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7,000 anal cancers are diagnosed annually in the U.S. Age (years), .mean . A S — o =
= Vulvar and anal high-grade squamous intraepithelial lesions (HSIL) are cancer at HSIL diagnosis o1 >3 52 ) e . ;LE,
precursors caused by HPV with the potential to progress to invasive cancer. at study enrollment 53 55 54 £ o e SR % = .
= ~30-50% of vulvar and anal HSIL recur following initial treatment. HSIL anatomic site § o % S LL
. ¢ losi . tiole treat s loading t o stantial Vulvar 38 (43%) 40 (43%) 78 (43%) o g
= Recurrent lesions require multiple treatments leading to substantia = %
e q ple red Jeading Anal 50 (56%) 53 (56%) 103 (56%) 2 o 2 5
morbidity, psychosocial trauma, and high medical expenses. e 5
HIV status E 5
= The 9-valent HPV (9vHPV) vaccine (Gardasil-9) protects against infection Positive 32 (36%) 39 (41%) 71 (39%) B £ S 7 = 103 persons with
. . _ .o . 0 - N= 78 'th =
when administered to HPV-naive persons. Data evaluating a therapeutic Negative 56 (63%) 54 (58%) 110 (60%) — Placsbo | oo PeCoe L — Placebo| Al HSIL
benefit of the 9vHPV vaccine have been mixed. . NN . . S |~ Vacaine | Nistory ofvulvar S vaceine
Time since initial HSIL diagnosis | . | | | | | |
0 1 2 3
: < 12 months 22 (25%) 25 (26%) 47 (25%) ’ 1 ° ’ .
Years ears
StUdy AImS >12 months 66 (75%) 68 (73%) 134 (74%) Persons at risk. V 38 25 17 13 13 Persons at fisk. V 50 41 29 14 14
Persons atrisk, P 40 30 26 15 12 Persons at risk, P 53 34 30 14 6
= Primary Aim: to test whether the 9vHPV vaccine (Gardasil-9) will lead to a Figure 1. Kaplan-Meier Curve for overall histologically-confirmed HSIL recurrences for Vulvar HSIL group: HSIL incidence 5/66 (7.6%) in || Anal HSIL group: HSIL incidence 10/99 (10.1%) in
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reported among placebo recipients (fatigue in one person and a throbbing big
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persons with prior vulvar or anal HSIL; no differences were found between
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