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2008-11-14 - 200811 B 138, Merck CUL2) I, WD FEEBED VF / *GARDASIL [Human Papillomavirus Quadrivalant
(Types 6, 11, 16, and 18) ] (b D —2I LA (HPV)E. 11, 16, 18R LA BN REEIAC CENM6-28 N BT T
(U7 BB THE T E RRL LI,

o

GARDASILICL > THPVE. 11. 16. 18BUC L DA ESRED0ND FHENELL ,

IR

EC@%ﬁ.ﬁ@%%[lEumpean Research Organization on Genital Infection ard Neoplasia (EUROGIN) International Multidisciplinary
iConference CRERINILIC,

GARDASIL®, Merck's Cervical Cancer Vaccine, Demonstrated Efficacy in Preventing HPV-Related Disease in
Males in Phase Il Study
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RS

Pwotal Study Evaluating Efficacy of GARDASIL in Males in Preventng HPV 6, 11, 16 and 18-Related External Gennal Lesions
WHITEHOQUSE STATION, N.J -(BUSINESS WIRE)-GARDASIL® [Human Papillomavirus Quadrvalent (Types 6, 11,18, and 18) Vaccine,
Recombinant], the cervical tancer vaccing from Merck & Co., Inc., prevenied 90 percent of external genital 12slons caused by human
papillomavirus (HPV) lypes 6, 11, 16 and 18 in a pivotal Phase Il sludy inman aned 1610 76 These ai= the enly dala svaluating afficacy
of any HPV vatcine in prevenling disease in males, and were presented for the first lime this wesk at the European Research
Organization on Genilal Infeclion and Hggplasia (EUROGIN) Intarnalicnal Multdisciphnary Conference

The inilial planned analysis of this sludy, an analysis of mal2 study participants aged 15 lo 26 whe had notbzen infeclzd wilh at lzastong
ofthe four HPY Iypes before the slar of tha study through one month afler receiving their Inird dose of tha vac cine of placebo, has been
completed This analysis was predetermined in the study protocal te be conducted afler at leasl 32 cases of exlernal genilsl lesions were
observed. The sludy is ongoing, and addilional data will be submitted lo global regulatory agencies once available.

Merck ramalns on track te submil a2 supplementsl Biolagics Licenss Applicalion for GARDASIL 1o the U 8. Food and Drug Administralion
by the end of 2008 for Ihe use of GARDASIL in boys and men ages 9o 26 for Ihe prevenbon of exiernal genital Iesions caused by HPV
types 6, 11, 16 and 18 Other regulalory submissions around lhe world will occur as planned

GARDASIL Is nol currenlly approved for males inthe Uniled Stales. GARDASIL I1s indicaled foruse in glrls and young womean 2 mrougn
4 26 years of age for the prevanlion of cervical, vylyar and vaginal cancers caused by HPV lypes 16 and 18, genital warts causad by HPV 5:’

72 types 6 and 11, and precancerous or dysplaslic lesions caused by HPV types 6, 11, 16 and 18. WW




