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AVAILABLE THROUGH VFC*

FLUCELVAX QUADRIVALENT is an inactivated vaccine indicated for active immunization
for the prevention of influenza disease caused by influenza virus subtypes A and types B
contained in the vaccine. FLUCELVAX QUADRIVALENT is approved for use in persons

6 months of age and older.

CONTRAINDICATIONS
Do not administer FLUCELVAX QUADRIVALENT to anyone with a history of severe
allergic reactions (e.g. anaphylaxis) to any component of the vaccine.

Please see Important Safety Information and accompanying full
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SEVERAL FACTORS MAY IMPACT
INFLUENZA VACCINE EFFECTIVENESS

Two that may play an important role include strain mismatch due
to antigenic drift or egg adaptation and characteristics of the
vaccine recipient, such as health status and age*”’

ANTIGENIC DRIFT

After vaccine strain selection, circulating influenza virus strains have
the potential to mutate, which can impact vaccine effectiveness.®

EGG ADAPTATION

A mismatch can also be introduced during egg-based influenza
vaccine production. In order for human viruses to grow well in eggs,
the hemagglutinin (HA) must adapt to bind to avian receptors.“¢’

For US influenza seasons 2010-2011 through 2019-2020%¢-1¢

A strain mismatch occurred in 6 of the 10
US influenza seasons

Half of them were caused by egg adaptation
in the vaccine strains during production

*Preliminary end of season estimates for the 2019-2020 influenza season by the Centers for Disease Control and Prevention




CELL-BASED INFLUENZA VACCINES
AVOID EGG ADAPTATION

Egg-Based

Egg adaptation occurs
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different from the WHO-selected strains.*?*

Some egg-adaptive mutations may cause HA to be antigenically
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CELL-BASED INFLUENZA VACCINES ARE
DESIGNED TO PRODUCE AN EXACT MATCH
TO THE WHO-SELECTED STRAIN*>*

WHO=World Health Organization
*Match to the WHO-selected strain(s) does not predict clinical effectiveness
SThese graphics provide a simplified overview of the egg-based and cell-based influenza vaccine production processes

'This depiction assumes the circulating strain matches the WHO-selected strain



FLUCELVAX® QUADRIVALENT (Influenza Voccme)
IS APPROVED FOR PATIENTS 6+ MONTHS'

Cell-based influenza vaccines are designed to Proven noninferior to FLUCELVAX® (Influenza
produce an exact match to the WHO -selected Vaccine) based on immunogenicity and
strains®* seroconversion for patients 4 years and older!
Efficacy of FLUCELVAX QUADRIVALENT was Do not administer FLUCELVAX

demonstrated in children and adolescents QUADRIVALENT to anyone with a history

2 through 17 years? of severe allergic reactions (eg, anaphylaxis)

) ) . to any component of the vaccine!
Proven noninferior to a US-licensed

comparator quadrivalent influenza vaccine FLUCELVAX QUADRIVALENT is free of eggs
based on immunogenicity and seroconversion and antibiotics?!
for patients 6 months through 3 years?

Presentation Carton NDC Syringe/Vial Label NDC

Pack of 10 x 0.5-mL
pre-filled syringes 70461-321-03 70461-321-04
(contain no preservative)

5-mL multi-dose vial

: . 70461-421-10 70461-421-11
(contains thimerosal)

REIMBURSED THROUGH
CPT CODES:

CPT=Current Procedural Terminology
Available through Vaccines for Children (VFC)

and reimbursed by Medicare Part B and most
major health plans*

*This information does not constitute a guarantee or warranty of coverage
benefits or reimbursement. Confirm availability with your state’s VFC program.

Please see Important Safety Information and accompanying
full US Prescribing Information for FLUCELVAX QUADRIVALENT.

For US Healthcare Professional Use Only
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FLUCELVAX®° QUADRIVALENT (Influenza Vaccine)
IMPORTANT SAFETY INFORMATION

INDICATION AND USAGE

FLUCELVAX QUADRIVALENT is an inactivated vaccine
indicated for active immunization for the prevention of
influenza disease caused by influenza virus subtypes

A and types B contained in the vaccine. FLUCELVAX
QUADRIVALENT is approved for use in persons 6 months of
age and older.

CONTRAINDICATIONS

Do not administer FLUCELVAX QUADRIVALENT to anyone
with a history of severe allergic reactions (e.g. anaphylaxis) to
any component of the vaccine.

WARNINGS AND PRECAUTIONS

If Guillain-Barré syndrome has occurred within 6 weeks
of receipt of a prior influenza vaccine, the decision to give
FLUCELVAX QUADRIVALENT should be based on careful
consideration of the potential benefits and risks.

Appropriate medical treatment and supervision must be

available to manage possible anaphylactic reactions following

administration of the vaccine.

Syncope (fainting) can occur in association with
administration of injectable vaccines, including FLUCELVAX
QUADRIVALENT. Syncope can be accompanied by transient

neurological signs such as visual disturbance, paresthesia, and
tonic-clonic limb movements. Procedures should be in place to

avoid falling injury and to restore cerebral perfusion following
syncope by maintaining a supine or Trendelenburg position.

After vaccination with FLUCELVAX QUADRIVALENT,
immunocompromised individuals, including those receiving
immunosuppressive therapy, may have a reduced immune
response.

Vaccination with FLUCELVAX QUADRIVALENT may not
protect all vaccine recipients against influenza disease.
ADVERSE REACTIONS

In children 6 months through 3 years of age who received
FLUCELVAX QUADRIVALENT, the most commonly reported
injection-site adverse reactions were tenderness (279%),

erythema (25.8%), induration (17.3%) and ecchymosis (10.7%).
The most common systemic adverse reactions were irritability

(279%), sleepiness (269%), diarrhea (179%) and change of
eating habits (174%).

In children 2 through 8 years of age who received FLUCELVAX

QUADRIVALENT, the most commonly reported injection-
site adverse reactions were tenderness (28.7%), pain (279%)
and erythema (21.3%), induration (14.9%) and ecchymosis
(10.0%). The most common systemic adverse reactions
were sleepiness (149%), headache (13.8%), fatigue (13.8%),
irritability (13.8%) and loss of appetite (10.6%).

FLUCELVAX QUADRIVALENT is a registered trademark of Seqgirus UK Limited or its affiliates.

Seqirus USA Inc., 25 Deforest Avenue, Summit, NJ 07901, USA
©2021 Seqirus USA Inc. November 2021 USA-QIVc-21-0128

In children and adolescents 9 through 17 years of age who
received FLUCELVAX QUADRIVALENT, the most commonly
reported injection-site adverse reactions were injection site
pain (21.7%), erythema (17.2%) and induration (10.5%). The
most common systemic adverse reactions were headache
(18.1%) and fatigue (17.0%).

In adults 18 through 64 years of age who received
FLUCELVAX QUADRIVALENT, the most commonly reported
injection-site adverse reactions were pain (454%),
erythema (134%) and induration (11.6%). The most common
systemic adverse reactions were headache (18.7%)), fatigue
(17.8%) and myalgia (15.4%).

In adults =65 years of age who received FLUCELVAX
QUADRIVALENT, the most commonly reported injection-
site adverse reactions were pain (21.6%) and erythema
(119%).

To report SUSPECTED ADVERSE REACTIONS, contact
Segqirus at 1-855-358-8966 or VAERS at 1-800-822-7967

or www.yaers.hhs.gov.

Before administration, please see the full US Prescribing
Information for FLUCELVAX QUADRIVALENT.

FLUCELVAX © QUADRIVALENT is a registered trademark of
Seqirus UK Limited or its affiliates.
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