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Background/Objective 
This phase-III, multicentre, randomized, open-label trial (NCT01381575) recently 
demonstrated that HPV-16/18 AS04-adjuvanted vaccine is immunologically non-inferior 
following 2-dose schedule (2D) administration in adolescent girls versus 3-dose schedule (3D) 
in young women, until month (M) 18 post-dose 1. Immunogenicity and safety results until 
M24 are presented here. 

Method  
Healthy 9-14-year-old girls were randomized 1:1 to receive 2D of HPV-16/18 AS04-
adjuvanted vaccine at M0,6 (N=550) or M0,12 (N=415); healthy 15-25-year-old women 
received 3D at M0,1,6 (N=482). Anti-HPV-16/18 antibodies were measured by enzyme-
linked immunosorbent assay (ELISA) and pseudovirion-based neutralization assay. Cell-
mediated immune responses were measured at M24 in sub-cohorts receiving last dose at M6. 
Safety outcomes were recorded. 

Result 
In the M24 according-to-protocol cohort for immunogenicity (initially seronegative subjects), 
the non-inferiority of anti-HPV-16/18 immune response following 2D(M0,6) versus 
3D(M0,1,6) was demonstrated 18 months after last dose; immune response following 
2D(M0,12) was non-inferior versus 3D(M0,1,6) and 2D(M0,6) 12 months after last dose 
(Table). Anti-HPV-16/18 neutralizing antibody levels were generally comparable across all 
groups 12 months after last dose, and between 2D(0,6) and 3D(0,1,6) 18 months after last 
dose. For both vaccine types, T-cell- and B-cell-mediated immune responses were 
comparable between groups 18 months after last dose. In the M24 total vaccinated cohort, 
serious adverse events (AEs) were reported for 14 (2.6%), 17 (4.2%) and 20 (4.4%) subjects 
receiving 2D(M0,6) (N=537), 2D(M0,12) (N=401) and 3D(0,1,6) (N=453), respectively; none 
were vaccine-related. Medically significant AEs were reported for 114 (21.2%), 70 (17.5%) 
and 133 (29.4%) subjects, respectively. 

Conclusion 
The non-inferiority of the HPV-16/18 immune response (ELISA) elicited following 2D 
administration (at M0,6 and M0,12) of HPV-16/18 AS04-adjuvanted vaccine in adolescent 
girls versus standard 3D schedule in young women was maintained until M24, with an 
acceptable safety profile. 2D schedule option may facilitate implementation of immunization 
programmes, improve compliance and reduce costs. Funding: GlaxoSmithKline Biologicals 
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