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Abstract: China bears a substantial disease burden of chronic hepatitis B (CHB). Under current clinical management regimens for
CHB, achieving functional cure (also termed clinical cure) is the core goal for the treatment of patients meeting treatment
indications. To achieve the goal of functional cure, drug regulatory authorities in China and globally have successively issued
technical criteria to provide guidance for the overall design and scientific evaluation of clinical trials for innovative drugs. However,
the rapid development in scientific research, clinical practice, and new drug research and development in this field has brought
new challenges, especially those concerning the assessment of the clinical value of investigational drugs. This article reviews the
current status of clinical research and development of new drugs for achieving the functional cure of CHB worldwide, analyzes the
characteristics of available clinical trial data, and focuses on key aspects of pivotal clinical trials for CHB functional cure drugs,
including target populations (baseline HBsAg level) , HBsAg seroclearance response, HBsAg seroreversion after drug withdrawal ,
and clinically meaningful target threshold of functional cure response rate, in order to provide a reference for further refinement of

related technical criteria.
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JIF 48 9% 2 (hepatitis B virus, HBV) &Y & 217 50097 . PRIGIT I LA SCHLIBEMEVA AL (DG PR IA ) SRR . 2
18 14 2, 3 JiF 48 (chronic hepatitis B, CHB) BT 806 # AT fEdRiA A e W00 AT RS R 240 6 A L g &
Z i, R A AR LT B W (R) B S SR MR (HBV surface antigen, HBsAg) :54%
I [nucleos (1) ide analogue, NA J4 33577 AT LA il 5B (<0.05 TU/mL) , Pk A £E 2 BT 28 ik 25 32 1 PR
s A L AR, SEBIA AR 2O IR RIESR(HYZ 4 k& (HBV surface antibody, HBsAb) H} B, HBV DNA $EZ21I%
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TR T ER (<10 TU/mL) , [ I o 3 f2 0L 3 2 R R
R EE e LI (HBV e antigen, HBeAg)E%éi%BH AR,
B RO W 52 | B AT T A 25 00 D W88 AT 400 s
FR A A RGBS, (ELITFIEE v mT 3k A7 A1 P15 BRIR DNA B2 5
HBV DNA. S REMES AT HE— 2D AR AT R Ak T4
JL 9 B S AR DB T 1Y) R XU

BEXE T REME VA X — FAR Y S AU R I RIR YT H
i, A A M A8 B AR 2k R A A G B AR A v, DL &
T REMER BUBT 24 1Y i RIS BT S5 3, AHOC SRR
SV RS 1 B AR B S AE R ST RO
b IR RN TR T RGN AR RO

AR, SRR IIBENER B 25k AR Z
— , B 2 U 245 F R A PR S92 B8 4 PR & e H B
T SO PR A R BT 2 e R A (B AP A T A
SCERIRE N AD SRR 5 D RETE R BUR 2451 PRAE A AR
I3 HT A Wi R A R o, L R e — 2 S R bR v
#Hs%,

1 ZEIRFRIhREMEE AU 25 PRI 38 FF R IR

Har 3k = O A 2R DL se IR @R YT HAR
TEWEHT 24 1 A DRI S0 B B, 32 B2 S 48 s ST A%
TR /N T4 RNA HT HBV B e BE BT  HBsAg 43 WA 1
il TRITHERE T A AL VE T ] CHBY 2E AR
Toll BEAZ 44K 7 s 37) \ Toll B 3Z 1k 8 s3], LA K2 ¥ 1
FET 32K 1 B LA 50 55 10 3

Ho  ZASB 2 8A TAE CHB S8 P L HBsAg T
S FEIRYT BRI a5 S 0 By Bt EdE (A 2
o 1o ~ T IA%E B AS ki 5 kA R, HLAR TS D e
PEVA AT ] 5 (45 1 NA ZE NI TR IR T 259 )ia 2270 24
S BRI, 78 R G EE 1 IR, IR
X H R R T LSS 4 e e o

2 ZERFREEMIE R G IR R BIES

2.1 A% HBsAg /K% HBsAg &I B 509 & 2% B
Z ST R A PRIA A (BRI ) TARRIUE
NA Z534 HBV DNA #1 \HBeAg B H. HBsAg<1 500 IU/mL
1) CHB [ & 1232 I & W TR ER o-2biRYT 48 il IRV T4S
H HBsAg BH %% % 4 33.8%, HHp 328 HBsAg<100 TU/mL
) H % HBsAg BAHE R H 53.6% , $ 78 HE 4k HBsAg /K - J2:
TR IREARA ST BN R BT R
£ HBsAg<100 [U/mL I AFEHT NA 152 J5 HBsAg [ 3%
N 21.1% ~ 58.8%"* 4R 7R1Z AT AE B AT 808 1) HBsAg

FIARBR G 3, RIS 22 3038 SO F3E A 1R W e R T AR
55 TG HT 250 HBs A 3R VE FHIPE S AR . 2t
SRR I RIS 1 56 % AN AR HBsAg>100 TU/mLIY
FRAE, DA G e ik T 257 ORI R A 1

ZIH 241 R I RS R, FE2E HBsAg /K- nl X
HBsAg It B3 W 25 DL KB 7 45 o5 1 HBsAg S i il 77
A E B, HBsAg 100 ~ 1 000 TU/mlL X [8] f{) A B 7] fig
ST L RIRT S TIREMEVA B R SE i 3 A0 ALk
THOLTERL R 1,

4, Daplusiran/Tomligisivan 732 55 3% P 300 1T 38 1l IR
i ¥ REEF-1 Il REEF-2 /5, Daplusiran/Tomligisiran P Zh
G INJ-56136379 (AT 2 B8 15 7)) 1524 f5 24 A, ez
R IAF HBsAg KR, H HBV DNA ML TE & FFR , 1% Al fE
SRS S sl (a1 . A2 Sk HBsAg 7K i (391
43 M 25 4 3.7 log,, TUML, 3.5 log,, TU/mL, 7€ REEF-2 1
HBsAg=1 000 1U/mL % fi 80%.>10 000 1U/mL # &
16.5% )45 e 157161

25 b, e R 25 I PRI 50 B B, B R G275 SR AN [
FLLR HBsAg 7K - H 3% 19 HBsAg 15 15 R K S e k1A £
A A Ry Je 2 DG B I PR v S8 A 1 45 L
TEPRALEE S8
22 745 RATIA B HBsAg R B AR # H1 2 G
HBsAg o 7% 52 3 545 oL 5 24 I R 46 B4 (6 2) &
NG TENAE SIRIT N OB 2GS F SRYT 3T
BE4R HBsAg>100 TU/mL (1 83, VA YT 25 SR [a] 4 0 2
N 7% ~ 80% ; Wi 245 2 )5 24 JE N, HBsAg 15 bR i 2 2% 1]
TR [ HE A S 3, S 3 5% ~ 50% . R 245 IRYT
T M L SRR R 25 I AE IR YT 45 AR B 24 R AT
B EA T e H A 24 )5 HBsAg [ R . /D HoHT 2y
AT TS24 )5 48 JE GRE R BT A 2515245 )5 24 J8) Bf ]
SREE B RH 2045 24 ) 24 ~ 48 JE I AT5 AT HBsAg
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Bepirovirsen , Elebsiran 5¥, Xalnesiran & 51/Bk &8 &
TEET R o B BRI R R0 2t
J& 24 J8] HBsAg ¥ Bi N 2 36 R BAL R 0% ~ 7%, F
Elebsiran 100 mg (& 4 JAl 1 R BKA R ZE TR o
180 pg (A J&] 1 ) FR4k 48 JE 7 41524 )5 , 24 JF] HBsAg
T8 B N85 36 TG i (48 JRL RN 72 JE] R [R] A5 17 24 %6 1 Sy
33%) ., HLFHMERL BT E BT 1585
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Table 1 Response rates of functional-cure-targeted novel drugs in CHB patients of different HBsAg levels

i g J2k HBsAg SR AT Ik HBsAg WV 2H = HBsAg W 2H
TEREHT 24 T ARAS Ko i i i
Bepirovirsen B-Clear( Il ,E;H)“O' >100 IU/mL 9% <1 000 IU/mL:22% >1 000 IU/mL: 6%
(GSK3228836) (EOTJ524)8) (EOTJ524)4) (EOTJ5244)
Bepirovirsen B-Well 1CIED ™ 100~3000 20%(EHFTAN <1000 1U/mL:25%  >1 000 IU/mL: 10% (5 H]
(GSK3228836) IU/mL P E 24 8)  (EHITERIT MG ITRIRITEIIG 24 1)

24 )
Bepirovirsen B-Well 2CIID ™ 100~3 000 19%(EEHITAY R <1000 [U/mL:28%  >1 000 [U/mL: 5% ({51
(GSK3228836) IU/mL ITEE 248 (IEHITAIRIT W) HIRITAW )G 24 )
24 )
AHB-137 AB-10-8002 100 ~3 000 19%({=HAE <1000 1U/MmL:29%  >1 000 TU/mL: 0% ({5 it
(M) IU/mL SrEiE 24 8) USEHIrEIRITAIYE HIRITZW )G 24 )
24 )
BW-20507 BW-20507-CHB-001 100 ~ 3 000 16.1% <1 000 TU/mL:56% >1 000 TU/mL: 0%
(171t IU/mL (EOTJ5 24 ) (EOTJ7 24 %) (EOTJ524)8)
Elebsiran(BRII-835/ ENSURE( T #1100 ~ 3 000 33% .21% <1 000 TU/mL: Fr i 2 >1 000 TU/mL:0%
VIR-2218) B4 1U/mL (EOT J5 24 J#) 9 (511 141 78 L IV 20 (EOT J5 24 J#)
PEG-IFN-a (EOTJ524)4)

11 :HBsAg, ZRUF R H R MY EOT, IGIT L5 PEG-TFN-o, R & ZBETHE K .

R2 ZEFFRINBEMEARFGTEEL HBsAg>100 IU/mL B & A 8] S AR &
Table 2 Response rates at different time-points of novel drugs for functional cure in CHB patients with baseline HBsAg>100 IU/mL

FERF 25 B ROTHILAIES 2y i [0 ST A e
Bepirovirsen B-Clear( I #4])"""’ 26% 9%
Bepirovirsen B-Well 1( T 54%(HBsAg 5 5%) 29%(HBsAgiiiFs)  20%(HBsAgF1HBV DNA
FEEHE L)
Bepirovirsen B-Well 2( I ) 529%(HBsAg T HR) 26%(HBsAg TR ) 19%(HBsAg FTHBV DNA
FEEHE L)
Bepirovirsen JT 5t PEG- B-Together 17% ~ 22% 9% ~ 15%
IFN-a-2a (I
AHB-137 AB-10-8002 63% 22% 19%
(I
AHB-137 AB-10-8003 75% 31%
(It
Elebsiran(BRII-835/VIR- ENSURE 33% .26%:; 33%.21%; 17% 11%;
2218) 4 PEG-IFN-a (I gyt 42%(BRII-179 234) 29%(BRII-179 Z:34) 26%(BRII-179 Z:34)

HT-101 B4 HT-102 HT-CHB-001"" 63% .80% .90%" 13%.30% .50% (S A 14
I 2 A 24 8)
Xalnesiran(RG6346) Piranga:m PAZY . 7%:; P2 T%;

BX4 Ruzotolimod (TLR7 3 BE4 Ruzotolimod (TLR7
5. 18%; BN 0 12%;

4 PEG-IFN-0-2a:30% B4 PEG-IFN-a-2a:23%
(HBsAg 15 F) (HBsAg 15 F)

T DA HT-102 300 mg 5 AN [R50 12 1 HT-101 5 U245 19 0243, o 63% .80% 435124 HT-101 100 mg 1200 mg 6397 24 J&] 19 8 2%
#,90% Jy HT-101 400 mg {477 20 JiI Y RIAE 4 . HBsAg, LT 40 5 KPR ; EOT  3AYT 453 ; PEG-IFN-or, B L W4 3 PEG-IFN-a-2a,
B TWET YL a-2a; TLR7, Toll BESZ A 7
HBsAg JCHUAHXT D ATRE S P UG R TR
o VYT I R T I 2 Y 320 ) B HBsAD LV 7 55 45 A7
X, N, 7 Elebsiran [ ENSURE ®F 5% 1, 167 45 o it
SCPE HBsAg WG B & 1 ,92.3% HiEE HBsAD, o 81.8% (1)

HBsAb>100 1U/mL [ & 35 76 8 245 15 24 J5 24 J AT 4 45
HBsAg i, FiR%E SRR, HBsAD IfiL 727 54 o n] A J2:
BT HBsAg S #f ) F PR 2611410 DRt 3 25 0F 2% o
PR H 5 G IR YT 45 A HBsAD I 5 2 56 e, if— 2
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B F L 505 25 )5 HBsAg LI SC &, v Ja 8297 1 )7
BU G 25 24507 SR R R AR AT 0 B S A= s i
23 FHAabbe A m ARl ALK (PAEA
B0 ] 245 i 4 B ) B R B H N SR E L R SCHE
DU R BB o T m 9 25 B8 . A REMEIA AR iR
J7 HARIY CBIRT R BT 24515 KU, 25k FH NAVE R 5
YT REBH_E LL22 I 30 A o B 0 e 5 18 1, 22 T 3 ) B
1 (NA BLZ59697 ) JUT-ME LA S BT REVEIA AL, B 2w
J7RUEIE Y (A 5 RIAT 38 BB B i Ge AR AL
T AE NA LAl 1888 253697, vl ReSG 4 M 2541
AR SR, R A 5 % AR 2 e SN
I, SR AT 24 A I PR AN (RN 3R 25, iR 7 1F— 2 A
% U W T 24 3K 235 K T KUK A 32 L7 3036 s R 25 R 11 B
PRAE T BR

2019 4%, BICYH I 27 2 1 38 B T 24 & 6 F S BT
RIGITLE A LR, 2R R Th e A @i T
W RIS T, >30% #8555 I HBsAg 15 bR w] /R HiLAR
(R 252 HARIE 2 SRTHT L 1% EUPRE 2 7008 IE TIE 35
SCRE, B B 25 RIS A i B 3R T e AU S
1 HLT B R SR A (7] 1) BRI R AE B 7 e 2

B2 B DA AN DT A 187 hy 35 4 T I R S B AN 75
KIS LA H R, T RA KM AR SRR
REMEIG AUV 2 R HARME, 45 B AR 4N R - T % 8
S, AR SCERIR Y £ AU 5 T REPE A OB 21 AR 55 4
P @78 , %7 F HBsAg>100 TU/mL [ CHB 3 , A [RI1E FH
BU 080 25 (R4l & 1R 7 5 58 ) FE IR 9T 45 AT ] o5
HBsAg 15 BRI %0 7% ~ 80% , #2515 2 )5 24 J& (R A
AA5 I NA)HBsA g Ui B (FEECA £ HBV DNA 722401 i)
MBI T% ~ 50% , ELEETTE20% ~ 30%. FAFIF
A7 FLIE D) REME A AT R] £ (45 1 NA FE N 09 iir IR 97 24
Yy Ja & 24 J8 ) BHE R 25 I K 50 D,
Bepirovirsen [ Il Wl PRI 56 B0 s, 3T HBsAg N
100 ~ 3 000 TU/mL {582, HoRE 2 N 19% ~ 20% 112,
JRUAE I I X H B A R R A A R LA E
AR IE R 2515 25 )5 24 ~ 48 JRI N VAT fiE & 4= HBsAg
I 230 . HUR, 2019 42 RN S 27 2 T 56 [ I 2%
SR HVLR BAE AR HBs A g T IR TEHE I 1] 1 N2 340
Sk BARE 30% BIF8Fx , MBLAT B P9 208 2011 AR B0 46
JE O T B AR bR A T R4S SRS HBV DNA
FrLl il (6 4~ H s KB E] AR & FBR ) £ HBsAg
TR, BV 8 6 A 46 bR AR S B i 24 H AR (E, 3o
Bl gk . BRI, TR 2 BT S 0% P A B I PR IR

I7 554 e B 4 T SR 38 V), FR X S IR RE R A A
=Ny L AN TN E NN o S SELTE 7B 7 il o VRS 3 = I N
] HBsAg 7K (B & D REME VA A 24 R AF A i 5 5,
HBsAg<100 TU/mL ) f % 7245 5 w78 anblks e 1
H AR AT, NS5 GORn 245 B B EeE M R C A 2597
ZNFET R A O, BB AL HBsAg=100 1U/mL i
R AR HARME

L5 LR, YR A BRI A A 85 1 PR AR 35 1 3
filh b TR UEE , 455 B G IR T5 2K, HE A R 34k
NHE R G B DI RE IR M N 2R H R HE . R
ok B HLG LT R R BB A0 2, DL IR R IR/
P 5TYT I A] e A TR AP BT 0, H PR E IR A] g bl 2 4R
e, AT DR S 200 24 16 i DR 52 e v BB A% 5 43 (A B LI PR
Wil 53K %

FIZE SRR ARG EARATA) 0P 5

VEETTBRAR B A H 5 01 o TR, AT AT, B 5 %
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YRR F5 TG LT HRE EH,

S 3Lk

[1] Zheng H, Wang Y, Wang F Z, et al. New progress in HBV control
and the cascade of health care for people living with HBV in China:
Evidence from the fourth national serological survey, 2020[J]. Lan-
cet Reg Health West Pac, 2024, 51: 101193. DOI: 10.1016/j. lan-
wpc.2024.101193.

[2] PHEEZEHREDS, PEELLRERZENS . B TR LS

1579 (2022 FhR) [J]. eI R R s 5, 2022, 15(6): 401-427.
DOI: 10.3760/cma.j.issn.1674-2397.2022.06.001.
Chinese Society of Hepatology, Chinese Medical Association; Chi-
nese Society of Infectious Diseases, Chinese Medical Association.
Guidelines for the prevention and treatment of chronic hepatitis B
(version 2022) [J]. Chin J Clin Infect Dis, 2022, 15(6): 401-427.
DOI: 10.3760/cma.j.issn.1674-2397.2022.06.001.

(3] ®XBAREH. BUHCEMARSELETAYRKREEAIESE

W& RZRJ]. PEFFIRFE, 2025, 33(6): 534-544. DOI: 10.
3760/cma.j.cn501113-20250524-00198.
Author Group of Expert Opinions. Expert opinions on the technical
guiding principles for clinical trials of drugs in the treatment of
chronic hepatitis B virus infection[J]. Chin J Hepatol, 2025, 33(6):
534-544. DOI: 10.3760/cma.j.cn501113-20250524-00198.

[4] Ghany M G, Pan C Q, Lok A’ S, et al. AASLD ISDA Practice Guide-
line on treatment of chronic hepatitis B[J]. Hepatology, 2026, 83
(4):974-997. DOI: 10.1097/HEP.0000000000001549.

[5] Food and Drug Administration. Chronic Hepatitis B Virus Infection:
Developing Drugs for Treatment[S/OL]. 2022. https://www.fda.gov/
regulatory-information/search-fda-guidance-documents/chronic-hepatitis-
b-virus-infection-developing-drugs-treatment.

(6] BRHBHEBEERBRKFITP L. B CHFARSRIET AYIGRK
HEHARIESEN EB/OL]. (2023-04-25) [2026-07-08]. https://www.
cde.org.cn/main/att/download/dcb4a9d069bffa935f7481f35139509b.
Center for Drug Evaluation, National Medical Products Administration.
Technical guidance for clinical trials of therapeutic drugs for chronic
hepatitis B virus infection[ EB/OL]. (2023-04-25) [2026-07-08]. https://



EHEE, %, ZEIFTR TN S AR 2Ol R E TN AR B R 1

1777

[7]

[8]

[9]

[10]

[11]

[12]

[13]

[14]

[15]

[16]

www.cde.org.cn/main/att/download/dcb4a9d069bffa935f7481f35139509b.
Xie C, Lin B L, Mo Z S, et al. Peginterferon a-2b enhances hepatitis
B surface antigen loss in nucleos(t)ide analogue-suppressed low
hepatitis B surface antigen chronic hepatitis B patients: Everest
study in Chinal[J]. Clin Gastroenterol Hepatol, 2026. DOI: 10.1016/j.
cgh.2026.01.029. [Epub ahead of print]

LiuJ Y, LiT, Zhang L, et al. The role of hepatitis B surface antigen in
nucleos(t)ide analogues cessation among Asian patients with
chronic hepatitis B: A systematic review[J]. Hepatology, 2019, 70
(3): 1045-1055. DOI: 10.1002/hep.30474.

ZHIL, XL, FUKE, & . E W CERT AT RS A HBsAg BT
RKRGEKIE ], PEERTRERR 275, 2024, 32(11): 961-964. DOI: 10.
3760/cma.j.cn501113-20240902-00466.

Liang Xie’ er, Liu Zhihong, Li Yongyin, et al. HBsAg trajectory and key
watersheds towards functional cure of hepatitis B[J]. Chin J Hepatol,
2024, 32(11):961-964. DOI: 10.3760/cma.j.cn501113-20240902-00466.
Yuen M F, Lim S G, Plesniak R, et al. Efficacy and safety of bepiro-
virsen in chronic hepatitis B infection[J]. N Engl J Med, 2022, 387
(21):1957-1968. DOI: 10.1056/NEJMo0a2210027.

Hou J L, Lim S G, Buti M, et al. Phase 3 results of bepirovirsen treat-
ment for chronic hepatitis B virus infection[J]. N Engl J Med, 2026,
394(24): 2395-2406. DOI: 10.1056/NEJMoa2515131.

AusperBio. Phase lla AHB-137 (8002) study: High functional cure
rate at week 72 in HBeAg-negative CHB patients on nucleos (t)ide
analog therapy[EB/OL]. [2026-07-08]. https://www.newswise.com/
articles/ausperbio-announces-ahb-137-monotherapy-achieved-30-
functional-cure-rate-in-hbe-negative-chb-patients-on-stable-nucleos-
t-ide-analogue-na-therapy#: ~ :text=The%20data%20demonstrated%
20that%20finite-duration%2024-week % 20AHB-137%20monotherapy,
% 28EOF % 29%20in% 20patients% 20with% 20baseline% 20HBsAg %
20100%E2%80%931%2C000%201U%2FmL.

Wong G L, Rattananukrom C, Tangkijvanich P, et al. LBP-008
Safety, tolerability, and remarkable hepatitis B surface antigen re-
duction in chronic hepatitis B patients treated with BW-20507[J]. J
Hepatol, 2025, 82: S73. DOI: 10.1016/s0168-8278(25)00427-1.
Wong G L, Yuen M F, Lin B L, et al. Elebsiran and PEG-IFNa for
chronic hepatitis B infection: A partially randomized, open-label,
phase 2 triallJ]. Nat Med, 2026, 32(1): 151-159. DOI: 10.1038/
s41591-025-04049-z.

Yuen M F, Asselah T, Jacobson | M, et al. Efficacy and safety of the
siRNA JNJ-73763989 and the capsid assembly modulator JNJ-
56136379 (bersacapavir) with nucleos(t)ide analogues for the
treatment of chronic hepatitis B virus infection (REEF-1): A multi-
centre, double-blind, active-controlled, randomised, phase 2b trial
[J]. Lancet Gastroenterol Hepatol, 2023, 8(9): 790-802. DOI:
10.1016/S2468-1253(23)00148-6.

Agarwal K, Buti M, van Bémmel F, et al. JNJ-73763989 and bersaca-

[17]

[181]

[19]

[20]

[21]

[22]

[23]

pavir treatment in nucleos (t)ide analogue-suppressed patients with
chronic hepatitis B: REEF-2[J]. J Hepatol, 2024, 81(3): 404-414.
DOI: 10.1016/j.jhep.2024.03.046.

Buti M, Heo J, Tanaka Y, et al. Sequential Peg-IFN after bepirovirsen
may reduce post-treatment relapse in chronic hepatitis B[J]. J
Hepatol, 2025, 82(2): 222-234. DOI: 10.1016/j.jhep.2024.08.010.
AusperBio. Phase Ilb AHB-137 (AB-10-8003) study: Pooled 48-
week sustained response and safety in HBeAg-negative CHB pa-
tients on NA therapy[EB/OL]. [2026-07-08]. https://www. medsci.
cn/article/show_article.do id=f1d4906e402d.

Wong G L, Yuen M F, Lin B L, et al. LBP-040 Functional cure rate in
chronic hepatitis B virus infected participants receiving elebsiran
and pegylated interferon Alfa: Final results from the phase 2
ENSURE study[J]. J Hepatol, 2026, 84: S85-S86. DOI: 10.1016/
s0168-8278(26)00455-1.

Liang X E, Liang C, Lin J M, et al. LBP-012 High rate and sustained
HBsAg loss achieved with HT-101 plus HT-102 combination therapy
in HBeAg-negative, nucleos(t)ide analogue-suppressed patients:
Ongoing off-treatment results from a multicenter Ib/lla study[J]. J
Hepatol, 2026, 84: S73. DOI: 10.1016/s0168-8278(26)00427-7.

Hou J L, Zhang W H, Xie Q, et al. Xalnesiran with or without an im-
munomodulator in chronic hepatitis B[J]. N Engl J Med, 2024, 391
(22):2098-2109. DOI: 10.1056/NEJM0a2405485.

Cornberg M, Lok A S, Terrault N A, et al. Guidance for design and
endpoints of clinical trials in chronic hepatitis B - Report from the
2019 EASL-AASLD HBV Treatment Endpoints Conferencel[J]. J
Hepatol, 2020, 72(3): 539-557. DOI: 10.1016/j.jhep.2019.11.003.
i, R, FEF, L. XERFHBGUEBEER(EBE ZEFARE
BEL AT AN RTVIEEYNERESBE (IR [J]. Ik
PR BFRE % 2 75, 2022, 38(8): 1759-1762. DOI: 10.3969/j.issn. 1001-
5256.2022.08.008.

Sha Di, Wu Yidi, Niu Junqi, et al. Updated key points of chronic hepatitis
B virus infection: Developing drugs for treatment issued by the U.S. food
and drug administration (clinical part) [J]. J Clin Hepatol, 2022, 38(8):
1759-1762. DOI: 10.3969/j.issn.1001-5256.2022.08.008.

Wi BH: 2026-07-10; RABHA: 2026-07-29
AXFE: BAF

SHEARS: ZEHE, §heEE, BB . CRFADEMHERTAIG
RINMETENFRAE MR [J]. ImRAFRER &, 2026, 42(8):
1773-1777.

Zuo Shuning, Zhong Yuting, Zhao Jianzhong. Perspectives
on assessing the clinical value of novel drugs for achieving
functional cure of chronic hepatitis B[J]. J Clin Hepatol,
2026, 42(8): 1773-1777.



