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Conclusions
•	 Overall, treatment with bulevirtide 

(BLV) 10 mg demonstrated 
antiviral activity across subgroups 
with diverse demographics and 
disease characteristics

•	 Reductions in hepatitis delta virus 
(HDV) RNA were observed across 
baseline strata at both week 48 
and week 96; patients with lower 
baseline HDV RNA were more 
likely to achieve undetectable 
levels, while clinically meaningful 
declines, which increased over 
time, were seen regardless of 
baseline level

•	 These findings support the use 
of BLV for treatment of patients 
with HDV and compensated 
liver disease

Plain Language 
Summary
•	 Hepatitis delta virus causes the 

most severe form of viral hepatitis

•	 Bulevirtide is a treatment for 
chronic hepatitis delta virus 
infection in adults with liver disease

•	 This study evaluated the 
efficacy of bulevirtide 10 mg 
across subgroups of patients 
with different demographic and 
disease characteristics

•	 Overall, long-term treatment with 
bulevirtide was effective and 
similar across different subgroups

Introduction
•	Hepatitis delta virus (HDV) causes the most severe form of chronic 

viral hepatitis and is estimated to affect approximately 12 million 
people worldwide1-3

•	HDV infection is associated with a more rapid progression to fibrosis and 
cirrhosis, earlier onset of hepatic complications, and a greater likelihood of 
liver transplantation compared with other forms of viral hepatitis4,5

•	Bulevirtide (BLV), a first-in-class entry inhibitor of HDV, is approved in the 
United States, the European Economic Area, and several other countries 
for the treatment of patients with chronic hepatitis delta infection with 
compensated liver disease6-8

•	Monotherapy with BLV 2 mg/day or 10 mg/day has been demonstrated to be 
effective and safe for up to 144 weeks of treatment9-11

•	Additional data are needed to evaluate the efficacy of BLV 10 mg/day across 
diverse clinical and demographic patient subgroups

Objective
•	To evaluate the efficacy of the BLV 10 mg dose across demographic and 

disease characteristic subgroups at weeks 48 and 96 in an integrated 
analysis of the MYR301 and MYR204 studies

Methods

Copies of this poster 
obtained through QR 

(Quick Response) and/
or text key codes are for 

personal use only and 
may not be reproduced 

without written permission 
of the authors.

European Association for the Study of the Liver; 27–30 May 2026; Barcelona, Spain

WED-593

References: 1. Alfaiate D, et al. J Hepatol. 2020;73(3):533‑9. 
2. Rizzetto M, et al. J Hepatol. 2021;74(5):1200-11. 3. Stockdale AJ, 
et al. J Hepatol. 2020;73:523-32. 4. Da BL, et al. Gastroenterol Rep. 
2019;7(4):231-45. 5. Asselah T, et al. N Engl J Med. 
2023;389(1):58‑70. 6. Hepcludex (bulevirtide). European Medicines 
Agency. Gilead Sciences, Inc.; 2023. 7. Hepcludex (bulevirtide 
acetate). Australian Register of Therapeutic Goods. Gilead Sciences, 
Inc.; 2024. 8. Hepcludex. Product monograph. Gilead Sciences 
Canada, Inc.; 2025. 9. Wedemeyer H, et al. N Engl J Med. 
2023;389:22-32. 10. Wedemeyer H, et al. J Hepatol. 2024;81:621-9. 
11. Lampertico P, et al. J Hepatol. 2024;80(Suppl):S92. 
Acknowledgements: This study was sponsored by 
Gilead Sciences, Inc. Medical writing and editorial support were 
provided by Andrey Verendeev, PhD, of Red Nucleus, and funded by 
Gilead Sciences, Inc.
Disclosures: Conflict of interest disclosures may be viewed using the 
QR code at the top right.
Correspondence: Pietro Lampertico, pietro.lampertico@unimi.it

•	This integrated analysis included patients with HDV who 
received BLV 10 mg (approved as 8.5 mg delivered dose 
in the United States) once daily for up to 96 weeks in the 
MYR204 (Phase 2; NCT03852433) and MYR301 (Phase 3; 
NCT03852719) studies (Figure 1)

•	Efficacy was measured by virologic response (undetectable 
HDV RNAa or ≥2 log10 IU/mL decline from baseline), 
biochemical response (alanine aminotransferase [ALT] 
normalisationb), combined responsec (virologic response + 
biochemical response), and undetectable HDV RNA rates 
and liver stiffness change from baselined at weeks 48 and 96

•	Efficacy was measured across the following subgroups 
of patients:

	— Age (years; <45, ≥45), sex (male, female), race (White, 
other), cirrhosis (yes, no), concomitant hepatitis B virus 
treatment (yes, no), baseline ALT (≤1.5 × upper limit of 
normal [ULN], >1.5 × ULN), and baseline HDV RNA level 
(<median, ≥median)

aHDV RNA levels were determined by reverse transcription–quantitative polymerase chain reaction using 
RoboGene HDV RNA Quantification Kit 2.0. Undetectable HDV RNA was defined as less than the lower 
limit of quantitation (50 IU/mL) with target not detected. bALT normalisation was defined as ≤31 U/L for 
females and ≤41 U/L for males (Russian sites) and ≤34 U/L for females and ≤49 U/L for males (all other 
sites). cFor combined response, virologic response, undetectable HDV RNA, and ALT normalisation, the 
95% CI was based on the Clopper-Pearson exact method, and the missing‑equals-failure approach was 
used for missing values. dFor liver stiffness change from baseline, the missing values remained missing.

Results
Table 1. Demographics and Disease Characteristics 
at Baseline

Overall 
BLV 10 mg  

n = 150

Cirrhosis at Baseline
Yes

(n = 65)
No

(n = 85)
Age, years, 
mean (range) 41 (18–62) 42 (28–62) 41 (18–62)

Male sex, n (%) 94 (63) 42 (65) 52 (61)
Race, n (%)

Asian 21 (14) 7 (11) 14 (16)
Black 3 (2) 1 (2) 2 (2)
White 126 (84) 57 (88) 69 (81)

BMI, kg/m2, 
mean (SD) 25.5 (3.83) 25.0 (4.16) 25.9 (3.53)

BMI ≥30 kg/m2, 
n (%) 18 (12) 8 (12) 10 (12)

Cirrhosis present, 
n (%) 65 (43) 65 (100) NA

HDV genotype 1, 
n (%) 147 (98) 63 (97) 84 (99)

HDV RNA, 
log10 IU/mL, 
median (Q1, Q3)

5.50 (4.37, 6.21) 5.46 (4.15, 6.21) 5.56 (4.43, 6.19)

ALT, U/L, 
mean (SD) 108 (84.8) 103 (74.1) 111 (92.4)

ALT >1.5 × ULN, 
n (%) 109 (73) 46 (71) 63 (74)

HBsAg, 
log10 IU/mL, 
median (Q1, Q3)

3.81 (3.52, 4.00) 3.72 (3.40, 4.00) 3.89 (3.61, 4.06)

Concomitant HBV 
therapy, n (%) 83 (55) 43 (66) 40 (47)

Prior IFN therapy, 
n (%) 79 (53) 34 (52) 45 (53)

Liver stiffness, 
kPa, mean (SD) 14.5 (9.53) 20.3 (11.04) 10.1 (4.82)

ALT, alanine aminotransferase; BLV, bulevirtide; BMI, body mass index; HBsAg, hepatitis B surface antigen; HBV, hepatitis B 
virus; HDV, hepatitis delta virus; IFN, interferon; NA, not applicable; Q, quartile; ULN, upper limit of normal.

•	Demographics and disease characteristics at baseline are shown in Table 1

Figure 2. Overview of Efficacy Results at Weeks 48 and 96 Overall and Across Subgroups
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Figure 1. Study Design

BLV 10 mgn = 50

BLV 10 mg

0Week 48 96

Follow-up

Follow-up

Follow-up

144 240

n = 50

BLV 10 mgn = 51c Delayed Treatment

• Adults with chronic 
HDV infection with 
or without 
compensated 
cirrhosis

• ALT >1 × to 
<10 × ULN

• Positive serum 
HDV RNA

Key Inclusion 
Criteria

Present Analysisa: Immediate Treatment BLV 10 mg

Present Analysisa: Delayed Treatment BLV 10 mg

MYR204: 
N = 174b

Phase 2B,
NCT03852433

MYR301: 
N = 150b

Phase 3,
NCT03852719

aFor the delayed treatment to BLV 10 mg group, the present analysis included the data up to 96 weeks of BLV treatment (week 144); for the other groups, the data up to week 96 were included. bThe total number of study patients enrolled; only the BLV 10 mg monotherapy 
arms are included in this integrated analysis. cThe delayed treatment to BLV 10 mg group included 51 patients who did not receive BLV for 48 weeks; 50 of these patients received BLV from week 48 to week 144 and are included in the BLV 10 mg group.
ALT, alanine aminotransferase; BLV, bulevirtide; HDV, hepatitis delta virus; ULN, upper limit of normal. 

•	Overall, treatment with BLV 10 mg monotherapy for up to 96 weeks maintained or improved the efficacy 
outcomes observed at week 48, and efficacy was consistent across subgroups (Figure 2)

•	Undetectable HDV RNA rates (% of patients [95% CI]) were higher among patients with baseline viral loads 
less than median (53% [41%–65%] vs 20% [12%–31%]) at week 96
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