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Bulevirtide (Myrcludex B) 

Urban et al., Gastroenterology 2014;147:48-64 

bulevirtide 

 Myrcludex B specifically binds to NTCP at 

the basolateral membrane of differentiated 

hepatocytes. 

 Myrcludex B shows strong inhibitory 

potential for HBV and HDV infection  

(IC50 ca 80 pM in PHH).  

 It exclusively targets parenchymal liver cells. 
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Phase 2a pilot study MYR-201 

 24 patients 

 BLV 

BLV/PEG-IFNa 

PEG-IFNa 

 24 weeks of treatment 

Bogomolov et al. J Hepatol 2016, Sep;65(3):490-8 

ALT decreased significantly in the Myrcludex B cohort 

(six of eight patients) 
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Bulevirtide for Hepatitis D: The “MYR”-Trials 

 202 n=118  24 weeks 4 arms  Dose finding (BLV 2mg vs. 5mg vs. 10 mg) 

 203 n=90  48 weeks 4+2 arms  BLV monotherapy vs. combination with PEG-IFNa  

 204 n=175 96 weeks 4 arms BLV+PEG-IFNa followed by BLV monotherapy 

 301 n=150 96-144 w. 3 arms BLV 2 mg vs. 10mg; 96 vs. 144 weeks 



H. Wedemeyer 10-2024  

Hepatitis D: BLV Clinical Trials 

BLV Clinical Trials: Patient characteristics 

Lampertico et al. J Hepatol. 2022 Jun 22:S0168-8278(22)00373-7 
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Bulevirtide monotherapy (+/- anti-HBV NUCs) 

 
MYR202, MYR203 arms D&F, MYR204 arm D, MYR301  
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MYR 202 

Lancet Infect Dis. 2022 Sep 13:S1473-3099(22)00318-8. doi: 

10.1016/S1473-3099(22)00318-8. Online ahead of print.PMID: 36113537 
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MYR202: HDV RNA decline 

Wedemeyer et al. Lancet Infect Dis 2022 Sep 13:S1473-3099(22)00318-8  
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MYR202: ALT Response 

Wedemeyer et al. Lancet Infect Dis 2022 Sep 13:S1473-3099(22)00318-8  
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MYR202: HBsAg 

Wedemeyer et al. Lancet Infect Dis 2022 Sep 13:S1473-3099(22)00318-8  
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Bulevirtide treatment induces bile acid increase 

Mean total bile acids (n=119) 

Wedemeyer et al. Lancet Infect Dis 2022 Sep 13:S1473-3099(22)00318-8  
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MYR 301 
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Aleman et al.,  

High Rates of Adherence to Bulevirtide Monotherapy for Chronic Hepatitis Delta 

Through 96 Weeks: Results From an Interim Analysis of the Phase 3 Study 

MYR301 

Delta Cure 2024; Poster 41 

Bulevirtide 301 study:  

Treatment was well tolerated – very few drop-outs 
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MYR301 
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MYR301: Combined Response (virological and biochemical) 

Wedemeyer…, Lampertico N Engl J Med 2023;389:22-32 
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Bulevirtide 301 study:  

Response until week 96 

 

Wedemeyer et al., J Hepatol 2024 epub 

 



H. Wedemeyer 10-2024  

Hepatitis D: BLV Clinical Trials 

301 study: HDV RNA undetectable  
(Lampertico et al. EASL 2024 and DeltaCure 2024 Poster 27) 

 

 week 48 week 96 week 144 

2mg 12% 20% 29% 

10mg 20% 36% 50% 

Bulevirtide 301 study:  

Response until week 144 

 

Lampertico et al. EASL 2024 and DeltaCure 2024 Poster 27 
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Lampertico et al. EASL 2024 and DeltaCure 2024 Poster 27 

 

Bulevirtide 301 study:  

Similar reponse likelihood regardless of  

age, cirrhosis, NUC therapy  or previous IFNa exposure 
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Bulevirtide 301 study: off-treatment data? 

 
Just wait for less than 1 hour! 

 

Soo Aleman et al.,  
DeltaCure 2024 Poster  43 and oral presentation at 18.25 pm 

 

Efficacy and safety of BLV monotherapy for chronic hepatitis delta: post 

treatment results through 24 weeks afer the end of treatment from an 

interim analysis of a randomized Phase 3 study MYR301 
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Bulevirtide 301 study:  

Histology (paired biopsy week 48) 

 
Inflammation Fibrosis 

Lampertico et al., EASL 2024 and Delta Cure Poster 32 
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Bulevirtide 301 study:  

Liver elastography 

 

Aleman et al., EASL 2024 
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Bulevirtide 301 study:  

Patient reported outcomes week 48 

Buti et al., J Hepatol. 2024 Jul 13:S0168-8278(24)02337-7.  
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Bulevirtide 301 study:  

Patient reported outcomes until week 96 

 

 
Buti et al.,  

Patient-Reported Outcomes Among Patients With Chronic Hepatitis Delta 

Treated With Bulevirtide 2 mg: A Long-Term Analysis of the Phase 3 MYR301 

Trial at 96 Weeks 

Delta Cure 2024 Poster 37 
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Bulevirtide 301 study:  

Patient reported outcomes until week 96 

 

Buti et al., Delta Cure 2024 Poster 37 
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Bulevirtide 301 study:  

Treatment failures? Resistance? 

 

Hollnberger et al., J Hepatol 2023 Sep;79(3):657-665 
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Bulevirtide 301 study:  
 

Continued treatment  

of partial responders or nonresponder? 

 
Lampertico et al.,  

 

Continued Treatment of Early Virologic Non-responders or Partial Responders With 

Bulevirtide Monotherapy for Chronic Hepatitis Delta Leads to Improvement in Virologic 

and Biochemical Responses. Results From an Integrated Analysis at Week 96 
 

 Delta Cure 2024, Poster 26 
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BLV, bulevirtide; NR, non-responder; PR, partial responder; VR, virologic responder; W, week. 

Gesamt bei W96 

NR: 5 (23%) 

PR: 3 (14%) 

 
VR: 14 (64%) 

NR: 4 (15%) 

PR: 5 (19%) 

 
VR: 18 (67%) 

BLV 2 mg 

BLV 10 mg 

NR: 4 

PR: 3 

VR: 11 

VR: 1 

NR: 1 

VR: 1 
VR: 1 

NR: 10 

PR: 12 

NR: 5 

 
 
PR: 22 

VR: 10 

NR: 1 
VR: 2 
VR: 2 
NR: 2 
PR: 1 
VR: 1 
PR: 3 

VR: 3 
NR: 1 
PR: 1 

NR: 8 

VR: 11 

PR: 1 
VR: 1 
NR: 1 

VR: 12 

NR: 3 

VR: 2 

NR: 4 

PR: 6 

W24 W48 W96 

Bulevirtide 301 study:  

responses increase in w24 NR/PR 
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Bulevirtide 301 study:  

Effects on HBV markers 

 

Lampertico et al., EASL 2024 
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PEG-IFNa + BLV combination therapy 
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MYR 203 

Wedemeyer et al., EASL ILC 2019 & 2020 (!!!) 

Reviewers are likely in the room: Please be nice,  

this data set should become available to the comunity  
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follow up (TDF) 10mg Bulevirtide (5mg b.i.d.) + TDF 

follow up  10mg Bulevirtide (q.d.) + PEG-IFNα Arm E (n=15) 

Arm F (n=15) 

e
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n
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follow up  2mg Bulevirtide (q.d)  

follow up  5mg Bulevirtide (q.d) + PEG-IFNα  

follow up  2mg Bulevirtide (q.d) + PEG-IFNα  

follow up  PEG-IFNα  

Arm D (n=15) 

Arm C (n=15) 

Arm B (n=15) 

Arm A (n=15) 

m
a

in
 

Wedemeyer et al. EASL 2019 & EASL 2020 

MYR203 Study Design 
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Myr203 Study: HDV RNA 

Wedemeyer et al. EASL-ILC 2019 & ILC2020 

Arm E: 10mg BLV+PEG-IFNa 

Virological response: 

week 72 

Primary endpoint: 

undetectable HDV RNA 

PEG-IFNα 0.0% 

2mg BLV + PEG-IFNα 53.3% 

5mg BLV + PEG-IFNα 26.7% 

10mg BLV + PEG-IFNα 6.7% 



H. Wedemeyer 10-2024  

Hepatitis D: BLV Clinical Trials 

w e e k s

H
B

s
A

g
 I

U
/m

l

-5 0 5 1 0 1 5 2 0 2 5 3 0 3 5 4 0 4 5 5 0 5 5 6 0 6 5 7 0 7 5

1

1 0

1 0 0

1 0 0 0

1 0 0 0 0

1 0 0 0 0 0

1 0 0 0 0 0 0

MYR203: HBsAg Decline 

Arm E: 10mg BLV+PEG-IFNa 

Wedemeyer et al. EASL ILC 2019 & ILC2020 
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MYR 204 
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MYR 204 
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MYR 204 

Asselah et al., NEJM 20242024 Jul 11;391(2):133-143. 
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Hepatitis D: BLV Clinical Trials Asselah et al., NEJM 20242024 Jul 11;391(2):133-143. 



H. Wedemeyer 10-2024  

Hepatitis D: BLV Clinical Trials Asselah et al., NEJM 20242024 Jul 11;391(2):133-143. 

204 Study: HDV RNA undetectable 
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204 Study: ALT normal 

 

Asselah et al., NEJM 20242024 Jul 11;391(2):133-143. 
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Roulot et al.,  
 

Improvements in Fibrosis and Necroinflammation With Bulevirtide Combined 

With Pegylated Interferon for Chronic Hepatitis Delta 
 

 Delta Cure 2024, Poster 42 

 

 

Bulevirtide 204 study:  

Histology 
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Bulevirtide 204 study:  

HBsAg 
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Bulevirtide 204 study:  

Risk of relapse and end-of-treatment HDV RNA 

 EOT HDV RNA target not detected EOT HDV RNA <LLOQ but target detected  

Zoulim et al., Delta Cure 2024 Poster 40 
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Bulevirtide for Hepatitis D: The “MYR”-Trials 

 202 n=118  24 weeks  

 Proof of concept, HDV relapse was not associated with severe flares 

 203 n=90  48 weeks 

 IFN combination synergistic effects, HBs decline with low doses of BLV! 

 204 n=175 96 weeks 

 10mg in combination clearly superior, off treatment response possible!  

 301 n=150 96-144 weeks 

 continued response in the far majority of patients with clinical improvement 
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4th DeltaCure Meeting: Hannover October 9/10 2025 
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