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ACIP HPV sessions over past year

0 February 2015

= ACIP voted on 9-valent HPV vaccine recommendations

Q June 2015

= Reviewed status of 9-valent vaccine introduction
= Reviewed data and discussed additional 9-valent HPV vaccination

a October 2015

= Reviewed HPV vaccination program
e Coverage and implementation
e Safety
* Impact



9-valent HPV vaccine (9vHPV)
licensure and recommendations

0 Licensed by FDA in December 2014

0 Recommended by ACIP in February 2015
=  MMWR Policy Note published in March 2015
=  9vHPV as 1 of 3 HPV vaccines that can be used for females and 1 of 2 for males in the
currently recommended age groups

0 Male age indications

= At time of first application to FDA, 9vHPV immunogenicity trials in males 16-26 yrs not
completed; in December 2014 licensed for females 9-26 and males 9-15 yrs

= December 14, 2015, FDA extended age indication to include males 16—26 yrs
http://www.cdc.gov/hpv/downloads/9vhpv-fda.pdf

0 Manufacturer plans

= Merck previously reported that they intended to maintain 4vHPV in the US market until
9vHPV approved by FDA for use in males 16-26 yrs (now approved)

=  Merck plans to retire 4vHPV by the end of 2016 in the US*

*Information provided by manufacturer


http://www.cdc.gov/hpv/downloads/9vhpv-fda.pdf

ACIP HPV Vaccines Workgroup
activities since October 2015

0 Reviewed data on 2-dose schedules
= 9-valent HPV vaccine 2- vs 3- dose immunogenicity trial
= 2-dose trials for other HPV vaccines
= Modeling and cost effectiveness

0 Discussed policy considerations related to 2-dose schedules
= Additional data needed

= Timeline and decisions



HPV session today

0 The HPV session will provide data on 2-dose HPV
vaccination schedules

0 Presentations will include information and background
needed for discussion and decisions about HPV vaccine

policy options that ACIP will address over the next few
meetings



February 2016 HPV session

Introduction
= Dr. Allison Kempe, Chair

Background on 2-dose schedules
= Dr. Lauri Markowitz, CDC

9-valent HPV vaccine 2- vs 3-dose trial data
= Dr. Alain Luxembourg, Merck

Review of data on 2 doses of bivalent and quadrivalent

HPV vaccines
=  Dr. Lauri Markowitz, CDC

HPV Vaccines Workgroup plans
= Dr. Elissa Meites, CDC
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