
ACTGA5368 
Provider Summary Sheet 

Title of Study: "Safety and Immunotherapeutic Activity of Cemiplimab in Participants with HBV on 
Suppressive Antiviral Therapy: A Phase 1/11 Ascending Multiple Dose Study" 

Principal Investigator: Jorge L. Santana Bagur, MD, FIDSA 

Brief Summary: This trial is a phase 1/11 dose-escalating study of the safety, phannacokinetics (PK), 
and immunotherapeutic activity of t\N'o doses of anti-programmed death-1 (PD-1) (REGN2810, 
cemiplimab) in participants with hepatitis B virus (HBV) on suppressive antiviral therapy with an 
HBV DNA <20 international units (IU)/mL. 

Objectives: The primary endpoint is to assess the safety and tolerability of multiple dose levels (0.3, 
1.0 and 3.0 mg/kg) of cemiplimab administered as t\N'o infusions at weeks 6 and 12. Secondary 
objectives are to evaluate quantitative HBsAg (qHBsAg) decline and qualitative HBsAg loss during 
cemiplimab treatment and after treatment discontinuation; to evaluate antibody to H BsAg ( anti-H Bs) 
seroconversion and anti body to H BeAg ( anti-H Be) conversion, among those who are seronegative at 
week 6, and reduction in quantitative serum HBeAg during and after cemiplimab discontinuation; and 
to evaluate the dynamics of HBV core-related antigens (crag) during cemiplimab treatment and after 
cemiplimab discontinuation. 

Inclusion/Exclusion: Target population is men and women ages �18 years and �70 years with chronic 
HBV infection (defined as HBsAg positive) and under treatment at the time of study entry and for �12 
months immediately prior to study entry with H BY-active nucleos(t )ides, with tenofovir- or entecavir­
conta ini ng therapy: tenofovir disoproxil fumarate (TDF), tenofovir alanfenamide (TAF), 
TDF /emtricitabine (FTC), TAF /FTC, or entecavir. 

Treatment: 
Cohort 1: 

• Cemiplimab infusion 0.3 mg/kg IV infusion over 30 minutes at week 6 and week 12.
Cohort 2: 

• Cemiplimab infusion 1 mg/kg IV infusion over 30 minutes at week 6 and week 12. 
Cohort 3: 

• Cemiplimab infusion 3 mg/kg IV infusion over 30 minutes at week 6 and week 12.
Participants must be on H BV antiviral therapy (TD F, TAF, TD F /FTC, T AF /FTC or entecavir), which is not 
provided as part of the study treatment 

Duration of Study: Participants will be on study for up to 90 weeks (78 weeks following the last study 
drug infusion) with frequent safety evaluations. 

For more information, contact: 
Daniel Casiano, RN 

Proyecto ACTU 
Edificio Biomedico II, Oficina 100 
Recinto de Ciencias Medicas-UPR 

Tel. (787) 767-9192, Cel. (787) 384-6177 MSC-IRB Approval 
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