Safety of HPV vaccination in HIV infected girls

Population : HIV infected girls

Intervention: HPV vaccination

Comparison: Placebo/ no vaccination

Outcome : Severe adverse events following immunization

In girls with HIV (CD4+ >15%), what is the (attributable) incidence of serious adverse events for any dose of HPV
vaccination?
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! One small RCT (Weinberg A et al) available as a poster presentation only. No serious safety concerns were detected in this
study. The plasma HIV ribonucleic acid (RNA) and CD4 cell per cent fluctuations were similar in HIV-infected vaccinees and
placebo recipients and the profile of local adverse events in vaccinees did not differ by HIV infection status. Another small RCT
with 126 HIV infected children (with a CD4% =15—and on stable antiretroviral therapy if CD4% was <25) (Levin et al.) reported
that adverse events were infrequent and their occurrence was similar in the quadrivalent HPV and placebo recipients, except for
more frequent (p = 0.19) injection site reactions in quadrivalent HPV recipients. Kahn et al. reported one participant with a
severe systemic adverse events (AE) (fatigue). No severe or life-threatening laboratory AEs were evaluated by the team as
definitely, probably, or possibly related to the vaccine. Denny et al. assessed the safety and reactogenicity profile of the HPV-
16/18 vaccine was comparable in HIV-positive and HIV-negative women.

2 The studies included only North American children (Weinberg et al. and Levin et al) and North American as well as Puerto
Rican children (Kahn et al.), most of whom were on antiretroviral therapy, and may not be representative of other HIV-infected
children with more substantial immune compromise due to HIV infection or other factors. In terms of adverse events, for
Weinberg et al. the period of observation is short (weeks) and thus no data are available with regard to possible long-term
serious adverse events. Denny et al. assessed safety in HIV-positive women (18-25 years) in South Africa.
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