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Background/Objective 

This study presents HPV-16/18 AS04-adjuvanted vaccine’s efficacy against cervical HPV 
infections/associated lesions and safety up to 7 years (y) after the first vaccination of women 

aged >25y, in a phase III, multicentre, randomised, double-blind, placebo-controlled trial 

(NCT00294047, VIVIANE). 

 

Method  

Healthy women were stratified (26-35y:45%; 36-45y:45%; ≥46y:10%; <15% per age 

stratum had prior HPV infection/treatment) and 1:1-randomised to receive 3 doses of HPV-

16/18 AS04-adjuvanted vaccine or Al(OH)3 at months (m) 0-1-6. Primary endpoint: vaccine 

efficacy (VE) against HPV-16/18-associated 6m persistent infection (PI) and/or cervical 

intraepithelial neoplasia grade 1 or greater (CIN1+) (in the according-to-protocol cohort for 

efficacy [N=4407] and total vaccinated cohort [N=5747]). Secondary endpoints: other 

virological (VE against 6m PI associated with HPV-16/18, with HPV-31 and HPV-45), 

histopathological (VE against CIN1+ associated with HPV-16/18 or irrespective of HPV type) 

and cytological (VE in reduction of colposcopy referrals and local cervical therapy) efficacy 

endpoints and safety. 

 

Result 

The table shows VE results 7y following the first vaccination. Safety profiles in both groups 

were similar. 

Conclusion 

For women older than 25 years, the HPV-16/18 AS04-adjuvanted vaccine demonstrated 

significant efficacy against 6m PI and/or CIN1+ associated with HPV-16/18, efficacy against 

CIN1+ (irrespective of HPV type), and an acceptable safety profile, 7 years post dose 1; 

cross-protective efficacy against 6m PI with HPV-31 and HPV-45 was also observed. 

Vaccine efficacy in the total vaccinated cohort appeared similar regardless of subjects’ history 

of prior HPV infection/treatment.  
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