%,

GARDASIL.9

[Human Papillomavirus
9-valent Vaccine, Recombinant]

Worldwide estimated type contribution for certain HPV-related cancer and disease cases?

4 HPV types 9 HPV types (6, 11, 16, 18, 31, 33,
(6, 11, 16 and 18) cause: 45, 52 and 58) cause a total of:

High-grade cervical lesions (CIN 2/3)* 80%
Low-grade cervical lesions (CIN 1)* 50%

Vulvar cancer*? 90%
Vaginal cancer*® 85%
Anal cancer cases* 90-95%

*Not all cervical precancers, and vulvar, vaginal and anal cancer cases are caused by HPV.

EFFICACY AGAINST CANCERS AND DISEASES CAUSED BY 9 HPV TYPES

6§ 1§ 16 | 138 QR 31 ] 33 | 45 ] 52 | 58 |

PLUS EFFICACY CERVICAL CANCER,
VULVAR CANCER,
AGAINSTS e cues 9 70 A
ADDITIONAL

VIN 2/3, ValN 2/3 -
HPV TYPES maze efficacy

»Study Design: Efficacy of GARDASIL 9 in 16- to 26-year-old women was assessed in an active ~controlled, clinical study that included a total of 14,204 women (GARDASIL 9=7,099; GARDASIL=7,105). Subjects were followed up to Month 54, with a
median duration of follow-up of 40 months, and efficacy was measured starting after the Month 7 visit. Efficacy was evaluated in subjects who received all 3 vaccinations within 1 year of enroliment, had no major deviations from the study protocol, and were naive to the relevant HPV type(s)
prior to dose 1 and through 1 month postdose 3 (Month 7).

AlN=anal neoplasia; Al inoma in situ; Cl interval; CIN=cervical neoplasia Vall\ | neoplasia; VIN=vul neoplasia.




RECOMMENDED DOSING OF GARDASIL®9'
DOSING REGIMEN

+ Dosing schedule

Individuals are encouraged to adhere to the 0-, 2- and 6-month vaccination schedule.

If an alternate vaccination schedule is necessary, the second dose should be administered at least 1
month after the first dose, and the third dose should be administered at least 3 months after the second
dose.

v Dosing schedule

Alternatively, in individuals 9 through 14 years of age, GARDASIL 9 can bhe administered according to a
2-dose schedule; the second dose should be administered between 5 and 13 months after the first
dose. If the second vaccine dose is administered earlier than 5 months after the first dose, a third dose
should always be administered.

of Human Papillomavirus (HPV). INDICATIONS GARDASIL 9 irls and w 9 on ward fo the prevention of cervica, vulvar, vaginal, and anal
i y Human Papillomavirus (HPV). GARDASIL 9 is indicated to prevent the following Cenvical, v \ ancer caused by HPV types 16, 18, 31, 33, 45 nd 58 * Genital war
used by HPV types 6 and d persistent infections and the fol prec or dysplastic lesions by HPV ty, . 8,31, a erv ae plasia (C d a nocarcinoma in situ (AIS)
neoplasia (CIN v elial ne ( ade 2 and grade raepithelial neoplasia (ValN) grade grade 1 « Anal intraepithelial neoplasia (AIN) indicated in
d cancerous or dysplastic lesions; external genital lesions (including genital warts); and nt infection ARDASIL 9 is indicated to prevent the following dise:
5,52, and 58 al warts (condyloma acuminata) caus 6and 11. And o ions and the follc
DOSAGE AND ADMINISTRATION GARDASIL 9 should be a u ore u s d n n h 6 month
4 years of age, GARDASIL 9 can be administered according to a 2-dose schedule; the should be administered between 5 3 S ond vaccine dose is administered earlier than 5
inistered. CONTRAINDICATIONS GARDASIL 9 is con ed nts with 0 either GARDASIL 9 or GARDA: a he ina ents in n a ymptor
or GARDASIL should ot r further d ation with GARDASIL 9 may not ote a s recip v is not intended to b
al cancers; CIN, VIN, ValN, or AIN. This vac ga ata used by HPV. As with all injectable vaccines, appropriate medical treatment should always be readily available in aphylactic reactions following the administration
fainting) may follow a cina dy ated with falling, h rred after HPV vaccination. Therefore, efully observed for approximately 15 minutes after administr
ion to administer or delay vaccina f a Iy on the severity of the symptoms and their etiology. L ’ f and mild upper respiratory infection are not generally contraindications to vaccination.
e ody response to active immunization. Thromb any
er bleeding may o wing an intramusy ! accines Results from clinical studies mdu ate that GARDASIL 9 may be administered concomitantly (at a separate injection site) with
[Meningococcal (Groups A, C, Y mnw 135) Polysac To 0 ccinel, Adacel [Tetanus Toxoid, anmn Diphtheria Toxoid and Acellular Pertussis Vaccine Adsorbed (Tdap)], and Repevax [Diphtheria, Tetanus, Pertussis (acellular, component) and Pa\lum\,n\lt\s
(inactivated) Vaccine, (adsorbed, reduced 2 ona : s did not appe h immune responses to GARDASIL 9. U oids Immunosuppressive therapies, including irradiation, antimetabolite
oxic drugs, and used in g p duce the im to vaccin udies in pregnant women. NURSING MOTHERS GARDASIL 9 ma
a ildren young: . GERIATRIC USE The safety and effi
e diminished in immuno omised individuals. SIDE EFFECTS The safety of GARDASIL 9 luated in 7 cli
ste riences that were observed among recipients of either GARDASIL 9 or GARDASIL at a frequency of at least 1
discontinued due to adverse ex ces afte e. The safety a e A and DAS vomen, men, girls ys 21% Injectt e R 5 vaccination): Pain, Swolling, Erythema,

Pruritus, Bruising. >1% Systemic Adv ’ dache, Pyrex ess, ¢ by toni s llulitis, idiopathic thrombocytopenic purpura,
lymphadenopathy, hypersensitivity reactions including anaphylact eactions, bronchospasm, urticaria, acute disseminated encephalomyelitis, Guillain-Barré syndrome, arthralgia, myalgia, asthenia, chills and malaise. STORAGE Store refrigerated at 2 to 8°C (36 to 46°F). Do
from light. Discard the product if it is frozen, particulate: if it a)
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