 41(203) 18 (225)
Tenafovir alafenamide group 277 (0) 7o 249(28) 176 (101) 106 (171) 76 (201) 53223y 35(241) 16 (2640)
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M AN A
X ZHQIH Z8 Ha: AFCHMX} IDSUBINO), Visit H(VISITNM), LE Y (VISITDT)
EA ﬁ/\ Z1
QI Hd; 4y B4 A0 () IYLg %%; ;
SUBJNO AL 1D
Screening
Baseline
On-Treatment (M6)
On-Treatment (M12)
On-Treatment (M18)
S On-Treatment (M24)
= o On-Treatment (M30)
VISITNM Visit &
tH On-Treatment (M36)
= On-Treatment (M42)
EOT (M48)
uv
Medication
AE-SAE
Case Close
VISITDT HEA
dusion & 1 SITENM o7l SEHER e
neiusion 2 DMAGE Age Integer | 3
Exclusion
. 1=Male
Criteria 3 DMSEX Sex at birth Integer
2=Female
. 1=Yes
Is female subject of =N
=No
4 DMPGOCCUR | childbearing Integer
. 3=NA (Hysterectomy,
potential?
post-menopausal, etc.)
Consent on the
Provision of Personal | 1=Yes
5 ICF2YN . Integer
Information  to 2=No
Third Parties
1) Willing and able
to provide written 1=Yes
6 [EINO1 . Integer
informed  consent 2=No
prior to study entry.
2) Age 240 years
and <80 years at 1=Yes
7 [EINO2 . Integer
the time of 2=No
screening.
3) Chronic hepatitis 1=Yes
8 [EINO3 ) . ] Integer
B infection defined 2=No
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as HBsAg (+) or
HBV DNA (+) for at
least 6 months prior
to the Screening
visit, or the
subject is not
regarded to have
acute hepatitis B
according to the
clinical assessment
of the investigator.

4) Either HBeAg (+) | 1=Yes
or HBeAg (-) 2=No

9 [EINO4 Integer

5) Subject must be

documented as

. . 1=Yes

10 [EINO5 non-cirrhotic Integer
2=No

(Platelet >

100,000/ mm3)

6) Serum HBV DNA
levels >1.0 x 1074 1=Yes
11 I[EINO6 Integer
IU/mL and <1.0 x | 2=No

1078 IU/mL

7) Serum ALT
levels<70 1U/L 1=Yes
12 [EINO7 Integer
(males) or <50 2=No

IU/L (females)

8) Estimated 1=y
=Yes
13 IEINO8 creatinine clearance Integer

] 2=No
> 30 ml/min
9) Ability to comply
. 1=Yes
14 I[EINO9 with all study Integer
. 2=No
requirements
1) Confirmed known
. . . 1=Yes
15 IEEXO1 co-infection with 92N Integer
=No
HCV, HIV, or HDV
2) Current alcohol
(60g/day) or
substance abuse
judged by the 1=Yes
16 |EEX02 A ] ) Integer
investigator that will | 2=No
potentially interfere
with subject
compliance
3) History or current
. . 1=Yes
17 IEEXO03 evidence of clinically =N Integer
=No

hepatic
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[ T o
decompensation
(e.g., ascites,
encephalopathy,
variceal hemorrhage)
1 year prior to
Screening, or a
Child-Pugh grade 7
at the time of
Screening.
4-1) Evidence of
liver cirrhosis
. 1=Yes
18 IEEX04 defined as 92N Integer
=No
meeting any of the
following criteria:
1=a) Platelet count
19 IEEX04A REASON Integer
<100,000/mm3
1=b) Clinically significant
20 IEEX04B REASON ) Integer
portal hypertension
1=c) Presence of esophageal
or gastric varices by
21 IEEX04C REASON . Integer
endoscopy in 2 years before
the time of screening
1=d) Fibroscan > 12.0 kPa (If
the test was done in 3
22 IEEX04D REASON ) Integer
months before the time of
screening.)
4-2) 40<ALT
levels<70 IU/L
(males) or 40< ALT
levels<50 IU/L
(females) with
evidence of
significant fibrosis(F2; | 1=Yes
23 IEEX04_2 Integer
>7.2 kPa) as 2=No
measured by either
liver biopsy,
Fibroscan or MR
Elastograpy
performed within 3
months.
5) Currently on or
have received
therapy with 1=Yes
24 IEEXO5 Integer
Interferon or 2=No

immunosuppressant
(including systemic
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chemotherapy)
within 12
prior to the

months

screening

25

IEEX06

6) Requirement for
chronic use of
systemic
immunosuppressant
including, but not
limited to,
corticosteroid
(prednisone
equivalent of >40
mg/day for >2
weeks), azathioprine,
or monoclonal
antibodies

1=Yes
2=No

Integer

26

IEEXO7

7) Received solid
organ or bone
marrow  transplant

1=Yes
2=No

Integer

27

IEEX08

8) History of severe,
life-threatening or
other significant
sensitivity to any
excipients of the
study drugs

1=Yes
2=No

Integer

28

IEEX09

9) Any other clinical
conditions
(cardiovascular,
respiratory,
neurologic, or renal
conditions) or prior
therapy that, in the
opinion of the
investigator, would
make the subject
unsuitable for the
study or unable to
comply with dosing
requirements.

1=Yes
2=No

Integer

29

[EEX10

10) Currently on or
have received
antiviral  treatment
for > 2 weeks
within 6 months

prior to the

1=Yes
2=No

Integer
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screening

30

[EEX11

11) History or
current evidence of
hepatocellular
carcinoma (HCC), or
high a-fetoprotein
(AFP) > 20 ng/mL.
(Patients with
AFP>20ng/mL can
be enrolled, however
if imaging
investigations, such
as dynamic CT or
MRI, provide no
evidence of HCC

within 4 months

1=Yes
2=No

Integer

31

I[EEX12

12) Malignancy
other than
hepatocellular
carcinoma within the
5 years prior to
screening, with the
exception of
specific cancers that
are cured by
surgical resection
(within 2 years prior
to screening with
confirmation of no
evidence of disease).
Subjects under
evaluation for
possible malignancy
are not eligible

1=Yes
2=No

Integer

32

I[EEX13

13) Concurrent
enrollment in
another clinical
study for other type
of antiviral
treatment for CHB
or immune
modulatory drug
within 3 months
prior to
randomization,
Participation to an

1=Yes
2=No

Integer
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EQIH Cag B A B4 (TH2)) IFcye e L
observational
(non-interventional)
clinical studies or
interventional studies
not using
anti-HBV or immune
modulatory drugs,
or during the
follow-up period of
an interventional
study are not
exclusion criteria.
14) Pregnant
women, women who
are breastfeeding
or who believe they | 1=Yes
33 IEEX14 . Integer
may wish to 2=No
become pregnant
during the course of
the study
1=Screen Pass
. 2=Screen Failure (Not
34 [ERSSTAT Result of Screening ) ) Integer
randomized after obtained
consent form)
Did not meet .
] ) ) 1=Did not meet
35 IERSREAS1 inclusion/exclusion . . . L Integer
Lo inclusion/exclusion criteria
criteria
Subject withdrew . .
36 [ERSREAS?2 1=Subject withdrew consent Integer
consent
37 IERSREAS3 Investigator Decision | 1=Investigator Decision Integer
38 IERSREAS4 Others 1=others Integer
39 IERSCOM Comment String
SUBJNO AT A ID
Screening
Baseline
On-Treatment (M6)
On-Treatment (M12)
S On-Treatment (M18)
Medical =] On-Treatment (M24)
History tH VISITNM Visit E On-Treatment (M30)
= On-Treatment (M36)
On-Treatment (M42)
EOT (M48)
uv
Medication
AE-SAE
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Case Close
VISITDT Y=
No Significant 1=No Significant
40 MHSIG . . . . Integer
Past-Medical History | Past-Medical History
Medical history not
41 MHSTAT 1=Yes Integer
collected
Reason for not 1=Patient refusal
42 MHREASND collecting medical 2=Unknown Integer
history 3=0Other
Reason for not
MHREASNDCO | collecting medical )
43 . String
M history (If  other,
please specify)
44 MHDTC Date of collection Date
Screening date for
45 MHENRF ) ) Date
Medical history
) 1=Yes
46 MHYN1 Hypertension Integer
2=No
Hypertension
International
47 MHDECOD1 L 1=110 Integer
classification of
disease (ICD-10)
Hypertension Start
48 MHSTDTC1 Integer 4
year
1=Before
Hypertension Status | 2=After
49 MHENRTPT1 of Diagnosis at 3=Coincident Integer
Screening 4=0ngoing
5=Unknown
Hypertension Date
50 MHSTTRTDTC1 ) Date
of First treatment
Hypertension 1=No
51 MHTRT1 Treatment within 1 2=Yes Integer
year 3=Unknown
Hypertension .
52 MHCOM1 String
Comment
. . 1=Yes
53 MHYN2 Diabetes Mellitus Integer
2=No
Diabetes
International
54 MHDECOD?2 L 1=E11 Integer
classification of
disease (ICD-10)
55 MHSTTRTDTC2 | DM Start year Integer 4
Diabetes Status of 1=Before
56 MHENRTPT2 Diagnosis at 2=After Integer
Screening 3=Coincident
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4=0ngoing
5=Unknown
MHSTTRTDTC2 | Diabetes Date of
57 . Date
7 First treatment
. 1=No
Diabetes Treatment
58 MHTRT2 o 2=Yes Integer
within 1 year
3=Unknown
59 MHCOM?2 DM Comment String
1=Yes
60 MHYN3 Cancer Integer
2=No
1=C18 Malignant neoplasm
of colon
2=C22 Malignant neoplasm of
liver and intrahepatic bile
ducts
3=C34 Malignant neoplasm of
bronchus and lung
Cancer International | 4=C50 Malignant neoplasm
61 MHDECOD3 classification of of breast Integer
disease  (ICD-10) 5=C16 Malignant neoplasm of
stomach
6=C73 Malignant neoplasm of
thyroid gland
7=C25 Malignant neoplasm of
pancreas
8=C61 Malignant neoplasm
of prostate
62 MHSTTRTDTC3 | Cancer Start year Integer 8
1=Before
Cancer Status of 2=After
63 MHENRTPT3 | Diagnosis at 3=Coincident Integer
Screening 4=0ngoing
5=Unknown
MHSTTRTDTC3 | Cancer Date of First
64 Date
7 treatment
1=No
Cancer Treatment
65 MHTRT3 Lo 2=Yes Integer
within 1 year
3=Unknown
66 MHCOM3 Cancer Comment String
67 MHOSTAT Other Disease YN 1=No Other Disease Integer
68 MHOTERM Other Disease Name String
Dssl International
69 MHODECOD | classification of String
disease (ICD-10)
Other Disease Start
70 MHOSTDTC Integer 8

year
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1=Before
Dss Status of 2=After
71 MHOENRTPT | Diagnosis at 3=Coincident Integer
Screening 4=0ngoing
5=Unknown
Dss Date of First
72 | MHOSTTRTDTC Date
treatment
1=No
Dss Treatment
73 MHOTRT o 2=Yes Integer
within 1 year
3=Unknown
74 MHOCOM Comment String
75 DMDRKSTAT | Drinking History 1=Unknown Integer
O0=Never drinker - less than
1 bottle a year
76 DMDRK Drinking Type 1=Ex- drinker - stop > 1 year | Integer
2=Current drinker - current
or ex-drinker (stop < 1 year)
77 DMDRKDUR | Drinking Period Float 3.2
78 DMDRKFRQ Frequency Drinking Float 3.2
DMDRKDAYAM | Amount/Day (per
79 ) Float 3.2
T time)
80 DMDRKAMT | Glass per time Float 3.2
1=Soju
2=Beer
81 DMDRKCAT | Type of alcohol 3=Liquor Int
e of alcoho nteger
yp 4=Local liquor (2fZz2|or 9
S 3E)
5=Wine
82 DMSMKSTAT | Smoking History 1=Unknown Integer
0=Never smoker - less than
100 cigarettes all life
83 DMSMK Smoking Type 1=Ex- smoker - stop > 1 year | Integer
2=Current smoker - current
or ex-smoker (stop < 1 year)
Amount/day(cigarett
84 DMSMKAMT Float 3.2
es)
Smoking
85 DMSMKDUR ) Float 3.2
Period(years)
Smoking Cessation
86 DMNSMKDUR ) Integer | 3
Periodyear(s)
Smoking quit
87 | DMNSMKDUR1 Integer | 3
month(months)
88 DMSMKPY Pack Year(PY) Float 3.2
89 MHFHSTAT1 Hepatitis B 1=Yes Integer
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2=No
3=Unknown
Hepatitis B(ICD-10
90 MHFHDECOD1 1=B18.1 Integer
code)
91 MHFHAP1A Applicable family 1=Father Integer
92 MHFHAP1B Applicable family 1=Mother Integer
93 MHFHAP1C Applicable family 1=Grandparents Integer
94 MHFHAP1D Applicable family 1=Siblings Integer
95 MHFHAP1E Applicable family 1=Children Integer
1=Yes
hepatocellular
96 MHFHSTAT2 . 2=No Integer
carcinoma
3=Unknown
97 MHFHDECOD?2 | Liver cancer(ICD-10) 1=C22.0 Integer
98 MHFHAP2A Applicable family 1=Father Integer
99 MHFHAP2B Applicable family 1=Mother Integer
100 MHFHAP2C Applicable family 1=Grandparents Integer
101 MHFHAP2D Applicable family 1=Siblings Integer
102 MHFHAP2E Applicable family 1=Children Integer
SUBJNO AL AL ID
Screening
Baseline
On-Treatment (M6)
On-Treatment (M12)
On-Treatment (M18)
S On-Treatment (M24)
s . On-Treatment (M30)
VISITNM Visit &
tH On-Treatment (M36)
= On-Treatment (M42)
EOT (M48)
uv
Medication
Randomizati AE-SAE
on Case Close
VISITDT Y=
Did this subject
meet the all 1=Yes
103 RNIEYN . . . Integer
inclusion/exclusion 2=No
criteria?
Is the subject 1=Yes
confirmed with 2=No (If no, please correct
104 RNHBEAGYN . Integer
HBeAg positive or the Laboratory data at
negative? Screening visit.)
1=TAF (25mg/day) treatment
105 RNARM Treatment Arm . Integer
2=Best supportive care
106 RNDTC Assigned date Date
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107 RNEXSTAT Dispense study drug 1=Done Integer
2=Not done
108 RNCOM Comment String
SUBJNO AL &AL 1D
Screening
Baseline
On-Treatment (M6)
On-Treatment (M12)
On-Treatment (M18)
S On-Treatment (M24)
s . On-Treatment (M30)
VISITNM Visit &
tH On-Treatment (M36)
T On-Treatment (M42)
EOT (M48)
uv
Medication
AE-SAE
Case Close
VISITDT Y=
Replaced with the
vital signs were 1=Replaced with the vital
109 VSOCCUR checked  within 28 | signs were checked within 28 | Integer
days prior to the days prior to the baseline
Physical baseline
Examination, | 110 VSDTC Visit Date Date
Vital Sign 111 VSSTAT Vital sign 1=Not Done Integer
112 VSSYSBP Systolic BP(mmHg) Integer 3
113 VSDIABP Diastolic BP(mmHg) Float 3.1
114 VSPULSE Pulse rate(bpm) Float 3.1
Height(cm (1
115 VSHEIGHT ) Float 3.1
decimal))
116 | VSHEIGHTSTAT | Height Not done 1=Not Done Integer
Weight(kg (1
117 VSWEIGHT . Float 3.1
decimal))
118 | VSWEIGHTSTAT | Weight Not done 1=Not Done Integer
Waist
119 VSWAIST ) Float 3.2
circumference(cm)
120 | VSWAISTSTAT | Waist Not done 1=Not Done Integer
121 PESTAT Physical Examination | 1=Not Done Integer
o 1=Normal
122 PEYN Specific finding Integer
2=Abnormal
123 PECOM SympComment String
124 CESTAT Events 1=Not Done Integer
125 CEOCCUR Clinical event 1=Not occurred Integer
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2=0ccurred
Hepatocellular 1=Yes
126 CEHEP . Integer
Carcinoma 2=No
Hepatocellular
127 CEHEPDTC Carcinoma Onset Date
date
1=Yes
128 CEDEA Death Integer
2=No
129 CEDEADTC Death Onset date Date
Liver 1=Yes
130 CELIVD . Integer
decompensation 2=No
Liver
131 CELIVDDTC decompensation Date
Onset date
. 1=Yes
132 CEASC Ascites Integer
2=No
133 CEASCDTC Ascites Onset date Date
. 1=Yes
134 CEVAR Varix Integer
2=No
135 CEVARDTC Varix Onset date Date
. ) 1=Yes
136 CELIVT Liver transplantation Integer
2=No
Liver transplantation
137 CELIVTDTC Date
Onset date
SUBJNO AFCHS XL ID
Screening
Baseline
On-Treatment (M6)
On-Treatment (M12)
On-Treatment (M18)
S On-Treatment (M24)
s . On-Treatment (M30)
VISITNM Visit F
tH On-Treatment (M36)
T On-Treatment (M42)
EQ-5D
N ) EOT (M48)
estionnair
questi i UV
e —
Medication
AE-SAE
Case Close
VISITDT =2
1= have no problems in
walking
. 2=| have slight problems in
138 QSYN1 Mobility Integer

walking
3=l have moderate problems
in walking
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4=| have severe problems in
walking
5= am unable to walk

139

QSYN2

Self-Care

1=l have no problems
washing or dressing myself
2=| have slight problems
washing or dressing myself
3=| have moderate problems
washing or dressing myself
4=| have severe problems
washing or dressing myself
5=] am unable to wash or
dress myself

Integer

140

QSYN3

Usual Activities

1=l have no problems doing
my usual activities

2=| have slight problems
doing my usual activities
3=| have moderate problems
doing my usual activities

4=| have severe problems
doing my usual activities

5=] am unable to do my
usual activities

Integer

141

QSYN4

Pain / Discomfort

1=l have no pain or
discomfort

2=| have slight pain or
discomfort

3=| have moderate pain or
discomfort

4=| have severe pain or
discomfort

5=I have extreme pain or
discomfort

Integer

142

QSYN5

Anxiety / Depression

1=1 am not anxious or
depressed

2=l am slightly anxious or
depressed

3=| am moderately anxious
or depressed

4=| am severely anxious or
depressed

5=1 am extremely anxious or
depressed

Integer

143

QSEQVAS

EQ-VAS(HE)

Float

3.1

Laboratory

ok

SUBJNO

ATCH AL

ID
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Screening
Baseline
On-Treatment (M6)
On-Treatment (M12)
On-Treatment (M18)
On-Treatment (M24)
£ o On-Treatment (M30)
VISITNM Visit &
tH On-Treatment (M36)
T On-Treatment (M42)
EOT (M48)
uv
Medication
AE-SAE
Case Close
VISITDT L=
144 LBDTC Date of Tests Date
Can be replaced
) P 1=Replaced with the
with the test result L
145 LBROCCUR L laboratory result within 2 Integer
within 2 months ) .
) . months prior to the baseline
prior to the baseline
LBHBVDNASTA
146 T HBV DNA not done | 1=Not Done Integer
147 LBHBVDNA HBV DNA 1=Positive Int
nteger
Values 2=Negative(<15U/mL) 9
LBHBVDNATITE | HBV DNA
148 . Float | 44
R1 Titer(x107)
LBHBVDNATITE | HBV DNA Titer
149 . Float | 44
R2 Unit(IU/mL)
150 | LBHBSAGSTAT | HBsAg not done 1=Not Done Integer
1=Positive
151 LBHBSAG HBsAg . Integer
2=Negative
152 | LBHBSAGTITER | HBsAg Titer(IlU/mL) Float 94
153 | LBHBSABSTAT | HBsAb not done 1=Not Done Integer
1=Positive
154 LBHBSAB HBsAb . Integer
2=Negative
155 | LBHBEAGSTAT | HBeAg not done 1=Not Done Integer
1=Positive
156 LBHBEAG HBeAg . Integer
2=Negative
157 | LBHBEABSTAT | HBeAb not done 1=Not Done Integer
1=Positive
158 LBHBEAB HBeAb . Integer
2=Negative
159 LBHCVSTAT AntiHCV not done 1=Not Done Integer
) 1=Positive
160 LBHCV Anti-HCV . Integer
2=Negative
161 LBHCVDTC AntiHCV Date Date
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162 LBHIVSTAT AntiHIV not done 1=Not Done Integer
) 1=Positive
163 LBHIV Anti-HIV . Integer
2=Negative
164 LBHIVDTC AntiHIV Date Date
165 LBHDVSTAT AntiHDV not done 1=Not Done Integer
. 1=Positive
166 LBHDV Anti-HDV . Integer
2=Negative
167 LBHDVDTC AntiHDV Date Date
168 LBWBCSTAT WBC not done 1=Not Done Integer
WBC(x103/uL (1
169 LBWBC ) Float 44
decimal))
170 LBHBSTAT Hb not done 1=Not Done Integer
H lobin(g/dL (1
171 LBHB erTwogo in(g/d Float 44
decimal))
172 LBPLTSTAT Platelet not done 1=Not Done Integer
173 LBPLT Platelet(x103/ul) Float 44
174 LBANCSTAT ANC not done 1=Not Done Integer
175 LBANC ANC(/uL) Float 5.5
176 LBHBASTAT HbA1C not done 1=Not Done Integer
177 LBHBA HbA1C Float 44
1=%
178 LBHBAUNIT HbA1C Unit ° Integer
2=mmol/mol
179 LBCASTAT Ca not done 1=Not Done Integer
C dL (1
180 LBCA a(mg/dL. { Float | 4.4
decimal))
Phosphorous not
181 LBPHOSSTAT 1=Not Done Integer
done
Phosphorous(mg/dL
182 LBPHOS ) Float 44
(1 decimal))
183 LBCRTSTAT Creatinine not done | 1=Not Done Integer
Creatinine(mg/dL (1
184 LBCRT ) Float 44
decimal))
185 LBBUNSTAT BUN not done 1=Not Done Integer
BUN(mg/dL(integer
186 LBBUN (mg/dL{integ Float | 4.4
only))
Total protein not
187 LBTOTPSTAT 1=Not Done Integer
done
Total tein(g/dL (1
188 LBTOTP © E,i protein(g/dL { Float 44
decimal))
189 LBALBSTAT Albumin not done 1=Not Done Integer
Albumin(g/dL (1
190 LBALB l,Jmm(g/ ( Float 44
decimal))
191 LBASTSTAT AST(SGOT) not done | 1=Not Done Integer
AST(SGOT)(IU/L(int
192 LBAST ( J1U/Linteg Float 44
er only))
193 LBALTSTAT ALT(SGPT) not done | 1=Not Done Integer
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ALT(SGPT)(IU/L(int

194 LBALT ( J1U/Linteg Float 44
er only))

195 LBALPSTAT ALP not done 1=Not Done Integer
ALP(IU/L(integer

196 LBALP (1U/k(integ Float 44
only))
Total bilirubin not

197 LBTBILISTAT 1=Not Done Integer
done
Total bilirubin(mg/dL

198 LBTBILI ) Float 44
(1 decimal))
Direct bilirubin not

199 LBDBILISTAT 1=Not Done Integer
done
Direct

200 LBDBILI bilirubin(mg/dL (1 Float 44
decimal))

201 LBNASTAT Na not done 1=Not Done Integer
Na(mmol/L(integer

202 LBNA Float 44
only))

203 LBKSTAT K not done 1=Not Done Integer
K(mmol/L (1

204 LBK ) Float 44
decimal))

205 LBEGFRSTAT | e-GFR not done 1=Not Done Integer
eGFR(mL/min(integer

206 LBEGFR Float 6.4
only))
Triglyceride not

207 LBTGSTAT 1=Not Done Integer
done
Triglycerid dL(i

208 LBTG riglycenide(mg/dL(n Float | 4.4
teger only))
Total Cholesterol not

209 | LBTCHOLSTAT 1=Not Done Integer
done
Total

210 LBTCHOL Cholesterol(mg/dL(int Float 4.4
eger only))

211 LBHDSTAT HDL not done 1=Not Done Integer
HDL(mg/dL(integer

212 LBHDL (mg/dL{integ Float | 4.4
only))

213 LBLDLSTAT LDL not done 1=Not Done Integer
LDL dL(int

214 LBLDL (mg/dL{integer Float | 4.4
only))

215 LBPTISTAT Ptt INR not done 1=Not Done Integer
Prothrombin time

216 LBPTI Float 44
INR

217 LBPTPSTAT Ptt Pc not done 1=Not Done Integer

218 LBPTP Prothrombin time % Float 44
Child-Pugh Score

219 LBCPSSTAT 1=Not Done Integer

not done
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1=None
220 LBASCITES Ascites 2=Easily controlled Integer
3=Poorly controlled
1=Grade 0
221 LBENC Encephalopathy 2=Grade I~ Integer
3=Grade llI~IV
222 LBSCORE Score (points) String
223 LBCLASS Class String
224 LBAFPSTAT AFP not done 1=Not Done Integer
AFP .
225 LBAFP . String
(ng/mL(1decimal))
226 LBCOM Comment String
227 LBSFSSTAT Serum for storage 1=Not Done Integer
Date of sampling
228 LBSFSDTC Date
(Serum)
Buffy coat for
229 LBBCFSSTAT 1=Not Done Integer
storage
Date of sampling
230 LBBCFSDTC Date
(Buffy coat)
231 LBBSCOM Comment String
SUBJNO CITLCH & XL ID
Screening
Baseline
On-Treatment (M6)
On-Treatment (M12)
On-Treatment (M18)
S On-Treatment (M24)
s . On-Treatment (M30)
VISITNM Visit F
tH On-Treatment (M36)
T On-Treatment (M42)
EOT (M48)
Imaging uv
Finding Medication
AE-SAE
Case Close
VISITDT =2
232 I[FSTAT ND 1=Not Done Integer
233 IFDTC Date of test Date
Replaced with the ) )
) o 1=Replaced with the image
image result within o )
234 [FRESTAT ) result within 4months prior to | Integer
4months  prior to )
) the baseline
the baseline
235 IFUSG Test type 1=USG Integer
236 IFCT Test type 1=CT Integer
237 [FMRI Test type 1=MRI Integer
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1=Normal
2=Chronic liver disease
238 IFRES Result 3=Liver cirrhosis Integer
4=Suspicious of Liver cancer
5=0ther
239 IFRESOTH Other image finding String
240 IFFIBSTAT Fibroscan not done | 1=Not Done Integer
Fibroscan Date of
241 IFFIBDTC Date
test
Median of
242 IFFIB . . Float 44
fibrosis(kPa)
Median of
243 IFCAP Float 44
CAP(dB/m)
SUBJNO AT AL ID
Screening
Baseline
On-Treatment (M6)
On-Treatment (M12)
On-Treatment (M18)
S On-Treatment (M24)
s . On-Treatment (M30)
VISITNM Visit &
tH On-Treatment (M36)
T On-Treatment (M42)
EOT (M48)
Bone uv
densitometr Medication
y AE-SAE
Case Close
VISITDT B2
Bone densitometry
244 BDSTAT 1=Not Done Integer
(DEXA) Not Done
245 BDDTC Date of test Date
246 BDSPI Spine (g/cm?) Float -4.5
247 BDSPISCO T-score (Spine) String
248 BDNEC Femur Neck (g/cm?) Float -4.5
249 BDNECSCO T-score (Femur neck) String
250 BDTOT Femur Total (g/cm?) Float -4.5
251 BDTOTSCO T-score (Femur total) String
SUBJNO AT A ID
o Screening
Study drug ; Baseline
compliance " VISITNM Visit o On-Treatment (M6)
N On-Treatment (M12)
T On-Treatment (M18)
On-Treatment (M24)
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On-Treatment (M30)
On-Treatment (M36)
On-Treatment (M42)
EOT (M48)
uv
Medication
AE-SAE
Case Close
VISITDT T2
. 1=Done
252 EXSTAT Dispense study drug Integer
2=Not done
253 EXNA NA 1=NA Integer
254 EXSTDTC Start Date Date
255 EXENDTC End date Date
The actual amount
256 EXPLAN of drug to String
take(Tabs)
The amount of drug )
257 EXDOSE String
taken(Tabs)
258 EXCOMP Compliance(%) String
Study drug
259 SDCOM2 compliance String
Comment
1=Y
260 SDREYN Drug returned 2=N Integer
3=NA
Number of tablets
261 SDRETABS Float 44
returned(Tabs)
SUBJNO AR A ID
Screening
Baseline
On-Treatment (M6)
On-Treatment (M12)
On-Treatment (M18)
S On-Treatment (M24)
s . On-Treatment (M30)
VISITNM Visit &
tH On-Treatment (M36)
Medication T On-Treatment (M42)
EOT (M48)
uv
Medication
AE-SAE
Case Close
VISITDT Y=g
Concomitant
262 CMSTAT 1=None Integer

Medication
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(direct input) .
263 | CMPRDNAMDR L String
Medication name
CMPRDNAMDR _
264 fEac o =
CMPRDNAMDR
265 ATC CODE
__ATC_CODE
Medication )
266 | CMPRDGENAM . String
name(Generic name)
267 CMCLASCD ATC code String
268 CMDOSE Once dose String
1=Amp
2=vial
3=cap
4=o0int
5=drop
269 CMDOSU Unit 6=ml Integer
7=mg
8=9
9=Tab
10=mcg
11=0ther
270 CMDOSU_1 unit other String
1=TABLET
2=CAPSULE
3=TROCHE
4=PILL
5=GRANULE
6=POWDER
7=SYRUP
8=EXTRACT
9=ELIXIR
10=LIQUID AND SOLUTION
21=INJECTION
271 CMDOSFRM formulation 31=TRANSDERMAL SYSTEMS Integer

32=PLASTER
33=CARAPLASMA
34=PASTE
35=0OINTMENT
36=CREAM
37=GEL
41=0PHTHAMIC
42=SUPPOSITORY
43=SPRAY
44=AEROSOL
45=INHALANT
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51=INSERT
52=DIAGNOTIC
g1=9148 Hg, 1, XBF
99=7|Et
1=Qd
2=bid
3=tid
272 CMDAYFRQ Number of doses 4=qid Integer
5=prn
6=other
Number of doses .
273 CMDAYFRQ_1 String
(other)
Start
274 CMSTDTC Date<br>(YYYY-MM- Date
DD)
End
275 CMENDTC date<br>(YYYY-MM- Date
DD)
276 CMINDC Indication String
277 CMONGO Ongoing 1=0ngoing Integer
SUBJNO AR A ID
Screening
Baseline
On-Treatment (M6)
On-Treatment (M12)
On-Treatment (M18)
S On-Treatment (M24)
s VISITNM Visit & On-Treatment (M30)
tH On-Treatment (M36)
= On-Treatment (M42)
EOT (M48)
uv
Adverse Medication
Event and AE-SAE
Serious Case Close
Adverse VISITDT Y=g
Event(AE-SA | 278 AETERM CTCAE Medra Name String
E) 279 AECODE CTCAE Medra Code String
adverse event .
280 AETERMDR . . String
term(direct input)
281 AET:{'\;D;—J:" O[#fEtg AG At
282 AETERMDR_M | O]&EtE  MEDDRA
EDDRA_VER VER
AETERMDR_LL | O] &8+g %512
283
T_CODE 20{(Lowest Level
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Hs 3 0|
Term) ZE
O|&ELS %5t
AETERMDR__LL
284 2 0{(Lowest Level
T_NAME
Term) O|2
O| &HHtS
AETERMDR__PT <
285 CHE 2 Of (Preferred
_CODE
Term) ZE
O| &HHtS
AETERMDR__PT <
286 CHE 2 Of (Preferred
_NAME
Term) O|2
O|AHIS Ate
AETERMDR__HL I3 , 49
287 80{(High Level
T_CODE
Term) ZE
O[AtHIS Ato
AETERMDR_HL | e °r
288 80](High Level
T_NAME
Term) O|&
O[AMHIS Ato|
L | AETERMDR_HL ;;(H?’h °LT| |
i eve
GT.CODE | = 19
Group Term) ZE
O|AtHIS Ato|z
AETERMDR_HL | _ o= =7
290 80{(High Level
GT_NAME _
Group Term) 0|2
Ol &t 7|2A
591 | AETERMDR_S EH:E(OS o O
= stem Organ
OC_CODE oy 9
Class) ZE
O|4HtE 7|2A
AETERMDR_S | _ & _°
292 Oi & & (System Organ
OC_NAME
Class) O|E
1=Mild
) 2=Moderate
293 AESEV Intensity Integer
3=Severe
4=Life-threatening
294 AESTDTC Start date Date
295 AEONGO Ongoing 1=0ngoing Integer
296 AEENDTC Stop date Date
1=Definitely
2=Probable
. . 3=Possibly
297 AEREL Relationship ) Integer
4=Unlikely
5=Unrelated
6=Unknown
1=None
. . 2=Temporary stop
298 AEACN Action taken with IP Integer

3=Dose Omitted
4=Dose Reduction
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5=Dose Escalation
6=Discontinuation
. 1=None
Other actions taken .
299 AETRT 2=Treatment Given Integer
for the event .
3=Withdraw from study
1=Recovered/resolved
without sequelae
2=Recovered/resolved with
sequelae
300 AEOUT Outcome . Integer
3=AE ongoing
4=Disability
5=Death
6=Unassessible/unclassifiable
Was the event 1=Yes
301 AESER . Integer
serious? 2=No
Date AE met criteria
302 AESAEDTC ) Date
for serious AE
Date Investigator
303 | AESAEINVDTC s Date
aware of serious AE
1=Result in Death
2=Life Threatening Event
3=Hospitalization
4=Prolongation of Existing
Hospitalization
304 AESAEDUE AE is serious due to | 5=Resulted in Disability or Integer
Incapacity
6=Congenital Abnormality or
Birth Defect
7=Is a Medically Important
Event
Narrative: record a
detailed description
of the event,
including the course .
305 AESAECOM ) String
of event, evaluation
and assessment,
diagnosis  and
treatment
1=Recovered / Resolved
2=Recovered / Resolved with
sequelae
3=Recovering / Resolving
306 AESAEOUT SAE outcome Integer

4=Not
resolved
5=Fatal
6=Unknown

recovered / Not
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307 AESAEREDTC | SAE Resolution Date Date
308 | AESAESUSAR | SUSAR 1=ves Integer
2=No
1=Initial
AESAEREPORTT 2=Follow up
309 Report Type . Integer
YPE 3=Final
4=Initial & Final
AESAEREPORT
310 Report Date Date
DTC
SUBJNO A& AL 1D
Screening
Baseline
On-Treatment (M6)
On-Treatment (M12)
On-Treatment (M18)
S On-Treatment (M24)
s . On-Treatment (M30)
VISITNM Visit &
tH On-Treatment (M36)
T On-Treatment (M42)
EOT (M48)
uv
Medication
AE-SAE
Case Close
VISITDT Y=
311 DSENDTC End of study Date
312 DSDOSEDTC First dose date Date
Case Close | 313 DSNA First dose date NA 1=NA Integer
314 DSCOMPL Protocol completed ;Le: Integer
315 DSDROPDTC | Date of drop out Date
1=Not followed by physician
2=Lost to Follow-up
3=Patient Decision (subject
withdrew consent, etc.)
Reason for ending 4=Any serious events
316 DSDROP data collection for regardless of this study Integer
this  subject 5=Adverse Event
6=Subject refused due to
Adverse Event
7=Death
8=0ther
Not followed by
physician (Date
317 DSLASTDTC Date

subject last
contact)
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Adverse Event (if AE, )
318 DSDROPAE ) String
specify)
Subject refused due
319 DSDROPSRAE | to Adverse Event (if String
AE,  specify)
Other (if other, .
320 DSDROPOTH i String
specify)
1=Yes
321 DSFU Event Follow Up 2=No Integer
3=NA
Occurrence of 1=Yes
322 DSCOCCUR Integer
cancer 2=No
Occurrence of
323 DSCDTC Date
cancer Date
1=Yes
324 DSDEATH Death Integer
2=No
325 DSDEATHDTC | Death Date Date
326 DSCOM Comment String
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B
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- SUBJNO AT &AL ID
B VISITNM Visit &
VISITDT E
1 SITENM Hor|g SEHER
2 DMAGE Age
3 DMSEX Sex at birth
4 DMPGOCCUR Is female subject of childbearing potential?
Consent on the Provision of Personal Information to
5 ICF2YN Third Parties
6 IEINO1 1) Willing and able to provide written informed consent
prior to study entry.
2) Age >40 years and <80 years at the time of
/ IEINO2 screening.
3) Chronic hepatitis B infection defined as HBsAg (+) or
HBV DNA (+) for at least 6 months prior to the
8 IEINO3 Screening visit, or the subject is not regarded to have
acute hepatitis B according to the clinical assessment of
the investigator.
9 IEINO4 4) Either HBeAg (+) or HBeAg (-)
10 IEINO5 5) Subject must be documented as non-cirrhotic (Platelet
> 100,000/ mm3)
6) Serum HBV DNA levels 21.0 x 1074 [U/mL and <1.0
11 IEINO6 x 1078 1U/mL
7) Serum ALT levels<70 IU/L (males) or <50 IU/L
12 IEINO7 (females)
13 IEINO8 8) Estimated creatinine clearance > 30 ml/min
14 IEINO9 9) Ability to comply with all study requirements
15 [EEX01 1) Confirmed known co-infection with HCV, HIV, or HDV
2) Current alcohol (60a/day) or substance abuse judged
16 [EEX02 by the investiaator that will potentially interfere with
subject compliance
3) History or current evidence of clinically hepatic
17 IEEX03 decompensation (e.q., ascites, encephalopathy, variceal
hemorrhage) 1 vear prior to Screenina, or a Child-Pugh
grade 7 at the time of Screening.
4-1) Evidence of liver cirrhosis defined as meeting any of
18 IEEX04 the following criteria:
19 IEEX04A REASON (a. Platelet count <100,000/mms3)
20 IEEX04B REASON (b. Clinically significant portal hypertension)
REASON (c. Presence of esophaqgeal or gastric varices by
21 IEEX04C endoscopy in 2 years before the time of screening)
REASON (d. Fibroscan > 12.0 kPa (If the test was done in 3
22 IEEX04D months before the time of screening.)
4-2) 40<ALT levels<70 IU/L (males) or 40< ALT levels<50
23 IEEX04 2 IU/L (females) with evidence of sianificant fibrosis(F2;
- >7.2 kPa) as measured by either liver biopsy, Fibroscan
or MR Elastograpy performed within 3 months.
24 I[EEXO5 5) Currently on or have received therapy with Interferon

_45_




or immunosuppressant (including systemic chemotherapy)
within 12 months prior to the screening

6) Requirement for chronic use of systemic
immunosuppressant including, but not limited to,

25 IEEX06 corticosteroid (prednisone equivalent of >40 mg/day for
>2 weeks), azathioprine, or monoclonal antibodies

26 [EEX07 7) Received solid organ or bone marrow transplant

27 IEEX08 8) History of severe, life-threatening or other significant
sensitivity to any excipients of the study drugs
9) Any other clinical conditions (cardiovascular,
respiratory, neurologic, or renal conditions) or prior

28 [EEX09 therapy that, in the opinion of the investigator, would
make the subject unsuitable for the study or unable to
comply with dosing requirements.

29 IEEX10 10) Currently on or have received antiviral treatment for
> 2 weeks within 6 months prior to the screening
11) History or current evidence of hepatocellular
carcinoma (HCC), or high a-fetoprotein (AFP) > 20

30 [EEX11 ng/mL. (Patients with AFP>20nag/mL can be enrolled,
however if imaging investigations, such as dynamic CT
or MRI, provide no evidence of HCC within 4 months
12) Malignancy other than hepatocellular carcinoma
within the 5 vears prior to screening, with the exception

31 IEEX12 of specific cancers that are cured by surgical resection
(within 2 vyears prior to screening with confirmation of no
evidence of disease). Subjects under evaluation for
possible malignancy are not eligible
13) Concurrent enrollment in another clinical study for
other type of antiviral treatment for CHB or immune
modulatory drug within 3 months prior to randomization,

32 IEEX13 Participation to an observational (non-interventional)
clinical studies or interventional studies not using
anti-HBV or immune modulatory drugs, or during the
follow-up period of an interventional study are not
exclusion criteria.
14) Pregnant women, women who are breastfeeding or

33 [EEX14 who believe they may wish to become pregnant during
the course of the study

34 [ERSSTAT Result of Screening

35 [ERSREAS1 Did not meet inclusion/exclusion criteria

36 [ERSREAS?2 Subject withdrew consent

37 [ERSREAS3 Investigator Decision

38 IERSREAS4 Others

39 |[ERSCOM Comment

40 MHSIG No Significant Past-Medical History

41 MHSTAT Medical history not collected

42 MHREASND Reason for not collecting medical history
Reason for not collecting medical history (If other,

43 MHREASNDCOM please specify)

44 MHDTC Date of collection

45 MHENRF Screening date for Medical history

46 MHYN1 Hypertension

47 MHDECOD1 Hypertension International classification of disease
(ICD-10)

48 MHSTDTC1 Hypertension Start year

49 MHENRTPT1 Hypertension Status of Diagnosis at Screening
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50 MHSTTRTDTC1 Hypertension Date of First treatment
51 MHTRT1 Hypertension Treatment within 1 year
52 MHCOM1 Hypertension Comment

53 MHYN2 Diabetes Mellitus

54 MHDECOD2 Diabetes International classification of disease (ICD-10)
55 MHSTTRTDTC2 DM Start year

56 MHENRTPT2 Diabetes Status of Diagnosis at Screening
57 MHSTTRTDTC27 Diabetes Date of First treatment

58 MHTRT2 Diabetes Treatment within 1 year

59 MHCOM?2 DM Comment

60 MHYN3 Cancer

61 MHDECOD3 Cancer International classification of disease (ICD-10)
62 MHSTTRTDTC3 Cancer Start year

63 MHENRTPT3 Cancer Status of Diagnosis at Screening
64 MHSTTRTDTC37 Cancer Date of First treatment

65 MHTRT3 Cancer Treatment within 1 year

66 MHCOM3 Cancer Comment

67 MHOSTAT Other Disease YN

68 MHOTERM Other Disease Name

69 MHODECOD Dssl International classification of disease (ICD-10)
70 MHOSTDTC Other Disease Start year

71 MHOENRTPT Dss Status of Diagnosis at Screening
72 MHOSTTRTDTC Dss Date of First treatment

73 MHOTRT Dss Treatment within 1 year

74 MHOCOM Comment

75 DMDRKSTAT Drinking History

76 DMDRK Drinking Type

77 DMDRKDUR Drinking Period

78 DMDRKFRQ Frequency Drinking

79 DMDRKDAYAMT Amount/Day (per time)

80 DMDRKAMT Glass per time

81 DMDRKCAT Type of alcohol

82 DMSMKSTAT Smoking History

83 DMSMK Smoking Type

84 DMSMKAMT Amount/day

85 DMSMKDUR Smoking Period

86 DMNSMKDUR Smoking Cessation Period

87 DMNSMKDURT1 Smoking quit month

88 DMSMKPY Pack Year

89 MHFHSTAT1 Hepatitis B

90 MHFHDECOD1 Hepatitis B(ICD-10 code)

91 MHFHAP1A Applicable family

92 MHFHAP1B Applicable family

93 MHFHAP1C Applicable family
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94 MHFHAP1D Applicable family

95 MHFHAP1E Applicable family

96 MHFHSTAT2 hepatocellular carcinoma

97 MHFHDECOD?2 Liver cancer(ICD-10)

98 MHFHAP2A Applicable family

99 MHFHAP2B Applicable family

100 MHFHAP2C Applicable family

101 MHFHAP2D Applicable family

102 MHFHAP2E Applicable family

103 RNIEYN Did this subject meet the all inclusion/exclusion criteria?
104 RNHBEAGYN Is the subject confirmed with HBeAg positive or negative?
105 RNARM Treatment Arm

106 RNDTC Assigned date

107 RNEXSTAT Dispense study drug

108 RNCOM Comment

109 VSOCCUR 5§)r/>sl‘a;$%rwgghtmebvai’ézllirs]ieqns were checked within 28
110 VSDTC Visit Date

111 VSSTAT Vital sign

112 VSSYSBP Systolic BP

113 VSDIABP Diastolic BP

114 VSPULSE Pulse rate

115 VSHEIGHT Height

116 VSHEIGHTSTAT Height Not done

117 VSWEIGHT Weight

118 VSWEIGHTSTAT Weight Not done

119 VSWAIST Wiaist circumference

120 VSWAISTSTAT Waist Not done

121 PESTAT Physical Examination

122 PEYN Specific finding

123 PECOM SympComment

124 CESTAT Events

125 CEOCCUR Clinical event

126 CEHEP Hepatocellular Carcinoma

127 CEHEPDTC Hepatocellular Carcinoma Onset date
128 CEDEA Death

129 CEDEADTC Death Onset date

130 CELIVD Liver decompensation

131 CELIVDDTC Liver decompensation Onset date
132 CEASC Ascites

133 CEASCDTC Ascites Onset date

134 CEVAR Varix

135 CEVARDTC Varix Onset date

136 CELIVT Liver transplantation

137 CELIVTDTC Liver transplantation Onset date
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138 QSYN1 Mobility

139 QSYN2 Self-Care

140 QSYN3 Usual Activities

141 QSYN4 Pain / Discomfort
142 QSYN5 Anxiety / Depression
143 QSEQVAS EQ-VAS

144 LBDTC Date of Tests

145 LBROCCUR g?igrbt% rfhr:elaggge“xv;th the test result within 2 months
146 LBHBVDNASTAT HBV DNA not done
147 LBHBVDNA HBV DNA

148 LBHBVDNATITER1 HBV DNA Titer

149 LBHBVDNATITER2 HBV DNA Titer Unit
150 LBHBSAGSTAT HBsAg not done

151 LBHBSAG HBsAg

152 LBHBSAGTITER HBsAg Titer (optional)
153 LBHBSABSTAT HBsAb not done
154 LBHBSAB HBsAb

155 LBHBEAGSTAT HBeAg not done
156 LBHBEAG HBeAg

157 LBHBEABSTAT HBeAb not done
158 LBHBEAB HBeAb

159 LBHCVSTAT AntiHCV not done
160 LBHCV Anti-HCV

161 LBHCVDTC AntiHCV Date

162 LBHIVSTAT AntiHIV not done
163 LBHIV Anti-HIV

164 LBHIVDTC AntiHIV Date

165 LBHDVSTAT AntiHDV not done
166 LBHDV Anti-HDV

167 LBHDVDTC AntiHDV Date

168 LBWBCSTAT WBC not done

169 LBWBC WBC

170 LBHBSTAT Hb not done

171 LBHB Hemoglobin

172 LBPLTSTAT Platelet not done
173 LBPLT Platelet

174 LBANCSTAT ANC not done

175 LBANC ANC

176 LBHBASTAT HbA1C not done
177 LBHBA HbA1C

178 LBHBAUNIT HbA1C Unit

179 LBCASTAT Ca not done

180 LBCA Ca

181 LBPHOSSTAT Phosphorous not done
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182 LBPHOS Phosphorous

183 LBCRTSTAT Creatinine not done
184 LBCRT Creatinine

185 LBBUNSTAT BUN not done

186 LBBUN BUN

187 LBTOTPSTAT Total protein not done
188 LBTOTP Total protein

189 LBALBSTAT Albumin not done

190 LBALB Albumin

191 LBASTSTAT AST(SGOT) not done
192 LBAST AST(SGOT)

193 LBALTSTAT ALT(SGPT) not done
194 LBALT ALT(SGPT)

195 LBALPSTAT ALP not done

196 LBALP ALP

197 LBTBILISTAT Total bilirubin  not done
198 LBTBILI Total bilirubin

199 LBDBILISTAT Direct bilirubin not done
200 LBDBILI Direct bilirubin

201 LBNASTAT Na not done

202 LBNA Na

203 LBKSTAT K not done

204 LBK K

205 LBEGFRSTAT e-GFR not done

206 LBEGFR eGFR

207 LBTGSTAT Triglyceride not done
208 LBTG Triglyceride

209 LBTCHOLSTAT Total Cholesterol not done
210 LBTCHOL Total Cholesterol

211 LBHDSTAT HDL not done

212 LBHDL HDL

213 LBLDLSTAT LDL not done

214 LBLDL LDL

215 LBPTISTAT Ptt INR not done

216 LBPTI Prothrombin time INR
217 LBPTPSTAT Ptt Pc not done

218 LBPTP Prothrombin time %
219 LBCPSSTAT Child-Pugh Score not done
220 LBASCITES Ascites

221 LBENC Encephalopathy

222 LBSCORE Score (points)

223 LBCLASS Class

224 LBAFPSTAT AFP not done

225 LBAFP AFP

_50_




226 LBCOM Comment

227 LBSFSSTAT Serum for storage

228 LBSFSDTC Date of sampling (Serum)
229 LBBCFSSTAT Buffy coat for storage

230 LBBCFSDTC Date of sampling (Buffy coat)
231 LBBSCOM Comment

232 IFSTAT ND

233 IFDTC Date of test

534 IFRESTAT Eheglggig“rv]v;th the image result within 4months prior to
235 IFUSG Test type

236 IFCT Test type

237 [FMRI Test type

238 IFRES Result

239 IFRESOTH Other image finding

240 IFFIBSTAT Fibroscan not done

241 IFFIBDTC Fibroscan Date of test

242 IFFIB Median of fibrosis

243 IFCAP Median of CAP

244 BDSTAT Bone densitometry (DEXA) Not Done
245 BDDTC Date of test

246 BDSPI Spine g/cm2

247 BDSPISCO T-score (Spine)

248 BDNEC Femur Neck g/cm2

249 BDNECSCO T-score (Femur neck)

250 BDTOT Femur Total g/cm2

251 BDTOTSCO T-score (Femur total)

252 EXSTAT Dispense study drug

253 EXNA NA

254 EXSTDTC Start Date

255 EXENDTC End date

256 EXPLAN The actual amount of drug to take
257 EXDOSE The amount of drug taken
258 EXCOMP Compliance

259 SDCOM2 Comment

260 SDREYN Drug returned

261 SDRETABS Number of tablets returned
262 CMSTAT Concomitant Medication

263 CMPRDNAMDR (direct input) Medication name
264 CMPRDNAMDR_CHEZAE W =y

265 CMPRDNAMDR__ATC_CODE ATC CODE

266 CMPRDGENAM Medication name(Generic name)
267 CMCLASCD ATC code

268 CMDOSE Once dose

269 CMDOSU Unit
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270 CMDOSU_1 unit other
271 CMDOSFRM formulation
272 CMDAYFRQ Number of doses
273 CMDAYFRQ_1 Number of doses (other)
274 CMSTDTC Start Date(YYYY-MM-DD)
275 CMENDTC End date(YYYY-MM-DD)
276 CMINDC Indication
277 CMONGO Ongoing
278 AETERM CTCAE Medra Name
279 AECODE CTCAE Medra Code
280 AETERMDR adverse event term(direct input)
281 AETERMDR_T Y Z1t ojggts FEZnt
282 AETERMDR_MEDDRA_VER O|&EHE MEDDRA VER
283 AETERMDR_LLT_CODE 0| &8Lg %[3t2| 80f(Lowest Level Term) ZE
284 AETERMDR__LLT_NAME O|4EHg %[3t2| &Of(Lowest Level Term) O|&
285 AETERMDR__PT_CODE O|&tetE CHEEO|(Preferred Term) ZE
286 AETERMDR_PT_NAME O|4ErE CHHEEO{(Preferred Term) O|&
287 AETERMDR_HLT_CODE O|AEtS 42| 80f(High Level Term) ZE
288 AETERMDR_HLT_NAME O|AEtS 42| 80f(High Level Term) O|&
289 AETERMDR_HLGT_CODE O|AetS 427 &0{(High Level Group Term) ZE
290 AETERMDR__HLGT_NAME o|4HtE M= 20{(High Level Group Term) O|&
291 AETERMDR__SOC_CODE O|&HtS 7| A CHZF(System Organ Class) ZE
292 AETERMDR__SOC_NAME O|AetS 7|2A Cf 23 (System Organ Class) 0|5
293 AESEV Intensity
294 AESTDTC Start date
295 AEONGO Ongoing
296 AEENDTC Stop date
297 AEREL Relationship
298 AEACN Action taken with IP
299 AETRT Other actions taken for the event
300 AEOUT QOutcome
301 AESER Was the event serious?
302 AESAEDTC Date AE met criteria for serious AE
303 AESAEINVDTC Date Investigator aware of serious AE
304 AESAEDUE AE is serious due to
Narrative: record a detailed description of the event,
305 AESAECOM including the course of event, evaluation and
assessment, diagnosis and treatment
306 AESAEOUT SAE outcome
307 AESAEREDTC SAE Resolution Date
308 AESAESUSAR SUSAR
309 AESAEREPORTTYPE Report Type
310 AESAEREPORTDTC Report Date
311 DSENDTC End of study
312 DSDOSEDTC First dose date
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313 DSNA First dose date NA

314 DSCOMPL Protocol completed

315 DSDROPDTC Date of drop out

316 DSDROP Reason for ending data collection for this subject
317 DSLASTDTC Not followed by physician (Date subject last contact)
318 DSDROPAE Adverse Event (if AE, specify)

319 DSDROPSRAE Subject refused due to Adverse Event (if AE, specify)
320 DSDROPOTH Other (if other, specify)

321 DSFU Event Follow Up

322 DSCOCCUR Occurrence of cancer

323 DSCDTC Occurrence of cancer Date

324 DSDEATH Death

325 DSDEATHDTC Death Date

326 DSCOM Comment
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3. Annotated CRF

E 0 QIH (eCRF H)

Inclusion & Exclusion Criteria

Screening | Baseline

Mé6

M12 M18 M24 M30 M36 M42

M48
(EQT)

uv

*| Personal Detail

Date of Birth
Date of ICF signed

Investigator who obtained consent form

Sex at birth

({ DMBRTHDTCID] )
{ ICFDTCID] )

= Investigator who obtained consent form 454 = v

{ DMINV[N]=[45=[T1_1] Young-Suk Lim|46=[T1_2] Ju Hyun Shim{47=[T1_3] Danbi Lee|48
=[T1_4] Han Chu Lee|49=[T1_6] JONGGI CHOI|50=[T1_7] Kang Mo Kim|51=[T1_8] HA IL K
IM|52=[T1_9] Won-Mook Chei|53=[T1_10] Dong Sub Jeon|54=[T2_1] Gwak Geum-Youn|5
5=[T2_2] Yong Han Paik|56=[T2_3] Dong Hyun Sinn|57=[T2_4] Wonseok Kang|58=[T2 5]
Seung Woon Paik|59=[T2_6] Myung Ji Goh|60=[T3_1] Jae-Jun Shim|61=[T3 2] Chi Hyuk O
h|62=[T3_3] Seok Ho, Dong[63=[T3_5] Gi Ae Kim|64=[T3_6] Yewan Park|65=[T4_1] Hyung
Joon Kim|66=[T4_2] Young Youn Cho|67=[T5_1] Jeong-Hoon Lee|68=[T5_2] Su Jong Yul6
9=[T5_3] JUNG-HWAN VOON|70=[T5_4] Yun Bin Lea|71=[T5_5] Joon Yeul Nam|72=[T5_6]
Eun Ju Cho|73=[T5_7] Min Kyung Park|74=[T6_1] Neung Hwa Park]75=[T6_2] Jung Woo S
hin|76=[T7_1] So Young Kwon|77=[T7_2] Jeong Han Kim|78=[T7_3] Won Hyeok Choe|79=
[T7_4] Byung Chul Yoo}80=[T8_1] Soo Young Park|81=[T8_2] Yu Rim Lee|82=[T8_3] Won Y
oung Tak]83=[T8_4] Se Young Jang|84=[T9_1] Ji Hoon Kim|85=[T9_2] Kwan Soo Byun|86=
[19_3] Young-Sun Lee]87=[T9_4] Yoon Seok Lee[88=[T9_5] Jong Eun Yeon|89=[T11_1] Gw
ang Hyeon Choil90=[T11_2] Sook-Hyang Jeong[91=[T11_3] Jihye Kim|92=[TW01_1] Ming-
Lung Yu[93=[TW01_2] Chia-Yen Dai|94=[TW01_3] Jee-Fu Huang|95=[TW01_4] Ming-Yen
Hsieh]96=[TW01_5] Chung-Feng Huang[97=[TW01_6] Chun-! Huang|98=[TW01_7] Po-Che
ng Liang|99=[TW01_8] Cheng-Ting Hsu|100=[TW01_9] Po-Yao Hsu]101=[TW01_10] Ming-
Lun Yeh|102=[TW01_11] Wan-Long Chuang|103=[TW02_1] Chien-Hung Chen|104=[TW02
_2] Sheng-Nan Lu[105=[TW02_3] Jing-Houng Wang|106=[TW02_4} Chao-Hung Hung|107
=[TW02_5] Kwong-Ming Kee]108=[TW02_6] Kuo-Chin Chang|109=[TW02_7] Yuan-Hung K
uo|110=[TW02_8] Yi-Hao Yen|111=[TW02_9] Ming-Chao Tsai|112=[TW03_1] Yao-Chun Hs
u]113=[TW03_2] Chi-Ming Tai]114=[TW03_3] Cheng-Hao Tseng|115=[TW03_4] Gin-Ho Lo
[116=[TW03 5] Tzu-Haw Chen|117=[TW03_6] Chao-Ming Tseng|118=[TW03_7] Ying-Nan
Tsai[119=[TW04_1] Ming-}eng Bair|120=[TW05_1] Pin-Nan Cheng|121=[TW05_2] Yen-Che
ng Chiuj122=[TW05_3] Hung-Chih Chiu|123=[TWO05_4] Shih-Chieh Chien|124=[TW05_5] J
ui-Wen Kang|125=[TW05_6] Er-Hsiang Yang|126=[TW06_1] Hung-Da Tung|127=[TW06_2]
Chih-Chou Chen|128=[TW06_3] Pei-Lun Lee|129=[TW07_1] Te-Sheng Chang|130=[TW07_
2] Shui-¥i Tung|131=[TW07_3] Chien Heng Shen|132=[TW07_4] Kuo-Liang Wei[133=[TW0
7_5] Huang-Wei Xu|134=[TW07_6] Yi-hsing Chen|135=[TW07_7] Wei-Ming Chen|136=[T
WO7_8] Chih-Wei Yen|137=[TWO07_9] Kao-Chi Chang|138=[TW07_10] Sheng-Nan Lu|139=
[TW07_11] Chao-Hung Hung|140=[TW07_12] Chun-Hsien Chen|141=[TW0&_1] Chi-Yi Che
n|142=[TW08_2] Po-Yueh Chen|143=[TWO08_3] Ming-Tse Hsu|144=[TW08_4] Tsung-Jang T
sau|145=[TW09_1] Ching-Chu Lo|146=[TW09_2] Jow-Jyh Hwang|147=[TW09_3] Chien-Hu
ng Lin|148=[TW09_4] Hsu-Sheng Cheng|149=[TW09_5] Yi-Tang Liao|150=[TW09_6] Po-Ye
n Hsiao[151=[TW10_1] Kuo-Chih Tseng|152=[TW10_2] Chih-Wei Tseng|153=[TW10_3] Ven
~Chun Chen|154=[TW10_4] Ping-Hung Ko|155=[TW11_1] Sheng-Shun Yang|156=[TW11_
2] Teng-Yu Lee|157=[TW11_3] Shao-Wu Lee|158=[TW11_4] Chung-Hsin Chang|159=[TW1
1_5] ¥i-Jie Huang[160=[TW11_6] I-Ta Lu|161=[TW12_1] Cheng-Yuan Peng|162=[TW12_2]

Hsueh-Chou Lai|163=[TW12_3] Wei-Fan Hsu|164=[TW12_4] Hung-Wei Wang] )
{Age at screening) ( DMAGE[N3] )

O Male ( DMSEX[N]=1) () Female ( DMSEX[N]=2 )
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Is female subject of childbearing potential?

Consent on the Provision of Personal Information to
Third Parties

[*) Inclusion Criteria

1) Willing and able to provide written informed consent
prior to study entry.

2) Age =40 years and =80 years at the time of screening.

3) Chronic hepatitis B infection defined as HBsAg (+) or
HBV DNA (+) for at least & months prior to the
Screening visit, or the subject is not regarded to have
acute hepatitis B according to the dinical assessment of
the investigator.

4) Either HBeAg (+) or HBeAg (-}

5) Subject must be documented as non-cirrhotic (Platelet
= 100,000/ mm3)

6) Serum HBV DNA levels =1.0 x 10”4 IU/mL and <1.0 x
108 1U/mL

T) Serum ALT levels<70 IU/L (males) or <50 IU/L
(females)

8) Estimated creatinine clearance = 30 ml/min
9) Ability to comply with all study requirements

[*] Exclusion Criteria

1) Confirmed known co-infection with HCV, HIV, or HDV

2) current alcohol (60g/day) or substance abuse judged
by the investigator that will potentially interfere with
subject compliance

3) History or current evidence of clinically hepatic
decompensation (e.g., ascites, encephalopathy, variceal
hemorrhage) 1 year prior to Screening, or a Child-Pugh
grade 7 at the time of Screening.

o TV

4-1) Evid of liver
the following criteria:

as meeting any of

) Yes
{ DMPGOCCUR[N]=1 )

) No
{ DMPGOCCUR[N]=2 )

) NA (Hysterectomy, post-menopausal, etc)

{ DMPGOCCUR[N]=3 )

O Yes ( ICF2YN[N]=1) O No { ICF2YN[N]=2 )

) Yes ( IEINO1[NI=1)

O Yes ( IEINO2[N]=1)

O Yes ( IEINO3[N]=1)

O Yes ( IEINO4IN]=1)

O Yes ( IEINOSIN]I=1)

O Yes ( IEINOG[N]=1 )

O Yes ( IEINO7[N]=1 )

O Yes ( IEINOB[N]=1 )

(O Yes ( IEINO9[N]=1)

O Yes ( IEEXD1[N]=1)

O Yes ( IEEX02[N]=1)

O Yes ( IEEX03[N]=1)

O Yes ( IEEXD4[N]=1)

O No ( IEIN01[N]=2)

O No ( IEIN02[N]=2 )

O No ( IEINO3[N]=2 )

O No ( IEIND4[N]=2 )

D No ( IEINOS[N]=2 )

{0 No ( IEINOG[N]=2 )

(D No ( IEINOT[N]=2 )

O No ( IEINOB[N]=2 )

O No ({ IEIN0O[N]=2)

O No ( IEEX01[N]=2 )

(O No ( IEEX02[N]=2 )

O No ( IEEX03[N}=2 )

O Mo ( IEEX0A[N]=2 )

REASON (7] a) Platelet count <100,000/mm?3 { |EEX04AM]=1)

REASON ("] b Clinically significant portal hypertension ( IEEX0O4B[N]=1 )

REASON ["] ¢} Presence of esophageal or gastric varices by endoscopy in 2 years before the time of sc
reening
{ IEEXDACIN]=1 }

REASON ("] d) Fibroscan = 12.0 kPa (If the test was done in 3 months before the time of screening.)

{ IEEX04D[N]=1 )

4-2) 40=ALT levels<70 IU/L (males) or 40= ALT levels<50
1U/L {fernales) with evidence of significant fibrosis(F2;
=7.2 kPa) as measured by either liver biopsy, Fibroscan
or MR Elastograpy performed within 3 months.

() Yes ( IEEX04_2[N]=1) (O No ( IEEX04_2[N]=2)

5) Currently on or have received therapy with Interferon
or immunosuppressant (including systemic
chemotherapy) within 12 months prior to the screening

O Yes ( IEEXO5[N]=1) () No ( IEEX05[N]=2 )
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6) Requirement for chronic use of systemic O Yes ( IEEX06[N]=1) (O No ( IEEX06[N]=2 )
immunosuppressant including, but not limited to,

corticosteroid {(prednisone equivalent of >40 mg/day for

>2 weeks), azathioprine, or monoclonal antibodies

7) Received solid organ or bone marrow transplant ) Yes ( IEEXO7[N]=1) (O No ( IEEX07[N]=2)

8) History of severe, life-threatening or other significant (O Yes ( IEEX08[NI=1) (O No ( IEEX0B[N]=2 )
sensitivity to any excipients of the study drugs

8) Any other clinical conditions (cardiovascular, () Yes ( IEEX09[N]=1) (O No ( IEEX09[N]=2 )
respiratory, neurologic, or renal conditions) or prior

therapy that, in the opinion of the investigator. would

make the subject unsuitable for the study or unable to

comply with dosing requirements.

10) Currently on or have received antiviral treatment for () Yes (IEEX10[N]=1) () No ( IEEX10[N]=2)
= 2 weeks within 6 months prior to the screening

11) History or current evidence of hepatoceliular O Yes (IEEX11[N]=1) O Mo ( IEEX11[N]=2)
carcinoma (HCC), or high a-fetoprotein (AFP) > 20

ng/mL. {(Patients with AFP>20ng/mL can be enrolled,

however if imaging investigations, such as dynamic CT or

MRI, provide no evidence of HCC within 4 months

12) Malignancy other than hepatocellular carcinoma (0 Yes ( IEEX12[N]=1) O Mo ( IEEX12[N]=2)
within the 5 years prior to screening, with the exception

of specific cancers that are cured by surgical resection

(within 2 years prior to screening with confirmation of no

evidence of disease). Subjects under evaluation for

passible malignancy are not eligible

13) Concurrent enrollment in another clinical study for O Yes ( IEEX13[N]=1) (O No ( IEEX13[N]=2)
other type of antiviral treatment for CHB or immune

modulatory drug within 3 months prior to

randomization, Participation to an observational (non-

interventional) clinical studies or interventional studies

not using anti-HBV or immune modulatory drugs, or

during the follow-up period of an interventional study

are not exclusion criteria.

14) Pregnant women, women who are breastfeeding or () Yes ( IEEX14[N]=1) O No { IEEX14[N]=2)
who believe they may wish to become pregnant during

the course of the study
Result of Screening () Screen Pass
{ IERSSTAT[N]=1)
() Screen Failure (Not randomized after obtained consent form)
{ IERSSTAT[N]=2 )
Did not meet inclusion/exclusion criteria [} Did not meet inclusion/exclusion criteria { IERSREAST[N]=1)
Subject withdrew consent [ Subject withdrew consent ( IERSREAS2[N]=1)
Investigator Decision ] Investigator Decision ( IERSREAS3[N]=1)
Others (O] others ( IERSREAS4[N]=1)
Comment

{ IERSCOMIC] )
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E O QIH (eCRF H)

Medical History

Screening | Baseline | M6

M12

M18

M24

M30 M36 M42

M48
(EQT)

uv

» | Past-Medical History

If the subject is taking any medication for ongoing diagnosis, please record it on Medication form

Medical history not collected

Reason for not collecting medical history

(] Yes ( MHSTAT[N]=1 )

() Patient refusal ( MHREASND[N]=1) (O Unknown { MHREASND[N]=2 ) () Other

{ MHREASND[N]=3 )

Reason for not collecting medical history (If other, please

specify)

Date of collection

Screening date for Medical history

Mo Significant Past-Medical History

Past-Medical
MHTERM
Diagnoses

{ MHYN1[N]=1)
) Ne

{ MHYN1[N]=2 )

Hypertension

O Yes
{ MHYN2[N]=1 )
O No

{ MHYN2[N]=2 )

Diabetes Mellitus

International
classification of
disease (ICD-10)

O no
{ MHDECOD1[N]

=1)

O EN
{ MHDECOD2[N]

=4

{ MHREASNDCOMIC] )

{ MHDTCID] )

{ MHENMRF[D] )

] No Significant Past-Medical History ( MHSIG[N]=1 )

Start year

{ MHSTDTC1[N4]

]

[ MHSTTRTDTC2

N4] )

Status of Diagnosis Date of First

at Screening

(") Before

[ MHENRTPT1[N]
=1}

(") After

{ MHENRTPTT[N]
=2 )

(") Coincident

{ MHENRTFTT[N]
F3)

(") Ongoing

{ MHENRTPTT[N]
=4}

() Unknown

{ MHENRTPT1[M]
=51

(") Before

{ MHENRTPT2[N]
=§5

() After

{ MHENRTPT2[N]
=53

() Coincident

{ MHENRTPT2[N]
=3}

() Ongaing

{ MHENRTPT2[N]
=4)

() Unknown

{ MHENRTPT2[N]

=5}
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treatment

{ MHSTTRTDTC

1)

[ MHSTTRTDTC27

01}

Treatment within 1
year
) Ne
{ MHTRT1[M]=1 )
0O Yes
{ MHTRT1[N]=2
) Unknown

{ MHTRT1[N]=3 )

i) Ne

[ MHTRT2[N}=1 }
) Yes

[ MHTRT2[N}=2 )
() Unknown

[ MHTRT2[N}=3 )

Comment

54

[ MHCOM1[C] )

7~

{ MHCOM2[C] )




MHTERM

Cancer

| Other Disease Y/N

Other Disease YN

Past-Medical
Diagnoses
) Yes
{ MHYN3[NI=1 )
O No
{ MHYN3[N]=2 )

International
classification of
disease (ICD-10)

Status of Diagnosis

Start year
at Screening

(3 €18 Malignant () Before

neoplasm of colon { MHENRTPT3[N]

{ MHDECOD3[N] ( MHSTTRTDTC3 =1}
=1} ME] ) () After

) €22 Malignant { MHENRTPT3[N]
neoplasm of liver =2}

and intrahapatic bi () Coincident

le ducts { MHENRTPT3[N]
{ MHDECOD3[N] =3

=2) ) Ongoing

) €34 Malignant { MHENRTPT3[N]
neoplasm of bronc =4}

hus and lung () Unknown

{ MHDECOD3[N] { MHENRTPT3[N]
=3} =)

() C50 Malignant
neoplasm of breas
t

{ MHDECOD3[N]
=4)

() €16 Malignant
neoplasm of stom
ach

{ MHDECOD3[N]
=5)

() €73 Malignant
neoplasm of thyroi
d gland

{ MHDECOD3[N]
=6)

() €25 Malignant
neoplasm of pancr
eas

{ MHDECOD3[N]
=7)

() C61 Malignant
neoplasm of prost
ate

{ MHDECOD3[N]

=8)

[[] No Other Disease { MHOSTAT[M]=1 }
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Date of First  Treatment within 1
treatment year
() Ne
{ MHSTTRTDTC37 ( MHTRT2[MI=1}
1) O Yes

{ MHTRT3[N]=2 }
) Unknown

{ MHTRT3[N]=3 }

Comment

7~

{ MHCOM3[C] }



International classificabio Status of Diagnosis at 5

Other Disease Name n of discase ICD-10) Start year e Date of First treatment  Treatment within 1 year Comment
() Before ) Na
{ MHOTERMIC] ) { MHODECOD[C] } { MHOSTDTC[ME] )  { MHOENRTPT[N]=1 ( MHOSTTRTDTC[D] { MHOTRT[N]=1) ~

| ) () Yes { MHOCOMIC] )

) After { MHOTRT[N]=2 )

{ MHOENRTPT[N]=2 ) Unknown
) { MHOTRT[N]=3 )
() Coincident

{ MHOENRTPT[N]=2
)
O Ongoing
{ MHOENRTPT[N]=4
)
() Unknown
{ MHOENRTPT[N]=5
)
® | Drinking History
Drinking History [C] Unknown [ DMDRKSTAT[N]=1 )
Drinking Type () Mever drinker - less than 1 bottle a year
{ DMDRK[M]=0 )
() Ex- drinker - stop = 1 year
{ DMDRK[M]=1 )
() Current drinker - current or ex-drinker [stop < 1 year)
{ DMDRK[M]=2 )
Drinking Period ({ DMDREKDUR[N3.2] }

year{s) ex} 6month — 0.5, 1year 6month = 1.5
Frequency Drinking | DMDRKFRQ[N3.2] )
time(s) / a week
Amount/Day (per time) [ DMDREDAYAMT[N3.2] )
g # 1 glass = 10 gram
Glass per time glass ( DMDREAMT[N3.2] )
Type of alcohol () Soju { DMDRKCAT[N]=1) () Beer ( DMDRKCAT[N]=2 } () Liquor
{ DMDRKCAT[N]=3 ] () Local liquor (2 E2]or M#RM) ( DMDRKCAT[N]=4 ) () Wine

{ DMDRKCAT[N]=5 )
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¥ | Smoking History

Smoking History [[] Unknown [ DMSMESTAT[NI=1 }

Smoking Type () Never smoker - less than 100 cigarettes all life
{ DMSMK[M]=0 )
() Ex- smoker - stop * 1 year
{ DMSMEK[M]=1 )

() Current smoker - current or ex-smoker (stop < 1 year)

{ DMSMK[N]=2 )
Amount/d=y cigarette(s) ( DMSMKAMT[M2.2] )
Smoking Period year(s) | DMSMKDUR[N3.2] )
Smaoking Cessation Period year(s) | DMMSMKDUR[N3] )
Smoking quit month month(s) { DMMSMKDURT[N3] }
Pack Year PY ( DMSMKPY[N3.2] }

Pack Year: (Amount/Day) + 20 x Smoking Pericd

& | Family history
Family history ICD-10 code  Applicable family
O Yes O BB [ Father ] Mother [} Grandparents [ Siblings ] children
{ MHFHSTAT1[N] ([ MHFHDECOD1 ( MHFHAPIA[N]= ( MHFHAPiB[N]= (MHFHAPIC[N]= ( MHFHAPID[M]= ( MHFHAPIE[M]=
=1) my=1) 1) 1) 1) 1) 1)
O Ne
Hepatitis B { MHFHSTAT1{N]
=2
) Unknawn
{ MHFHSTAT1[N]
=3
O Yes 0O czz20 [] Father [C] Mother [} Grandparents [ Siblings ] Children
{ MHFHSTAT2[N] ( MHFHDECODZ ( MHFHAP2A[N]= ( MHFHAP2B[N]= ({ MHFHAP2C[N]= ( MHFHAPZD[N]= ( MHFHAFZE[N]=
=1) [MN]=1) 1) 1) 1) 13 1)
) No
Liver cancer { MHFHSTAT2[MN]
=2)
() Unknown
{ MHFHSTAT2[N]

=3]
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T QIH(@EeCRF E) Randomization

M48
Screening | Baseline | M6 M12 M18 M24 M30 M36 M42 uv

(EOT)

# | Randomization
* Randomization is completed by clicking the Save button at the bottom.

Did this subject meet the all inclusion/exclusion criteria? {0 Yes { RNIEYN[N]=1) () No ([ RNIEYM[N]=2 )
Is the subject confirmed with HBeAg positive or (O Yes [ RNHBEAGYMN[N]=1 )
negative?

{7 No {If no, please correct the Laboratory data at Screening wisit) ( RMHBEAGYHN[N]=2 )

it was not randomized.

Treatment Arm () TAF (25mg/day) treatment | RHARM[MN]=1 § () Best supportive care { RMARM[N]=2 }
Assigned date { RNDTCID] )
Dispense study drug () Done [ RNEXSTATIN]=1) () Mot done | RMEXSTAT[MN]=2 )
Comment
F
{ RNCOM[C]

EOQIH(EeCRF H) | Physical Examination, Vital Sign

M48
Screening | Baseline | M6 M12 M18 M24 M30 M36 M42 uv
(EOT)
Replaced with the vital signs were checked within 28 |_] Replaced with the vital signs were checked within 28 days prior to the baseline
o ior to the basel
ays prior to the baseline { VSOCCURIN]=1 )

® | Vital signs & Additional Information
Visit Date { VSDTC[D] }
Wital sign O Not Done | VSSTAT[MN]=1 }
Systolic BF mmHg ( VSSYSBP[M3Z] )
Diastolic BP mmHg | VSDIABP[N3.1] )
Pulse rate bpm | VSPULSE[M3.1])
Height cem (1 decimal) { VSHEIGHT[MN3.1] } [] Not Done [ VSHEISHTSTAT[M]=1 )
Weight kg (1 decimal) ( VSWEIGHT[N3.1] } [(] Not Done | VSWEIGHTSTAT[N]=1 )
Waist circumference em [ WSWAIST[N3.2] ) I:! Not Done | VSWAISTSTAT[M]=1 )
* | Physical Examination
Physical Examination |_j Not Done ( PESTAT[M]=1)
Specific finding (O Normmal { PEYN[N]=1) (O Abnormal [ PEYM[N]=2 )
SympComment

]

{ PECOMIC] )
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* | Events

Events

Clinical event

[[] Not Dome { CESTAT[N]=1 |

() Not cccurred [ CEOCCUR[N]=1] () Ooccurred [ CEOCCUR[N]=2 )

{) Yes { CEHEP[N]=1) (O No { CEHEP[N]=2 ) { CEHEPDTC[D] )
Hepatocellular Carcinoma
Onset date
{0 Yes [ CEDEA[N]=1 ) () No ( CEDEA[N]=2} { CEDEADTC[D] §
Death
Onset date
() Yes [ CELIWD[N]=1} () Mo { CELIVD[N]=2 } { CELIVDDTC[D] )
Liver decompensation
Onset date
() Yes ([ CEASCIN]=1) (O Mo { CEASC[N]=2) { CEASCDTCID] )
Ascites
Onset date
() Yes ( CEVAR[N]=1) () No { CEVAR[N]=2 ) { CEVARDTC[D] }
Varix
Onset date
() Yes ([ CELWT[N]=1) (O Mo [ CELIVT[N]=2 ) { CELINTDTC[D] )
Liver transplantation
Onzet date

E 0 QIH (eCRF H)

EQ-5D questionnaire

Screening | Baseline | M6

M12

M18 M24 M30 M36 M42

M48
(EOT)

uv

» | EQ-5D questionnaire

Mot Done

Mohility

Self-Care

] Not Dane [ QSMD[M]=1 )

(| have no problems in walking

{ QSYN1[N]=1)

(7 | have slight problems in walking

{ QSYN1[N]=2 )

) | have moderate problems in walking

{ QSYN1[N]=2 )

() | have severe problems in walking

{ QSYN1[M]=4

{3 | am unable to walk

{ QSYNT[N]=5 )

() | have no problems washing or dressing myself

{ QSYN2[N]=1 }

(0 | have slight problems washing or dressing myself
{ QSYN2[M]=2 )

(1 | have moderate problems washing or dressing myself
{ Q5YN2[M]=3)

(3 | have severe prablems washing or dressing myself
{ QSYN2[M]=4)

("3 | am unable to wash or dress myself

{ QSYN2[N]=5 )
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Usual Activities (73 | have no problems doing my wsual activities
{ QSYN3[N]=1 )
{4 | have slight problems doing my usual activities
{ QSYN3[N]=2 )
3 | have moderate problems doing my usual activibies
{ QSYN3[N]=3 )
3 | have severe problems doing my usual activities
{ QSYN3[N]=4 )
(73 1 am unable to do my usual activities
[ QSYMZ[N]=5 }
Pain / Discomfort (3 | have no pain or discomfort
{ OSYN4[N]=1 )
("3 | hawve slight pain or discomfort
{ OSYN4[N]=2 )
3 | have moderate pain or discomfort
{ QSYN4[N]=3 )
("3 | have severe pain or discomfort
{ OSYN4[N]=4 )
(73 | have extreme pain or discomfort

{ QSYN4[N]=5 )

Anxiety / Depression {7 1 am not amdous or depressed
{ OSYNS[N]=1 )
{3 1 am shghtly anxious or depressed
{ OSYNS[N]=2 )
() | am moderately anxious or depressed
{ QSYNS[N]=3 )
() | am severely anxious or depressed
{ QSYNS[N]=4 )
() 1 am extremely anxious or depressed

{ QSYNS[N]=5 ]

EQ-VAS B [ QSEQVAS[N3.I] )
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E | QlH(eCRF H) Laboratory Values

M48
Screening | Baseline | M6 M12 M18 M24 M30 M36 M42 uv
(EQT)
& | Laboratory Values
Laboratory test I:l Mot Done ([ LESTAT[MN]=1 )
Date of Tests { LBDTC[D] )
Can be replaced with the test result within 2 months [ ] Replaced with the laboratory result within 2 months prior to the baseline
prior to the baseline .
{ LBROCCUR[N]=1 )
# | Immune Serum Test
temn tested Result ND
() Positive { LEHBVDMA[N]=1) ) Negative(<15IU/mL) [] Not Done { LEBHBVDNASTAT[N]=1)
HEBYV DMA
[ LEHBVDNA[N]=2 }
HBY DMNA Titer x10* | LEHBEVDMNATITERT[N4.4] ) IW/mL | LEHEVDMNATITER2[MN4.4] )
() Positive { LEHBSAG[MN]=1) () Negative [ LBHBSAG[N]=2 ) [] Mot Done { LEHBSAGSTAT[N]=1 )
HBsAg
* guantitation method
HBsAg Titer {optional) WU/mL ( LEHBSAGTITER[NS.4] )
HEBEsAb () Positive [ LEHBSAB[N]=1} (O} Negative ( LBHBSAB[MN]=2 ) |:| Mot Done { LEHBSABSTAT[N]=1 )
HBeAg () Positive { LEHBEAG[M]=1) () Negative [ LEHBEAG[M]=2 ) [T Mot Done { LEHBEAGSTAT[N]=1 }
HB=AL () Positive { LEHBEAB[N]=1) () Megative { LBHBEAB[N]=2 [} Mot Done { LEHBEABSTAT[N]=1
ftem tested Resulft ND Date on test
() Positive { LBHCW[N]=1) () Megative (7] Not Done { LEHCVSTATIN]=1 { LEHCWDTCID]
Anti-HOW
{ LBHCV[N]=2 )
() Positive { LBHIV[N]=1) () Negative [ Not Done { LBHIVSTAT[N]=1 ) { LBHIVDTCID] )
Anti-HIV
{ LBHIV[N=2 }
() Positive { LEHOV[N]=1} () Negative (7] Mot Done { LEHDVSTAT[N]=1 ) { LBHDVDTC[D] }
Anti-HDV -
{ LBHDVN]=2 }
¢ | Hematology
itern tested Result ND
WBC *103/ul {1 decimal) { LEWBC[M4.4] ) (7] Mot Done ( LEWBCSTAT[N]=1 )
Hemoglobin g/dL (1 decimal} { LBHE[M4.4] ) [7) Not Done { LBHBSTAT[N]=1 }
Platelat x103ful [ LBPLT[M4.4] ) |: Mot Done [ LBPLTSTAT[MN]=1 )
ANC ful ( LBANC[NS.5]} [7) Mot Dane ( LBANCSTAT[N]=1 )
® | HbAIC
ftemn tested Result Wit ND
{ LEHBA[M#.4] | = HbATC Unit HE8 — w [_‘ Mot Done [ LEHBASTAT[N]=1)
HbATC

{ LBHBAUNIT[N]=[1=%[2=mmol/maol] }
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¢ | Blood Chemistry
ltem tested

Ca

Phosphorous

Creatinine

BUN

Total protein

Albumin

AST(5GOT)

ALT{SGPT)
Item tested

ALF

Total bilirubin

Direct bilirubin

Na
K

Item tested
Trighyceride

Total Cholasterol

HDL

LDL

Item tested

aGFR

*| Blood coagulation test

ltem tested

Prothrombin time INR

FProthrombin time %

& | Child-Pugh Score

Child-Pugh Score not done

Ascites

Encephalopathy

Score (points)

Class

Result
mg/dL (1 decimal) { LBCA[N4.4] |
ma/dL (1 decimal) { LEPHOS[N4.4] )
mg/dL (1 decimal} | LECRT[N4.4] )
ma/dL{integer only) ( LBBUM[N4.4] )
g/dL (1 decimal) { LETOTP[N4.4] )
g/dL (1 decimal) { LBALB[MN4.4] )
IU/L(integer only) ( LEAST[N4.4] |

IU/L{integer only) [ LEALT[N4.4] )

ND
[] Not Done { LBCASTAT[N}=1 }
(7] Not Done { LEPHOSSTAT[N]=1}
[] Not Done { LBCRTSTAT[N]=1}
() Mot Done { LBBUNSTATN]=1)
(7] Not Done { LETOTPSTAT[N]=1 )
[] Not Done { LBALBSTAT[N]=1 )
7] Not Done { LBASTSTATN]=1 )

[C] Not Done { LBALTSTAT[N]=1 )

Result
IUfL{integer only) [ LBALP[N4.4] )
mgfdL {1 decimal) | LBTBILI[MS.4] )
mg/dL {1 decimal) { LBDBILI[N4.4] |
mmalfL{integer anly] | LEMA[M4.4]

mmol/L {1 decimal) ( LEK[MN£.4] )

Result
ma/dL{integer only) [ LETG[M4.4] |
ma/dl{integer anly) ( LBTCHOL[MN4.4] |
mg/dL{integer only) { LEHDL[N4.4] )

mg/dL{integer only) | LELDL[N4.4] )

Result

mbL/min{integer only} ( LBEGFR[NE.4] |

Result

{ LBPTI[N4.4] }

INR{Must enter up to 2 dacimal)

{ LBPTP[N4.4] )

% (integer only, round off the 1 decimal)

ND
(] Not Done { LBALPSTAT[N]=1}
[} Not Done [ LETBILISTAT[M]=1 }
[T} Not Done [ LBOBILISTAT[N]=1
(] Not Done [ LBNASTAT[M]=1 |

[C) Mot Done | LEKSTAT[N]=1

ND
(] Mot Done { LETGSTAT[N]=1 )
(] Mot Done { LBTCHOLSTAT[N]=1 )
[} Not Done { LBHDSTAT[M]=1 |

[[] Mot Done [ LBLDLSTAT[MN]=1)

ND

[[] Not Done { LBEGFRSTAT[N]=1 |

ND

[[] Not Done | LEPTISTAT[M]=1)

[] Not Done { LBPTPSTAT[N]=1 )

[] Not Done ( LBCPSSTAT[NI=1 |

(0 None ( LBASCITES[M]=1) () Easily controlled { LEASCITES[N]=2 }

() Poorly controlled { LEASCITES[N]=3 }

() Grade D { LBENC[N]=1) () Grade I~ll { LEENC[N]=2} () Grade Hll~I¥

{ LBENC[M]=3 )

{ LBSCORE[C] )

{ LBCLASS[C] }
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¥ | Tumor Marker Test

Hem tested Result MND
[_] Not Done (| LBAFPSTAT[M]=1 )
AFP
na/mL (1 decimal) { LEAFP[C] )
Comment
&
{ LBCOMIQ] )

& | Biospecimen sampling

Serum for storage (] Not Done { LESFSSTAT[N]=1 }

Date of sampling (Serum) { LBSFSDTCED] )

Buffy coat for storage [C] Not Done { LEBCFSSTAT[N]=1 )

Date of sampling (Buffy coat) { LBBCFSDTCD] )

Comment

A
[ LBBSCOMI[C] )
E0QIH(eCRF ¥) | Imaging Finding
. . M48
Screening | Baseline | M6 M12 M18 M24 M30 M36 M42 uv
(EOT)

& | Imaging Finding
ND [[] Not Dene { IFSTAT[M]=1 }
Date of test { IEDTCED] }
Replaced with the image [T} Replaced with the image result within 4months prior to the baseline { IFRESTAT[N]=1 )
result within 4months
prior to the bassline
Test type [ usG { IFUSG[MN]=1) [ T ( IFCTN}=1 ) [ MR { IFMRI[N]=1 )

(") Normmal { IFRES[M]=1} () Chronic liver disease { IFRES[MN]=2 | (7} Liver cirrhosis | IFRES[M]=3 } (7) Suspicious of Liver cancer

Result
{ IFRES[N]=4 } () Other { IFRES[M]=5 )

Other image finding ~
{ IFRESOTHIC]

* | Fibroscan

Fibroscan not done [] Not Done { IFFIBSTAT[N]=1 )

Fibroscan Date of test { IFFIBDTCID] )

Median of fibrosis kPa [ IFFIB[N4.4] }

Meadian of CAP difm ( IFCAP[N4.4] )
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E O QIH (eCRF H)

Bone densitometry

M48
Screening | Baseline | M6 M12 M18 M24 M30 M36 M42 uv
(EOT)
& | Bone densitometry (DEXA)
Bone densitometry (DEXA) Mot Done [[] Not Done { BDSTAT[N]=1 )
Date of test { BDDTCID] )
Spine gfom2 gfem2 [ BDSPI[M-4.5] )
T-score (Spine)
{ BDSPISCOLC] )
Femur Meck g/cm2 gfem? [ BDOMNEC[M-4.5] )
T-score (Femur neck)
{ BDNECSCO[C] )
Femur Total g/fom2 gfcm? | BDTOT[MN-4.5] )
T-score (Femur total)
{ BDTOTSCO[C] )
EH QI (@eCRF E) | Study drug compliance
) . M48
Screening | Baseline | M6 M12 M18 M24 M30 M36 M42 uv
(EOT)
* | Study drug compliance
Dispense study drug () Done [ EXSTAT[N]=1]) (O Not done [ EXSTAT[N]=2)
* | Compliance
The actual amount of The amount of drug .
Study Drug MA Start Date End date Compliance
drug to take taken
Tenofovir alafenamide (25 [ Ma
mg/day) { EXNA[N]=1 ) { EXSTDTCID] ) [ EXENDTC[D] } Tabs ( EXPLAN[C]) Tabs ( EXDOSE[C] ) { EXCOMPIC] )
Comment
7~
{ SDCOM2[C] )
* | Study drug return
Study Drug Drug returned Mumber of tablets returned
Tenofovir alafenamide (25 (O Y ( SDREYN[N]=1) (O N ( SDREYN[N]=2} (3 NA Tabs ([ SDRETABS[N4.4] )

mg/day}

{ SDREYN[N]=3 )




E 0 QIH (eCRF H)

Medication

Screening

Baseline

M6

M12

M18

M24

M48
(EOT)

M30 M36 M42 uv

& | Medication

Concomitant Medication

& | Medication

Medicatio
{direct inp

n name{G
wut) Medica = ATC code
. eneric na
tion name .
me])
=
{ CMPR i CMPR { CMCL
DHAM DGEMA ASCD
DRC] } MIC] ) 3

Once dos

=

{ CMD
OSE[C]

]

Lt unit other
= Uni v

[ CMDOS
UNl=[1=
Amp|2=vi
al|2=capl|
4=aoint|5=
droplé=m
7=mg|8
=g|9=Tab|
10=mcgi1

T=0ther]

Mone |

CMSTATIMI=

formulation

= formulation %
{ CMDOSFRM[M]=[1=T
ABLET|2=CAPSULE|3=
TROCHE[4=PILLIS=GR
ANULE[6=POWDER|T=
SYRUP|8=EXTRACT[a=
ELIXIR|1O=LIQUID AN
D SOLUTHON|21 =INJEC
TIOMN|31=TRANSDERM
AL SYSTEMS[3Z=PLAS
TER|33=CARAPLASMA
|34=PASTE|35=0INTM
EMT|36=CREAM|3T=G
EL|41=0PHTHAMIC|42
=SUPPOSITORY|43=5P
RAY|44=AEROSOL[45=
INHALANT|ST=INSERT
|s2=DIAGNOTIC|BT=9
WE He e XHF

ag=FE} )

Mumber o

MNumber of Start Date End date e D
doses {d:’:a (=% vvyy-mana-po) LYY YY- MR -DD) PRl R e
ar)
SENE | ©ng
{ CMDAY oing
FRQINI= ( CMD ( CMSTDTC { CMENDTC  ( CMIM  ( CMO
[1=qd|2 AYFRO_ o] ) 123 ] DCEC] ) NGO
=bid}3=t 11 Mi=1
id|4=qid|
s=pml|&
=other] }

E 0 QIH (eCRF H)

AE-SAE

Screening

Baseline

Mé6

M12

M18

M24

M48
(EOT)

M30 M36 M42 uv

adverse event termidirect input)

CTCAE Medra Code

CTCAE Medra NMame

Intensity

) Mild
{ AESEVIM]=1 )

) Moderate

{ AESEVIN]=2 }
() Sewers

{ AESEVIM]=32 )

Life-threatening

{ AESEVIM]=4 )
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-

'+ { AETERMDRIC] )

{ AECODE[C] }

{ AETERMI[C] )



() Dose Omitted
( AEACNIN=3 )

{ AEACN[N]=4 )

( AEACN[N]=5 }

© Discontinuation
©) None

{ AETRT[N]=1)

{ AETRTIN]=2 )

{ AETRT[N]=3 )
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Chutcome

Was the event serious?

() Recovered/resolved without sequelas
{ AEOUT[N]=1)

() Recovered/resalved with sequelas
{ AEOUT[N]=2 )

() AE ongoing

{ AEOUT[N]=3 )

O Disability

{ AEOUT[N]=4 )

O Death

{ AEOUT[N]=5 )

() Unassessiblefunclassifiable

{ AEOUTIN]=6 )

O Yes { AESER[NI=1} O Mo { AESER[N]=2 }

& | The following data only need to entry for serious adverse events

Date AE met criteria for serious AE

Date Investigator aware of serious AE

AE is serious due to

Marrative: record a detailed description of the event,
including the course of event, evaluation and assessment,
diagnosis and treatment

SAE outcome

SAE Resolution Date

SUSAR

Report Type

Report Date

{ AESAEDTCID] )
{ AESAEINVDTC[D] }

() Result in Death

{ AESAEDUE[N]=1)

() Life Threatening Event

{ AESAEDUE[N]=2 )

() Hospitalization

{ AESAEDUEIN]=3 )

() Prolongation of Existing Hospitalization
{ AESAEDUE[N]=4 )

() Resulted in Disability or Incapacity

{ AESAEDUE[N]=5 )

() Congenital Abnormality or Birth Defect
{ AESAEDUE[N]=6 )

() Is a Medically Important Event

{ AESAEDUE[N]=T }

{ AESAECOMIC] )

() Recovered / Resolved { AESAEOUTIM]=1) (O Recovered / Resolved with sequelae
{ AESAEOUT[M]=2 ] () Recovering / Resolving | AESAEOUT[N]=3 )

{0 Mot recovered / Not resolved { AESAEOUT[M]=4 ) (O Fatal [ AESAEQUT[M]=5 )

(O Unknawn { AESAEOUTIN]=6 )
{ AESAEREDTCID] }

O Yes { AESAESUSAR[N]=1) ) No { AESAESUSAR[N]=2 )

O Inifial { AESAEREPORTTYPE[N]=1] (O Follow up { AESAEREPORTTYPE[N]=2 |

() Final { AESAEREPORTTYPE[N]=3 } (O Initial & Final { AESAEREPORTTYPE[N]=4 )

{ AESAEREPORTDTCID] )
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T QIH(@EeCRF E) Case Close

Screening | Baseline | M6 M12

M18

M48
(EQT)

M24 M30 M36 M42 uv

& | Case Close

I have reviewed all data contained in this case report form and verified that the contents are consistent with observation and source records.
They accurately reflect the condition of the subject. before during and at completion of the study.

End of study

First dose date

First dose date NA

Protocol completed

Date of drop out

Reason for ending data collection for this subject

Mot followed by physician (Date subject last contact)

Adverse Event (if AE, specify)

Subject refused due to Adverse Event (if AE, specify)

Dther (if other, specify)

{ DSENDTC[D] )
({ DSDOSEDTCID] )
[] MA { DSMA[M]=1 }

£y

() Yes { DSCOMPL[M]=1) () Mo [ DSCOMPL[N]=2 )

( DSDROPDTCD] )

{3 Mot followed by physician

[ DSDROP[MN]=1 )

) Lost to Follow-up

{ DSDROP[N]=2 )

() Patient Decision (subject withdrew consent, etc)
{ DSDROP[M]=3 )

() Any serious events regardiess of this study
{ DSDROP[MN]=4 )

() Adverse Event

{ DSDROP[M]=5 }

() Subject refused due to Adverse Event

[ DSDROP[N]=6 )

) Death

[ DSDROP[N]=T )

() Other

[ DSDROP[N]=8 )

{ DSLASTDTC[D] )

{ DSDROPAE[C] )

{ DSDROPSRAE[C] )

{ DSDROPOTH[C]
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Event Follow Up

Ooourrence of cancer

Ooourrence of cancer Date

() Yes [ DSFU[N}=1) (O Mo { DSFU[N]=2} (O MA { DSFU[N]=3 )

() Yes { DSCOCCURIN]=1} () Mo { DSCOCCUR[N]=2 )

{ DSCOTCID] )

Death () Yes [ DSDEATH[N]=1] () No ( DSDEATH[M]=2
Death Date { DSDEATHDTC[D] )
Comment
4
{ DSCOMIC] )
L 0|QlH (eCRF H) Pl Reveiw, Sign
. . M48
Screening | Baseline | M6 M12 M18 M24 M30 M36 M42 (EOT) uv

& | Review
Principle Investigator's Signiture

I pertify that | have reviewed the case report forms for this subject and verify to the best of my knowledge that the information contained herein i true.

Pl

{ SNNAME[C] )

Review Date
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{ SNDTC[D] }




