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Rapid Reductions of HDV RNA and ALT with the Monoclonal Antibody, /
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Methods Adverse Events
Virologic Response - 2 log reduction Normal ALT
in HDV RNA or undetectable
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Subjects, n (%) N=10

BJT-778-001 - Ongoing Phase 2 20%
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HDV Stu dy 80% 64% any AE 5 (50%) 9 (82%) 2 (20%)
60% any AE related to treatment 2 (20%)* 7 (64%)** 2 (20%)***
60% AES leading to 0 0 0
40% discontinuation
40% Grade 3 or 4 AEs 0 0 0
BJT-778 300 mg SC once weekly for 48 weeks, n=10-20 Dok 20% SAEs 0 0 0

* Injection site erythema; pyrexia
**Injection site erythema (5), injection site pruritus, injection site swelling; pyrexia; abdominal pain; arthralgia;
influenza-like illness

0% 0% 7/10 8/10%* 9/10

0% 0%

Baseline Week 12 Week 24 Baseline Week 12 Week 24 s . _ o o
BJT-778 600 mg SC once weekly x 12 weeks, Headache, pyrexia, pain in extremity; Influenza-like iliness
then every other week x 36 weeks, n=10-20 m 300 mg once weekly ® 600 mgonce weekly m 300 mgonce weekly M 600 mgonce weekly
*1 subject in the 600 mg arm withdrew after Week 8 due to an unplanned move out of country. BJT-778 was safe and well tolerated
That subject had normal ALT at baseline and Week 8 and had a virologic response by Week 8. No Grade 3 or 4 AES, SAES, or discontinuations due to AEs have

BJT-778 900 mg SC every other week x 4 weeks,
then every 4 weeks for 44 weeks, n=10-20

been observed. The most common events were Grade 1
injection site events.

Summary of Efficacy at 12 and 24 Weeks

The population included chronic hepatitis D infected Conclusions

adults with or without cirrhosis and suppressed on

nucleos(t)ide treatment. BJT-778 300 mg SC once weekly achieved 100%

Safety endpoints included frequency and severity of Week 12 Week 24 Week 12 virologic response by Week 28.

adverse events. Virologic Response 7/10 (70%) 9/10 (90%)** 8/10 (80%) 60% of subjects were below the limit of

Efficacy endpoints included: HDVRNABLQ (<101U/ml)  1/10 (10%) >/10 3/10 (30%) quantification.
Virologi defined as =2 log10 HDV RNA (50%)™** All subjects had ALT reductions from baseline.

IrologIC response detined as =2 log ALT normalization* 5/9 (56%) 6/9 (67%) 3/4 (75%) 67% (6/9 hi d SiirEe +ALT
IU/ml reduction from baseline or below the limit of Virologic Response + ALT o ( . ) achieved combined response (
detection (LOD). The limit of quantification (LOQ)  ormatization® 5/9 (56%) 6/9 (67%) 2/4 (50%) normalization). |
is 10 IlU/mL and LOD is 5 IU/mL in the assay used IV ——— 12 weeks of BJT-778 600 mg SC weekly achieved
(performed by VIDRL, Melbourne, AUS). reduction from baseline 20 85 24 80% virologic response.
ALT normalization defined as achieving <30 U/L for * In subjects with abnormal ALT at baseline All doses of BJT-778 (up to 900 mg) have been safe
women, <40 U/L for men in subjects with abnormal e o meiriona ZEEJ,-ZZ Lzscpaomnceje:L;t(\:ll%eIkUZ/?n(Ll)O:c/:lzleek 28 (60%) and well tolerated.
ALT at baseline. These promising results warrant further
Combined response defined as both virologic By Week 28, 100% of subjects in the 300 mg arm group had a development of BJT-778 for chronic HDV.
response and ALT normalization. virologic response and 60% had HDV RNA BLQ (<10 IU/ml).
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