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5.2 Human carcinogenicity data

Several case series showed no evidence of HDV infection among cases of hepatocellular
carcinoma, while others reported high levels of infection.

ln two case-control studies of hepatocellular carcinoma and HDV infection among
subjects seropositive for hepatitis B surface antigen, there were no anti-HD-seropositive
individuals among cases or controls. Three further case-control studies suggested a positive
association but had Iimited statistical power.

5.3 Animal carcinogenicity data

No adequate data were available to the Working Group.

5.4 Other relevant data

Case series suggest that chronic hepatitis and cirrhosis develop more rapidly in patients
infected with both HBV and HDV than in those infected with HBV alone.

5.5 Evaluation 1

There is inadequate evidence in humans for the carcinogenicity of infection with hepatItis
D virus.

There is inadequate evidence in experimental animais for the carcinogenicity of infection
with hepatitis D virus.

Overall evaluation

Infection with hepatitis D virus is not classifiable as to ils carcinogenicity to humans
(Group 3).
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