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Vaccine Control Vaccine efficacy
Vaccine/Endpoint/HPV type
No. Cases No. Cases % (CI*)
Bivalent vaccine (HPVZ)T (96.1%Cl)
CIN2/3 or AIS*
HPV 16 and /or 18 7,344 4 7,312 56 92.9 (79.9-98.3)
HPV 16 6,303 2 6,165 46 95.7 (82.9-99.6)
HPV 18 6,794 4 6,746 15 86.7 (39.7-98.7)
Quadrivalent vaccine (HPV4)§ 95%Cl)
CIN2/3 or AIS**
HPV 6,11,16,18 7,864 2 7,865 110 98.2 (93.3-99.8)
HPV 16 6,647 2 6,455 81 97.6 (91.1-99.7)
HPV 18 7,382 0 7,316 29 100.0 (86.6-100)
VIN 2/3 or Vain2/3**
HPV 6,11,16,18 7,900 0 7,902 23 100.0 (92.6-100.0)
HPV 16 6,654 0 6,647 17 100.0 (76.5-100.0)
HPV 18 7,414 0 7,343 2 100.0 (<0-100)
Genital warts’H‘
HPV 6 and/or 11 6,932 2 6,858 189 99.0 (96.2-99.9)

*Confidence interval

TPhase 1l trial. According to protocol efficacy analysis including females aged 15-25 years who received all 3 vaccine doses,
were seronegative at day 1- month 6 for respective HPV type, normal or low grade cytology at day 1, with case counting
beginning day 1 after 3rd vaccine dose; mean duration of follow up post first vaccine dose: 34.9 months

§ Combined analysis of one phase Il trial and two phase |l trials. Per protocol efficacy analysis included females aged 16
-26 years who received all 3 vaccine doses, were seronegative at day 1 and HPV DNA negative at day 1 through month 7
for respective HPV type, with case counting beginning 1 month after third vaccine dose; mean duration of follow-up post first
vaccine dose:42 months.

** Source: Kjaer SK, Sigurdsson K, Iversen OE, et al. A pooled analysis of continued prophylaxis efficacy of quadrivalent
human papillomavirus (type 6/11/16/18) vaccine against high-grade cervical and external genitalial lesions. Cancer Prev Res
2009;868-78.

'H‘ Source: FDA. Product approval-prescribing information [package insert]. Gardasil [human papillomavirus (Type 6/11/16/18)
vaccine recombinant], Merck & Co, Inc: Food and Drug Administration 2009. Available from: http://www.fda.gov/biolocsblood-
vaccine/aprovedproduct/ucm09042.htm. Accesssed May 25,2010.
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