Prescribing information and adverse event reporting can be found at the end of this document.

GARDASIL®9 (Human Papillomavirus 9-valent Vaccine [Recombinant,
adsorbed]) is indicated for active immunisation of individuals
from the age of 9 years against the following HPV diseases:
premalignant lesions and cancers affecting the cervix, vulva,
vagina and anus caused by vaccine HPV types and genital warts
(Condyloma acuminata) caused by specific HPV types.!

YOUR TRUSTED
RECOMMENDATION IS KEY TO
VACCINE CONFIDENCE.”

*This information was derived from studies conducted in high-income countries.
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HPV VACCINATION
FOR ADULTS

Recommending HPV vaccination today can help
protect your eligible adult patients against certain
HPV-related cancers and diseases, and it can all
start with your recommendation.**®
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THE WHY

YOUR RECOMMENDATION MATTERS
FOR ADULT PATIENTS

WHY

THE ROLE OF HEALTHCARE
PROFESSIONALS IS
CONSIDERED PARAMOUNT IN
MAINTAINING AND IMPROVING
HPV VACCINE UPTAKE.’

It has been estimated that UPTO8IN 10

sexually active people will get HPV at some point in their lives.5
HPV is usually transmitted through sexual contact.

ADULTS

For most people, HPV clears on its own. But for those who don’t
clear the virus, it can cause certain cancers and diseases.®

GARDASIL.9
Human Papillomavirus 9-valent Vaccine
5 (Recombinant, adsorbed)



THE WHAT

A RECOMMENDATION PROCESS

WHAT  :0ULD LOOK LIKE THIS

&8P & S & A8

1 IDENTIFY ELIGIBLE PATIENTS: 2 MAKE A CLEAR 3 IF THEY HAVE QUESTIONS,
Talk to your adult patients who might be RECOMMENDATION' EDUCATE FURTHER:

appropriate based on their immunisation history.

ADULTS

Start the conversation during a visit.

HPV MAY BE MORE COMMON THAN

| SEE THAT YOU | RECOMMEND YOU THINK.> HPV VACCINATION
HAVEN'T RECEIVED HPV VACCINATION CAN HELP PROTECT YOU AGAINST
YOUR HPV VACCINATION.! FOR YOU.! CERTAIN HPV-RELATED CANCERS

AND DISEASES.!

For most people, HPV clears on its own. But for those who don’t clear the virus, it can cause certain cancers and diseases.®

GARDASIL.9

Human Papillomavirus 9-valent Vaccine
(Recombinant, adsorbed)



THE HOW

How TO ADDRESS POTENTIAL QUESTIONS
$ =g

HOW IS THIS VACCINE STILL WHY DO WOMEN NEED WHY DO MEN NEED

VALUABLE FOR ADULTS? HPV VACCINATION? HPV VACCINATION?

wn
B
Men and women can be infected with HPV at HPV can cause certain There are no HPV-screening a
any point in their lives while sexually active.’ HPV-related cancers, including programs for men, and usually no <
(o) cervical, vaginal, vulvar, and symptoms of the virus, so HPV
40 - 60/0 anal cancers, as well as infection can remain undetected

genital warts.® in men. HPV can lead to certain
HPV-related anal cancer and
genital warts.®

Models consistently estimate that 40 — 60%
of HPV disease-causal infection occurred
after the age of 25.10-12

e Based on three registry-informed models
(US, Canada, England)

e Varies by screening practices and modelling
assumptions

HPV vaccination can help protect you from
certain HPV-related cancers and diseases
caused by types to which you have not
already been exposed.!®

For most people, HPV clears on its own. But for those who don't clear the virus, it can cause certain cancers and diseases.®
(J

GARDASIL.9
Human Papillomavirus 9-valent Vaccine
(Recombinant, adsorbed)



THE HOW

How TO ADDRESS POTENTIAL QUESTIONS
& @D WITH EFFECTIVE RESPONSES

CAN | GET GARDASIL®9
(HUMAN PAPILLOMAVIRUS
9-VALENT VACCINE

ISN'T THIS WHY SHOULD | GET

VACCINE ONLY HPV VACCINATION IF I'M

[RECOMBINANT, ADSORBED]) FOR ADOLESCENTS? IN A RELATIONSHIP?

IF I'VE ALREADY HAD HPV?

ADULTS

Yes. Most people will contract at

. GARDASIL®9 is indicated for HPV usually has no signs or
least one HPV type at some point
_ o - adolescents and adults, male symptoms, so you or your
in their lifetime through intimate _
) ) i or female, from ages 9 and up.! partner could have the virus
skin-to-skin contact with someone . : :
You can help prevent certain and not know it, and pass it on
who has HPV.> GARDASIL®9 can o : :
till hel - d HPV-related cancers and through intimate skin-to-skin
still help protect men and women
2l diseases with HPV vaccination.! contact. GARDASIL®9 can help

against certain HPV-related cancers

) protect you from certain cancers
and diseases caused by HPV

) and diseases caused by HPV.15
types to which they haven’t been

previously exposed.®

For most people, HPV clears on its own. But for those who don't clear the virus, it can cause certain cancers and diseases.®
(J

GARDASIL.9
Human Papillomavirus 9-valent Vaccine
(Recombinant, adsorbed)



WHEN YOUR PATIENTS SAY YES

THE SUMMARY

TO VACCINATION:

RECOMMENDATION ot vaceiaton seie, o provde et o
OF HPV VACCINATION | el phamasyoreie At cares e veceine
T 0 YO U R E L I G I B L E @ Schedule a follow-up appointment for the next dose.!
ADULT PATIENTS! IF YOUR PATIENTS SAY NO TO VACCINATION:

® Understand your patients’ reasons for declining

ADULTS

vaccination today.

® Make a note on your patients’ chart so it’s recorded for
their next visit. If possible, set a reminder to discuss
HPV vaccination.!

® Provide your patients with credible, patient-friendly
information they can take with them, so they can
feel empowered to make a decision on their own time.

GARDASIL.9
Human Papillomavirus 9-valent Vaccine
9 (Recombinant, adsorbed)




THE WHAT

Very common and common adverse
SAFETY PROFILE OF GARDASIL®9 S reactions to GARDASIL®9 were:

e Very common (>10%):
Injection-site pain, swelling, erythema,
and headache!

e Common (21% to <10%):
Dizziness, nausea, pyrexia, fatigue, and
injection-site pruritus and bruising?!

e Disclaimer: Not all adverse reactions are
listed here.

ﬂ GARDASIL®9 is contraindicated in
C individuals with hypersensitivity to
the active substances or to any

of the excipients.!

ADULTS

% Individuals with hypersensitivity after

-2 previous administration of GARDASIL®9
or GARDASIL/SILGARD® should not
receive GARDASIL®9.!

For the full list of adverse reactions, please refer to the local prescribing
information or full Summary of Product Characteristics (SmPC).

GARDASIL.9

Human Papillomavirus 9-valent Vaccine
10 (Recombinant, adsorbed)
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Please consult the full prescribing information before prescribing or delivering the product.
HPV = human papillomavirus.

PRESCRIBING INFORMATION FOR GARDASIL9

GARDASIL®9 (Human Papillomavirus 9-valent Vaccine (Recombinant, adsorbed)).

ABRIDGED PRODUCT INFORMATION Refer to Summary of Product Characteristics before prescribing. PRESENTATION Gardasil 9 is supplied as a single dose pre-filled syringe containing 0.5 millilitre of suspension. Each dose of
vaccine contains highly purified virus-like particles (VLPs) of the major capsid L1 protein of Human Papillomavirus (HPV). These are type 6 (30 mg), type 11 (40 mg), type 16 (60 mg), type 18 (40 mg), type 31 (20 mg), type 33 (20
mg), type 45 (20 mg), type 52 (20 mg) and type 58 (20 mg). INDICATIONS Gardasil 9 is a vaccine for use from the age of 9 years for the prevention of premalignant lesions and cancers affecting the cervix, vulva, vagina and anus
caused by vaccine HPV-types and genital warts (condyloma acuminata) caused by specific HPV types. The indication is based on the demonstration of efficacy of Gardasil 9 in males and females 16 to 26 years of age and on the
demonstration of immunogenicity of Gardasil 9 in children and adolescents aged 9 to 15 years. The use of Gardasil 9 should be in accordance with official recommendations. DOSAGE AND ADMINISTRATION /ndividuals 9 to and
including 14 years of age at time of first injection: Gardasil 9 can be 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. Gardasil 9 can be administered according to a 3-dose (0, 2, 6 months) schedule. The second dose should be administered at least
one month after the first dose and the third dose should be administered at least 3 months after the second dose. All three doses should be given within a 1-year period. Individuals 15 years of age and older at time of first injection:
Gardasil 9 should be administered according to a 3-dose (0, 2, 6 months) schedule. The second dose should be administered at least one month after the first dose and the third dose should be administered at least 3 months after
the second dose. All three doses should be given within a 1-year period. It is recommended that individuals who receive a first dose of Gardasil 9 complete the vaccination course with Gardasil 9. The need for a booster dose has not
been established. Studies using a mixed regimen (interchangeability) of HPV vaccines were not performed for Gardasil 9. Subjects previously vaccinated with a 3dose regimen of quadrivalent HPV types 6, 11, 16, and 18 vaccine
(Gardasil or Silgard), hereafter referred to as gHPV vaccine, may receive 3 doses of Gardasil 9. The use of Gardasil 9 should be in accordance with official recommendations. Paediatric population (children <9 years of age): The safety
and efficacy of Gardasil 9 in children below 9 years of age have not been established. No data are available. The vaccine should be administered by intramuscular injection. The preferred site is the deltoid area of the upper arm or in
the higher anterolateral area of the thigh. Gardasil 9 must not be injected intravascularly, subcutaneously or intradermally. The vaccine should not be mixed in the same syringe with any other vaccines and solution.
CONTRAINDICATIONS Hypersensitivity to any component of the vaccine including active substances and/or excipients. Individuals with hypersensitivity after previous administration of Gardasil 9 or Gardasil /Silgard should not
receive Gardasil 9. PRECAUTIONS AND WARNINGS In order to improve traceability of biological medicinal products, the name and batch number of the administered product should be clearly recorded. The decision to vaccinate an
individual should take into account the risk for previous HPV exposure and potential benefit from vaccination. As with all injectable vaccines, appropriate medical treatment and supervision should always be readily available in case of
rare anaphylactic reactions following the administration of the vaccine. The vaccine should be given with caution to individuals with thrombocytopaenia or any coagulation disorder because bleeding may occur following an
intramuscular administration in these individuals. Syncope, sometimes associated with falling, can occur before or after vaccination with Gardasil 9 as a psychogenic response to the needle injection. Vaccinees should be observed for
approximately 15 minutes after vaccination; procedures should be in place to avoid injury from faints. Vaccination should be postponed in individuals suffering from an acute severe febrile illness. However, the presence of a minor
infection, such as a mild upper respiratory tract infection or low-grade fever, is not a contraindication for immunisation. As with any vaccine, vaccination with Gardasil 9 may not result in protection in all vaccine recipients. Gardasil 9
will only protect against diseases that are caused by HPV types targeted by the vaccine. The vaccine is for prophylactic use only and has no effect on active HPV infections or established clinical disease. The vaccine has not been
shown to have a therapeutic effect and is not indicated for treatment of cervical, vulvar, vaginal and anal cancer, high-grade cervical, vulvar, vaginal and anal dysplastic lesions or genital warts. It is also not intended to prevent
progression of other established HPV-related lesions. Gardasil 9 does not prevent lesions due to a vaccine HPV type in individuals infected with that HPV type at the time of vaccination. Vaccination is not a substitute for routine
cervical screening. There are no data on the use of Gardasil 9 in individuals with impaired immune responsiveness. Safety and immunogenicity of a gHPV vaccine have been assessed in individuals aged from 7 to 12 years who are
known to be infected with human immunodeficiency virus (HIV). Individuals with impaired immune responsiveness, due to either the use of potent immunosuppressive therapy, a genetic defect, Human Immunodeficiency Virus (HIV)
infection, or other causes, may not respond to Gardasil 9. Long-term follow-up studies are currently ongoing to determine the duration of protection. There are no safety, immunogenicity or efficacy data to support interchangeability of
Gardasil 9 with bivalent or quadrivalent HPV vaccines. FERTILITY, PREGNANCY AND LACTATION There are insufficient data to recommend use of Gardasil 9 during pregnancy; therefore vaccination should be postponed until after
completion of pregnancy. The vaccine can be given to breastfeeding women. No human data on the effect of Gardasil 9 on fertility are available. SIDE EFFECTS Very common side effects include: erythema, pain and swelling at the
injection site and headache. Common side effects include: pruritus and bruising at the injection site, dizziness, nausea, pyrexia and fatigue. The post-marketing safety experience with gHPV vaccine is relevant to Gardasil 9 since the
vaccines contain L1 HPV proteins of 4 of the same HPV types. The following adverse experiences have been spontaneously reported during post-approval use of qHPV vaccine: urticaria, bronchospasm, idiopathic thrombocytopenic
purpura, acute disseminated encephalomyelitis, Guillain-Barré Syndrome and hypersensitivity reactions, including anaphylactic/anaphylactoid reactions. For a complete list of undesirable effects please refer to the Summary of
Product Characteristics. PACKAGE QUANTITIES Single pack containing one 0.5 millilitre dose pre-filled syringe with two separate needles. Legal category: POM Marketing authorisation number: EU/1/15/1007/002 (pre-filled syringe
with two separate needles). Marketing Authorisation holder: Merck Sharp & Dohme B.V., Waarderweg 39, 2031 BN Haarlem, The Netherlands. Date of revision: March 2023. © 2023 Merck & Co., Inc., Rahway, NJ, USA and its
affiliates. All rights reserved. Further information is available on request from: MSD, Red Oak North, South County Business Park, Leopardstown, Dublin 18 D18 X5K7 or from www.medicines.ie. PSUR PSUSA/00010389/202206

SELECT SAFETY INFORMATION

Adverse events should be reported. Reporting forms and information can be found at www.hpra.ie.
Adverse events should also be reported to MSD (Tel: 01-2998700)

Copyright © 2025 Merck & Co., Inc., Rahway, NJ, USA and its affiliates. All rights reserved. 6 MSD GARDAS] L@g

Registered Office: Red Oak North, South County Business Park, Leopardstown, Dublin D18 X5K7 Ireland. |IE-GSL-00205 | October 2025 Human Papillomavirus 9-valent Vaccine
For Healthcare Professionals Only. (Recombinant, adsorbEd)



