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This presentation may contain forward-looking statements. Forward-looking statements give the Group’s current expectations or forecasts of future events. An investor can identify these 
statements by the fact that they do not relate strictly to historical or current facts. They use words such as ‘anticipate’, ‘estimate’, ‘expect’, ‘intend’, ‘will’, ‘project’, ‘plan’, ‘believe’, ‘target’ and 
other words and terms of similar meaning in connection with any discussion of future operating or financial performance. In particular, these include statements relating to future actions, 
prospective products or product approvals, future performance or results of current and anticipated products, sales efforts, expenses, the outcome of contingencies such as legal 
proceedings, dividend payments and financial results.

Other than in accordance with its legal or regulatory obligations (including under the Market Abuse Regulations, UK Listing Rules and the Disclosure Guidance and Transparency Rules of 
the Financial Conduct Authority), the Group undertakes no obligation to update any forward-looking statements, whether as a result of new information, future events or otherwise. 
Investors should, however, consult any additional disclosures that the Group may make in any documents which it publishes and/or files with the US Securities and Exchange Commission 
(SEC). All investors, wherever located, should take note of these disclosures. Accordingly, no assurance can be given that any particular expectation will be met and investors are 
cautioned not to place undue reliance on the forward-looking statements.

Forward-looking statements are subject to assumptions, inherent risks and uncertainties, many of which relate to factors that are beyond the Group’s control or precise estimate. The 
Group cautions investors that a number of important factors, including those in this presentation, could cause actual results to differ materially from those expressed or implied in any 
forward-looking statement. Such factors include, but are not limited to, those discussed under ‘Risk factors’ in the Group’s Annual Report on Form 20-F for the full year (FY) 2025. Any 
forward-looking statements made by or on behalf of the Group speak only as of the date they are made and are based upon the knowledge and information available to the Directors on 
the date of this presentation.

A number of adjusted measures are used to report the performance of our business, which are non-IFRS measures. These measures are defined and reconciliations to the nearest IFRS 
measure are available in the Group’s Q1 2026 Results and the Group’s Annual Report on Form 20-F for FY 2025.

All expectations, guidance and outlooks regarding future performance and the dividend should be read together with the section “Guidance and outlooks, assumptions and cautionary 
statements on pages 44 and 45 of our stock exchange announcement of the Group's Q1 2026 Results and the statements on page 328 of the Group’s Annual Report for FY 2025.

Cautionary statement regarding forward-looking statements
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Nina Mojas 
President, Global Product Strategy
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Chronic Hepatitis B (CHB) is a lifelong infection, globally undertreated 

Diagnostic Gap globally: Only 27% 
diagnosed, less than 5% on treatment 

CHB puts people at high risk of death from cirrhosis and liver cancer

• Mostly spread from mother-to-child
• ~95% of these infections lead to CHB

~800k deaths from liver cancer annually 

• Standard of care (SoC): Viral suppression 
only

• Nucleos(t)ide analogues (NAs) suppress 
HBV DNA but rarely achieve functional 
cure

• Lifelong therapy with no defined endpoint 

• Unmet need: Durable HBsAg (Hepatitis B 
surface antigen) loss

• Functional cure would transform HBV into a 
finite treatment course

WHO Global Hepatitis Report 2026

On treatment

Diagnosed

Infected ~240m

~65m

~10m
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Today’s SoC is not sufficient to reduce Hepatocellular carcinoma (HCC) risk 
HBsAg loss associated with significant reduction in risk of HCC 

10

8

6

4

2

0

0 1 2 3 4 5 6 7 8

C
um

ul
a

tiv
e 

in
ci

d
en

ce
 o

f H
C

C
 (

%
)

Follow-up (years)

Yip TCF et al. J Hepatol 2019;70:361–370. 

Risk of HCC in CHB patients receiving NA therapy

No complete 
DNA 
suppression

7.8%

Complete DNA 
suppression

Complete DNA 
suppression + HBsAg loss (Functional Cure)

5.6%

0.6%

76% HCC risk 
reduction

41% HCC risk 
reduction

Functional cure will address unmet need in CHB and reduce HCC risk
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Significant diagnosed population waiting for better treatment options

US patient opportunity China patient opportunity

• Current SoC is NA

• Patients linked to populations originating 
from areas where prevalence typically higher 
(e.g. Africa and Asian sub-continent)

• 85% Chinese liver cancer cases associated 
with CHB

• CHB is a National Health Priority in China; 
Functional Cure is well understood

~1.7mInfected

Diagnosed

On treatment ~70% of CHB patients 
have HBsAg <3000

~75mInfected

Diagnosed

On treatment ~70% of CHB patients 
have HBsAg <3000

~400k

~120k

~44m

~6m



1. AASLD Poster (2021) The current burden of Hepatitis B  in the United States – The Impact of Immigration 2021 ; Razavi-Shearer-Devin
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3 key markets represent ~80% global opportunity 

• BTD and PDUFA 26 October 

• >50% of CHB population is concentrated 
in five US states

• ~50% of CHB population with medical 
cover have commercial insurance, ~25% 
have Medicaid and ~22% have Medicare

• Priority Review and collaboration with Sino 
Biopharmaceutical 

• A market leader in hepatology 

• Broad commercial footprint with access to 
>5000 medical centres

China

Japan 

• SENKU designation: 1st for GSK accelerated 
6-month review

• Second largest treated population with 
~900k CHB patients, ~140k treated with 
NAs today 

US



B-Well 1 & 2
Prof Seng Gee Lim, 
Director of Hepatology 
National University Health System
Singapore
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Clinically meaningful rates of functional cure in virologically 

suppressed patients with chronic hepatitis B infection treated 

with bepirovirsen: B-Well Phase 3 Trials

Jinlin Hou*, Seng-Gee Lim*, Maria Buti, Man-Fung Yuen, Edward Gane, Pietro Lampertico, Norah Terrault, Huy Nguyen, Hyung Joon 

Yim, Qing Xie, Jianmei Lin, Yunqing Qiu, Wen-Juei Jeng, Jeong Heo, Cheng-Yuan Peng, Chien-Hung Chen, Wan-Long Chuang, Yao 

Xie, Maria Hlebowicz, Nevin Idriz, Rajiv Mehta, Kosh Agarwal, Monica M. Gomes da Silva, Alex Franca, Roxana Cernat, Apinya 

Leerapun, Carla S. Coffin, Adrian Gadano, Pietro Andreone, Shigetoshi Fujiyama, Vasileios Sevastianos, Yuichiro Suzuki, Vlad Ratziu, 

Ghassan Riachi, Hartmut Stocker, Tien Huey Lim, Tarik Asselah, Yasuhito Tanaka, Jacinta Holmes, Xieer Liang, Jennifer Cremer, 

Tamara Lukić, Helene Plein, Geoff Quinn, Yu Tao, Melanie Paff, Dickens Theodore, Robert Elston, for the B-Well Study Group

EASL 2026

28 May 2026

Professor Seng-Gee Lim, National University Health System, Singapore,

on behalf of the B-Well Study Group

*Co-lead authors: Professors Hou and Lim contributed equally to this publication
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Therapies targeting functional cure are needed in chronic HBV infection

anti-HBs, hepatitis B surface antibody; HBsAg, hepatitis B surface antigen; HBV, hepatitis B virus; HCC, hepatocellular carcinoma; LLOQ, lower limit of quantification.

1. World Health Organization. Global hepatitis report 2026. Available from: https://www.who.int/publications/i/item/9789240122383 [Accessed May 2026]; 2. Fu MX, et al. JHEP Rep 2025;7(4):101312; 3. Toumi M, et al. BMC Public Health 

2024;24(1):611; 4. Vitall A, et al. Clin Liver Dis 2019;23:417–32; 5. Ghany MG, et al. Hepatology 2023;78:(5):1654–73; 6. Cornberg M, et al. J Hepatol 2025;83:(2):502–83;

7. Yuen M-F, et al. N Engl J Med 2022;387:(21):1957–68; 8. Yuen MF, et al. Nat Med 2021;27:(10):1725–34; 9. Hou J, et al. N Engl J Med 2026; DOI: 10.1056/NEJMoa2515131.

• Chronic HBV infection 

affects 240 million people 

worldwide1

• Causes over a million 

deaths annually1 and 

increases patients’ risk of 

HCC2–4

Here, we present the key efficacy and safety results of the B-Well 1 and B-Well 2 Phase 3 trials

Bepirovirsen

• An antisense oligonucleotide that targets all HBV transcripts, 

reducing HBV DNA and HBsAg levels7,8

• First HBV therapy in global Phase 3 trials with functional cure as 

the primary outcome9

Functional cure is the treatment goal in chronic HBV infection5,6

➢≥24 weeks of sustained HBV DNA <LLOQ and HBsAg loss after 

finite therapy, with or without anti-HBs



B-Well 1 and 2 objectives 

*<LLOQ defined as <20 IU/mL or target not detected

HBV, hepatitis B virus; HBsAg, hepatitis B surface antigen; IU/mL, international units per milliliter; LLOQ, lower limit of quantification.

Primary outcome at Week 72 

Functional cure rate in participants with baseline HBsAg ≤3000 IU/mL

• 24 weeks after discontinuing all HBV treatments:

– HBsAg loss (qualitative; <0.05 IU/mL)

– HBV DNA <LLOQ (<20 IU/mL or target not detected)

Key secondary outcomes at Week 72

Functional cure rate among participants with baseline HBsAg ≤1000 IU/mL

Sustained HBV DNA <LLOQ* off all HBV treatments among:

i. Participants with baseline HBsAg ≤3000 IU/mL

ii. Participants with baseline HBsAg ≤1000 IU/mL



B-Well 1 and 2 were replicate studies, identical in design

*The screening window was 45 days; randomization could extend to 60 days with medical monitor agreement – for example, if waiting for re-test screening results. †Stratified by screening HBsAg level >100 to ≤1000 IU/mL or >1000 to ≤3000 IU/mL. 
‡Study treatments were administered as 2 subcutaneous injections once weekly, except in Week 1 and 2, which had additional loading doses on Days 4 and 11. §To be eligible for NA discontinuation, participants must have HBV DNA <LLOQ (<20 IU/mL 

or TND) and HBsAg not detected (qualitative assay <0.05 IU/mL) from Week 24 to Week 46, ALT values ≤2x ULN and HBeAg negative at Week 46. ¶The durability stage is ongoing, and data after Week 72 will be reported separately.

ALT, alanine aminotransferase; HBV, hepatitis B virus; HBeAg, hepatitis B e-antigen; HBsAg, hepatitis B surface antigen; LLOQ, lower limit of quantification; NA, nucleos(t)ide analogue; QW, once weekly; R, randomisation; TND, target not detected; ULN, 

upper limit of normal.

Primary outcome:

Functional cure rate at Week 72 in participants with baseline 

HBsAg ≤3000 IU/mL

Double-Blind

Treatment stage

NA discontinuation if 

eligible

Continue on 

NA only

W1 W48 W72 W96W24

NA-only stage
NA Discontinuation OR 

Continue on NA-only stage

Durability stage¶

(ongoing)

Background NA therapy

Background NA therapy

Durability of response

Durability of response

End of study

Placebo QW

(+ 2 loading doses‡)

Bepirovirsen QW 

(300 mg + 2 loading 

doses‡)

Stratification† by

 HBsAg level

Screening*

W‒8

R

2:1

Eligibility to 

discontinue 

NA assessed §

NA discontinuation if 

eligible

Continue on 

NA only

Eligibility to 

discontinue 

NA assessed §

Key enrolment 

eligibility

✓ Stable NA therapy

✓ HBsAg 

>100─≤3000 IU/mL

✓ HBV DNA <90 

IU/mL

✓ ALT ≤2 x ULN

× Cirrhosis 

× Interferon-

containing therapy 

within 12 months

✓ HBV DNA <LLOQ and 

HBsAg not detected from 

Week 24–46 

✓ ALT ≤2 xULN

✓ HBeAg negative

Stop background NA therapy 

Key eligibility criteria



Baseline characteristics were similar across treatment groups and studies

*Other includes North American or Alaskan First Nations, Black or African American, Native Hawaiian or Other Pacific Islander, or multiple races selected. †B-Well 2 bepirovirsen N=570. ‡B-Well 1 bepirovirsen N=652. §<LLOQ defined as 

<20 IU/mL or target not detected. ¶Participants may be counted more than once for current NA at baseline. **TAF includes tenofovir alafenamide and tenofovir alafenamide fumarate. TDF includes tenofovir disoproxil, tenofovir disoproxil 

fumarate, tenofovir disoproxil orotate, and tenofovir disoproxil succinate. TMF includes tenofovir amibufenamide and tenofovir amibufenamide fumarate. Tenofovir includes tenofovir disoproxil maleate. ††Other includes emtricitabine, 

lamivudine, adefovir, besifovir dipivoxil maleate, alafenamide emtricitabine + tenofovir, emtricitabine + tenofovir disoproxil fumarate and telbivudine.

HBeAg, hepatitis B e-antigen; HBsAg, hepatitis B surface antigen; HBV, hepatitis B virus. NA, nucleos(t)ide analogue; SD, standard deviation; TAF; tenofovir alafenamide; TDF, tenofovir disoproxil fumarate; TMF, tenofovir 

amibufenamide; ULN, upper limit of normal. 

B-Well 1 B-Well 2

Characteristic
Bepirovirsen

N=653

Placebo

N=328

Bepirovirsen

N=571

Placebo

N=286

Age, mean (SD) years 50.2 (11.8) 49.2 (10.6) 48.7 (10.4) 49.2 (11.4)

Male sex, n (%) 461 (71) 227 (69) 414 (73) 202 (71)

Race, n (%)

Asian 440 (67) 229 (70) 388 (68) 195 (68)

White 168 (26) 78 (24) 149 (26) 78 (27)

Other* 45 (7) 21 (6) 34 (6) 13 (5)

HBsAg†, mean (SD) IU/mL 952.4 (1046.6) 914.5 (760.3) 955.0 (740.5) 919.4 (691.0)

HBsAg group, n (%)

≤1000 IU/mL 427 (65) 214 (65) 343 (60) 179 (63)

>1000 to ≤3000 IU/mL 226 (35) 114 (35) 228 (40) 107 (37)

HBeAg positive status, n (%) 55 (8) 28 (9) 43 (8) 26 (9)

HBV DNA <LLOQ‡§, n (%) 641 (98) 322 (98) 564 (99) 283 (99)

ALT ≤ULN, n (%) 599 (92) 296 (90) 535 (94) 263 (92)

Current NA†¶, n (%)

Entecavir 261 (40) 139 (42) 252 (44) 117 (41)

TAF/TDF/Tenofovir/TMF** 395 (60) 189 (58) 324 (57) 169 (59)

Other†† 13 (2) 2 (1) 6 (1) 5 (2)



Functional cure was achieved in 19% of bepirovirsen recipients and no 

placebo recipients

Common risk differences in functional cure rate and 95% CIs using the summary Miettinen-Nurminen (score) method: B-Well 1 = 17.5% (14.6, 20.3); B-Well 2 = 13.3% (10.4, 16.1). Two-sided p-value for exact Cochran-Mantel-Haenszel test are presented. 

The pooled population reports the functional cure rate at Week 72 for the full analysis sets of B-Well 1 and B-Well 2 combined. 

Functional cure defined as: HBsAg not detected (qualitative; < 0.05 IU/mL) and HBV DNA < LLOQ (< 20 IU/mL or target not detected) 24 weeks after discontinuing all HBV treatment.

CI, confidence interval; HBsAg, hepatitis B surface antigen.

20% 19% 19%
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Bepirovirsen Placebo Bepirovirsen Placebo Bepirovirsen Placebo

B-Well 1 B-Well 2 Pooled

127/650 106/570 233/1220

p<0.001 p<0.001

Pooled functional cure rate:

• Bepirovirsen 19%

• Placebo 0% 

Primary outcome

Functional cure in participants with baseline HBsAg ≤3000 IU/mL



Key secondary outcome

Functional cure in participants with baseline HBsAg ≤1000 IU/mL

Functional cure was achieved in 26% of bepirovirsen recipients with baseline 

HBsAg ≤1000 IU/mL, and no placebo recipients

Risk differences in functional cure rate and 95% CIs using the Miettinen-Nurminen method: B-Well 1 = 24.6% (20.8, 29.0); B-Well 2 = 27.8% (23.3, 32.8). Two-sided p-values for Boschloo’s test are presented. 

The pooled population reports the functional cure rate at Week 72 for the full analysis sets of B-Well 1 and B-Well 2 combined. 

CI, confidence interval; HBsAg, hepatitis B surface antigen.

25%
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Pooled functional cure rate:

• Bepirovirsen 26%
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A Bayesian Hierarchical Model (BHM) has been used for shrinkage estimation. Only subgroup levels with 5 or more participants within each treatment arm are included in the analyses. Posterior mean differences 

are estimated if at least two sublevels in a subgroup have 5 or more participants within each treatment arm.

CrI, credible interval; HBsAg, hepatitis B surface antigen.

A treatment effect favouring bepirovirsen was seen across all regions

-40 -20 0 20 40

Favors Placebo Favors Bepirovirsen

China

Americas

Other Asia Pacific

Europe & Turkey (Türkiye)

0/132 (0%)

0/82 (0%)

0/233 (0%)

0/167 (0%)

Placebo 

-40 -20 0 20 40

Posterior Mean Difference (95% CrI)

Baseline HBsAg ≤ 3000 IU/mL

67/285 (24%)

42/171 (25%)

68/456 (15%)

56/308 (18%)

Bepirovirsen

22.6% (18.1%, 27.6%)

23.0% (17.6%, 29.4%)

15.6% (12.3%, 19.2%)

18.4% (14.5%, 22.5%)

Posterior mean 

difference (95% CrI)

China

Americas

Other Asia Pacific

Europe & Turkey (Türkiye) 

0/83 (0%)

0/55 (0%)

0/148 (0%)

0/107 (0%)

Placebo 

63/181 (35%)

32/93 (34%)

65/313 (21%)

40/181 (22%)

Bepirovirsen

33.4% (26.7%, 40.4%)

32.4% (24.0%, 41.9%)

21.4% (17.0%, 26.0%)

22.8% (17.2%, 28.8%)

Posterior mean 

difference (95% CrI)Baseline HBsAg ≤ 1000 IU/mL

Functional cure rate at Week 72 by country group (pooled data)
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Common risk differences and 95% CIs using the summary Miettinen-Nurminen (score) method: B-Well 1 = 21.0% (17.9, 24.0); B-Well 2 = 18.2% (15.1, 21.3). Two-sided p-value for exact Cochran-Mantel-Haenszel test are presented. 

The pooled population reports the proportion of participants who stopped NA and had HBV DNA <LLOQ at Week 72 for the full analysis sets of B-Well 1 and B-Well 2 combined. 

<LLOQ defined as <20 IU/mL or target not detected.

CI, confidence interval; HBsAg, hepatitis B surface antigen; HBV, hepatitis B virus; LLOQ, lower limit of quantification; NA, nucleos(t)ide analogue. 

HBV DNA <LLOQ

HBV DNA <LLOQ and functional cure

Key secondary outcome

HBV DNA <LLOQ at Week 72 off all HBV treatments

Sustained HBV DNA <LLOQ 

at Week 72

• Bepirovirsen 23%

• Placebo 0%
23% 23% 23%
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Risk differences and 95% CIs using the Miettinen-Nurminen method: B-Well 1 = 29.1% (25.0, 33.6); B-Well 2 = 33.0% (28.3, 38.2). Two-sided p-values for Boschloo’s test are presented. 

The pooled population reports the proportion of participants who stopped NA and had HBV DNA <LLOQ at Week 72 for the full analysis sets of B-Well 1 and B-Well 2 combined. 

<LLOQ defined as <20 IU/mL or target not detected.

CI, confidence interval; HBsAg, hepatitis B surface antigen; HBV, hepatitis B virus; LLOQ, lower limit of quantification; NA, nucleos(t)ide analogue. 

Key secondary outcome

HBV DNA <LLOQ at Week 72 off all HBV treatments

Placebo
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Sustained HBV DNA <LLOQ 

at Week 72

• Bepirovirsen 31%

• Placebo 0%

p<0.001 p<0.001

29%

33%

Sustained HBV DNA <LLOQ off all HBV treatments was achieved in 31% of 

bepirovirsen recipients with baseline HBsAg ≤1000 IU/mL, and no placebo recipients

31%

HBV DNA <LLOQ

HBV DNA <LLOQ and functional cure

26%

Bepirovirsen Placebo Bepirovirsen Bepirovirsen Placebo

B-Well 2B-Well 1 Pooled



7%
1%

1%
36%

10%

62%

33%

1%

30%

19%

Baseline Week 72

Missing HBsAg >3000 HBsAg 1000 - ≤3000

HBsAg 100 - ≤1000 HBsAg ≤100 and not FC FC

In addition to 19% achieving functional cure, 30% of bepirovirsen 
recipients had qHBsAg ≤100 IU/mL ~1 year after end of treatment

19%

3%

7%

8%

12%

HBsAg at baseline and at Week 72 with bepirovirsen treatment Functional cure or HBsAg ≤100 IU/mL breakdown 

FC, functional cure; qHBsAg, quantitative hepatitis B surface antigen.

Week 72

N=1220

Baseline

N=1220

Functional 

cure

<0.05

<0.05 – <1

1 – <10

10 – <100

At Week 72

• 19% functional cure

• 30% had qHBsAg ≤100 IU/mL 
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• AEs leading to permanent treatment discontinuation were low in frequency (3% of bepirovirsen recipients)

• Few participants (2%) had serious adverse events related to bepirovirsen 

*Adverse events were graded according to the Division of AIDS (DAIDs) Table for Grading the Severity of Adult and Pediatric Adverse Events, corrected version 2.1. Grade 1 indicates a mild event, Grade 2 a moderate event, Grade 3 a severe event, 

Grade 4 a potentially life-threatening event, and Grade 5 death. Investigator’s judgement may be used in assigning clinical severity and may not always align with DAIDs grading. 
†A death in B-Well 1 occurred following a reported “near drowning” event during Weeks 37–48, 10 months after the last dose of study treatment. The death in B-Well 2 was aortic dissection 25 days after study treatment initiation, with autopsy findings 

indicative of cardiovascular disease. An additional death, not recorded on study, occurred after participant withdrawal due to an SAE of pancreatic neoplasm.

AE, adverse event; AESI, adverse event of special interest; SAE, serious adverse event. 

The on-treatment safety profile was consistent across B-Well 1 and 2

B-Well 1 B-Well 2 Pooled data

Bepirovirsen

N=652

Placebo

N=326

Bepirovirsen

N=571

Placebo

N=285

Bepirovirsen

N=1223

Placebo

N=611

Any on-treatment AEs [Week 1-24], n (%) 575 (88) 210 (64) 512 (90) 189 (66) 1087 (89) 399 (65)

AEs leading to permanent discontinuation of study 

treatment
26 (4) 0 15 (3) 2 (<1) 41 (3) 2 (<1)

AEs leading to dose reduction 13 (2) 0 11 (2) 0 24 (2) 0

AEs leading to dose interruption/delay 100 (15) 10 (3) 93 (16) 3 (1) 193 (16) 13 (2)

AEs of Grade ≥3 severity* 96 (15) 8 (2) 101 (18) 8 (3) 197 (16) 16 (3)

AEs related to study treatment 512 (79) 111 (34) 469 (82) 104 (36) 981 (80) 215 (35)

Any on-treatment SAE [Week 1-24], n (%) 25 (4) 5 (2) 23 (4) 3 (1) 48 (4) 8 (1)

SAEs related to study treatment 12 (2) 0 11 (2) 0 23 (2) 0

Fatal SAEs [Week 1-72]†, n (%) 1 (<1) 0 1 (<1) 0 2 (<1) 0

Fatal SAEs related to study treatment [Week 1-72] 0 0 0 0 0 0



*≥10% of participants in either treatment arm for the pooled safety population; †adverse events were graded according to the Division of AIDS (DAIDs) Table for Grading the Severity of Adult and Pediatric Adverse Events, corrected version 2.1. Grade 1 

indicates a mild event, Grade 2 a moderate event, Grade 3 a severe event, Grade 4 a potentially life-threatening event, and Grade 5 death. Investigator’s judgement may be used in assigning clinical severity and may not always align with DAIDs grading; 
‡≥3% of participants in either treatment arm for the pooled safety population.

AE, adverse event; ALT, alanine aminotransferase; AST, aspartate aminotransferase; eGFR, estimated glomerular filtration rate; HBsAg, hepatitis B surface antigen. 

On-treatment AEs were consistent with the known safety profile of bepirovirsen

• Four participants (<1%) had permanent treatment 

discontinuation for a liver event

• Transient ALT increases after bepirovirsen initiation were 

associated with HBsAg reduction

• Platelet and eGFR declines resolved once treatment was 

completed or paused

− No clinically significant bleeding events attributed to 

bepirovirsen 

− Clinically significant eGFR reduction was not associated 

with other markers of renal injury

Laboratory monitoring 

On-treatment AEs reported in ≥10%* of participants 
[Week 1–24] 

Pooled safety population

n (%)
Bepirovirsen

N=1223
Placebo
N=611

Injection site erythema 384 (31) 12 (2)

Injection site pain 277 (23) 31 (5)

Injection site pruritus 219 (18) 9 (1)

Injection site bruising 176 (14) 28 (5)

ALT increased 269 (22) 18 (3)

AST increased 183 (15) 8 (1)

Pyrexia 236 (19) 18 (3)

Platelet count decreased 180 (15) 5 (1)

Headache 168 (14) 70 (11)

Upper respiratory tract infection 147 (12) 72 (12)

The most common AEs on treatment were injection site 

reactions; none of which were serious



HBsAg, hepatitis B surface antigen; HBV, hepatitis B virus; LLOQ, lower limit of quantification. 

At Week 72, B-Well 1 and 2 Phase 3 trials demonstrated: 

Bepirovirsen induces superior, clinically significant functional cure rates

Access a narrated copy of this 

presentation at the QR code

Functional cure rates of:

• 19% with bepirovirsen among those with 

baseline HBsAg ≤3000 IU/mL

• 26% with bepirovirsen among those with 

baseline HBsAg ≤1000 IU/mL

• 0% with placebo

Bepirovirsen is a first-in-class, 24-week finite therapy, achieving functional cure 

in virologically suppressed patients with chronic HBV infection, with an acceptable safety profile 

Sustained HBV DNA <LLOQ off all HBV treatments: 

• 23% with bepirovirsen among those with 

baseline HBsAg ≤3000 IU/mL

• 31% with bepirovirsen among those with 

baseline HBsAg ≤1000 IU/mL

• 0% with placebo



Access a narrated 

copy of this 

presentation 

at the QR code

Access the B-Well 

primary paper 

in NEJM at the 

QR code 

Further reading

The New England Journal of Medicine primary publication Narrated copy of this presentation



Kaivan Khavandi
SVP, R&D Head of RI&I, Head of Translational 
Development and Sciences 
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Melanie Paff
VP, MDL for HBV



Functional cure is the gold standard for treatment
Functional cure is a regulatory defined end point 

Patients must be off ALL 
therapy for six months 

HBV DNA below lower limit 
of detection 

HBV Surface Antigen 
below limit of detection  

Required Elements 
of Functional Cure 
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Bepirovirsen addresses key three requirements for functional cure 

1.  Suppresses viral surface antigen (HBsAg)

2. Suppresses CHB viral replication 

3. Innate stimulation of the immune system  



• Higher functional cure 

• Finite duration of therapy

• Lower risk of cirrhosis and HCC 
with associated reduction in 
morbidity, mortality and cost

• Larger eligible patient population

• Freedom from the psychological 
burden of chronic infection and 
life-long medication

28

Established SoC with low functional cure rates and/or poor tolerability
Functional cure (FC) will reduce risk of HCC and ACM

SoC today SoC tomorrow

Nucleoside analogues 

•Not a cure (FC rate 
<1% annually*)

•Life-long therapy
•Risk of HCC remains
•Stigma retained

Peg-interferon

• Low FC rate (~2-
8%*)

• Unfavourable safety 
profile / limited 
tolerability

• High drop-out rate

•Established SoC
•Daily oral dosing
•Viral suppression
•Favourable 
safety

•Low cost

•SoC in China
•Treatment for 
HBsAg loss 

ACM: All-cause mortality



Clinical benefit of functional cure

Association of HBsAg loss and clinical outcomes

HR: Hazard ratio
Drysdale, et al 2025, Association of hepatitis B surface antigen loss with clinical outcomes among patients with chronic hepatitis B infection: a retrospective cohort study in the United 
States, Global Hepatitis Summit 

Surface antigen loss is associated with better clinical outcomes

Loss of surface antigen associated with
• 89% reduced risk of hepatocellular 

carcinoma
• 62% reduced risk of all cause mortality

Compensated 
Cirrhosis

Decompensated 
liver disease

Hepatocellular 
carcinoma

All cause mortality

Primary
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Ongoing development plan in HBV

Dap-tom bepirovirsen

Placebo bepirovirsen

Nucleos/tide treatment

Nucleos/tide treatment

B-United study fully recruited

Functional 
Cure rate at 

wk 96 

Expanding further eligible population of patients who may benefit from bepi therapy

0 24 48 72 96

Stop NA

Stop NA
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B-United is a phase II, sequential trial investigating daplusiran/tomligisiran followed by bepirovirsen in 283 CHB 
patients regardless of baseline HBsAg

< 3000 IU/ml

< 1000 
IU/ml



• Bepirovirsen induces superior, clinically significant functional cure rates
• FC is achievable and durable
• An additional 30% of patients had very low surface antigen (≤100 IU/ml) at week 72 (vs 

placebo 4%)1

• Recognition of innovation by regulators - granting review acceleration pathways in key 
markets: 
• US – Fast Track, Priority Review, Breakthrough Therapy Designation and PDUFA 26 October ‘26

• China – Breakthrough Therapy Designation, Accepted for regulatory review and awarded Priority 
Review in April ‘26

• Japan – SENKU designation and accepted for regulatory review in February ‘26

Summary 

1. This is a post-hoc analysis
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