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Brief introduction of pivotal clinical trials for the human
papillomavirus vaccines approved abroad

Al Xing WANG Zhaoyun YANG Zhi-min YANG Huan
( Center for Drug Evaluation China Food and Drug Administration Beijing 100038  China)

Abstract We introduced the designs results and approval information of clinical trials for human
papillomavirus vaccine approved abroad so as to help domestic R&D institutes manufactures and public health
providers to better understand the requirement of national regulatory administrations ( NRAs) and the principle of
clinical research of HPV vaccines. Currently based on the claimed indications the disease endpoint of cervical
intraepithelial neoplasia ( CIN) grade 2 or worse ( CIN2 +) is taken as surrogate endpoint applied in clinical
efficacy trials to evaluate 2 4 and 9 valent HPV vaccines. When efficacy study is not feasible in adolescence
results of immunobridging studies compared with those from efficacy trials done in other age populations are used.
In given conditions evaluation of the efficacy of new vaccines on additional HPV types in original vaccines is a
common choice.
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