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Approval Date: August 20, 2020

Product: GARDASIL 9

Proper Name: Human Papillomavirus 9-valent Vaccine, Recombinant

Manufacturer: Merck Sharp & Dohme Corp.

Indication:

e Indicated in girls and women 9 through 45 years of age for the prevention of the following
diseases:
o Cervical, vulvar, vaginal, anal, oropharyngeal and other head and neck cancers
caused by Human Papillomavirus (HPV) types 16, 18, 31, 33, 45, 52, and 58.
o Genital warts (condyloma acuminata) caused by HPV types 6 and 11.
e And the following precancerous or dysplastic lesions caused by HPV types 6, 11, 16, 18,
31, 33,45, 52, and 58:
o Cervical intraepithelial neoplasia (CIN) grade 2/3 and cervical adenocarcinoma in
situ (AIS).
o Cervical intraepithelial neoplasia (CIN) grade 1.
o Vulvar intraepithelial neoplasia (VIN) grade 2 and grade 3.
o Vaginal intraepithelial neoplasia (ValIN) grade 2 and grade 3.
o Anal intraepithelial neoplasia (AIN) grades 1, 2, and 3.
e Indicated in boys and men 9 through 45 years of age for the prevention of the following

diseases:



https://www.fda.gov/media/141405/download
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o Anal, oropharyngeal and other head and neck cancers caused by HPV types 16, 18,
31, 33, 45, 52, and 58.
o Genital warts (condyloma acuminata) caused by HPV types 6 and 11.
e And the following precancerous or dysplastic lesions caused by HPV types 6, 11, 16, 18,
31, 33, 45, 52, and 58:

o Anal intraepithelial neoplasia (AIN) grades 1, 2, and 3.

Description: GARDASIL 9, Human Papillomavirus 9-valent Vaccine, Recombinant, is a non-
infectious recombinant 9-valent vaccine prepared from the purified virus-like particles (VLPs) of

the major capsid (L1) protein of HPV Types 6, 11, 16, 18, 31, 33, 45, 52, and 58.

BLA: 125508

Regulatory Milestone:

Merck’s first licensed HPV vaccine, GARDASIL, was approved in June 2006. Prevention
of vaginal and vulvar cancers in women was added to the indication in 2008 (STN 125126/419),
use in males and prevention of genital warts were added to the indication in 2009 (STN
125126/1297), and prevention of anal cancer and AIN in men and women was added to the
indications and usage in 2010 (STN 125126/1895). In 2014, GARDASIL 9 was licensed with
indications to prevent diseases related to the HPV types covered by the vaccine in girls and women
9 through 26 years of age, and boys 9 through 15 years of age. In 2015, the GARDASIL 9
indications applicable to males were extended to include men 16 through 26 years of age (STN

125508/15).

PDUFA Goal Date: October 6, 2018
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Package Insert: Package Insert - GARDASIL 9

Summary Basis for Regulatory Approval: October 5, 2018 Summary Basis of Regulatory

Action - GARDASIL 9

European Public Assessment Report: Human medicine European public assessment report

(EPAR): Gardasil 9

Advisory Committee:

This submission was not discussed at a Vaccines and Related Biological Products Advisory
Committee (VRBPAC) meeting because review of this supplemental application did not identify

concerns or issues which would have benefitted from an advisory committee discussion.

Safety:

Unsolicited adverse events (AEs), serious adverse events (SAEs), new medical conditions,
and deaths were monitored for a total of 10 years in the studies of GARDASIL in women 27
through 45 years of age (studies V501-019 and V501-019-21). Solicited AEs were not collected
due to the extensive safety database of GARDASIL in younger age groups. The safety profile of
GARDASIL in 24- through 45-year-old women was not notably different from what has been
characterized in younger women. Based on safety data for GARDASIL and GARDASIL 9 in
women 16 through 26 years of age (study V503-001, reviewed under STN 125508/0), the only
difference anticipated is slightly higher rates of local reactogenicity with GARDASIL 9 compared
with GARDASIL. Therefore, the safety of GARDASIL 9 for women and men 27 through 45 years
of age can be extrapolated from cross-study comparisons in younger ages and across GARDASIL

and GARDASIL 9 formulations.
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