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Abstract. Relative to hepatitis B virus ( HBV) monoinfection HBV/
hepatitis D virus ( HDV) co — infection may be associated with more
severe liver disease leading to increased rates of cirrhosis
hepatocellular carcinoma hepatic decompensation and liver failure. The
treatment of chronic HDV infection is essential and urgent. No drugs with
established Efficacy and safety data have been approved for the treatment
of chronic HDV infection. There are several new drugs are in clinical
development stage now. We review the mechanism of action research
and development progress and clinical trial design of new drugs currently
in the clinical development stage as well as the recommendations of
regulatory agencies and academia for the clinical trial design of new drugs
for the treatment of chronic HDV infection. And discuss the key points of
confirmatory clinical trial design.
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