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Background/Objective 

Cervical cancer is a major public health problem in China and the disease is commonly 

associated with human papillomavirus (HPV)-16 and HPV-18 genotypes [1]. A phase II/III, 

double-blind randomized study (NCT00779766) demonstrated that HPV-16/18 AS04-

adjuvanted vaccine was highly efficacious against HPV-16/18-associated cervical infections 

and lesions, was immunogenic, and had an acceptable safety profile in Chinese women until 

approximately 4 years post-dose 1 [2]. Efficacy and safety results from an analysis triggered 

approximately 57 months post-dose 1 are presented here. 

Method 

Healthy women aged 18–25 years (N=6053) were 1:1-randomized to receive HPV-16/18 

vaccine or Al(OH)3 (control) in a 3-dose schedule given at months 0-1-6. Vaccine efficacy 

(VE) against virological, cytological and histological endpoints associated with HPV-16/18 

and other oncogenic HPV types, immunogenicity and safety were evaluated. 

Result 

VE against HPV-16/18-associated endpoints was demonstrated (Table). A 52.6% (95% CI: 

24.5–70.9) VE against HPV-31/33/45-associated 6-month persistent infection (according-to-

protocol cohort for efficacy) was shown. In the total vaccinated cohort, 50 (1.7%) and 76 

(2.5%) women in the HPV-16/18 (N=3026) and control (N=3025) groups, respectively, 

reported serious adverse events; 2 were fatal (not vaccination-related). 8 (0.3%) and 12 (0.4%) 

women in the HPV-16/18 and control groups, respectively, reported new onset chronic 

diseases, and 2 (0.1%) women in each group reported new onset autoimmune diseases. 181 

(6.0%) and 180 (6.0%) women, respectively, reported medically significant adverse events.  

Conclusion 

The HPV-16/18 vaccine showed high efficacy against HPV-16/18-associated virological, 

cytological and histological endpoints until approximately 57 months post-dose 1, and had an 

acceptable safety profile in Chinese women. Results were generally in line with those from 

studies performed in other countries [3,4]. Funding: GlaxoSmithKline Biologicals SA 
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