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Fluenz.

nasal spray suspension
influenza vaccine
(live attenuated, nasal)

Post Administration Information

Facts about Fluenz®
nasal spray suspension Influenza vaccine (live attenuated, nasal)

Fluenz is indicated for active immunisation for the prevention of influenza disease in children and adolescents
from 2 years to less than 18 years of age. Fluenz should be used in accordance with official recommendations.

Adverse events should be reported. Reporting forms and information can be found at
www.mhra.gov.uk/yellowcard or search for MHRA Yellow Card in the Google Play or Apple
App Store. Adverse events should also be reported to AstraZeneca by visiting
https://lcontactazmedical.astrazeneca.com or by calling 0800 783 0033.
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Summary of the safety profile’

Safety data regarding use of Fluenz are based on data from Fluenz clinical studies in over 29,000 children
and adolescents 2 to 17 years of age, Fluenz post-authorisation safety studies in over 84,000 children

and adolescents 2 to 17 years of age, and data from Fluenz Tetra (influenza vaccine-live attenuated, nasal)
clinical studies in over 2,000 children and adolescents 2 to 17 years of age. Additional experience has
occurred with marketed use of Fluenz and Fluenz Tetra.

In clinical studies, the safety profile of Fluenz and Fluenz Tetra were similar.

What side effects can occur with Fluenz?'

As with most vaccines, appropriate medical treatment and supervision should always be readily
available to manage an anaphylactic event or serious hypersensitivity event following the
administration of Fluenz.

Adverse reactions associated with Fluenz are:

Very common (=1/10) Common (=1/100 to <1/10)
Nasal congestion / rhinorrhoea, decreased Pyrexia, myalgia, headache
appetite, malaise

Uncommon (=1/1,000 to <1/100) Very rare (<1/10,000)
Epistaxis, rash and hypersensitivity reactions Anaphylactic reactions
(including facial oedema, urticaria)

Not known:
Syncope, Guillain-Barreé syndrome,
exacerbation of symptoms of Leigh syndrome (mitochondrial encephalomyopathy)

For more detailed information on adverse reactions, please refer to the SmPC.

Adverse events should be reported. Reporting forms and information can be found at
www.mhra.gov.uk/yellowcard or search for MHRA Yellow Card in the Google Play or Apple App Store.
Adverse events should also be reported to AstraZeneca by visiting
https://contactazmedical.astrazeneca.com or by calling 0800 783 0033.
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Vaccine effectiveness

Due to the changing nature of influenza viruses, the World Health Organisation (WHO) monitors their
epidemiology worldwide and makes recommendations on the strains to be included for the forthcoming
winter (for both the northern and southern hemispheres); influenza vaccines are then manufactured
using virus strains which are in line with these recommendations.?3

The effectiveness of influenza vaccines varies from year to year, depending on variables such as the
closeness of the match between the composition of a vaccine and the circulating strains, the type

of vaccine and the age of the individual being vaccinated.? In the 2022-2023 season, the vaccines
effectiveness against hospitalisation following an emergency department visit was shown to be 64%;
see the annual influenza report for more information.*

The UKHSA continues to recommend the nasal spray influenza vaccine as part of the childhood fiu
National Immunisation Programme.?
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PRESCRIBING INFORMATION

FLUENZ® nasal spray suspension Influenza vaccine (live,
nasal)

Consult Summary of Product Characteristics (SmPC)
before prescribing.

Indication: Fluenz is indicated for active immunisation for the
prevention of influenza disease in individuals 2 years to less
than 18 years of age. Fluenz should be used in accordance with
official recommendations.

Presentation: Nasal spray, suspension.

Dosage and Administration: 0.2ml| (administered as O.Iml
in each nostril). Children 2 to 8 years of age not previously
vaccinated against seasonal influenza should be given a
second dose after an interval of at least 4 weeks. Should not
be used in individuals below 2 years of age because of safety
concerns regarding increased rates of hospitalisation and
wheezing in this population. Nasal administration only. Do not
inject Fluenz.

Contraindications: Hypersensitivity to the active substances,
any of the excipients, gentamicin (a possible trace residue).
Severe allergic reaction (e.g. anaphylaxis) to eggs or to
egg proteins (e.g. ovalbumin). Individuals who are clinically
immunodeficient due to conditions or immunosuppressive
therapy: (such as acute and chronic leukaemias; lymphoma;
symptomatic HIV infection; cellular immune deficiencies; and
high-dose corticosteroids). Not contraindicated for use in
individuals with asymptomatic HIV infection; or individuals
who are receiving topical/inhaled corticosteroids or low-dose
systemic corticosteroids or those receiving corticosteroids
as replacement therapy, e.g. for adrenal insufficiency.
Contraindicated in individuals younger than 18 years of age
receiving salicylate therapy because of the association of
Reye’s syndrome with salicylates and wild-type influenza
infection.

Warnings and Precautions: Clearly record nhame and batch

number of administered product to improve traceability.
Medical treatment and supervision should always be readily
available in case of an anaphylactic or serious hypersensitivity
event following administration. Not to be used in individuals
with severe asthma or active wheezing because these
individuals have not been adequately studied in clinical
studies. Administration of Fluenz should be postponed in
individuals suffering from severe acute febrile illness, acute
infection or nasal blockage. The presence of a minor infection
and/or low-grade fever, or mild symptoms of a common cold
without nasal blockage should not result in the deferral of
vaccination. Vaccine recipients should be informed that
Fluenz is an attenuated live virus vaccine and has the potential
for transmission to immunocompromised contacts. Vaccine
recipients should attempt to avoid close association with
severely immunocompromised individuals (e.g. bone marrow
transplantrecipientsrequiringisolation) for 1-2 weeks following
vaccination. Where contact is unavoidable, the potential risk
of transmission of the influenza vaccine virus should be
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weighed against the risk of acquiring and transmitting wild-
type influenza virus. The effectiveness of Fluenz preventing
influenza disease in immunocompromised individuals has not
been evaluated. No data exists regarding the safety in children
with unrepaired craniofacial malformations.

Drug Interactions: Fluenz must not be administered to
individuals receiving salicylate therapy. Salicylates must not
be used for 4 weeks following vaccination unless medically
indicated. Fluenz can be administered concomitantly with live
attenuated vaccines: measles, mumps, rubella, varicella and
orally-administered poliovirus. Co-administration of Fluenz
with inactivated vaccines has not been studied. Concurrent
use with antiviral agents active against influenza A and/or
B viruses has not been evaluated. Based upon the potential
for influenza antiviral agents to reduce the effectiveness of
Fluenz, it is recommended not to administer the vaccine until
48 hours after the cessation of influenza antiviral therapy.
Administration of influenza antiviral agents within two weeks
of vaccination may affect the response of the vaccine.
Revaccination should be considered if influenza antiviral
agents and Fluenz are administered concomitantly.

Pregnancy and Lactation: Not recommended during

pregnancy. Should not be used during breast-feeding. No data
on the effects of Fluenz on male and female fertility.

Undesirable Events: Consult SmPC for full list of side effects.
Very common: decreased appetite, nasal congestion/
rhinorrhoea, malaise. Common: headache, myalgia, pyrexia.
Uncommon: hypersensitivity reactions (including facial
oedema, urticaria), epistaxis, rash. Very rare: reports
of anaphylactic reactions. Not known: syncope, Guillain,
exacerbation of symptoms of Leigh syndrome (mitochondrial
encephalomyopathy) have also been observed in the
post-marketing setting.

Legal Category: POM.
Marketing Authorisation Number: PLGB 17901/0378

Presentation & Basic NHS cost: Fluenz nasal spray
suspension pack of 10: £180.00

Busin R nsible for I n ly / Further
information: AstraZeneca UK Limited, 2 Pancras Square,
8t Floor, London, N1C 4AG, UK.

FLUENZ is a trademark of the AstraZeneca group of companies.

Date of preparation: 08/2026 INF 25 0010

Adverse events should be reported.

Reporting forms and information can be found at
https://yellowcard.mhra.gov.uk/ or search for MHRA Yellow
Cardin the Google Play or Apple App Store.
Adverse events should also be reported to AstraZeneca
by visiting https:/contactazmedical.astrazeneca.com
or by calling 0800 783 0033.
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