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2. Hlolgf Pz
(1) H 44 7=
Hao| Foixls &2 ot dsuot
VSDTC = VS + DTC
Hed = 32 el + Hay D7
o) VS= E#HEIFE Kol EMelHoly EME Kote Wy Dwatat A3
LBSTAT = LB + STAT
Hed = 22 THel + Hay D7
o) LB= LABS Stote =M elHEo|o STATUS K6t ¥4 Iwgtat Zet
AETERM = AE + TERM
Hoed = 32 el + My DRgl
o) AE= Adverse EventE st= =M QYOI Term= SKote W Awgtat 23
(2) ARt S8 o 2B
O 20214 8" 232 A HAMX S5 A2 20234H 128 132 oOfX|2} MK SE 7K
& 200He| do|E7I =& EA&UHCH (A2l &=t ML), VISIT & o3 Xdl &2
Ct2zh Z&uct
- Al oA o= 28 2 ME S2M F=
- Al YA 7|2 HE S oA EHEY -
- M8 He 7E EE A e
SR PN (= P - = S
] ’.“_'Xﬂ?:.”‘._' Lower leg edema, Ascites
. ste{AlS: SQF MEL HE, AXHAIRS A3E|UA| 13 =F &)
%’é’**f(*ﬂﬂl * 27H°J O|Lf A|HE HH A 207 A= BR
EHXﬂ 2 F=ACH)
@® AU Hematology, Chemistry, Prothrombin Time, HBV DNA, HBsAg,
232y HBsAb,HBeAg/HBeAb, AFP
e HBsAg ZAHE HBV DNA ¥ Zutgt EE oA “tsgt
* HBsAb ZAb= Screening Y0 AALE BUSHE| H|0|A22I=Z2 M6O]
A 7bs St
* Chemistry & sodium, potassium, BUN, calcium, direct bilirubin
phosphorus &4 AH=0tE.
@ 2B Urinalysis (25 ZAtE OFH
US E£& CT =& MRI(23EZ|E © 471 F O|Lf A[E HAF Z2a7 A=
19 CHHl 2 *o'Ef
- HE o= =0
- 8 -




o] A 221 (MO0)

R EEEFEEEL
A AR Lo AR

ot #2
ot

@ MH AT Lower leg edema, Ascites
@ ZHZI=: Y, We HT, sf2l=2
- Al nR
- dE2X Ald (EQ-5D)
- Ad A HIojA2kRl F 274E oL Al™ME A AHAF Zatob U
BL O & = AL
@ EAU: Hematology, Chemistry, Prothrombin Time, HBV DNA, HBsAg,
HBsAb, HBeAg/HBeAb, AFP, HbA1C, Buffy coat & Serum for storage
« HBsAg ZAAH= HBV DNA &4 Zntgtoz N 7tsgh
* HbA1C2} Chemistry & sodium, potassium, BUN, calcium, direct
bilirubin, phosphorus, Triglyceride, Total Cholesterol, HDL, LDL2 &=
AAt= Ohd.
« X|Z2F M3 CHAXIOIAM HBsAg, HBsAb, HBeAg, HBeAbt 4 ZAtEs
Otd.
o X2 & CHAXIOA Buffy coate e SHX| 2.
@ U Urinalysis (23 ZAh=E OFY)
- US == CT == MRI(HIO[A2HQ F 474 O|Lf A[ME HAF 27t A=
B% A & =AUt
- 2t /% AAFibroscan, HO[A2tel ™ 67HE 0L A|HEl HAL B U=
4% oA & sAen, Xzz e tdito= E4 HAZE ofLLt)

rr

Month 6, 12, 18,
24, 30

- HE %= ol
- XE7 Mo iAo 3703 OjLf Al™E AAZE e 2% O & =
A
SR PS (= A= = S
@ MK AT Lower leg edema, Ascites
@ ZHI=: Y, We, METE 2= M12, M24, M36 Of A|dSHC})
- 22X AIY(EQ-5D): 1270 & ZtH(M12, M24)2 2 Ald Stk
- AEd A
@ EU: Hematology, Chemistry, Prothrombin Time, HBV DNA, AFP, Serum

for storage
*HBsAg & HBeAg/HBeAb & HbA1CE 127HE ZtAM12, M24)2 2
Altgt.
*HbA1C, Triglyceride, Total Cholesterol, HDL, LDL, HBsAb =& ZA}
Ohg.
@ 2t Urinalysis
- US = CT &= MRI
- 2 M 93t AAL (Fibroscan): ZaZHAs OFH.

tol

Lol

>

oot

1]
Mo k1 oo
Jor 1T ot

-

roxero
A
olo
H1
tot

Month 36

sled XS
= "1 o T
: Lower leg edema, Ascites
DY, Y, HF, d2lEd

oAy rA
?lOI' A al

=
o
o
>

w=uze @ rx
oot Ho

ux > M

oy > 4%

2 0%

@ EU: Hematology, Chemistry, Prothrombin Time, HBV DNA, HBsAg
HBeAg/HBeAb, AFP, HbA1C, Serum for storage (HbA1C, Triglyceride, Total
Cholesterol, HDL, LDL, HBsAb=Z=Z A0t )
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@ 2% Urinalysis
-CT EE=MR

[== R | =] —
o
g o2 2ol

O YueiT AYE
Assessment / Screel?ing Baseline On Treatment EOT
Baseline
Brocedure Mo M6 | M12 | M18 | M24 | M30 M36
< 28days

Informed consent X

Medical History X

Inclusion/Exclusion Criteria X X

Physical Examination X X X X X X X X
Randomization X

Vital signs X X X X X X X X
EQ-5D questionnaire X X X X
Hematology? X X X X X X X X
Chemistry* X X X X X X X X
HbA1C? X X X X
Prothrombin Time X X X X X X X X
Urinalysis X X X X X X X X
HBV DNA X X X X X X X X
HBsAg X X X X X
HBsAb'' X X X X X
HBeAg/HBeAb X X X X X
Alpha-fetoprotein X X X X X X X X
US or CT or MRI X8 X X X X X X X0
Fibroscan’ X X X X
Serum for storage® X X X X X X X
Buffy coat’ X

Dispense study drug X X X X X X

Adverse Events X X X X X X
Compliance check X X X X X X
Concomitant

X X X X X X X X

Medications

Screening 1t BaselineO] &3t o =& & = UCL
FHEZ s 7|2t +1 JHE O|LE 7ts SiCh

1.
2.
3. Hematology: Hemoglobin, WBC, platelet count, ANC
4.

Chemistry: AST, ALT, ALP, total/direct bilirubin, creatinine, total protein, albumin, BUN, phosphorus, calcium,

sodium, potassium, (Triglyceride, Total Cholesterol, HDL, LDL is optional)
5. HbA1C ZHAHE option Z=0|C,

6. Screening & 474 O[Lf A[&E CT, US, MRI ZAF Zut7b Q2B A8 7Hs SiLh
7. Baseline T 670 @ O|Lf AI¥E Fibroscan ZAF 217t A2 AL 7hs otHH, =5 7|2 S¢ 1d OiCh Al

_‘IO_




9. Baseline 22 A| buffy coat (vial

of 2t +=& 7ts ottt

10. OrX|2f &F2 HCC surveillances= CT &2 MRl 2 A shC}
11. HBsAb ZAF M12, M24, M362 option 22 Al stC}

Medical History

HE S
A8E 04, O=8 Atg, 284 2 3, 44 =013
st 7|F AlHE, Significant Past-Medical History, 2%, Other
disease(M M 2, EMIALS(CD-10), 7|1F A™OA o A
Bi, = MX|Y, 149 O|Yf X2 RF, X SFHH, 3F712H &
FI2h F "B SFH 12| 7 SFY, AF, WF ool of
de|, ¥F, 7|Ef, A SHYE, A7, A7 StF SAUY,
e 39 BEYUE JIEYH [{F, BYUH(CD-10), BHE £,
BEZIY 2, BIIY (NZRE, BHZHY YA/ /Atof, BAZHY At
7het 7HEE /8, ZHHICD-10), 2t &, 7tet 3 Zieh (=R,

a
2t A /RHOH, 7t AbEH, Comments: (E==7|X{OHH)

Physical Examination, Vital Sign

Visit date, Vital sign, Blood Pressure(=%7[), Blood pressure(O|2t
7l), Pulse rate, Height, Weight, Waist circumference, Physical
Examination, Specific finding, Comment, Clinical events ND,
Clinical events, 7', Onset date, A%, Onset date, 7!
Onset date, HICHAM 7H7|S, Onset date, ZtZ2HT & &

o

oM 1>

I

oF

1

EQ-5D questionnaire

Onset date, Zt& 2 A O ZSE|X| 2ot 2R, Onset date
Not done, O|s4d, At7|aeg|, dizs, &5/2HL, =224/%

EQ-VAS

o

1

Laboratory Values

M@0 &, Date of Testt WBC ND, WBC, Hemoglobin ND,
Hemoglobin, Platelet count ND, Platelet count, ANC ND, ANC,
HbATC ND, HbA1C, AST(SGOT) ND, AST(SGOT), ALT(SGPT) ND,
ALT(SGPT), ALP ND, ALP, Total bilirubin ND, Total bilirubin,
Direct bilirubin ND, Direct bilirubin, Creatinine ND, Creatinine,
BUN ND, BUN

Imaging Finding

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

Inclusion & Exclusion Criteria

dEY ME F2Y, 24 A £, oFstE F
2 =Y, Lo (Th, dE, A o ol MF7|E1-8, Hel7|&E
1-13, Result of Screening, M7&/M27|E £X%, A™HUHAX S9
Hy|, A ©EH A32]d ©HEAR 7]EL Comment

-
oA
=
okl
oln
10
N e

Randomization

Treatment Arm, Dispense study drug

Study drug compliance

Dispense study drug, Compliance NA, 58 A|&Y 58 TEY,
H

£8sioF & T4, M =83 i3, Compliance, YN, BHeBH A

AL
T

_’I’I_




Enjoly H3S

Fibroscan Date of test, Median of fibrosis, ND, Median of CAP, ND
B2otE O o2l OfEW ZFMI|X| UAEEEIALE |ndication,
12| F042, £ EHel, FOER other, 2= MY, 1€ TR,

Medication £kl other, FOAIZ Y, FEQZEY, Ongoing, TAF treatment
of, #Zo5MY, 428, SMEFIE, 12| MY, S

s 0

2, B MY, 1Y B
NI

= S AIEY(OLD), M AFHY, 5

Adverse events

Adverse Event Term, O|&EtS ZF7|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|&&E ZIF7|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 IP, 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, ol
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ststil A== dloly gtel 27 =tel H HolE HHME AldstA s Tt

= - =

Data Validation Specification,
Soff At 3 A LRE 2

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

- xR Yol el

2. Event specification

MY RS BT FP Y2 5

00t

==
=

1kt 9% 7.:-*7(| 3. Calculate specification
2 XpSHLA B =AM MY

+E GOl & Yaz0] EERNAL 1 9 o7
2%t 25 2R stedl M HE g 2olo] WRs A2

2 #2(Manual query) (H'|||:'||A|:|'_/|\_£E Data Management A=lof w2 oj
o 2| wa

—_]

O =2/8 2F « ol4x| M2| AHEIZF EMsts 49 AS/hwd Ha2| D

SZEEN A HolH Hoh AlY W SRYE ofdol ojzetEofle tiatkiel Hole E=
7|Eb EEX= S 2ol XMeElstdsdct. 25X XM2lof et g2 -3, Hay oY
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4. B2 SRS L AR S4
X 2A EE OAX = fololsol tEk 7Y X2l ¥ U8 HEY 5 U
(1) 2HZAL 258
ZIMAIE FHE (%)
Vi V2 V3 V4 V5 V6 V7 V8
Screening Mo M6 M12 M18 M24 M30 M36
o o ] o ] o
200 2008 1953 1883 17938 15838 1043 733
(97.5%) (94%) (89.5%) (79%) (52%) (36.5%)
(2) ZIMAIE 7|1& S5 HaA &4
O ek dlole =& taA 7|1& @ 28 S 67H& Ol event Ll

(HBV DNA 2,000 IU/mL ol&e =2 &5

Chel: H,%)
Total
OlpsH™ MHE
e (N=184)
Age (years), MeantSD 57.7+10.1

Sex
Male, n (%)

Female, n (%)

97 (52.7%)
87 (47.2%)

HBeAg, n (%)
Positivie

Negative

3 (1.6)
181 (98.4)

HBV DNA Titer (IU/mL), Median (IQR)

190.5 (61.6 - 525.0)

ALT (IU/L), Median (IQR)

20.0 (15.5 - 28.0)

Platelet count (x103/ul), Median (IQR)

144.5 (119.0 - 188.5)

Albumin (g/dL), Mean+SD 4.27+0.35
Total bilirubin (mg/dL), Mean+SD 0.88+0.40
Creatinine (mg/dL), Mean+SD 0.80+0.18
Prothrombin time (INR), Mean+SD 1.04+0.17
Past medical history, n (%)

Hypertension 48 (26.1)

Diabetes mellitus 28 (15.2)
Family history of HCC, n (%) 41 (22.3)
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Moz DS 200 (x| 27)2| CHaMALeb of &
w3tod 2AM s of ™o|L}, ofolE

H =g X|EMol=
ElLiS. &Moo Zet=l 184 o] T AKXl & Composite outcome
7

A. Primary outcome : composite outcome

TAF treatment

Number of patients
No. of events (%)
Event probability at 3 years (%, 95% CI)?

184
7 (3.8)
44 (12-77)

B. Decompensation

TAF treatment

Number of patients
No. of events (%)
Event probability at 3 years (%, 95% CI)°

184
1 (0.5)
0.8 (0.0-2.2)

C. HCC

TAF treatment

Number of patients
No. of events (%)
Event probability at 3 years (%, 95% CI)®

184
5 (2.7)
3.2 (0.4-5.9)

D. Death

TAF treatment

Number of patients
No. of events (%)
Event probability at 3 years (%, 95% CI)°

184
1 (0.5)
0.6 (0.0-1.7)

? Based on Kaplan-Meier method
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A. Primary outcome : composite outcome

10— TAF treatment
84
8-
= 74
g 6+
"
8 1
L 4
(-
@
@ 3
24
14
0
T T T
0 ] 12 18 24 a0
Time to follow-up (meonths)
Mumber at risk
TAF treatment 184 181 156 118 76 a8

B. Decompensation

80— 7AF treatment
a5
40
35+
3.0 4
25+

20+

Event probabliity (%)

1.5+

1.0

0.5 4

0.0

o -] 12 18 24 30

Time to follow-up (months)
Number at risk
TAF treatment 184 181 156 118 76 38

C. HCC

5.0 . TAF treatment
45|
4,0 |

3.5+

3.0+

25+

2.0 4

Event probabliity (%)

1.5
1.0
0.5+

0.0-

o L 12 18 24 30

Time to follow-up (months)
Number at risk
TAF treatment 184 181 156 118 76 38
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D. Death

10— TAF treatment
0.9 -
0.8 |

0.7 4

Event probabllity (%)

] 6 12 18 24 30

Time to follow-up (months)
Number at risk
TAF treatment 184 181 156 118 76 a8

_18_



B AN MY
X EHQIE 38 Ha: ARHXL ID(SUBINO), Visit B(VISITNM), 'UE Y (VISITDT)
AL A
eoje | 51| wew | seumee) aguys o |
coo-Jamd
SUBJNO AFCH&X ID | COO : 7|BAE
000 : tYARo S
Screening
- Baseline
; On-Treatment(M®6)
:1 On-Treatment(M12)
N VISITNM Visit On-Treatment(M18)
B On-Treatment(M24)
On-Treatment(M30)
EOT (M36)
Unscehduled ViIsit
Medical VISITDT L= Date
History 1 MHSTAT A8 0|8 | 1=VYes Integer
aga ey | TENOT
2 | MHREASND e 2=1tA3 DY Integer
3=7|EHSM S
MHREASNDC | ZHH3 0|+=F :
3 String
OM AR EMER)
AlH=zd o
4 MHDTC = ;;;I (5 Date
e oz
5 MHENRF o8t 7| AIH Date
Significant
6 MHSIG Past-Medical 1=No|2=Yes Integer
History
1=Hypertension
7 MHTERM TR 2=Diabetes Mellitus Integer
3=Cancer
4=0Other
8 MHOTH Other String
disease(&F M| 21 &)
Medical 9 MHDECOD | EYIAE(ICD-10) String
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tH = Hey | Z
EoQly e Ha HHAE (Te) AYLHE o | o
1=Before
JENEONN | AT
10 MHENRTPT xjw2i0| AME 3=Coincident Integer
4=0ngoing
5=Unknown
11 | MHSTTRTDTC ESESEPS PR Date
@ oy | 1ThO
12 MHTRT oo 2=Yes Integer
3=Unknown
1=H|ZFAt
13 DMDRK AN SFYE | 2=0tAHSFAL Integer
3= SF At
14 | DMDRKDUR 57| Float | 2.1
15 | DMNDRKDUR aF’/|t Float | 2.1
16 | DMDRKFRQ | F Bd 3F3=¢ Integer | 2
17 | DMDRKFRQ1 | F B SF3= Float | 2.2
18 | DMDRKAMT | 13| & ST Integer | 2
19 | DMDRKCAT1 e 1=AF Integer
20 | DMDRKCAT2 o == 1= Integer
21 | DMDRKCAT3 et 1=2}9l Integer
22 | DMDRKCAT4 orde| 1=0Ze| Integer
History 23 | DMDRKCAT5 AT 1=¢F Integer
24 | DMDRKCAT6 7| Et String
1=HlZ At
25 DMSMK AN SAHYE} | 2=tAHSHAL Integer
3= 5 AR
26 | DMSMKDUR SH7|7t Float | 2.1
27 DMNSRMKDU a7zt Float | 2.1
28 | DMSMKAMT SIF SHE Integer | 2
29 DMSMKPY 30 59 Float | 3.2
=815
B 7IEY | 2=
30 MHFAMHBV oo 3-0| A& Integer
4=RZ
31 | MHFADECOD | BHZI(ICD-10) String
32 | MHHBVSREL1 B 7t £ 1=5F Integer
33 | MHHBVSREL2 BY 7tg & 1=2 Integer
>
34 | MHHBVSREL3 2t %_(ZG’£$E 1=(ZEE Integer
BY .
35 | MHHBVSREL4 1= /X-o} Integer

L G| /At O
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i He [ 2
L= [N s - tH = (THR) AYLYE a8 | of
36 | MHHBVSREL5 | BY 7t Xt | 1=Xt4 Integer
1=818
2=98
e 715 |7
37 | MHFAMLCAN | 7t t T | oAl Integer
4=EHE
38 MHFAMLCDE 7k2HICD-10) Stri
il - rin
cob - 9
MHLCANSREL
39 : e & 1=8 Integer
MHLCANSREL
40 ) e 2 1=2 Integer
MHLCANSREL
41 3 7 eh=en 1=(hz=8R Integer
MHLCANSREL N N
42 4 2t AXI/ROf | 1="X|/AtOY Integer
MHLCANSREL
43 5 7t Xt 1=Xt4 Integer
Comments: (24 ,
44 MHCO 71 ofdl) String
coo-gOonm
SUBJNO AFCH&A ID | COO : 7|HAE
000 : AR #HE
Screening
- Baseline
; On-Treatment(M®6)
; On-Treatment(M12)
N VISITNM Visit On-Treatment(M18)
Physical T On-Treatment(M24)
, EOT (M36)
Vital Sign Unscehduled ViIsit
VISITDT LEY Date
45 VSDTC Visit Date Date
tal si 1=A1H
46 VSSTAT Vital sign - D[ A2t Integer
Blood Pressure
47 VSSYSBP s Integer | 3
==7)
48 VSDIABP Blood Pressure int 3
(o]2t7)) meoet
49 VSPULSE Pulse rate Integer | 3

_21_




B~ Hay |
ooy s Hyd B~ A (TH) AL o ol
50 VSHEIGHT Height Float 3.1
51 VSWEIGHT Weight Float | 3.1
Waist
52 VSWSTCIR . Float 3.1
circumference
Physical
53 PESTAT o T1=Not Done Integer
Examination
o 1=Normal
54 PENOR Specific finding Integer
2=Abnormal
55 PECOM Comment String
56 CESTAT Clinical events ND | 1T=Not Done Integer
o 1=Not occurred
57 CEOCCUR Clinical events Integer
2=0ccurred
1=Yes
58 CELCAN et Integer
2=No
59 CELCANDTC Onset date Date
1=Yes
60 CEDTH Ab Integer
2=No
61 CEDTHDTC Onset date Date
1=Yes
62 CELT {H0[4] Integer
2=No
63 CELTDTC Onset date Date
T=Yes
64 CEDLC HICH &g ZH71s Integer
2=No
65 CEDLCDTC Onset date Date
HHHES A 1=Yes
66 CECP o Integer
St 2=No 9
67 CECPDTC Onset date Date
Zt& e 2E
N 1=Yes
68 CEHOSP oS [X| =3t Integer
ol o 2=No
[=
69 CEHOSPDTC Onset date Date
coo-Ogdd
SUBJNO AACHAXL ID | COO : 7|BHBE
000 : AR EHE
S Screening
EQ-5D
Q. = Baseline
questionnal
= On-Treatment(M6)
re
= VISITNM Visit & On-Treatment(M12)

On-Treatment(M18)
On-Treatment(M24)
On-Treatment(M30)
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=
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sooy | DT waw | wsdm@s) ague e+ =
HS +4 | o
=HZ0| ALt
5=Lt= et S50ILt
=HZ0| AL
1=Lt= TS SQHstAL
FE5HX| Bt
2=Lt= 7t SSEALE
S23tCt.
L 3=Lt= 57t HE2
75 | QSORRES5 =/2= SorsiiLt 98ttt Integer
4=Lt= oA 2 HSHALE
F S5t
S5=lt= SE2 S5HAL
S=3tCt.
76 QSEQVAS EQ-VAS Float | 3.1
coo-OOnO
SUBJNO ATRCHMA ID | COO : 7|BAE
OO0 : AR
Screening
S Baseline
= On-Treatment(M6)
il On-Treatment(M12)
T VISITNM Visit & On-Treatment(M18)
On-Treatment(M24)
On-Treatment(M30)
EOT (M36)
Unscehduled Visit
Laboratory VISITDT HEY Date
Values 77 LBSTAT Al O£ 1=Not Done Integer
78 LBDTC Date of Tests Date
79 LBWBCSTAT WBC ND 1=Not Done Integer
80 LBWBC WBC Float | 4.1
81 LBHBSTAT Hemoglobin ND | 1=Not Done Integer
82 LBHB Hemoglobin Float | 4.1
83 LBPLTSTAT | Platelet count ND | 1T=Not Done Integer
84 LBPLT Platelet count Float | 4.2
85 LBANCSTAT ANC ND 1=Not Done Integer
86 LBANC ANC Float | 5.2
87 LBHBASTAT HbA1C ND 1=Not Done Integer
88 LBHBA HbA1C Float | 4.1
89 LBASTSTAT AST(SGOT) ND T1=Not Done Integer
90 LBAST AST(SGOT) Integer | 4
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ﬁ¢ H:l_J'\_I:H |:|:|AA-II:I=|(|:|-O|) == TE=2 ﬁ¢ 7EI
- e T ¥ | o
91 LBALTSTAT ALT(SGPT) ND 1=Not Done Integer
92 LBALT ALT(SGPT) Integer | 4
93 LBALPSTAT ALP ND 1=Not Done Integer
94 LBALP ALP Integer | 4
95 LBTBILISTAT | Total bilirubin ND | 1=Not Done Integer
96 LBTBILI Total bilirubin Float | 4.1

Direct bilirubin
97 LBDBILISTAT ND 1=Not Done Integer
98 LBDBILI Direct bilirubin Float | 4.1
99 LBCRTSTAT Creatinine ND 1=Not Done Integer
100 LBCRT Creatinine Float | 4.1
101 LBBUNSTAT BUN ND 1=Not Done Integer
102 LBBUN BUN Integer | 4
103 | LBTOTPSTAT | Total protein ND | 1=Not Done Integer
104 LBTOTP Total protein Float | 4.1
105 LBALBSTAT Albumin ND 1=Not Done Integer
106 LBALB Albumin Float | 4.1
107 | LBPHOSSTAT | Phosphorous ND | 1=Not Done Integer
108 LBPHOS Phosphorous Float | 4.1
109 LBCASTAT Ca ND 1=Not Done Integer
110 LBCA Calcium (Ca) Float | 4.1
111 LBNASTAT Na ND 1=Not Done Integer
112 LBNA Sodium (Na) Integer | 4
113 LBKSTAT K ND 1=Not Done Integer
114 LBK Potassium (K) Float | 4.1
115 LBTGSTAT Triglyceride ND | 1=Not Done Integer
116 LBTG Triglyceride Integer | 4

LBTCHOLSTA | Total cholesterol
117 1=Not Done Integer
T ND

118 LBTCHOL Total Cholesterol Integer | 4
119 LBHDLSTAT HDL ND 1=Not Done Integer
120 LBHDL HDL Integer | 4
121 LBLDLSTAT LDL ND 1=Not Done Integer
122 LBLDL LDL Integer | 4
123 | LBEGFRSTAT eGRF ND 1=Not Done Integer
124 LBEGFR eGFR Float | 4.1

Prothrombin time
125 LBPTISTAT 1=Not Done Integer

INR ND

Prothrombin time

126 LBPTI Float | 4.2
INR

127 LBPTPSTAT Prothrombin time | 1=Not Done Integer
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i He [ 2
Coely s H+E HE 2 (EH) AYLHE os | of
percent ND
Prothrombin time
128 LBPTP Float | 4.1
percent
129 LBCPSSTAT Child-Pugh Score | 1=Not Done Integer
1=None
130 LBASCITES Ascites 2=Easily controlled Integer
3=Poorly controlled
1=Grade 0
131 LBENC Encephalopathy | 2=Grade I~Il Integer
3=Grade llI~IV
132 LBSCORE Score (points) String
133 LBCLASS Class String
134 LBUALLN All Negative 1=All negative Integer
135 | LBUALBSTAT Albumin ND 1=Not Done Integer
136 LBUALBN Negative 1=Negative Integer
Albumin )
137 LBUALB HHZA String
138 | LBUGLUSTAT Glucose ND 1=Not Done Integer
139 LBUGLUN Negative 1=Negative Integer
140 LBUGLU Glucose String
141 | LBUKETSTAT ketone ND 1=Not Done Integer
142 LBUKETN Negative 1=Negative Integer
143 LBUKET Ketone String
144 | LBUBILISTAT Bilirubin ND 1=Not Done Integer
145 LBUBILIN Negative 1=Negative Integer
146 LBUBILI Bilirubin String
147 | LBUOBSTAT | Occult blood ND | 1=Not Done Integer
148 LBUOBN Negative 1=Negative Integer
149 LBUOB Occult Blood String
150 | LBUBGSTAT Urobilinogen ND | 1=Not Done Integer
151 LBUBGN Negative 1=Negative Integer
152 LBUBG Urobilinogen String
153 | LBUNITSTAT Nitrite ND 1=Not Done Integer
154 LBUNITN Negative 1=Negative Integer
155 LBUNIT Nitrite String
156 | LBUWBCSTAT WBC(stick) ND 1=Not Done Integer
157 LBUWBCN Negative 1=Negative Integer
158 LBUWBC WBC (stick) String
159 LBAFPSTAT AFP ND 1=Not Done Integer
160 LBAFP AFP Float | 4.1
LBHBVDNAST
161 AT HBV DNA ND 1=Not Done Integer
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A A |
cHolg b B A B 4 A O (1)) AT o 2
[Sre) h.'_‘|§ =T O T 2 Oo\L-T = o =] %_c._g 0|
162 LBHBVDNAST HBY DNA 1= nt
nteger
AT2 2=28 (<151U/mL) J
LBHBVDNATI
163 HBV DNA Titer1 String
TER1
LBHBVDNATI , ,
164 HBV DNA Titer2 String
TER2
LBHBSAGSTA
165 - HBsAg ND 1=Not Done Integer
166 LBHBSAGSTA HBSA 1= int
T2 9 2=274d nreger
LBHBSAGTST ,
167 AT1 HBsAg Titer ND | 1=Not Done Integer
LBHBSAGTITE ,
168 R HBsAg Titer Float | 5.2
LBHBSABSTAT
169 1 HBsAb ND 1=Not Done Integer
LBHBSABSTAT 1=
170 5 HBsAb s_o Integer
LBHBEAGSTA
171 1 HBeAg ND 1=Not Done Integer
17, | LBHBEAGSTA HBeA 1= Int
™ eAg H_o nteger
LBHBEABSTAT
173 1 HBeAb ND 1=Not Done Integer
LBHBEABSTAT 1=
174 5 HBeAb PRPEPY Integer
LBHBCABSTA
175 - HBcAb IgM ND | 1=Not Done Integer
176 LBHBCABSTA HBCAD oM 1= nt
T2 o 2=549 e
177 | LBHCVSTAT1 Anti-HCV ND 1=Not Done Integer
178 CVSTAT2 i-HC 1=2d
7 LBHCVSTAT Anti-HCV r-o A Integer
179 | LBHIVSTAT1 Anti-HIV ND 1=Not Done Integer
1 | 1=
80 | LBHIVSTAT2 Anti-HIV 5o2 Integer
181 | LBHDVSTAT1 Anti-HDV ND 1=Not Done Integer
| =24
182 | LBHDVSTAT2 Anti-HDV PRPEOY Integer
183 LBBSSTAT1 Serum for storage | 1=Not Done Integer
184 LBBSDTC1 Date of sampling Date
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sooy | DT waw | wsdm@s) ague e+ =
HS +4 | o
Buffy coat for
185 LBBSSTAT2 1=Not done Integer
storage
186 LBBSDTC2 Date of sampling Date
Comments: (2= .
187 LBCO 717 of ) String
coo-Oamn
SUBJNO ATFCHYAL ID | COO : 7|BAE
000 : AR
Screening
Baseline
ne On-Treatment(M®6)
;; On-Treatment(M12)
VISITNM Visit E On-Treatment(M18)
On-Treatment(M24)
On-Treatment(M30)
EOT (M36)
Unscehduled Vilsit
Imaging VISITDT LHEY Date
Finding 188 IFSTAT Imaging Finding | 1=Not Done Integer
189 IFDTC Date of test Date
1=USG
190 IFTYPE Test type 2=CT Integer
3=MRI
1=Normal
2=Chronic liver disease
3=Liver cirrhosis
191 IFRES Result o ) Integer
4=Suspicious of Liver
cancer
5=0ther
Other image .
192 IFRESOTH L String
finding
coo-O0OnOo
SUBJNO ATFCHYAL ID | COO : 7|BAE
OO0 : CHYAHRE S
Screening
Inclusion & o Baseline
Exclusion ;; On-Treatment(M6)
Criteria . On-Treatment(M12)
VISITNM Visit &

On-Treatment(M18)
On-Treatment(M24)
On-Treatment(M30)
EOT (M36)
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AL AL
Eyoly | O | wan s A (EH) aguyg 1=
i 28
Unscehduled Vlsit
VISITDT BHEY Date
193 | DMBRTHDTC M3 Date
194 ICFDTC ANH 59| Date
A A HHE 1=0f
195 DMYN Integer
ME 5o of | 2-0e ?
Ql7tets He
196 DMDTC A K| Ol Date
T d =2
197 DMAGE Lol (2h Integer
A B =54
198 DMSEX 3= -0l Integer
1=QA =2 ALIHsH
ol
AN O
199 | DMPGOCCUR | €41 o{& =ol | 2= 40t Integer
3=QME7HO s, HE
S)
1) LAAE HA
PN g SEeN-) 1=0]
200 [EINO1 Mo Eo|= -0t Integer
XS At
2) 2 30 Ml ol 1=0f
201 IEINO2 , 80 Al o|ste - Integer
A oerE oope 9
=15
3) X2zt 6 JHE
0|0 HBsAg
QM = HBY
DNA 40|
2HOIEl 2K}
THeF 6 i E O
AAH 2347} 1=0]
202 [EINO3 sict A3z | 2-0i9 Integer
Al 0| A
AuFo=Z
AFLREQ| EHEHO|
et g4 2t
ord 22 &9
7tSSHEL
4) HBeAg & | 1=0
203 IEINO4 so o %} -0t Integer
5 232|d 1=0f
204 IEINO5 A" EY 2:0H_|2 Integer
HBV DNA @77 | ©°
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CoQlH

rErg
for 4>

rE
4>
of

Ha2B(TH9)

1]
o
Ofo

40 %
ot 4y

20 IU/mL Of%&,
2,000 1U/mL

ojatol HQ

205

IEINO6

6) <t
A7

ol
10

—

=
[

yo O

ol
ot

Af

1=0
2=0tL|Q

Integer

206

[EINO7

>

17|

7)
(estimated

r

creatinine
clearance) > 30
ml/min<br/>

1=0
2=0tL|Q

Integer

207

IEINO8

1=0f
2=0tL| 2

Integer

208

I[EEXO1

1=0f
2=0}|2

Integer

209

I[EEX02

1=0f
2=0}|Q

Integer

210

IEEXO3

H O|LHOf

1=0f
2=0fL| 2

Integer




coelg

rErg
for 4>

rE
4>
of

A (S )

1]
o
Ofo

o r&
o

8 ™ of&el
B2 <br/>
F

rE

ol
0 {or
STe"

tof ZHE

0| Ettzl

[t

o

Ha AL
Bilirubin =X[=
Moz Ay

)

2, Child-Pugh

232]d AN
Child-Pugh Score

(AR

211

I[EEX04

4) 232|d ™
1270 o|Lof

QI H 2 (Interfero

1=0
2=0tL|2

Integer

212

I[EEX05

HAAR K K=

AHZO0|E FE&

Qg =

oo
)

30 0

]
L

r 2

1=0]
2=0tL{2

Integer

213

I[EEX06

)

k1

o (T
T 0Z|oN fo

o
1=
r X o[-0
N

[
>
o
1=
mo n

-
L

mjo

n<
ro

ot
Pal

1=0]
2=0tL|

Integer

214

[EEXQ07

7) H-XHZ2
ety Lol =0

1=0]
2=0tL|

Integer

215

IEEX08

"
4>
oF T
o

0z

>

o

> po
N lo
0 0
rot
gl
_>'|_

0F
N

==
ok a0
N
ot

o mot
e
ot

o Iz
oY
20 ot
il

o fr

1=0]
2=0tL|2

Integer

216

I[EEX09

)

|>

3ez|d d |1

672 ol

=0

2=0}|2

Integer
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sooy | DT waw | wsdm@s) ague e+ =
HS +4 | o
22 B AH H
2E YA~
otd &% &
7tsotn, o
LA B=
AlEZ ol
PIAHE
o|ofZ 2| Opx|gt
EojYzE M3iC})
13) Lt
& s 1=0
220 [EEX13 oAl HEstD | 2-0tL|2 Integer
U HAt
1=Screen Pass|2=Screen
Result of Failure (M™ S92 & F%t9|
2211 1B Screening | IO MAIEIX| 942 integer
e
MH/HQ7|= | 1=Did not meet
222 |[EREAS1 N ) ) ) o Integer
Y inclusion/exclusion criteria
AR}
223 IEREAS2 = o) 3| 1=Subject withdrew consent | Integer
224 IEREAS3 AR TR 1=Investigator Decision Integer
Ll E o
225 EREASA | SO jllETFEﬁWW 1=Others Integer
226 [ECOM Comment String
coo-OOnOo
SUBJNO ATRCHMA ID | COO : 7|BAE
000 : AR
Screening
Baseline
e On-Treatment(M®6)
;; On-Treatment(M12)
. VISITNM Visit & On-Treatment(M18)
Randomizat On-Treatment(M24)
on On-Treatment(M30)
EOT (M36)
Unscehduled Visit
VISITDT g=2 Date
1=[A] TAF (25mg/day)
227 RNARM Treatment Arm Integer
treatment
228 RNEXSTAT Dispense study | 1=Done Integer
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sooy | DT waw | wsdm@s) ague e+ =
HS +4 | o
drug 2=Not done
coo-OOnOo
SUBJNO ATFCHYAL ID | COO : 7|BAE
OO0 : AR
Screening
Baseline
e On-Treatment(M®6)
;; On-Treatment(M12)
VISITNM Visit & On-Treatment(M18)
On-Treatment(M24)
On-Treatment(M30)
Study drug EOT (M36) .
compliance Unscehduled Vilsit
VISITDT = Date
Dispense study | 1=Done|
229 DASTAT Integer
drug 2=Not Done
230 DANA Compliance NA | 1=NA Integer
231 DASTDTC =8 AHE Date
232 | DAENDTC =8 T=¢ Date
233 DAPLAN =8aHoF & = Integer
234 DADOSE oM =83 M= Integer
235 DACOMP Compliance Float | 3.1
236 DAREYN YN 1=Y|2=N|3=NA Integer
237 DARECNT gherot T Integer | 3
coo-Oamn
SUBJNO ATFCHYAL ID | COO : 7|BAE
OO0 : CHYAHRE S
Screening
Baseline
o On-Treatment(M®6)
;; On-Treatment(M12)
VISITNM Visit E On-Treatment(M18)
Fibroscan On-Treatment(M24)
On-Treatment(M30)
EOT (M36)
Unscehduled Visit
VISITDT H=g Date
238 IFFIBDTC Date of test Date
239 IFFIB1 Median of fibrosis String
240 IFFIB1STAT ND 1=Not Done Integer
241 IFFIB2 Median of CAP String
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sooy | DT waw | wsdm@s) ague e+ =
Mz +4 | o
242 IFFIB2STAT ND 1=Not Done Integer
coo-O0OnOo
SUBJNO ATRCHMA ID | COO : 7|BAE
OO0 : tHYAHRE S
Screening
Baseline
o On-Treatment(M®6)
;; On-Treatment(M12)
VISITNM Visit E On-Treatment(M18)
On-Treatment(M24)
On-Treatment(M30)
EOT (M36)
Unscehduled Visit
VISITDT = Date
1=8l&
243 CMSTAT HE&YUE o7 s_ole Integer
244 | CMPRDNAM 4= String
245 | VPRONAM org 0 mzoiy String
DR
246 CMCLASCD FEREIALE String
247 CMINDC Indication String
Medication | 248 CMDOSE 19| £ String
1=Amp
2=vial
3=cap
4=oint
5=drop
249 CMDOSU 5o EH 6=ml Integer
7=mg
8=9
9=Tab
10=mcg
11=0Other
250 | CMDOSUOT SO TRl other String
1=3H
2=U=H|
3=EZ7|X|
251 | CMDOSFRM %4E HA 42 Integer
5=1tg
6=4tA|
7=AEH|
8=ALH|
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tH = Hey | Z
EoQly e HeE HHAE (Te) AYLHE o | o
9= MH|
10=24x
21=FALH|
31=2IE+H
R2=JYEH|
33=7EtZ 2t 0K
34=H|0| 2 EX|
35=Q10 |
36=3EH|
37=2x|
41=QtILEH|
42=EtH|
43=2 2K
44=0|0{ 2L
45=3 4 A
51=0[ Al H|
52=H| QI chE ol ok 2
81=%14& Hdf, 27
XHF
99=7|E}
1=Qd
2=bid
- 3=tid
252 | CMDAYFRQ 19 Tzl , Integer
4=qid
5=prn
6=other
253 CMDA:FRQO ol other String
254 | CMSTDTC F0 AZY Date
255 | CMENDTC g0 Z=2Y Date
256 CMONGO Ongoing 1=0ngoing Integer
TAF treatment | 1=81&
257 EXYN o r-0lo Integer
258 | EXDECOD HESH SMHE String
259 EXNAM d4&9 String
260 | EXCLASCD Zesac String
261 EXDOSE 12| S String
262 EXDOSU SME e String
263 | EXDOSFRM M M String
264 | EXDAYFRQ IERAESS String
265 EXSTDTC S AlZE (OLD) Date




sooy | DT waw | wsdm@s) ague e+ =
HS +4 | o
266 | EXSTDTCT S AlE Y Date
267 EXENDTC SN =Y Date
coo-OOnO
SUBJNO ATRCHMA ID | COO : 7|BAE
OO0 : AR
Screening
Baseline
e On-Treatment(M®6)
;; On-Treatment(M12)
VISITNM Visit & On-Treatment(M18)
On-Treatment(M24)
On-Treatment(M30)
EOT (M36)
Unscehduled Visit
VISITDT B2 Date
Adverse Event .
268 AETERM String
Term
269 | AETERMDR | O|&EtS =T 7|xY String
1=Mild
. 2=Moderate
Adverse 270 AESEV Intensity 3=Severe Integer
events 4=Life-threatening
271 AESTDTC Start date Date
272 AEONGO Ongoing 1=0ngoing Integer
273 AEENDTC Stop date Date
1=Definitely
2=Probable
] ] 3=Possibly
274 AEREL Relationship ) Integer
4=Unlikely
5=Unrelated
6=Unknown
1=None
2=Temporary stop
Action taken with | 3=Dose Omitted
275 AEACN ] Integer
IP 4=Dose Reduction
5=Dose Escalation
6=Discontinuation
Other actions 1=None
276 AETRT taken for the 2=Treatment Given Integer

event

3=Withdraw from study
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1=Recovered/resolved
without sequelae
2=Recovered/resolved with
sequelae
277 AEOUT Outcome . Integer
3=AE ongoing
4=Disability
5=Death
6=Unassessible/unclassifiable
Was the event 1=Yes
278 AESER ) Integer
serious? 2=No
coo-Oan
SUBJNO ATFCHYAL ID | COO : 7|BAE
000 : CHEAHRE S
Screening
Baseline
o On-Treatment(M®6)
;; On-Treatment(M12)
VISITNM Visit E On-Treatment(M18)
On-Treatment(M24)
On-Treatment(M30)
EOT (M36)
Unscehduled Visit
VISITDT B2 Date
Adverse Event )
279 | AESAETERM String
Serious Term
Adverse | 280 AESAETERMD Ol &3 7| String
Events R
281 | AESAEONDTC Onset date Date
282 | AESAEONGO Ongoing 1=0Ongoing Integer
Date AE met
283 AESAEDTC criteria for serious Date
AE
1=Result in Death
2=Life Threatening Event
3=Hospitalization
4=Prolongation of Existing
AE is serious due | Hospitalization
284 AESAEDUE Integer

to

5=Resulted in Disability or
Incapacity

6=Congenital Abnormality
or Birth Defect

7=Is a Medically Important
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ol ﬂ_JF A H AAMMH/(CIO Cl 2 E¢ 7EI
Thold ", HH HadH () AL o3y ol
— aT
Event
Date Investigator
AESAEINVDT )
285 c aware of serious Date
AE
1=Mild
) 2=Moderate
286 AESAESEV Intensity Integer
3=Severe
4=Life-threatening
1=Definitely
2=Probable
) ) 3=Possibly
287 AESAEREL Relationship ) Integer
4=Unlikely
5=Unrelated
6=Unknown
Relationship to | 1=Yes
288 | AESAELDREL ] ] Integer
liver disease 2=No
1=None
2=Temporary stop
Action taken with | 3=Dose Omitted
289 AESAEACN . Integer
P 4=Dose Reduction
5=Dose Escalation
6=Discontinuation
) 1=None
AESAEACNOT Other actions )
290 2=Treatment Given Integer
H taken )
3=Withdraw from study
Narrative: record
a detailed
description of the
event, including
the course of
event, evaluation )
291 AESAECOM String
and assessment,
diagnosis and
treatment, Study
drug name and
duration of
therapy
1=Recovered / Resolved
2=Recovered / Resolved
292 AESAEQOUT SAE outcome Integer

with sequelae

3=Recovering / Resolving
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i He [ 2
ooy s Hyd B~ A (TH) AL o ol
4=Not recovered / Not
resolved
5=Fatal
6=Unknown
SAE Resolution
293 | AESAEREDTC Date
Date
T1=Yes
294 | AESAESUSAR SUSAR Integer
2=No
1=Initial
2=Follow up
295 | AESAERPTYPE Report Type ) Integer
3=Final
4=Initial & Final
296 | AESAERPDTC Report Date Date
COoo-dd
SUBJNO AFCHAXL ID | COO : 7|HBE
000 : AR HS
Screening
Baseline
o On-Treatment(M®6)
; i On-Treatment(M12)
=T | VISITNM Visit & On-Treatment(M18)
On-Treatment(M24)
On-Treatment(M30)
EOT (M36)
Unscehduled Vlsit
Elg=Ke]|
Case Close VISITDT o= Date
297 DSENDTC End of study Date
298 DSDOSDTC First dose date Date
First dose date
299 DSDOSNA 1=NA Integer
NA
Protocol T1=Yes
300 DSCOMPLT Integer
completed 2=No
301 | DSDROPDTC | Date of drop out Date
1=Not followed by
physician
Reason for
) 2=Lost to Follow-up
ending data . . .
302 | DSDROPREAS 3=Patient Decision (subject | Integer

collection for this
subject

withdrew consent, etc.)
4=Any serious events
regardless of this study
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ol E_JF A H AAMMH/(CIO Cl 2 E¢ 7EI
Thold ", HH HadH () AL o3y ol
— aT
5=Adverse Event
6=Subject refused due to
Adverse Event
7=Death
8=0ther
Not followed by
physician (Date
303 DSLASTDTC . Date
subject last
contact)
Adverse Event (if )
304 DSDROPAE ] String
AE, specify)
Subject refused
due to Adverse .
305 | DSDROPSRAE ) String
Event (if AE,
specify)
Other (if other, )
306 | DSDROPOTH . String
specify)
T1=Yes
307 DSFU Event Follow Up | 2=No Integer
3=NA
DSCANOCCU Occurrence of 1=Yes
308 Integer
R cancer 2=No
309 DSCANDTC Date Date
1=Yes
310 DSDTH Death Integer
2=No
311 DSDTHDTC Date Date

_4"_




i

i

-

K0

)
Iy

W %

=y

<

o

I

&o
M >
4 S
Bl @
T
S| |f&r
Be] ol ok
0 [ = o ==
s 2 IE o oF =
& RS 70 | & N
o RI|RD 3 Tz | Kk arl T =
& <k - S|9|=|o|K olo =15 %0
s ol c Q| = R |= | - =
20 | || 2|2 S| = | T | Ul RO S| | o | AR e N 80| 50 8o
= o mr = < <|I®|T ~I~ o ~ el ~
0 i | = 5 < S NN H _ . o N | N n
| G| &= | 50| ®0 S| T0| 5 | B0 | KK K] fopy | KE | K o oJ | RWIKF| L & 70 | B0 70
8l s Kl | K n @) N K| = oo | ro - gl | of N o om| m P
=
O O o | X — | ||| |1n]|© x| |~ Al—|la|o| <
TWC w s DWW UquMTTTTTTKUUMWWOHHHH
Ol @) IT|O |~ a) & << << | < | < a)
0 o a x| v — o & =) T UO|lx|x|x|x
oo | = ) %! = S| = =l | ~ (OO |IU|IU|UUlS AN
ZElEl<|Z|a|Z|a|w A A= N A A A A AR A A A A B A 2 B YEYEY RS
kB EIE|w TG S|I2EQR| zE Qlx x| Z|Z |2 22212223252 al=1>>>
m.LUSBHRAWHMHHm%ﬂWMDWDDDDDDDDDMSMSWMM%%%%
by [N N]
e e R - e e e I R C1ZI5(8121212|212|12|12|12|1°|12|15|12|8| 2|2 2| 2| |2
W b o ANl yayyayia) ya) Fa)ya) olg| o SISISIsIs
1ol <k
3 i g o|l—|n|m|st|wn|lo|~|o|o|o—|a|lmn|t|un|o|~olo|lo|=|c|o|<|w
g2l Ho

_42_




36 MHHBVSREL5 BY 7+ At

37 MHFAMLCAN 7t ISy RE

38 MHFAMLCDECOD | Zt&H(ICD-10)

39 MHLCANSRELT | Ztet &

40 MHLCANSREL2 | 7@t &

41 MHLCANSREL3 | 7t (=R Z

42 MHLCANSREL4 | 2+t S A|/Xtof

43 MHLCANSREL5 | ZtQt X}

44 MHCO Comments: (2= 7|X O}H)
45 VSDTC Visit Date

46 VSSTAT Vital sign

47 VSSYSBP Blood Pressure (&==7|)
48 VSDIABP Blood Pressure (O|2t7])
49 VSPULSE Pulse rate

50 VSHEIGHT Height

51 VSWEIGHT Weight

52 VSWSTCIR Waist circumference
53 PESTAT Physical Examination
54 PENOR Specific finding

55 PECOM Comment

56 CESTAT Clinical events ND
57 CEOCCUR Clinical events

58 CELCAN 7ty

59 CELCANDTC Onset date

60 CEDTH A

61 CEDTHDTC Onset date

62 CELT 7Ol 4|

63 CELTDTC Onset date

64 CEDLC HICH&d ZH7|s

65 CEDLCDTC Onset date

66 CECP HEHES o gES
67 CECPDTC Onset date

68 CEHOSP ZhEs A3 o BeX| 2o Y
69 CEHOSPDTC Onset date

70 QSSTAT Not Done

71 QSORREST Olsd

72 QSORRES?2 Xp7|2te|

73 QSORRES3 ddes

74 QSORRES4 s5/=8d

75 QSORRES5 =2/2=

76 QSEQVAS EQ-VAS

77 LBSTAT Aol 2




78 LBDTC Date of Tests

79 LBWBCSTAT WBC ND

80 LBWBC WBC

81 LBHBSTAT Hemoglobin ND
82 LBHB Hemoglobin

83 LBPLTSTAT Platelet count ND
84 LBPLT Platelet count

85 LBANCSTAT ANC ND

86 LBANC ANC

87 LBHBASTAT HbA1C ND

88 LBHBA HbA1C

89 LBASTSTAT AST(SGOT) ND
90 LBAST AST(SGOT)

91 LBALTSTAT ALT(SGPT) ND
92 LBALT ALT(SGPT)

93 LBALPSTAT ALP ND

94 LBALP ALP

95 LBTBILISTAT Total bilirubin ND
96 LBTBILI Total bilirubin
97 LBDBILISTAT Direct bilirubin ND
98 LBDBILI Direct bilirubin
99 LBCRTSTAT Creatinine ND
100 LBCRT Creatinine

101 LBBUNSTAT BUN ND

102 LBBUN BUN

103 LBTOTPSTAT Total protein ND
104 LBTOTP Total protein
105 LBALBSTAT Albumin ND

106 LBALB Albumin

107 LBPHOSSTAT Phosphorous ND
108 LBPHOS Phosphorous
109 LBCASTAT Ca ND

110 LBCA Calcium (Ca)

111 LBNASTAT Na ND

112 LBNA Sodium (Na)

113 LBKSTAT K ND

114 LBK Potassium (K)
115 LBTGSTAT Triglyceride ND
116 LBTG Triglyceride

117 LBTCHOLSTAT Total cholesterol ND
118 LBTCHOL Total Cholesterol
119 LBHDLSTAT HDL ND

- A4 -




120 LBHDL HDL

121 LBLDLSTAT LDL ND

122 LBLDL LDL

123 LBEGFRSTAT eGRF ND

124 LBEGFR eGFR

125 LBPTISTAT Prothrombin time INR ND
126 LBPTI Prothrombin time INR
127 LBPTPSTAT Prothrombin time percent ND
128 LBPTP Prothrombin time percent
129 LBCPSSTAT Child-Pugh Score
130 LBASCITES Ascites

131 LBENC Encephalopathy
132 LBSCORE Score (points)

133 LBCLASS Class

134 LBUALLN All Negative

135 LBUALBSTAT Albumin ND

136 LBUALBN Negative

137 LBUALB Albumin (3-d&Ah
138 LBUGLUSTAT Glucose ND

139 LBUGLUN Negative

140 LBUGLU Glucose

141 LBUKETSTAT ketone ND

142 LBUKETN Negative

143 LBUKET Ketone

144 LBUBILISTAT Bilirubin ND

145 LBUBILIN Negative

146 LBUBILI Bilirubin

147 LBUOBSTAT Occult blood ND
148 LBUOBN Negative

149 LBUOB Occult Blood

150 LBUBGSTAT Urobilinogen ND
151 LBUBGN Negative

152 LBUBG Urobilinogen

153 LBUNITSTAT Nitrite ND

154 LBUNITN Negative

155 LBUNIT Nitrite

156 LBUWBCSTAT WBC(stick) ND
157 LBUWBCN Negative

158 LBUWBC WBC (stick)

159 LBAFPSTAT AFP ND

160 LBAFP AFP

161 LBHBVDNASTAT1 | HBV DNA ND
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162 LBHBVDNASTAT2 | HBV DNA

163 LBHBVDNATITERT | HBV DNA Titer1

164 LBHBVDNATITER2 | HBV DNA Titer2

165 LBHBSAGSTAT1 | HBsAg ND

166 LBHBSAGSTAT2 | HBsAg

167 LBHBSAGTSTAT1 | HBsAg Titer ND

168 LBHBSAGTITER | HBsAg Titer

169 LBHBSABSTAT1 | HBsAb ND

170 LBHBSABSTAT2 | HBsAb

171 LBHBEAGSTAT1 | HBeAg ND

172 LBHBEAGSTAT2 | HBeAg

173 LBHBEABSTAT1 | HBeAb ND

174 LBHBEABSTAT2 | HBeAb

175 LBHBCABSTAT1 | HBcAb IgM ND

176 LBHBCABSTAT2 | HBcAb IgM

177 LBHCVSTAT1 Anti-HCV ND

178 LBHCVSTAT2 Anti-HCV

179 LBHIVSTAT1 Anti-HIV ND

180 LBHIVSTAT2 Anti-HIV

181 LBHDVSTAT1 Anti-HDV ND

182 LBHDVSTAT2 Anti-HDV

183 LBBSSTAT1 Serum for storage

184 LBBSDTC1 Date of sampling

185 LBBSSTAT?2 Buffy coat for storage

186 LBBSDTC2 Date of sampling

187 LBCO Comments: (2= 7|X OtH)

188 IFSTAT Imaging Finding

189 IFDTC Date of test

190 IFTYPE Test type

191 IFRES Result

192 IFRESOTH Other image finding

193 DMBRTHDTC AEd

194 ICFDTC ME 39/

195 DMYN A AT FE HE &2 oF

196 DMDTC oot HE =T

197 DMAGE Lto| (Zh

198 DMSEX =K

199 DMPGOCCUR 24 ofF =0l

200 IEINO1 1) YA B ® XpUHoE ME SO/ M3 Xt

201 IEINO2 2) 2t 30 Ml O], 80 Al O|stel EHL
3) XAt 6 7iY O[O HBsAg ¥ == HBV DNA

202 IEINO3 L0l =ol=l sixp | Oror 6 Jfe O™ HAL Zut7h QICtH
,23eld AFENAM dyEeE AFXS| HEH ma 54
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231

DASTDTC

=8 AEHY
232 DAENDTC =8 3¢
233 DAPLAN =8oF & M=
234 DADOSE HH =83 M=
235 DACOMP Compliance
236 DAREYN YN
237 DARECNT ghefot =
238 IFFIBDTC Date of test
239 IFFIB1 Median of fibrosis
240 IFFIB1STAT ND
241 IFFIB2 Median of CAP
242 IFFIB2STAT ND
243 CMSTAT HEAE O F
244 CMPRDNAM *4=d
245 CMPRDNAMDR | %= _ZIF 7| XY
246 CMCLASCD FEE=2AC
247 CMINDC Indication
248 CMDOSE 12| £
249 CMDOSU £0f EHe
250 CMDOSUQOT FO{EHR other
251 CMDOSFRM o= M
252 CMDAYFRQ 19 Tzl
253 CMDAYFRQOT | &&=l other
254 CMSTDTC £ AFY
255 CMENDTC g0 32
256 CMONGO Ongoing
257 EXYN TAF treatment O£
258 EXDECOD HED S
259 EXNAM &Y
260 EXCLASCD SMHEFIE
261 EXDOSE 12| ST
262 EXDOSU S CHe
263 EXDOSFRM S M
264 EXDAYFRQ 19 X ==
265 EXSTDTC S AR (OLD)
266 EXSTDTC1 S Al
267 EXENDTC i 2L
268 AETERM Adverse Event Term
269 AETERMDR Ol fut3 ™ 7| XY
270 AESEV Intensity
271 AESTDTC Start date
272 AEONGO Ongoing
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273 AEENDTC Stop date

274 AEREL Relationship

275 AEACN Action taken with IP

276 AETRT Other actions taken for the event

277 AEOUT Outcome

278 AESER Was the event serious?

279 AESAETERM Adverse Event Term

280 AESAETERMDR | O|&f8hg_ 2 7| X}

281 AESAEONDTC Onset date

282 AESAEONGO Ongoing

283 AESAEDTC Date AE met criteria for serious AE

284 AESAEDUE AE is serious due to

285 AESAEINVDTC Date Investigator aware of serious AE

286 AESAESEV Intensity

287 AESAEREL Relationship

288 AESAELDREL Relationship to liver disease

289 AESAEACN Action taken with IP

290 AESAEACNOTH Other actions taken
Narrative: record a detailed description of the event,

Aesaccom | hctuding the coure of event evalusion and asessment,
therapy

292 AESAEQOUT SAE outcome

293 AESAEREDTC SAE Resolution Date

294 AESAESUSAR SUSAR

295 AESAERPTYPE Report Type

296 AESAERPDTC Report Date

297 DSENDTC End of study

298 DSDOSDTC First dose date

299 DSDOSNA First dose date NA

300 DSCOMPLT Protocol completed

301 DSDROPDTC Date of drop out

302 DSDROPREAS Reason for ending data collection for this subject

303 DSLASTDTC Not followed by physician (Date subject last contact)

304 DSDROPAE Adverse Event (if AE, specify)

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

306 DSDROPOTH Other (if other, specify)

307 DSFU Event Follow Up

308 DSCANOCCUR Occurrence of cancer

309 DSCANDTC Date

310 DSDTH Death

311 DSDTHDTC Date
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ol 74O
M oOT
~32|d F e7fE O[Liof BE ZFFOo| CHSH
9 | ZHO|MA KRE 2FY Ol &2 HO|
E gz}
Zrere FEH g2 o[ L, Wi Y
0| | &= 8% 52 EEAFP 20 ng/mL
10| 01 &2 (E, AFP7} 20 ng/mlL O] &0
gt A32|d H 4703 OJLHo A[™E CT
22 MRIOIA ZF0] 9430] Fol gl= A2
= #9 7t5)
UAS Melst sH oL CHE oy Y E
g o Ad4A FHe Y2 (no evidence of
11| disease) AEHZ THH |11 2 24 O|Lff O]
z Qlot gAsjsta® 22 24 KAzE8 &
X @2 8% 0 75 5ot
A 2o ™ 30 O|Lfof| Et YAl &
Of SFAIL} S| N E FO{5t= CHE LA
ol Hol T 2 2. (B, 2HolZH A KA
12/ 22 B OiXT| YU YYAHO| Of L FL
0o 7tsotl, Ol LA T2 AlF2
O LLAIHE 2fF2| OiX|T FojU=z
getct)
(g MR, SR8 T AU AYRD s
ShAt
Fo YT 25
Hs bt FHXE MXEE
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| 7Y
disoproxil fumarate in treatment-naive Jul;42(7):1517-1527
chronic hepatitis B
Impact of expanding hepatitis B . .
o . 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)

_5"_




Detecting Early Hepatocellular

6 Carcinoma in Patients with Chronic Jonggi Choi 2 Clin Gastroenterol Hepatol.
Hepatitis B Using Longitudinal 2% 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 ) ) ]
_ _ N Jonggi Choi 2| Clin Gastroenterol Hepatol.
8 Drug-Resistant Chronic Hepatitis B: A
- . 43 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 ) o Gut. 2024 Mar 7;73(4):649-658
hepatocellular carcinoma risk in Ql 63
chronic hepatitis B
Viral Load-Based Prediction of
Hepatocellular Carcinoma Risk in
11 Noncirrhotic Patients With Chronic Gi-Ae Kim 2| Ann Intern Med. 2024
Hepatitis B : A Multinational Study 169 Oct;177(10):1308-1318
for the Development and External
Validation of a New Prognostic Model
Non-linear association between liver )
) i ) ) ) ) Clin Mol Hepatol. 2024
12 fibrosis scores and viral load in Gi-Ae Kim 2| 33
. . . . Oct;30(4):793-806
patients with chronic hepatitis B
Early Antiviral Treatment with
Tenofovir Alafenamide to Prevent
Serious Clinical Adverse Events in _ Lancet Gastroenterol Hepatol.
. . . . . Young-Suk Lim
13 | Chronic Hepatitis B Patients with High 9| 264 2025Apr;10
Viremia : Interim Results from the ° (4):295-305
ATTENTION Randomised Controlled
Trial
Association Between Viral Replication .
o ) ] Alimentary Pharmacology &
Activity and Postoperative Recurrence | Won-Mook Choi ,
14 Therapeutics, 2025;

of HBV-Related Hepatocellular
Carcinoma

QL 17H

61:1680-1691
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3. Annotated CRF

EoQlH(eCRF B) Medical History

[ Screening | Baseline | M6 | M12 | M18 | M24 | M30 | M36 | uv

#| Medical History

e o)== [T Yes ( MHSTAT[NI=1)

e 0jT Aps O BAAHE | MHREASNDIN]=1) (O IS 04 ( MHREASND[N]=2 )
) 7IEHAM 2 D) ( MHREASND[N]=3 )

HE 04T AR

{ MHREASNDCOM[C] )

e my Xl { MHDTC[D] )
2EE BUS S 7IE MB [ MHENRF[D] )
M3 SO2E At 2
Significant Past-Medical History O No ( MHSIG[N]=1) () Yes { MHSIG[N]=2 )
24 3 Other diseasa( &4 2 5) EHHIAL(ICD-10) ?|§M§0u.‘_1 HEHAE 12 ol A= 75
R s |
D M- () Before O No
( MHTERM[N]=[1=Hype { MHDECODIC] } { MHENRTPT[N]=1) { MHSTTRTDTC[D] ) ({ MHTRT[N]=1)
rtensionj2=Diabetes Mel { MHOTHIC] ) () After () Yes
litus|3=Cancerj4=0ther] { MHENRTPT[N]=2 ) { MHTRT[N]=2)
) (7} Coincident () Unknown
{ MHENRTPT[N]=3 ) { MHTRT[N]=3 )
(> Ongoing

{ MHEMNRTPT[N]=4 )
(3 Unknown

{ MHENRTPT[N]=5 )

OF-E=1
#H SF4H O HIE=3 (DMDRKINI=1) O HHEFH (DMDRKINI=2) O HMSFA
{ DMDRK[N]=3 )

=y by Y ( DMDRKDUR[N2.1] )
2= H ( DMNDRKDUR[N2.1] )
FWF ST S|/ ( DMDRKFRQ1[N2.2]
15 M7 252 (ZH { DMDRKAMT[NZ] )

e ] %= [ et T HEE 0 gF
e [ DMDRKCAT1[N]=1 ( DMDRKCATZ[N]=1 (DMDRKCAT3[N]=1 (DMDRKCAT4[N]=1 (DMDRKCAT5[N]=1 ( DMDRKCAT&[C] }

) ) ) ) ) 7|8t
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F SEd
S| ZHEAE O HIZ@A { DMSMK[N]=1) ) IFHESR ( DMSMK[N]=2) () EMES%

( DMSMEK[N]=3 )

=il b3 E [ DMSMKDUR[N2.1] )

FUEINT E ( DMNSMKDUR[N2.1] )

SR EEY 7T ( DMSMKAMTINZ] )

BF 2Oy zxs 22 [ pmsmkpvINz.2] )

*Pack Year Al 4B - SIREAT20 x ET7| T

(DRt e

7IEH /% AEAL(CD-10) 7HEEA
(@ 5 0= O (2NERE (] ER/A
{ MHFAMHEVN] g { MHHBVSRELT ~ ( MHHBVSREL2 ~ ( MHHBVSREL3  ( MHHBVSREL4
=1} ( MHFADECODIC]  [N]=1) MN]=1) [N]=1) [NI=1)
O U8 )

{ MHFAMHEBV[N]
=2)

O OlAE

{ MHFAMHEY[N]

88 29

=3)

O g (- o= O (eh=ga [ E=/%H0R

{ MHFAMLCAN E { MHLCANSRELT  { MHLCANSREL2  { MHLCANSREL3  ( MHLCANSREL4
[N]=1) ( MHFAMLCDECO  [N]=1) MNj=1) [N}=1) [Ni=1)

O Y= DIl )

( MHFAMLCAN

[N]=2)

O OAE

e

{ MHFAMLCAN
(N]=3 )
[OR=
{ MHFAMLCAN
[N]=4})

(%] Comments: ("= 7|Z o)

Comments; (B3 7134 OHd)

( MHCO[C] )
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[ MHHBVSRELS

[N1=1)

mE
{ MHLCANSRELS

[N1=1)



|’®| Vital signs & Additional Information

Visit Date { VSDTCID] )

Vital sign O Al [ VSSTAT[N]=1) (O OIAE ( VSSTAT[N]=2)
Blood Pressure (=37]) mmHg [ VSSYSBP[N3] )

Blood Pressure (0] 2+7]) mmHg ( VSDIABP[N3] )

Pulse rate bpm ( VSPULSE[N3] )

Height om (25 HE M2 2 7|]) ( VSHEIGHT[N3.11)
Weight kg (= Y NE 2 7|®) ( VSWEIGHT[N3.1] )
Waist circumference cm { VSWSTCIR[N3.1])
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S HQIH(eCRF E)

Physical Examination, Vital Sign

[ Screening | Baseline

M6 |

M12 |

M18 |

M24 |

M30

M36 |

uv

* | Physical Examination

Physical Examination
Specific finding

Comment

Clinical events ND

| Clinical Events

Clinical events

gt

Azt

2014
B4 271

| Not Done |(

) Normal |

{ PECOMI[C] )

|1 Not Done

) Mot occurred ( CEOCCUR[M]=1)

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

{ CEDTH[N]=2 }

() Yes { CELT[N]=1)

(3 No { CELT[N]}=2)

() Yes ( CEDLC[N]=1) O No

{ CEDLC[N]=2 )

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

) Yes ( CEHOSPIN]=1) (

{ CEHOSP[N]=2 )

7 No

PESTAT[N]=1 )

PENOR[N] =1}

{ CESTATIN]=1)

Onset date

Onset date

Onset date

Onset date

Onset date

Onset date
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Abnormal ( PENOR[N]=2 )

) Oceurred { CEOCCUR[N]=2 )

{ CELCANDTCID] )

{ CEDTHDTC[D] )

{ CELTDTC[D] )

{ CEDLCDTCID] )

{ CECPDTCI[D] )

{ CEHOSPDTCID] )




EHQH(eCRF B)

EQ-5D questionnaire

[ Screening | Baseline |

M6 | M12 | M18 | M24

M30

M36

uv

oH R

EQ-WAS

) L T8 @S A FEST] Boh
[ QSORRESS[N]=1 ]
(O L= 27 @ ot S et
{ QSORRESS[N]=2 |
O Y 81 HEE @UEHA L 2850
[ QSORRESS[M]=3 |
) L ME @S L 2Eet
{ QSORRESS[N]=4 |
0 L SEE WS Y 289
{ QSORRESS[MN]=5 |

H ( QSEQVASING.1])
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* | EQ-5D questionnaire

Hot Done

ojsd

riEg

HuwE

ER/EUT

[T Not Done { QSSTAT[M]=1}

O e ded J5 X Eo| 8o

{ QSORRES1[MN]=11)

O Lhe Zid %7 IS0 Yok

{ QSORRES1[N]=2 )

O W= ged B 320 2go| ok

{ QSORREST[N]=3 )

O tH= g U8 X Eo ot

{ QSORREST[N]=4 )

O = d@E 5 2o

{ QSORRES1[N]=5 )

0 Lhe Bn #Au 28 ged #E x@ol giok
{ OSORRES2[M]=1)

0 U BR MY 28 ged Y K Sl
{ OSORRES2[N]=2 )

O U Ba MY 28 e 3 3 xF) Ao
{ QSORRESZ[N]=3 )

O tH= BR H24 £8 Hed U8 530 ook
{ QSORRES2[N]=4 )

O the BRH MY 28 U8 + 2o

{ QSORRES2[N]=5

) tH= geEEE o=l 85 5180 20

{ QSORRESI[N]=11

0 Lh= $YEES oHeo o7t x| 3o Qick

{ QSORRES3[N]=2 )

O e R EE ched 87 Beo| 80 2o
{ QSORRES3[N]=3 }

O e BYESE oo 8 5 2o

{ OSORRESI[N]=4 )

O U HUEER B S B0

{ QSORRES3[N]=5 }

) tH= EFo|L B0 gich

{ QSORRES4[N]=1}

O LH= =7 FS0iL wEg 20

([ QSORRES4[N]=2 )

O Wi BT Ak EF0|L @E0| 2ck

{ QSORRES4[N]=3 )

() L= Al BFo|Lt @ o) 2l

{ QSORRES4[N]=4 1

0 tHE S ESou: @it oo

{ OSORRES4[N]=5 )
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C O QIH(eCRF H)

Laboratory Values

[ Screening | Baseline

M6 | MI12

M18 | M24 | M30 | M36

uv

* | Laboratory Values
AHoE

Mot Done ( LESTAT[MN]=1 }

Date of Tests

* | Hematology

WEBC

Hemoglobin

Platelet count

ANC

* | HbA1C ; optional
HbAIC

| Blood chemistry

AST{SGOT)

ALT(SGPT)

ALP

Total bilirubin

Direct bilirsbin

Creatinine

BUN

Total protein

[] Not Done { LEWBCSTAT[M]=1 )

[] Mot Done { LBHESTATIN}=1 )

|| Mot Dona ( LBPLTSTATIN]=1 )

[ Mat Done [ LBAMCSTAT[N]=1 )

[7] Mot Done { LEHBASTAT[N]=1 ]

[7] Mot Dane [ LBASTSTATIN]=1 |

[] Mot Done { LBALTSTAT[N]=1}

[ Mot Done { LBALPSTATIN]=1 )

[7] Mot Done ( LETBILISTAT[M]=1 )

] Mot Done { LEDBILISTAT[M]=11

[_] Mot Done { LBCRTSTAT[M]=1 )

(] Mat Dons ( LBBUMSTATIN]=1 )

[] Mot Dene [ LATOTPSTAT[M]=1

{ LBDTC[D]

_59_

103/l { LBWBC[N4.1] )
(o= WP ZHE|TER] YH)

g/dl | LBHB[MN4.1])
(5= WA RHE|TE] ™)

¥103/ul [ LBPLT[M4.2] )

Sul ( LBAMCIN4.2])

{choose) { LEHBA[M4.1] )

UL | LBASTINA] )
He YUw)
IU/L | LBALTIN4] )

=

2

ZE)

1

WL [ LBALP[N4])
(o Y

ma/dL { LETBILINA.1] }
(= SAF mejnE g

mo/d [ LBOBILI[NS.1] }
2= S5 BElWE Y

mo/dL { LBCRT[N4.1] |
{5 ARy wtelnE] g

ma/dL | LBBUMING] |

(Heg UE)

g/dL [ LETOTP[N4.1] }

(2 AR TE|mR 2




[7] Mot Done { LEALBSTATIN]=1 ) gfdl [ LBALB[M4.1]}

Albumin
(= 5 h2 A E©E)
[7] Mot Done | LEBPHOSSTAT[M]=1 ) mg/dL [ LEPHOS[N4.1] )
Phosphorous
(£ S7F 7HE|TER ©E)
[[] Mot Done { LBCASTAT[M]=1] mg/dL [ LBCA[ME1] )
Calcium [Ca)
{4 BIRE ERE|TEY RS
[] Kot Done { LENASTAT[N]=1) mmol/L | LENA[N4] )
Sodium (Ma)
(o s
[[] Not Done { LBKSTAT[N]=1) mmol/L | LBK[N4.1] )
Potassium (K)
(= HAE RpE|TEE] E1S)
[[] Not Dene { LETGSTAT[N]=1 ) mg/dL { LBTG[M4] )
Triglyceride (optional) :
(H==0t g9
Total Cholestencl [[] Kot Done { LETCHOLSTAT[M]=1 } ma/dL { LETCHOL[M4] )
{optional) (Eao g
[[] Not Done { LBHDLSTAT[N]=1 ) mg/dL { LBHDL[N4] )
HIDL (optional}
(Ha=gh U™
[[] Mot Done { LBLDLSTAT[M]=1) ma/di { LELDL[M4] )
LDL (opticnal) ;
(gt Y=
[] Kot Done { LBEGFRSTAT[MN]=1 } mb/min { LBEGFRIN4.1] )
eGFR

(=== WA RHEITER] 2 E)

* | Blood coagulation test

[7] Mot Done { LEBPTISTATN]=1 ) { LBPTI[N4.2] )
Prothrombin time INR
INRMust enter up to 2 decimal)

[l Mot Done { LBPTPSTAT[N]=1 ) ( LEPTP[N4.1] )

Prothromibin time percent
% {integer only, reund off the 1 decimall

¥ | Child-Pugh Score

Child-Pugh Score (7] Mot Done { LBCPSSTAT[N]=1 |
Ascites 3 None { LBASCITES[N]=1} ) Essily controlled { LEASCITES[N]=2 ] () Foorly contolied { LEASCITES[N]=3 }
Encephalopathy () Grade 0 [ LBENC[N]=1) ) Grade |-ll { LBENCIN]=2 ) ) Grade IV { LBENCIN]=3 )
85 ( escoreq))
Scare {points)
(FHEALh
o
{ LBCLASSC] )
Class s
FHEHE

_60_



|®} Urinalysis

Urinalysis

Albumin (S4ZAH

Glucose

Ketone

Bilirubin

Occult Blood

Urobilinogen

Nitrite

WBC (stick)

HBeAg

HEeAb

Anti-HIV

Anti-HDV

* | Tumor marker test

AFP

* | immune serum test

HEV DNA

HBY DNA Titer

HEszAg

HEsAg Titer {optional)

HEsAb

[7] Al negative { LBUALLN[N]=1 )

[7] Not Done ( LBUALBSTAT[N]=1) [7] Negative ( LBUALBN[N]=1 )

{ LBUALBIC] )
[[] Not Done ( LEBUGLUSTAT[N]=1) [7] Negative { LBUGLUN[N]=1)

{ LBUGLUICT )
[T} Not Done ( LBUKETSTAT[N]=1 ) (7] Negative ( LBUKETNINI=1 }

{ LBUKET[C] }
[ Mot Done ( LBUBILISTAT[N]=1 ) [] Negative ( LBUBILIN[N]=1 )

{ LBUBILILC] }
[} Not Done ( LEUOBSTATN]=1) [] Negative ( LBUOBN[N]=1}

{ LBUGB[C] )
[7] Not Done ( LBUBGSTAT[N]=1 ) [7] Megative { LEUBGNIN]=1}

( LBUBGIC] )
[7] Not Done { LBUNITSTAT[N]=1 ) [] Negative | LBUNITN[N]=1 )

{ LBUNITIC] )
[] Not Done ( LEUWBCSTATIN]=1) (] Negative ( LBUWBCNIN]=1 )

[] Mot Done { LBHBEAGSTATI[M]=1 )

{71 Mot Done ( LBHBEABSTAT1[N]=1}

[] Mot Done { LBHOVSTATT[N]=1)
[] Mot Done { LEHIVSTAT1[N]=1 )

[] Mot Done { LEHDVSTATI [N]=1 }

[[] Mot Done | LBAFPSTAT[M]=1 |

[[] Mot Done (| LEHEVDMASTATI[N]=1 )

X100

| LBHEVDMATITER1[C] )

[[] Mot Done | LEHBSAGSTAT1[MN]=1

[C] Mot Dene { LEBHESAGTSTAT1[N]=1 )

[] Mot Done { LBHESABSTATI[N]=1)

_61_

{ LBUWBCIC] )

O ¥4 [ LBHBEAGSTATZ[N]=1) O &4
{ LEHBEAGSTAT2[M]=2 }
O %/ (LBHBEABSTATZN]=1) O &4

{ LBHBEABSTAT2[N}=2

O 4 [ LBHOUSTAT2[N]=1) O 84 | LBHCVSTAT2[N]=2 }
O ¥4 (LBHIVSTAT2[N]=1) O &4 ([ LBHIVSTAT2[N]=2 )

O ¥4 ( LBHDVSTAT2[N]=1) O &4 [ LBHDVSTAT2[N]=2 }

ng/mL { LBAFPN4.1] )

(2= BAE REITE )

3 ¥4 [ LBHBVDNASTATZIN]=1) O &4 (<15U/mL)
{ LEHBVDMASTAT2[N)=2 )
#4 (<150/mU o] SaFY #old, T T3 e YN ot
WA 28 syt
1L

{ LBHBYDNATITERZ[C] }

O 4 | LBHBSAGSTAT2[M]=11 O &4
| LEHBSAGSTAT2[N]=2 )
*HdHA
IU/ml ( LBHBSAGTITER[MS 2] |
(4 % Fe|nEl W8 / Full-gquantitative method only)
O 4 ( LBHBSABSTAT2[M]=11 [ &4
| LBHBSABSTAT2[N}=2 )



# | Biospecimen sampling

Serum for storage Not Done ( LBBSSTAT1[N]=1)
Date of sampling [ LABSDTCI[D]

Buffy coat Tor storage Not done [ LBBSSTATZ[N]=1 )
Date af sampling | LABSOTC 2[0] |

* | Comments: (B 7|0 O}

Comments: (Hs 2|70 of'eh

[ LBCO[C] )

E0QIH(@EeCRF H) | Imaging Finding

Screening | Baseline| M6 | M12 | M18 | M24 | M30 | M36 | UV

* | Imaging Finding

Imaging Finding Mot Done ( IFSTAT[N]=1 |

Diate of west [ IFDTCED] )

Test type 3 USG ( IFTYPE[N]=11 3 CT { IFTYPE[N]=2 ) 3 MRI { IFTYPE[M]=3 )

Result 3 Normal { IFRES[N]=11 (O Chronic liver disease ( IFRES[M]=2 } () Liver cirhosis
[ IFRES[M]=3 } () Suspicious of Liver cancer { IFRES[N]=4 | () Other { IFRES[M]=5 |

Other image. finding

{ IFRESOTHIC] 3

EHQIH(eCRF E) Inclusion & Exclusion Criteria
| Screening \ Baseline \ M6 \ M12 \ M18 \ M24 \ M30 \ M36 \ uv
P IEEHR
Wy fig | DMBRTHDTCID] )
AH Foly BB (croTcm])
2 T Y= HE 5o oje O W ( DMYN[N=1) O CHH2 [ DMYNN]=2 )
oTEE Y $UY fg | DMDTCID])
e ) B4 ( DMSEX[NI=1) ) Ol { DMSEX[N]=2 )
LHo] ¢2h d gg | DMAGEN3] )
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A ol w

& | inclusion Criteria

1) LAY B0 HAECE AT SO HE3F &
2) Tk 30 4 ol s0 4 ofste] Hid

3) =% 6 7HEH 01HY HesAg 2 £ HBV DNA BH0|
g Bt oeF s FiE olF HA AT RICHH |
A381Y gy au=e s Hne] poo] e 24
fhgol ofd 32 &0 PHesict

4) HBeAg ¥ BE §4Y 87

5) 33| Aoy ¥4 HBY DNA Y717t 20 1U/mL O 4
, 2,000 IU/ml DJTHOI A2

6) Tz S77 A BX

iofdl B8 & sUE fPEce 28 7t

- US, CT, MRI O] 48T THEES0) 247 g e
- @B $3] <150,000 mm/3

- A3 H 2 3 0| MUAE WAL BT U T B
SHO BUR EXILHOIE B2

-YuEon FUY BES AT UE AR (FUEH
wR, s 50| B KUY BT

- Fibroscan %.& Shear wave elastography (SWEJA] 21
20kPaQl B2 (232 H e7fE ool THERE HAE
A7} gt T o))

7) H7]% (estimated creatinine dearance] > 20 mi/min
(Cr0l HUEECKD-EP1 AlAHA 2 BALR)

B) YUAY HE AU OE 9 AJHE RF Ev¥ T
SiE 5

# | Exclusion Criteria

1) THE 719 HOj2j2 (c ¥ B2 D ¥ TH HlOj2) RE
HIV #AHE & 50| 2l 87 8 SAUE0| S0 1

2) 84 WAE HE(c0o/day0lLt BY HE HE 7|R30|
UE 87

3232 H 13 oltiof a4HoR U Hoied
THENEo gHo| Y AT (B, T HE , ¥R #
JAdrgsey  IHisE2 §) 9 232 AEA hild-
Pugh Score 8 8 0|40 39

(ETA pois] gde FxF0| SUE F2, Chid-Pugh
4 AL Bilirubin $XE 4o R g = uch

4) 2323Y H 12788 ojuio] ME{EE {Interferon) £
HEYHHA YRR YEE 28 ARE g2 87

O Bl 22 BM7Ed AR

{ DMPGOCCUR[N]=1 }
3 Bors

{ DMPGOCCUR[N]=2 )

O BUEHDYE HE 5

{ DMPGOCCUR[N]=3 )

O G IENOT[M=1 )
0 @ (1ENo2N=1 )

O3 O ( IEIND3[MT=1 )

1 o ( IEINDA[M]=1 }

@ { IENOS[N=1 )

3 o ( IEINDE[N]=1 )

3 o ( IENOTNE=1 )

0 o { IEINOg[N]=1 )

3y o { IEEXOT[M]=1)

O o { IEEXD2[NI=1)

O { IEEX03[M]=1 )

O 9 ( IEEXD4[NI=1 )

O o= | IEMDI[N]=2 )
O o2 { IEND2[N]=2 )

3 ot [ IEINDI[N]=2

O o2 | IEMB[N]=2 )

O o2 | IBNDS[N]=2 )

) o2 [ IEMDs[N]=2 )

O ofe | IENoTN]=2 )

O o2 | IENEm]=2 )

O ofd2 | IEExo1[M]=2 )

O OHe (IEExXDaMN]=2 )

) ol | IEEX03[M]=2 )

0 Oh2 ( IEEXDapN]=2 )
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5) Hil AHEOE E& HYYRH AR BO8 sh
Yus g0 o= 32

6 29H ¥7| olyE B #rolaE we Bi
7) i zsa watEuio|cof a0l g #Tt

B) Y4Ho R Pxe] mohof mEl uy AjEE 9]
S o8 WSl Fan U LEH SE7 RE
HEwx Eao| g d2

9) 2329 H e7liH 0|Lio] R TH0 cie TuH|2L
HEE 2FY 0ly Y FHo| Y= 8n

10) THFE TTHER 'E50] QY B 70| ojuEl:
FHS RE WH AFP 20 ng/ml O[901 F T AFPFL 20
ng/mlL Ol&0lci2te 2521 H 4745 o|uiof Ajws
CTRE MRIA 70| SiR0] Hois= Yo 80 7H)

11) HeHE Hols 538 ojuf OE oHE 3% 9. T, Y4y
¥ #&(no evidence of disease)MEil BHED =2
ZHo|L] ojz M T HNOY K2 TR UES WE
HE F2 wo s

12) ¥ ®ojy ® 3719 offof Ff 21| wo] Sojexi
©7 oHHE Fofshs OHE Ui ANud o 20 32
gufolai> A g oo H H 2y 2aswol ofd
FS #@0 Thzsin, o A4y Fa Aue ol

Y HAIYE ooHES| DR mojum HE)

13) U2, +R%, £ UUE ANt A B

¥ | Result of Screening

0 { IEEX0S[M]=1) O OH]Q [ IEEXOS[N]=2 )

 0f ( IEEX06[M]=1) O O] [ IEEXODS[N]=2 )
O O ( IEEXOT[M]=1} ) OH42 ( IEEXOTM]=2 )

O 0 (IEEXDa[N}=1) O 42 (IEEXD8N]=2 )

C o ( IEEX09(M]=1) O OH2 | IEEXDS[N]=2 )

3 @ (EEio[Mi=1) O otd= (IEEX10[N]=2 )

o (IEEX11[M]=1) O OPH2 [ IEEXT1[N]=2 )

O o {IEEX12(M]=1) O OR42 (IEEX12[M]=2 )

O O (IEEX13[N]=1) O OS2 [ IEEX13[N]=2 )

() Sereen Pass
i [ IEYM[N =1 }
SRS SR O Screen Failure (MB1 S2| 3 2R wH0| UAET B2 22
{IEYM[M]=2 )
[ Did not mest indusion/exclusion critena | IEREASTN]=1 |
L: Subject withdrew consent | IEREASZ[MN]=1 )
[ Investigator Decision | IEREAS3[N]=1 }
() Others { IEREAS4NI=1 )
Comment

{Others O 2 &M W& 7|54 A7) girLch
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0 QH(eCRF ¥) Randomization

[ Screening | Baseline | M6 M12 M18 M24 M30 M36 uv
* | Randomization
Treatment Arm {7y [A] TAF (25mg/day] reatment { RNARMIMN]=1] (7 [B] Be=m supportive care
{ RNARM[M]=2 )
Dispensa study drug (") Done | RMEXSTAT[N]=1} (0 Mot done ( RNEXSTATIM]=2 )
SHQIH(@eCRF E) | Study drug compliance
[ Screening | Baseline| M6 | M12 | M18 | M24 | M30 | M36 | ULV
¥ | Study drug compliance
Dispense study drug 1 Done [ DASTAT[N]=1) () Not Done { DASTATIN]=2 )
* | Compliance
Study Drug MNA =g A=Y ®E FRY Sg=00F & A CL R Compliance
(] A = %
Tenofovir alafenamide ) _ X _ .
{ DAMA[MI=1 ) ( DASTDTCID] ) { DAENDTCID] § { DAPLAN[M3] ) { DADCSE[M3] ) =]
{25mg/day)
{ DACOMP[M3.T] )
P | Study drug return
(0 Y [ DAREYM[MI=1) O N { DAREYM[M]=2 ) () MA A DARECMTIMNG] )
Tenofovir alafenamide
{ DAREYN[N]=3 } Bplimt 7R
EH QI (eCRF B) Fibroscan
| Screening \ Baseline \ M6 \ M12 \ M18 \ M24 \ M30 \ M36 \ uv
* | Fibroscan
Date of test { IFFIBDTCID] §
kia | Mot Done { IFFIBTSTAT[M]=1 }
Median of fibrosis
{IFFIBA[C) |
dB/m Not Done { IFFIB2STAT[MN]=1 }
Median of CAP
{ IFFIB2[C] }
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S QIH(eCRF B) Medication
| Screening | Baseline| M6 | M12 | M18 | M24 | M30 | M36 | UV
B | Medication
Concomitant medication
HEAGE oy O EE [ OMSTATINI=1) O & ( CMSTAT[MN}=2 )
opy o IR i oz T gwy PTUFIATO pomy soizan owens
- B = OFg He £v Z1EY L] Ong
. (cwer { CMDOSU { CMDOSFRM[N]=[1 { CMDAY { CMD aing
(CMPR.  DMAM (CMCL (CMIN (CMD [Nj=[1=A (CcMD =HH|2=Y&H|3=%8 FRQN]= AYFRQ (CMSTDTC ( CMENDTC (CMO
DNAM DR{C]) ASCD DCiC]) OSE[C] mp|2=vial] OsuoT  E7[Hjs=8Hjs=3 (=042 oTq) o) o1} NGO
Lo} [ 1 3=capld=e [q) Yle=tH|7=AYH|z =bidj3=ti M]=1
int|S=drop =HAH||9=UWE HH|  d4=qid| }
|6=mi|7= 10=4H|z1=FAH|3 S=pm]s
mg|8=g|9 1=F=@TH22=8 =other] )
=Tab|10= £H)|33=71EFER
meg|11=0 Opf|24=T{0] 2 EH]|2
ther] 5=FEDH|Ie=27H|
=AM =0t E
Hi4z=2H|43=22
H|44=0l {2 | 45=
& 2H|51=01 45|52
=HolFictgolorg e
1=H4% 4% 1%
TjHRj99=7EH )
Intervention

HEPED (Freatment Arm H0FA N7 H2 Uy 20 7iF0] HT (HEV DNA 22000 IW/miD S A% TE HEVDNA LH0IEM Hay DHscs Fuss 32 degds ga

Lotoj= A RE AlFetoh

TAF treatment 02

aEs =09 =l L
28 %3
{ EXDECOD[C] ) ( EXMAMIC] )

SR RAC 13 S M= ow
[+]- -] +]-]
el = == =1

{ EXOASCD[C] ) (| EXDOSE[C] ) ( EXDOSUC] )
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O SE (BNYN[NI=1) (O S8 ( EXYM[M]=2)

=M H9

s
+ (]

{ EXDOSFRMIC] }

18 =9 5+ 4 A=y
] { EXSTOTCI[D] )
{ EXDAYFRQIC] )}

M a5y

{ EXENDTC[D] }




S HQIH(eCRF E)

Adverse Event

[ Screening | Baseline| M6 M12 | M18 | M24 M30 | M36 uv
* | Adverse events
Adverse Event Term B [ aETERMIO )
Ol4he T7|q
{ AETERMDRIC] )
Intensity 3 Mild
[ AESEV[N]=1 )
(7} Moderate
[ AESEV[N]=2 )
() Savers
{ AESEV[N]=32 )
(7} Life-threatening
[ AESEV[N]=4 )
Dutcome ) Recovered/resolved without sequslae

Was the event serious?

| AEQOUT[M]=1}

() Recovered/resolved with sequela=
{ AEOUT[N]=2 )

) AE ongaing

[ AEQUT[M]=3 }

) Disability

{ AEQUT[M]=4 |

) Death

{ AEOUTM]=5 |

) Unassessible/unclassifiable

[ AEDUT[N]=6 |

) Yes { AESER[N]=1} O No [ AESER[Mj=2 ]
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Start date { AESTOFCD] )
Dngoing [ Cngaing [ AEDNGO[N]=1}

Stop date { AEENDTCID] )
Relationship (3 Definitely

{ AEREL[MN]=1 }

(7} Probable

{ AEREL[M]=2 }

(3 Possibly

{ AEREL[M]=3 }

() Unlikehy

{ AERELN]=4 |

(3 Wnrelated

{ AEREL[MN]=5 }

() Unknawn

{ AEREL[N]=6 }
Action taken with IP (3 Nome

{ AEACNIN]=1)

(0} Temporary s2ap

{ AEACNIN]=2 )

() Dose Cmitted

{ AEACNIN]=3 )

{7} Dose Reduction

( AEACN[N]=4 )

() Dose Escalation

{ AEACNIM]=5 )

{7} Discontinuation

{ AEACNIM]=6 |
Other actions taken for the event () None

( AETRT[N]=1 )

(3 Treatment Giver
{ AETRT[N]=2 }
(1 Withdraw from study

{ AETRT[N]=3 }
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S HQIH(eCRF E)

Serious Adverse Event

[ Screening | Baseline |

M6 | M12 | M18 | M24 | M30 | M36 |

uv

® | Serious adverse events

Adverse Event Term

o 4uke Xu7E

Onset date
Omgoing
Date AE met criteria for serious AE

AE is serious due to

Date Investigator aware of serious AE

Intensity

Relationship

BY ( AESAETERMIC] )

{ AESAETERMDRIC] )

{ AESAEQONDTC[D] )
| Cngoing | AESAEOMNGO[M]=1 )
{ AESAEDTCID] )

(3} Result in Desth [ AESAEDUE[N]=1) (O Life Threatening Event { AESAEDUE[N]=2 )
(7} Hospitalization | AESAEDUE[MN]=32 ) () Prelongation of Existing Hospitalization

| AESAEDUEIN]=4 ) () Resulted in Disability or Incapacity ( AESAEDUE[M]=5 }
(3 Congenital Abnormality or Birth Defect | AESAEDUE[N] =6 )
4 ks a Medically Important Event | AESAEDUE[N]=7 )

| AESAEINVDTCID] )
3 Mild
{ AESAESEVIN]=1 |
(3 Moderate
{ AESAESEV[N]=2 )
(1 Gevers
{ AESAESEVIM]=3 )
(1 Life-threatening
| AESAESEV[N]=4 }
(71 Definitely
{ AESAEREL[N]=1 }
(+ Probable
| AESAEREL[N]=2 }
(7} Possibly
{ AESAEREL[N]=3 }
() Unlilahy
{ AESAEREL[M]=4)
() Unredated
{ AESAEREL[M]=5 )
(7} Unknowrn

{ AESAEREL[N]=6 )
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Relationship to fiver disease () Yes { AESAELDREL[N]=1] (2 No ( AESAELDREL[N]=2 )

Action taken with 1P 3 Nope
{ AESAEACM[M]=1}
() Temporary stop
{ AESAEACM[M]=2
(" Dose Omitted
{ AESAEACN[M]=3
() Doze Reduction
{ AESAEACM[M]=4 )
() Dose Escalation
{ AESAEACN[M]=5 )
() Discontinuation

{ AESAEACM[N]=6 )
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S HQIH(eCRF E)

Case Close

[ Screening | Baseline |

M6 | M12 | M18

M30 | M36

uv

Other actions taken

3 None

{ AESAEACNOTH[N]=1}
() Treatment Given

{ AESAEACNOTHIN]=2 }
(2 Withdraw fromn study

{ AESAEACNOTH[N]=3 )

Marrative: record 3 detziled description of the event,
including the course of event, evalustion and assessment,
diagnosis and treatment, Study drug name and duration

of therapy

SAE outcome

SAE Resolution Date

SUSAR

Report Type

Report Date

{ AESAECOMIC] )

) Recoverad / Resolved [ AESAEOUTIM]=1) (O Recoverad / Resolved with sequelae

{ AESAEQUT[M]=2) ) Recowsring / Resolving | AESAEOUTIN]=3 |

) Not recovered / Mot rasolved | AESAEQUT[N]=4 } ) Fatal ( AESAEQUT[M]=5 }

(3 Unknown { AESAECUTIM]=6)

( AESAEREDTCID] )

() Initial { AESAERPTYPE[M]=1 ]

() Yes { AESAESUSAR[N}=1) O

No | AESAESUSAR[N]=2 )

(0} Follow up | AESAERPTYPE[MN]=2 ) () Final

[ AESAERPTYPE[M]=3 ) O Inital B Final | AESAERPTYPE[N]=4 |

{ AESAERPOTCID] )

) Yes | DSFUIM]=1) O No [ DSFUNJ=2) (O NA

Event Follow Up

{ DSFULN]=3 )

Chocurrence of cancer

O Yes ( DSCANOCCUR[N]=1)

Death 3 Yes ( DSDTH[M]=1) ) No | DSDTH[N]=2 )

_7‘|_

No | DSCANOCCUR[N]=2 |

{ DSCANDTCID] |}

{ DSDTHOTCIDY




& | Case Close

End of study { DSENDTCID] )
First dose date { DSDOSDTC[D] )

First dose date NA ] NA { DSDOSNA[N]=1}

Protocol completed i3 Yes ( DSCOMPLT[M]=1) (O No ( DSCOMPLT[N]=2 )
Date of drop out { DSDROPOTC[D] )

Reason for ending data collection for this subject 3 Not followed by physician

{ DSDROPREAS[N]=1 ]

73 Lost to Follow-up

{ DSDROPREAS[M]=2

() Patient Decsion {subject withdrew consant. eic)
{ DSDROPREAS[M]=3 |

3 Any senious events regardiess of this study
{ DSDROPREAS[M]=4 ]

() Adwverse Event

{ DSDROPREAS[N]=5 }

7 Subgect refised dusto Adverse Event

{ DSDROPREAS[M]=6

"} Death

{ DSDROPREAS[N]=7 }

3 Other

{ DSDROPREAS]N]=8 |

Mot followed by physician (Date subject last confact) { DSLASTDTCID] )

Adverse Event (if AE, spedfy)

{ DSDROPAE[C] )

Subject refused due to Adverse Event (if AE, spedfy)
{ DSDROPSRAE[C] )

Other (if other, spedfy)

{ DSDROPOTHIC] )

EHQIH (eCRF E) Pl Review/Sign

| Screening | Baseline| M6 | M12 | M18 | M24 | M30 | M36 | UV
* | Review
Principle weshgators Signatura
e BE SEEY S99 UASEEE YNNI, UNE 2 vEE dENASUD
Pi ol { SNDTC[D] )
{ SHMAME[C] }
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