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BACKGROUND Patient characteristics: Cirrhotic patients noncirrhotic patients
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HDV relies on hgpatltls B virus (HBV), .m par.tlcular on n=10 TDF, n=2 TAF) Prior to BLV treatment 13 patients = v o mom o ow
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cuppression of HEV Tep ication only I 257 o PAUENts. — patients were classified as responder (22log drop of HDV- BRS¢ D¢ r o Dotz ot T i i s B
Nucleos(t)ide analogs (NUC’s) are ineffective against RNA within 24 weeks followed by further decline), partial
synthetic N-acylated preS1 lipopeptide that blocks the decline), non-responder (<2log drop of HDV-RNA within CONCLUSIONS
sodium/bile acid cotransporter (NTCP), the receptor 24 weeks) \
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HDV. The HBV entry Inhibitor Bulevirtide (BLV) is a responder (>2log drop within 24 weeks and no further Bulevirtide Responders
responsible for the entry of HBV and HDV into
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* BLV is an effective antiviral agent in hepatitis

* To eradicate HDV long-term treatment is needed
* We propose aA response guided approach

is recommended, Proposal: :

. Treatment outcomes:

hepatocytes for hepatitis D. 21 patients completed at least >24 weeks of BLV
METHODS treatment (range: 24-130 weeks), one dropped out at
MyrPharma (Leipzig/Germany) provided BLV in a \eek8$.

compassionate use program until 8/2020, and g patients were BLV responders. 4 patients achieved

thereafter was prescribed through the Austrian health long-term HDV-RNA suppression for >6 months on BLV | | % | -
. . . T - \ J tart therapy with Bulevirtide 2mg
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le Gal et.al, J.Clin Microbiol 2005; LLQ:100 copies/mL).
BLV dose and treatment duration was at the discretion
of the investigator. It is planned to terminate treatment
after HDV-RNA being undetectable for 6 months.
Definition of Response pattern.:.

Patients were classified as responder (>2log drop of
HDV-RNA within 24 weeks followed by further decline),

because they were HDV-RNA negative for > 36 weeks.
Details of patient #1 were published in detail. Treatment
of #9 was terminated at week 63. HDV-RNA was became
detectable again in both after 4 and 60 weeks of follow
up, respectively. One patient underwent liver
transplantation at week 25 and one was lost to follow up
after week 26. Thus, 7 are still on BLV treatment.
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Week 24

<2log decline | «— —> >2log decline
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1 Control HDV-RNA every 12 weeks

Continue for
12-24 weeks

<2log _,| >2log Continue as long as
decline > HDV-RNA further declines

decline
add PEGIFN |« N0 further decline A// 1

in viral load* HDV-RNA
undetectable for = 24 weeks
<2log decline [«— @ —| >2log decline \

Stop Bulevirtide
Stop treatment (and PEGIFN)
FUTILITY ENDPOINT EFFICACY ENDPOINT

partial responder (22log drop within 24 weeks and N0 geyen patients were nonresponders. In 4 PEGIFN (Fig.2;
further decline), non-responder (<2log drop of HDV- gg ug/week in #2, #6 and 180 pg/week in #10, was
RNA within 24 weeks). added, all are still on treatment. 3 patients terminated
Members of the Austrian HDV Study group: Jachs M, Munda P, treatment; 2 due to noncompliance (#5 and #11) and #14

Stattermayer AF, Reiberger T, Trauner M, Panzer M, Zoller H, underwent liver transplantation at week 25
Aigner H, Aberle S, Holzmann H, Schwarz C, Gschwantler M
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Proposed treatment algorhytm
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