Safety of HPV vaccination in adolescent girls

Population : Adolescent girls

Intervention: HPV vaccination

Comparison: Placebo/ no vaccination

Outcome : Severe adverse events following immunization

In immunocompetent adolescent girls who are naive to vaccine-related HPV types, what is the
(attributable) incidence of serious adverse events for any dose of HPV vaccination?
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! Three RCTs investigated safety and reactogenicity of HPV vaccines in young adolescent females: Block SL et al and
Reisinger KS et al (quadrivalent vaccine), and Pedersen C et al (bivalent vaccine). Compared with recipients of placebo (in
guadrivalent vaccine studies) or control Hepatitis A vaccine (in bivalent vaccine studies), HPV vaccine recipient were more likely
to have local injection-site reactions, but were not significantly more likely to experience serious or systemic adverse events.
These findings are consistent with large safety studies in older adolescent females and women (See WHO Background Paper
for references). One observational study (Grimaldi-Bensouda L et al) investigated whether the quadrivalent human
papillomavirus (HPV) vaccine was associated with risk of autoimmune disorders (ADs) in young females. No evidence of an
increase in the risk of ADs was observable following vaccination. One further large cohort study (Arnheim-Dahlstrom L et al.)
found no evidence supporting associations between exposure to gHPV vaccine and autoimmune, neurological, and venous
thromboembolic adverse events.

2 Limited post marketing surveillance periods of these vaccines do not permit final assessments of possible rare or long-term
adverse effects.
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