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Influenza vaccination programme 2020 to
2021 and control measures to prevent the
spread of the SARs-CoV-2

The flu vaccination programme for the 2020 to 2021 flu season has been extended, with
more groups eligible to receive flu vaccine than in previous years. As Coronavirus
Disease 2019 (COVID-19) is likely to be co-circulating with flu, protecting thgge at high
risk of flu, who are also those most vulnerable to hospitalisation as a resti&oVID-

coronavirus 2 (SARS-CoV-2) such as shielding and social distancing y#ll mean that
delivering the flu vaccine this year will be more challenging as\xa cines are likely to
be delivered in a very different way than in previous years. munisers will need to
wear the recommended personal protective equipment In keeping with the
current advice from the government when delivering t vaccine.

This information document will focus specificag ONl tional flu programme
o

19, is vitally important.
Control measures to prevent the spread of severe acute respirato‘y}%)me

recommendations for the 2020 to 2021 flu sea separate information document is
available for the childhood flu programme ver, those involved in delivering this
year’s flu vaccine programme should e @at they are aware of the specific
guidance that they should follow in 0@ safely and effectively deliver flu vaccines
during the ongoing COVID-19 pa%l . This includes, but is not limited to, guidance
on PPE and infection preven§ control measures.

Please ensure that you fe éﬂational flu immunisation programme 2020 to 2021
letters available on th& nnual flu programme webpage

(www.gov.uk/gover ollections/annual-flu-programme)

In addition to ing key information about this year’s flu programme, these letters
also contain links to the relevant coronavirus-related guidance. It is recommended that
you regularly check the PHE Annual flu programme webpage during the flu
vaccination period as any further information that becomes available about the
flu vaccination programme will be published there. Any further programme updates
will also be reported in Vaccine Update so please ensure that you subscribe using this
link: New subscribers.


https://www.gov.uk/government/collections/annual-flu-programme
https://www.gov.uk/government/collections/annual-flu-programme
https://www.gov.uk/government/collections/annual-flu-programme
https://public.govdelivery.com/accounts/UKHPA/subscribers/new?preferences=true
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Background and 2020 to 2021
programme summary

The seasonal influenza vaccination programme was introduced in England during the
late 1960s to protect those in clinical risk groups. These groups were found to be at
higher risk of influenza associated morbidity and mortality. Since then, the programme
has been extended to include all those aged 65 years and over (in the year 2000) and
pregnant women (in 2010). In 2013, a phased programme commenced to OK

influenza vaccine to all children from 2 years of age.
%

All those who were eligible for the NHS-funded flu vaccination pro ring
2019/20 remain eligible during 2020/21. However, in light of the rigk and COVID-
19 co-circulating this winter, the following groups are also elig%o ceive NHS-
funded flu vaccine during the 2020/21 flu season: 6

e household contacts of those on the NHS shielded ist (Coronavirus (COVID-
19): Shielded patients list - NHS Digital)

e children of school year 7 age in secondary?gvb‘(aged 11 on 31 August 2020)

e health and social care workers employed th direct payment and /or personal
health budgets to deliver domiciliary cw atients and service users

t

Following prioritisation of eligible rish@ps (as above) during the first three months of
the flu vaccination programme ( @ ov 2020) and procurement of additional flu
vaccine supplies, the offer o ivated influenza vaccine is being extended to all
adults aged 50-64 years o 1 December 2020.

.
The vaccine recom %ﬁons for the 2020 to 2021 flu season were first described in the
National flu imgu jon programme 2020 to 2021 letter: update (August 2020). These
recommendations Mave been updated in November 2020 and will be published in the

Statement of amendments to the annual flu letter on the PHE Annual flu programme webpage.
These are summarised below:

o atrisk children aged 6 months to 2 years: offer egg grown quadrivalent influenza
vaccine (QlVe)

o atrisk children aged 2 years up to 18" birthday: offer live attenuated influenza
vaccine (LAIV) unless contraindicated*

e aged 2 and 3 years on 31 August 2020, all primary school aged children and
those in year 7 (ages 4 to 11 on 31 August 2020): offer LAIV unless
contraindicated* **


https://digital.nhs.uk/coronavirus/shielded-patient-list
https://digital.nhs.uk/coronavirus/shielded-patient-list
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/907149/Letter_annualflu_2020_to_2021_update.pdf
https://www.gov.uk/government/collections/annual-flu-programme
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e atrisk adults aged 18 to 64 year olds, including pregnant women, HCWs and
carers: offer the QIVc or QIVr (Flublok Quadrivalent)*** or if these are not available
at the point of vaccine delivery, one of the QlVe vaccines

e ‘Healthy’ adults aged 50 to 64 years (not in at risk groups, from 15t December
2020): QlVc, or QIVr (Flublok Quadrivalent)*** or if these are not available at the
point of vaccine delivery, one of the QlVe vaccines

e aged 65 years and over (including those who become 65 before 31 March
2021): offer adjuvanted trivalent influenza vaccine (aTIV) or QIVc if aTIV is
unavailable

* Where a recommended vaccine is contraindicated, immunisers should foll@y the
recommendations in the summary table of Appendix B in the second (u e) INter detailing
the national flu immunisation programme.

** A supply of inactivated influenza vaccine for children whose pa ct to the porcine
gelatine content of Fluenz Tetra (LAIV) is now available to order by eral Practice and
school aged immunisation teams via ImmForm. The vaccine iJuartx® Tetra, manufactured by
GlaxoSmithKline. This vaccine is also available to order for n in clinical risk groups. See
Statement on the childhood flu programme: the alternati to live attenuated Influenza

vaccine (LAIV) %

*** The MHRA have provided a statement on Flu rivalent vaccine: Flublok vaccine
given authorisation for temporary supply in th eet public health need. This is published
on their website as is The Public Assessment R€port (PAR) and the Patient Information Leaflet
(PIL) for the vaccine. See page 14 for mc@‘o ation about this vaccine.

The requirements of the influenza va@'ion programme are set out in the following key

documents: &

1. The annual flu left 0 2021" and the National flu immunisation programme 2020
to 2021 Ietter:.u&ﬁ rovides detailed information to support the successful
implemenigi e programme

2. Directed Enhanced Service Specification Seasonal influenza and pneumococcal
polysaccharide vaccination programme 2020/21? (updated November 2020) describes
the services to be provided by GP practices delivering the programme in England. It sets
out all eligible groups for vaccination (apart from those aged two and three on 31 August

Department of Health, Public Health England, NHS England. The national flu immunisation programme 2020/21. 14 May
2020. Available at: www.gov.uk/government/publications/national-flu-immunisation-programme-plan
2 NHS England. Directed Enhanced Service Specification - Seasonal influenza and pneumococcal polysaccharide vaccination programme

2020/21.Available at: www.england.nhs.uk/publication/directed-enhanced-service-specification-seasonal-influenza-and-pneumococcal-
polysaccharide-vaccination-programme-2020-21/
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https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/907149/Letter_annualflu_2020_to_2021_update.pdf
https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan/statement-on-the-childhood-flu-programme-the-alternative-offer-to-live-attenuated-influenza-vaccine-laiv-xx-november-2020
https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan/statement-on-the-childhood-flu-programme-the-alternative-offer-to-live-attenuated-influenza-vaccine-laiv-xx-november-2020
https://www.gov.uk/government/news/flublok-vaccine-given-authorisation-for-temporary-supply-in-the-uk-to-meet-public-health-need
https://www.gov.uk/government/news/flublok-vaccine-given-authorisation-for-temporary-supply-in-the-uk-to-meet-public-health-need
https://products.mhra.gov.uk/search/?search=flublok&page=1
https://products.mhra.gov.uk/search/?search=flublok&page=1
https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/907149/Letter_annualflu_2020_to_2021_update.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/907149/Letter_annualflu_2020_to_2021_update.pdf
https://www.england.nhs.uk/publication/directed-enhanced-service-specification-seasonal-influenza-and-pneumococcal-polysaccharide-vaccination-programme-2020-21/
https://www.england.nhs.uk/publication/directed-enhanced-service-specification-seasonal-influenza-and-pneumococcal-polysaccharide-vaccination-programme-2020-21/
https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan
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2020). Itincludes eligible frontline health and care workers working in residential care
and nursing homes, domiciliary care providers and the voluntary managed hospice
sector.

3. Enhanced Service Specification: Childhood seasonal influenza vaccination programme
2020/213 describes the services to be provided by GP practices for children aged 2 and
3 but not 4 years on 31 August 2020.

4. Community Pharmacy Seasonal Influenza Vaccination Advanced service specification
for 2020/21. Community pharmacies offering a flu vaccination serwc adults are
required to offer this service in accordance with the service specifj |o

5. Green Book Influenza chapter provides information on |nfluen e, epidemiology,
the vaccines and the vaccination programme. This chapte SN ated on 29 October
2020 to included details on QIVr (Flublok Quadrlvalent

Additional resources to support the implementation of the %mme include template
letters, leaflets, posters, a training slide set and an e-l programme, all of which
can be found on the Annual flu programme page of§ V.UK website. This will be

updated to include a leaflet for the expansion §5 4 year olds.
Any updates to the flu programme are alsgaQubl®hed in the monthly PHE publication
Vaccine Update. SQ

The information in this document %es on the inactivated influenza vaccine. A
separate document containi tion for healthcare practitioners on the childhood
programme (The national ch @. od flu immunisation programme 2020 to 2021:
information for health tltloners) is also available.

Influenz$\

Influenza is a highly infectious, acute viral respiratory tract infection which has a usual
incubation period of 1 to 3 days. Patients can experience sudden onset of symptoms
such as dry cough, headache, fever and extreme fatigue.

3 NHS England. Enhanced Service Specification — Childhood seasonal influenza vaccination programme 2020/21 Available at:
www.england.nhs.uk/wp-content/uploads/2020/03/20-21-V1003-Childhood-Flu-Final-Version.pdf
8


https://www.england.nhs.uk/wp-content/uploads/2020/03/20-21-VI003-Childhood-Flu-Final-Version.pdf
https://www.england.nhs.uk/wp-content/uploads/2020/03/20-21-VI003-Childhood-Flu-Final-Version.pdf
http://www.england.nhs.uk/publication/community-pharmacy-seasonal-influenza-vaccine-service/
http://www.england.nhs.uk/publication/community-pharmacy-seasonal-influenza-vaccine-service/
https://www.gov.uk/government/publications/influenza-the-green-book-chapter-19
https://www.gov.uk/government/collections/annual-flu-programme
https://www.gov.uk/government/collections/vaccine-update
https://www.gov.uk/government/publications/childhood-flu-programme-qa-for-healthcare-professionals
https://www.gov.uk/government/publications/childhood-flu-programme-qa-for-healthcare-professionals
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There are 3 types of influenza virus which affect humans: types A, B and C. Types A

and B are responsible for most disease. Influenza is spread by droplets, aerosol or

through direct contact with the respiratory secretions of someone with the infection. For
otherwise healthy individuals, it is an unpleasant but usually self-limiting disease with
recovery occurring within 2 to 7 days. However, more serious illness may occur in

children under six months, pregnant women, those aged over 65 years and those with
underlying health conditions. These groups are at higher risk of developing severe disease or
complications such as bronchitis or secondary bacterial pneumonia, or otitis media in children.

Further information on influenza infection is included in the Green Book Influenza

chapter and on NHS.UK. \

Influenza vaccination programm\ef]/

9

The purpose of the influenza vaccination programme i @tect those most at risk of
developing severe disease or complications or from \f they develop the infection.

Individuals not eligible for vaccination will ben% reduced circulation in the
community gained through the childhood fly vackination programme and infants under
the age of six months will benefit from pg¥giv® protection if their mother received the
vaccine during pregnancy*.

Vaccination of eligible indivi %Id commence as soon as stock of the
recommended vaccine is av and given in sufficient time to ensure patients are
protected before flu st cAUTating. However, eligible patients can be offered
influenza vaccine a ¥t in the flu season and the enhanced service specification
for flu includes p or vaccines given up until 31 March 2021.

Vaccine eligibility

In 2020/21, flu vaccination will be offered under the NHS flu vaccination programme to
the following groups:

e all children aged 2 to 11 (but not twelve years or older) on 31 August 2020
e people aged 65 years or over (including those who become 65 by 31 March
2021)


https://www.gov.uk/government/publications/influenza-the-green-book-chapter-19
https://www.gov.uk/government/publications/influenza-the-green-book-chapter-19
https://www.nhs.uk/conditions/flu/
http://www.england.nhs.uk/publication/directed-enhanced-service-specification-seasonal-influenza-and-pneumococcal-polysaccharide-vaccination-programme-2020-21/
http://www.england.nhs.uk/publication/directed-enhanced-service-specification-seasonal-influenza-and-pneumococcal-polysaccharide-vaccination-programme-2020-21/

The national influenza immunisation programme 2020 to 2021:
Inactivated influenza vaccine - Information for healthcare practitioners

¢ all those in aged from 6 months to less than 65 years of age in a clinical risk
group such as those with:
o chronic (long-term) respiratory disease, such as severe asthma, chronic
obstructive pulmonary disease (COPD) or bronchitis
chronic heart disease, such as heart failure
chronic kidney disease at stage 3, 4 or 5
chronic liver disease
chronic neurological disease, such as Parkinson’s disease or motor
neurone disease
learning disability
diabetes

splenic dysfunction or asplenia \

a weakened immune system due to disease (such as %or
treatment (such as cancer treatment) ’_@

o morbid obesity? (defined as BMI of 40 and above) (}

¢ all pregnant women, including those who become predant during the delivery

of the influenza programme
e household contacts of those on the NHS shielde@tents list or of

immunocompromised patients g
e people living in long-stay residential care @ other long-stay care facilities
¢ those in receipt of carers allowance ov e the main carer of an older or
disabled person
¢ health and social care staff empl@by a registered residential care/nursing

home or registered domiciliar rovider who are directly involved in the
care of vulnerable patient s who are at increased risk from exposure to

o O O O

O O O O

influenza

¢ health and social cag&, employed by a voluntary managed hospice
provider, who \ involved in the care of vulnerable patients/clients who
are at increasxs f exposure to influenza

e health a M are workers employed through direct payments (personal
budge r Personal Health Budgets, such as Personal Assistants, to
deliver domMciliary care to patients and service users

In the 2020 to 2021 flu vaccine programme, flu vaccination will also be offered to all
those aged between 50 and 64 years from 1 December 2020, following the prioritisation
of other eligible groups.

Further details of those eligible to receive the NHS-funded flu vaccine can be found in

Chapter 19 of the Green BookError! Bookmark not defined. gnd in the Annual flu letter for
2020/211.

10
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https://www.gov.uk/government/publications/influenza-the-green-book-chapter-19
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Inactivated influenza vaccine
recommendations

For the 2020 to 2021 flu season, in response to evidence about the currently available
influenza vaccines, the Joint Committee on Vaccination and Immunisation (JCVI) have
made the following recommendations* for the different patient groups:

Adults 65 years of age and over
For vaccination of those aged 65 years and over in the 2020/21 flu se SWVI
advises the use of the following inactivated vaccines: 6

e adjuvanted trivalent influenza vaccine (aTlV) %:L

e cell-based quadrivalent influenza vaccine (QlIVc) if aTIV % vailable

aTlV should be offered ‘off label’ to those aged 64 ye Qwill become 65 before 31
March 2021. Q

The current available evidence indicates addit?%enefit from aTIV in those aged 65

years and over, compared with standard e e§g-cultured inactivated trivalent and

quadrivalent vaccines (TIVe/QlVe), and %Weigh the potential additional benefits of a

second B strain in a quadrivalent egg re vaccine. The quadrivalent influenza cell-

culture vaccine (QIVc) however, i@s dered suitable for use in this age group if aTIV

is not available. a&

At risk adults (incly@egnant women) aged under 65 years

At risk adults age 0 65 years should be offered:

e cell-based quadrivalent influenza vaccine (QlVc)

e recombinant quadrivalent influenza vaccine (QIVr) as an alternative to QlVc

e egg-grown quadrivalent influenza vaccine (QlVe) if QIVc or QIVr are not available at
the point of delivery

Evidence from recent flu seasons indicates a clear additional benefit from the use of
quadrivalent flu vaccines in those under 65 years of age in a clinical risk group

4 Joint Committee on Vaccination and Immunisation. Advice on influenza vaccines for 2020/21. Published September 2019. Available at:
www.gov.uk/government/groups/joint-committee-on-vaccination-and-immunisation#influenza-vaccines-jcvi-advice

11
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compared with trivalent flu vaccines. Limited evidence also shows there is a potential
advantage to using cell-cultured flu vaccines compared with egg-cultured flu vaccines,
due to the possible impact of ‘egg-adaption’ on vaccine effectiveness, particularly
against A(H3N2) strains. However, quadrivalent egg-culture inactivated vaccine (QlVe)
can also be given to this age group.

Children in clinical risk groups for whom live flu vaccine (LAIV) is contraindicated

Children aged from 2 years to less than 18 years are recommended to receive the
quadrivalent live attenuated influenza vaccine (LAIV) unless contraindicated,

As LAIV is not licenced for use in those aged 6 months to 2 years, eligi ’%
children are recommended to receive an age appropriate inactivated% lent

influenza vaccine (injected). QIVe will be centrally supplied for th en and for
children in risk groups for whom LAIV is contraindicated or otl-grw’is suitable.

If LAIV is contraindicated or otherwise unsuitable, the folk)é lternatives should be

offered:
e children less than 9 years of age should be giv@ubrivalent influenza egg-culture

vaccine (QlVe) Y\

e children aged 9 years and over should be gi%en Quadrivalent influenza cell-culture
vaccine (QlIVc). If QlVc is unavailablg should be offered. (QlIVe can be offered
to the small number of children a ears and over who are contraindicated to
receive LAIV and who are sch to be vaccinated in the school setting).

Children aged 9 years and o access flu vaccine through general practice should
ideally be offered the the practice’s locally procured vaccine stocks. GP
practices offering QY. se children will be reimbursed by NHS England and NHS
Improvement (N WWhere QIVc vaccine is unavailable, practices can either offer
QIVe ordered h lmmForm from centrally purchased supplies (not reimbursed), or
their own locally procured QIVe which will be reimbursed by NHSE/I.

Quadrivalent influenza vaccines

Quadrivalent influenza vaccines (QIV) contain two influenza A strains and the two main
influenza B strains. By including both B strains, they should provide better protection in
seasons when the circulating influenza B strain is not well matched to the single B strain
contained in the previously used non-adjuvanted, standard-dose trivalent vaccines
(TIV).

12
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As influenza B is relatively more common in children than older age groups, the main
clinical advantage of quadrivalent vaccines is in childhood. The use of the quadrivalent
LAIV in children should not only protect the age group where flu infection is most
common but additionally, by preventing transmission from children to others, it also
reduces circulation of influenza B across the whole population and thus indirectly
protects them.

However, modelling suggests that, even with a fully established flu programme in
children of primary school age, there is still benefit from using QIV in adults under 65
years of age in clinical risk groups, pregnant women and healthcare workers.

Quadrivalent flu vaccines may be either egg-grown or cell-based. (L\

Egg-grown quadrivalent influenza vaccine (QlVe)

The egg-grown quadrivalent influenza vaccine (QIVe) protec
two A types and both B types. Because it contains both B it is recommended for
people aged under 65 years in clinical risk groups sincg&&cg¥ating flu B strain(s) are
more likely to affect this younger patient group co% older people.

gg@'nst four strains of flu:

Cell-based quadrivalent influenza vaccinE (QlVc)

The cell-based quadrivalent influenz&ine (QlIVc), Flucelvax Tetra, was first used in
the UK for the 2019 to 2020 flu seﬁ. reviously, virtually all flu vaccines had been
cultured in fertilised chicken when flu vaccine viruses are grown this way, the
viruses adapt to live in the e is can lead to changes in the viruses during the
manufacturing proces I eans the egg-derived virus used in the vaccine is then
not a complete anti & tch to the original wild-type strain recommended by the
WHO. This mea ccine virus may not match the circulating flu strain as closely
and the vaccin uced may therefore not be as effective. Although this ‘egg
adaptation’ has been known about for a long time, it has become more of a problem in
the last decade, particularly for the A(H3N2) virus which appears to be more affected by
egg adaptation than the other flu A and B viruses.

The cell-based vaccine manufacturing process used to make the quadrivalent cell-
based flu vaccine Flucelvax, uses the Madin-Darby Canine Kidney (MDCK) cell line to
grow the influenza virus. The original cells in this cell line were taken by Madin and
Darby from the kidney tubule of an adult dog in 1958. This is the cell line that is still
used today so the cell-based manufacturing process does not require any new cells to
be taken. The MDCK cell line is used because the influenza virus grows well in it, it is
able to produce high volumes of flu virus for use in vaccines and the influenza virus

isolated following culture in these cells retains the antigenic properties of the original
13
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strain. This method of vaccine virus production should result in the vaccine virus being a
closer match to the wild-type circulating flu viruses. After the vaccine viruses are grown,
they are highly purified in a purification process that removes the cell culture materials.
This means that it is unlikely that any cell culture material remains in the vaccine.

Recombinant quadrivalent influenza vaccine (QIVr)

Flublok Quadrivalent is a quadrivalent flu vaccine made using recombinant DNA technology. It
does not require the use of, or growth of flu virus during the manufacturing process which
means that the antigen in the vaccine cannot adapt or mutate and should th fore be an exact
match to the flu A and B strains contained in the vaccine. It also contain es the
amount of flu virus antigen contained in the other flu vaccines current %, the UK in order
to enhance the immune response made to it.

To make recombinant vaccine, the manufacturers take the DNA (%c instructions) for
making the surface protein, haemagglutinin, found on flu wrusy\%s haemagglutanin DNA is
then combined with a baculovirus (a virus that infects invert This results in a
‘recombinant” virus. The role of the baculovirus is to hel ort the DNA instructions for

making the haemagglutinin antigen into a host cell. O recombinant virus enters the host
cell line (an insect cell line in which the baculovirus ell), it instructs the cells to rapidly

produce the haemagglutinin antigen. This antigen in bulk, collected, purified, and then
packaged as recombinant flu vaccine. When t%@

Cine is injected, the haemagglutinin antigen
in it triggers the immune system to create antib&lies that specifically target the flu virus.

Quadrivalent are similar to those se wing vaccination with other flu vaccines (injection
site tenderness, headache, fatigu@scle ache and joint pain). Flublok Quadrivalent can be
given to people aged 18 yeang &gdWbove but for the 2020/21 flu season in the UK, it is
recommended that it should o@ ecifically offered to people aged under 65 years old.

The type and rates of local and syst%@ions following vaccination with Flublok

Flucelvax Tetra and & uadrivalent are widely used in the US and in multiple European
countries. Flucelva #st approved for use in the US in 2012 and Flublok was approved in
ot required to grow the flu virus, cell-based flu vaccines contain no egg
contain any live virus, antibiotics or gelatin.

and they also do

Further information on how cell-based and recombinant flu vaccines are made is available at:
www.cdc.gov/flu/prevent/how-fluvaccine-made.htm

Trivalent influenza vaccines

As there is increasing evidence of the limited effectiveness of non-adjuvanted, standard-
dose egg-based influenza vaccines in older people, they are not recommended to be
used in any age or clinical risk group for the 2020/21 influenza season.
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High dose trivalent influenza vaccines

A high dose trivalent influenza vaccine containing four times the amount of antigen
contained in standard-dose inactivated flu vaccines is available but due to the higher
cost of this vaccine, it is not commissioned by NHSE/I and will not be reimbursed by
NHSE/I in 2020/21.

Adjuvanted trivalent influenza vaccines

Adjuvanted vaccines are vaccines that have a substance added to them to gghance the
immune response made. More information can be found in the section o IUNpza
vaccine components below.

An adjuvanted trivalent inactivated influenza vaccine (aTIV), was ﬁb@ for use in
those aged 65 years and older in the UK in 2017 and has beeggvide§f used in the past
two flu seasons. The aTlV has been licensed in some countg %Europe since 1997
and in the USA since 2015. It has been used for 20 years %used in over 20
countries.

Published data indicates that aTlV has higher¢ n@e!nicity and effectiveness than
non-adjuvanted vaccines in older people. V

At the present time, an adjuvanted quadg®gleht flu vaccine is not available for use in the
NHS-funded flu vaccine programme

Based on the existing eviderfe @have said that the adjuvanted vaccine should be
offered to 65 year olds and d @ even though it is trivalent. Although quadrivalent
vaccine offers the pot | ™yvprovide broader direct protection against influenza B, this
strain is relatively | % on in the elderly than in children and young adults. The
successful childh %gramme which uses quadrivalent LAIV is likely to offer indirect
protection by redwQng transmission of the additional B strain contained in the

quadrivalent vaccine.

Flu vaccination for health and social care workers aged 65 years old and over

All frontline health and social care workers are eligible to receive flu vaccine and should
be offered it at the earliest opportunity. Vaccine providers should use the current
definition of healthcare worker as set out in chapter 12 (Immunisation of healthcare and
laboratory staff) of the Green Book and should also refer to appendix A of the second flu
letter (dated 5 August 2020).
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The Specialist Pharmacy Service written instruction for the administration of seasonal
influenza vaccine for 2020 to 2021 states ‘Staff from 65 years of age may be immunised
with QIVe as part of an occupational health scheme. Where a vaccine recommended for
the over 65’s is not provided by the organisation’s occupational health scheme and the
individual is unlikely to access another provider for an alternative recommended vaccine
the available vaccine should be offered’.®

Most health and social care workers are likely to be under 75 years of age and relatively
healthy and should therefore derive benefit from the QIV whether it is cell-based or egg-
grown. Immunisers should make it clear to staff aged 65 years and over that they can
get aTlV from their GP or a pharmacy should they wish. \

Health and social care workers aged 65 years and over with underlyi %al
conditions that make them less likely to respond to standard vaccj d be
encouraged to go to their GP or pharmacy to get aTIV or QlVc ins{%

Flu vaccination for health and social care workers under 18 years old

Most health and social care workers are aged 18 ye, % g over. For the small number
of employees under 18 years of age, it is acce tabé offer QlVe or QlVc to ensure
high coverage. V

Employees under 18 years of age in an iSe group, who are not contraindicated to
receive the live attenuated influenza vQsQne (LAIV), should be advised to attend their
GP surgery to be immunised with Ithough the effectiveness of LAIV and QIV for
16 and 17 year olds is likely ﬁ%valent.

P
regnanc s\‘\Q

All pregnant womeW, including those who become pregnant during the flu season,
should be offered an inactivated quadrivalent influenza vaccine, regardless of their
stage of pregnancy. Influenza infection during pregnancy may be associated with
perinatal mortality, prematurity, lower birth weight and smaller neonatal size. Studies
have demonstrated that pregnant women can safely receive influenza vaccine during
pregnancy and that infants also receive some protection from maternal antibodies as a
result of their mother having the vaccination whilst pregnant.

> Specialist Pharmacy Service (SPS) Written instruction template for the administration of seasonal ‘flu vaccination 2020/21
Available at: www.sps.nhs.uk/articles/written-instruction-for-the-administration-of-seasonal-flu-vaccination/
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The second flu letter (dated 5 August 2020) states that although hospital trusts will be
asked to offer influenza vaccine to pregnant women attending maternity appointments
for the 2020 to 2021 season. However, pregnant women can choose to receive flu
vaccine from their GP practice or a community pharmacy instead if they prefer.

Vaccination of women who become pregnant late in the flu season

Women who become pregnant during the flu season should be offered flu vaccine as
soon as possible. The timing of the flu season varies each year but usually commences
later in December or in the New Year, followed by two to three months of flu\
transmission. Although it takes around two weeks to make a response t¢q'te flu
vaccine, pregnant women and their unborn babies are at higher risk lupfAiza
associated morbidity and mortality and should still benefit from vﬂ% throughout
the remaining season.

Administering influenza vaccine at the same time @ooping cough (pertussis)
containing vaccine and/or anti-D immunoglobulj

available, regardless of their stage of pregnan uenza vaccine should not be
deferred in order to give it at the same ar@ nt as the pertussis containing vaccine

Pregnant women should be offered the flu va%%o n as the vaccine becomes
t

for pregnant women.

Pertussis containing vaccine is re@@ded for all pregnant women from 16 weeks of
pregnancy but is generally o around 20 weeks. It is not recommended that
pregnant women wait until t?‘é&ach 16 weeks of pregnancy before having their flu
vaccine as this would e Wyem, and their unborn baby, at risk of potentially severe
illness if they devel S

The injected in a and pertussis containing vaccines are both inactivated vaccines
and so can be administered at the same time, same day or with any interval between
them and both should be given at the recommended stage of pregnancy (from 16
weeks for pertussis containing vaccine and at any stage of pregnancy for influenza
vaccine).

Anti-D immunoglobulin, where required, can also be given at the same time as, or at
any interval before/after the flu and pertussis containing vaccines.
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Administering influenza vaccine to breastfeeding women

Breast-feeding is not a clinical indication for influenza vaccination. However, inactivated
flu vaccine can be given to breast-feeding women if they are pregnant or in a clinical
risk group.

Medical conditions

For the 2020 to 2021 influenza season, all hospital trusts will be asked to oNﬂuenza
vaccine to those clinically at risk attending in- and out-patient appointme%

Immunosuppression (LQ

The inactivated influenza vaccine can be safely given to imm wppressed individuals
though they may make a suboptimal response to the vacci é

Individuals may be immunosuppressed because of a aI condition or because of
medical therapy that they are taking/receiving. As pdtients are at risk of increased
morbidity and mortality if they develop influen should be offered the vaccine as
soon as stock is available. Immunosuppression§nay continue for several months
following completion of treatment. If thera{s Wy uncertainty regarding an individual's
level of immunosuppression, further@e hould be taken from their consultant.

Household contacts of immugo mised individuals are also eligible to receive the
NHS-funded influenza vacci%

Patients taking s e@dication

can be safely vaccinated with inactivated flu vaccine. As
systemic steroids al a dose equivalent to prednisolone 20mg or more per day are
considered to be immunosuppressive, patients taking steroids are at risk of serious
illness if they develop flu and so should be vaccinated. Patients who are receiving high-
dose steroids may be immunosuppressed for at least 3 months after cessation of
treatment. Also refer to section above headed Immunosuppression.

Patients having chemotherapy

Patients receiving chemotherapy should receive their flu vaccine at the earliest
opportunity. For individuals due to commence immunosuppressive treatments,
inactivated vaccines should ideally be administered at least two weeks before

commencement. In some cases this will not be possible and therefore vaccination may
18
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be carried out at any time. Also refer to section above headed ‘Immunosuppression’.
Further advice regarding vaccination of immunosuppressed individuals can be found in
Chapter 7 of the Green Book

Patients taking checkpoint inhibitors

There is no evidence of an association between the squalene adjuvant used in aTIV
and autoimmune disease, or of any potential risk of enhanced risk of autoimmune
disease in those who are given checkpoint inhibitors who receive the adjuvanted flu
vaccine (aTlV). The national policy therefore remains in place for use of the
recommended inactivated flu vaccinations. Alternative recommended vacci without
adjuvant are available. These vaccines should be used if there is clinici cision to
use an alternative to an adjuvanted vaccine in those on checkpoint ir@o 7In
2020/21 for those over 65 years, this includes QIVc.

The NHS Shielded patient list and household conta%

All household contacts of those on the Coronavirus (C 9): Shielded patients list
are eligible to receive NHS-funded influenza vaccin pecifically includes those
Q;}j

who expect to share living accommodation witQ a i person on most days over
the winter and those with unavoidable continu%se contact.

Vaccine ordering aggMational supply of
additional adu @Cine

A list of vaccines avail@the 2020 to 2021 flu programme is available here on the
GOV.UK websit v.uk/government/publications/influenza-vaccine-ovalbumin-
content). Genesgl Rradtices and Community Pharmacists are responsible for ordering
inactivated influen2®& vaccine for all eligible patients aged 18 years and over directly
from the manufacturer and will already have done so for the 2020/21 flu season.

However, as the flu programme has been expanded for the 2020 to 2021 season and
there is expected to be an increased demand for flu vaccine across all flu cohorts,
Additional supplies of adult vaccine have been centrally procured. Guidance on how
and when this additional stock can be accessed is available for GP practices,
community pharmacies and NHS Trusts .

As some influenza vaccines may be restricted for use in particular age groups, the
Summary of Product Characteristics (SPCs) for individual products should always be
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referred to when ordering vaccines to ensure that they can be given appropriately to
particular patients or patient age groups.

For the 2020/21 flu season, two types of influenza vaccine are available to order by
providers of the children’s flu programme via Public Health England’s ordering platform
ImmForm:
1. LAIV for all children aged from 2 years old to those in school year 7 and children
in clinical risk groups aged from 2 years to less than 18 years, and
2. An inactivated vaccine (QlVe) for children aged 6 months to less than 9 years in
clinical risk groups for whom LAIV is medically contraindicated or otherwise

unsuitable. \0
Vaccine arrangements for children in clinical risk groups aged 9 years aQGV r whom LAIV

available. Where QIVc is unavailable, GPs can offer QlVe, rom locally procured

is unsuitable are:
* Those vaccinated in general practice should be offered Ioctﬂ@.‘ ed QIVc where
ithe
stock or centrally supplied stock available via ImmFor%

» School aged providers should offer centrally supplied
QIVe can now also be ordered by General Practice a Q)I aged immunisation
teams via ImmForm for children whose parents refi due to the porcine gelatine

content, subject to vaccine availability. See S n the childhood flu programme:
the alternative offer to live attenuated Influenz ine (LAIV).

Vaccine storage a@?andling
Storage of inactivated in@za vaccine

Inactivated influenzg® i¥es should be stored between 2°C and 8°C and should be
stored in the orig adkaging to protect the vaccine from light. Vaccine should not be
removed from |d chain until it is required for use.

Vaccine storage incidents

Should vaccines be inadvertently stored outside the recommended temperature range
of 2°C to 8°C, the vaccine should be quarantined, and risk assessed for suitability of
continued off-label use or appropriate disposal. Refer to the Vaccine Incident Guidance
document® and seek further advice on vaccine stability and cold chain storage incidents

8 Public Health England. Vaccine Incident Guidance. Responding to errors in vaccine storage, handling and administration. August 2019.
Available at: www.gov.uk/government/publications/vaccine-incident-guidance-responding-to-vaccine-errors
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from the vaccine manufacturer and your local NHS England Screening and
Immunisation team.

Influenza vaccine components

Vaccine antigens

Each year, the World Health Organisation (WHO) monitors the epidemiologwof
influenza across the world and makes recommendations to vaccine man Mrs
regarding the strains of influenza to include in the vaccine’.

As egg-based and cell-based vaccine production systems differ, % viruses with
similar properties are used to facilitate timely vaccine producti&Fo ell-based
vaccines, cell-isolated vaccine viruses would be recommenc%

For the 2020/21 flu season (northern hemisphere win % recommended that
quadrivalent vaccines contain the following: 0

Egg-based vaccines ?“

e A/Guangdong-Maonan/SWL1536/2 QI N1)pdm09-like virus
e A/Hong Kong/2671/2019 (H3N2)4érus

e B/Washington/02/2019 (B/Vict@ﬁ eage)-like virus

e B/Phuket/3073/2013 (B/ lineage)-like virus

Cell-or recombinant@vaccines
S

e A/Hawaii/70/ N1)pdmO09-like virus

e A/Hong Kon 2019 (H3N2)-like virus

e B/Washington/02/2019 (B/Victoria lineage)-like virus
e B/Phuket/3073/2013 (B/Yamagata lineage)-like virus

" World Health Organization. Recommended composition of influenza virus vaccines for use in the 2020 - 2021 northern hemisphere influenza
season. 28 February 2020. Available at: www.who.int/influenza/vaccines/virus/recommendations/2020-21_north/en/

8 World Health Organisation. Recommended composition of influenza virus vaccines for use in the northern hemisphere 2020-2021 influenza
season and development of candidate vaccine viruses for pandemic preparedness, questions and answers. 28 February 2020. Available at:
https://www.who.int/influenza/vaccines/virus/recommendations/202002_ganda_recommendation.pdf?ua=1
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This vaccine composition differs from the 2019/20 vaccine composition as both
influenza A virus strains and one of the B virus strains have been replaced.

The influenza B component in the 2020 to 2021 trivalent vaccines will be the
B/Washington/02/2019 (B/Victoria lineage)-like virus®.

Egg (ovalbumin) content

Some of the inactivated influenza vaccines (QIVe) may contain traces of egg such as
the egg protein ovalbumin. A table stating the ovalbumin content of the flu vaccines for
the 2020/21 season is available in the National flu immunisation programm 0to

2021 letter and is also available as a separate document: Influenza vadgirgs: 2020 to
2021 flu season on the PHE Annual flu programme webpage.

With the exception of those individuals with a severe anaphyl xis% which has
previously required intensive care, patients with less severe llergy can be
immunised in any setting using an inactivated influenza vag® ith an ovalbumin
content less than 0.12 micrograms/ml (equivalent to 0. %tograms in a 0.5 ml dose)
or using the egg-free cell-based quadrivalent influ cine (QlIVc), Flucelvax Tetra

enz
(licensed from 9 years of age). 0

The aTIV vaccine contains more than the recongnended ovalbumin content for patients
with egg allergy (each 0.5ml dose contgj s than or equal to 0.2 micrograms
ovalbumin). Patients aged 65 years @/ r with an egg allergy should therefore be
given the egg-free cell-based quagm t influenza vaccine (QlVc).

Patients with a previous é&re anaphylactic reaction to egg

Patients with severq% laxis to egg who have previously required intensive care

should be referr p&cialists for immunisation in hospital or, if 9 years of age or
over, should beWgn the egg-free cell-based quadrivalent influenza vaccine (QlVc). If
there is any uncertainty about the cause of an anaphylactic reaction, the patient should
be advised to consult with an immunologist.

Further information about egg allergy and influenza vaccine can be found in the
Influenza chapter 19 of the Green BookEror! Bookmark not defined.

Vaccine adjuvant in aTIV

Vaccine adjuvants can reduce the amount of virus required for the production of a
vaccine but they are primarily added to vaccines to enhance and lengthen the duration
of the immune response.
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This is particularly important for those aged 65 years and older as the ageing immune
system may result in a suboptimal response to influenza vaccine and there is evidence

of limited effectiveness of standard trivalent vaccines in those aged 65 years and
OverError! Bookmark not defined._

The aTIV vaccine contains an adjuvant called MF59 which improves the immune
system’s response to vaccination and helps it to produce more antibodies against the
influenza virus strains in the vaccine. MF59 is an oil-in-water emulsion of squalene oil,
polysorbate 80, sorbitan trioleate, sodium citrate, citric acid and water for injections.
Squalene is a naturally occurring substance that is found in humans, animal%ﬁ
plants®. In humans, it is made in the liver and circulates in the bloodstre SQualene

is also found in a variety of foods, cosmetics, over-the-counter medi d health
supplements. The squalene used in pharmaceutical products and is
commercially extracted from fish oil and is then highly purified durin manufacturing
process.

A single dose of aTlV contains less than 10mg of squalege. put this in context, over
1000mg of squalene is made in the liver every day, a ans ingest around 50mg to
200mg of squalene every day in a normal diet". 0

Polysorbate 80, sorbitan trioleate and sodium cXrate are emulsifiers which stop the
squalene oil from separating out of the w. in the vaccine. These, along with citric acid
(also contained in the adjuvant) are al only used in foods and drinks.

The squalene in the aTIV vacci %tained from the spiny dog fish and shark liver oil
forms around 80% of the sq or MF59. aTlIV is not tested for residual fish protein
and there is no data av to whether or not residual fish protein remains in the
vaccine following the,&%on process’?. Patients who report hypersensitivity to fish
should be asses R e nature and severity of their allergy before the vaccine is
given.

9 Centers for Disease Control and Prevention. FLUAD™ Flu Vaccine With Adjuvant. Available at: www.cdc.gov/flu/protect/vaccine/adjuvant.htm
"®World Health Organization. Squalene-based adjuvants in vaccines. Available at:
www.who.int/vaccine_safety/committee/topics/adjuvants/squalene/questions_and_answers/en/

" Personal communication from Segirus. 8 June 2018

12 personal communication from Seqirus October 2019
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Latex

The influenza vaccines for 2020/21 are not contraindicated in latex allergic individuals.
The vaccine components that are in contact with the injection solution/suspension are
latex-free.

Some vaccines may be supplied with needle shields that are not latex-free. Summary of
Product Characteristics are not required to provide warnings where the needle shield
may contain latex and the risk of contamination from latex proteins from the needle
sheath into the vaccine is considered negligible by experts. Individuals, including those
with a latex allergy, are therefore recommended to receive an influenza vac
recommended for them in accordance with their age.

As with all vaccines, immunisers must be trained in the managew@ﬁ@\aphylaxis and
es a

an anaphylaxis pack must always be available whenever vacgjn iven.

Antibiotics 0

Some egg-grown inactivated flu vaccines may coﬂ@%ﬂues of antibiotics which are
used during the vaccine manufacturing proces?s example, aTIV may contain
residues of the antibiotics kanamycin and gpeom¥cin sulphate so patients with a severe /

anaphylactic kanamycin or neomycin s a® allergy should be offered an alternative
vaccine.

The flu vaccines Flucelvax Tgtra lublok Quadrivalent do not contain any
antibiotics. The way in whic re made (in cells, not eggs) means that there is no
need to use antibiotics G@ e manufacturing process.

.
Other additive

The Vaccine Knowledge Project Inactivated Flu Vaccine webpage'® contains
comprehensive information about the constituents of inactivated flu vaccines.

Suitability of QIVc for vegetarians and vegans

The original cells used in the Madin-Darby Canine Kidney (MDCK) cell line in which the
flu vaccine viruses used in QIVc are grown were taken by Madin and Darby from the

'8 Oxford Vaccine Group. Vaccine Knowledge Project. Inactivated Flu Vaccine webpage: vk.ovg.ox.ac.uk/inactivated-flu-vaccine
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kidney tubule of an adult dog in 1958. This is the cell line that is still used today. Itis a
continuous cell line where the cells have adapted to grow and divide continually with
unlimited availability so the cell-based manufacturing process does not require any new
cells to be taken.

After the vaccine viruses are grown, they are highly purified and this purification process
removes the cell culture materials. It is extremely unlikely that any cell culture material
remains in the vaccine (the risk of a dose of the final vaccine product containing an
intact MDCK cell is calculated to be less than 1 per 1034 doses™).

The MDCK cell line is used because the influenza virus grows well in it, it is &to
produce high volumes of flu virus for use in vaccines and the influenza vffuy isomted
following culture in these cells retains the antigenic properties of the ' rain. So
this method of vaccine virus production should result in the vacci meing a closer
match to the wild-type circulating flu viruses. TL

Suitability of QIVc for those with a history of aIIergéé\aﬁine allergens

A history of hypersensitivity to canine allergens is n t% as a contraindication or

precaution to immunisation with QIVc. MDCK ellé$7 xpress known major canine

allergens associated with hypersensitivity rea owever minor canine allergens

may be present, posing a hypothetical co&w out the possibility of hypersensitivity
0

reactions. In clinical trials (totaling over participants), none of the participants
who reported a dog allergy reported @y ersensitivity reactions following
administration of QIVc. There waw ication of any increased incidence in
immediate local or systemic [ in those who received QIVc compared to those
who received an egg-grown za vaccine or who were in the placebo groups™®. If
there is significant conc

ents can be given an egg-grown vaccine instead.
.

Vaccin \e

Inactivated influenza vaccines contain 0.5ml of vaccine. JCVI has advised that where
alternative doses are given in the manufacturer’'s Summary of Product Characteristics
(SPC), the 0.5ml dose of intramuscular inactivated influenza vaccine should be given to
infants and young children aged six months and older because there is evidence that
this dose is effective in young children.

4 Personal communication from Segirus. 7 May 2019
'® Gregersen JP, Schmitt HJ, Trusheim H et al. Safety of MDCK cell culture-based influenza vaccines. Future Microbiol. 2011 Feb;6(2):143-52
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Children in a clinical risk group who have received one or more doses of influenza
vaccine in previous flu seasons should be considered as previously vaccinated and only
require a single dose of influenza vaccine each season.

Children under nine years of age who are in a clinical risk group or who are household

contacts of those on the NHS shielded patients list or of immunocompromised patients

who have never previously received any influenza vaccine should be offered two doses
of influenza vaccine with a minimum of a four week interval between them.

All others eligible to receive an influenza vaccine, including children aged 2 to 9 years
and not in a clinical risk group, pregnant women and those aged 65 years a ver

should receive a single 0.5ml dose each season they are eligible. (L

Contraindications and preca@s

The inactivated influenza vaccine is contraindicat% atients who have had:

e an anaphylactic reaction to a previous dose §f the vaccine
e an anaphylactic reaction to any of theqga®dine components (see section on egg
content above for those with egg a

For a full list of influenza vacg
of Product Characteristics (
website. The SPC for img
suitability of the vacgt
allergy). As Flubl
SPC available
Drug Administratio

n& ponents, please see the manufacturer's Summary
ailable on the Electronic Medicines Compendium
products should be referred to when assessing the

he patient (for example if they have an egg or antibiotic
Sdrlvalent vaccine is not currently licensed in the UK, there is no
ackage Insert for this vaccine is provided on the US Food and
(FDA) website at www.fda.gov/media/123144/download

Temporary deferral of immunisation

If there is evidence of current neurological deterioration, temporary deferral of
vaccination may be considered to avoid incorrect attribution of any change in the
underlying condition. The risk of deferring the vaccine should be balanced against the
risk of flu and vaccination should be promptly given once the diagnosis and/or the
expected course of the condition becomes clear.

This precaution does not apply to individuals with a chronic neurological condition who

should be offered vaccine once vaccine stock becomes available.
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Patients who are acutely unwell when presenting for vaccination

Vaccination may be postponed in those who are acutely unwell until they have fully
recovered. This is to avoid confusing the differential diagnosis of any acute illness by
wrongly attributing any signs or symptoms to the adverse effects of the vaccine.

Those displaying symptoms of COVID-19, other infections, or who are self-isolating
because they are contacts of suspected or confirmed COVID-19 cases, should not
attend.®

Guillain-Barré Syndrome (GBS) and influenza vaccine \

Previous GBS is not a contraindication to influenza vaccination. A U}%%und that

there was no association between GBS and influenza vaccines a ere was a
strong association between GBS and influenza-like illness. A qgusalgélationship
between immunisation with influenza vaccine and GBS has %&en established'”.

Authorisation of Flublok ivalent
vaccine v
Although not currently licensed in the blok Quadrivalent (QIVr) vaccine has been

authorised for temporary supply in for the 2020/21 flu season in order to enable
flu vaccine to be offered to @people during the COVID-19 pandemic. Flublok
Quadrivalent (QIVr) is Iicenz&he United States by the Food and Drug
Administration (FDA) w s been used for several years and has been proven to
be safe and effectives \C

In response to IMpublic health threats, such as the current pandemic, the UK
Medicines and He2®hcare products Regulatory Agency (MHRA) can temporarily
authorise the supply of an unlicensed medicine or vaccine for use, under regulation 174
of The Human Medicines Regulations 2012, when it is satisfied that there is robust
evidence to show the safety, quality and effectiveness of the medicine/vaccine.

6 PHE Clinical guidance for healthcare professionals on maintaining immunisation programmes during COVID-19 Available at:
www.england.nhs.uk/coronavirus/wp-content/uploads/sites/52/2020/06/clinical-guidance-for-hcps-on-imms-for-covid-19.pdf

7 Stowe J, Andrews N, et al. Investigation of the temporal association of Guillain-Barre syndrome with influenza vaccine and influenza like
illness using the United Kingdom General Practice Research Database. Am J Epidemiol. 2009 Feb 1;169(3):382-8. Abstract at:
www.ncbi.nlm.nih.gov/pubmed/19033158
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The MHRA assessed the available scientific evidence for Flublok Quadrivalent (QIVr)
and sought advice from the government’s independent expert scientific advisory body —
the Commission on Human Medicines (CHM). The CHM recommended that as the
evidence shows that Flublok Quadrivalent protects against flu and meets high standards
of safety and quality, based on the data and the public health need, Flublok
Quadrivalent (QIVr) could be temporarily authorised for use under regulation 174.

The use of Flublok Quadrivalent (QIVr) will be closely monitored and batches of the
vaccine will be independently evaluated prior to use in the UK. Temporary authorisation
under regulation 174 does not affect standards of quality, safety and efficacy which will
be as tightly maintained as they are for all flu vaccines. \

As part of the consent process, vaccinators should inform the individ a hat this
vaccine does not have a UK marketing authorisation but has bee med for
temporary supply in the UK by the MHRA, that it has been Iicensed’qy used in the US
since 2013 and that it is being offered in accordance with nati(N'g idance.

For more information, see the following news story on th A website “Flublok
vaccine given authorisation for temporary supply in th 0 meet public health need”.

Legal issues affectin@&administration of
Flublok Quadriva vaccine

temporarily authorise g¥egulation 174 to be administered using a Patient Group
Direction (PGD). P x IS, PGDs could not be used for unlicensed medicines. The
change to legigla I"enable those registered healthcare professionals who are
allowed to work PGD to supply and administer temporarily authorised vaccines
such as Flublok Quadrivalent without the patient having to be seen by a prescriber. This
will allow flu immunisation services to continue to operate under a PGD if appropriate,
including for the administration of Flublok Quadrivalent. All immunisers must be trained,
assessed as competent and continue to seek informed consent as they would for all flu
vaccines.

In October 2020, new Iegi;as passed to allow medicines which have been

The changes in relation to the PGDs are specifically to make it possible for
professionals who already use PGDs to be able to use them for temporarily authorised
products — the workforce that can administer under PGDs has not changed.
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Legal frameworks to supply and/or
administer flu vaccines

Patient Group Direction

PHE develop and publish a Patient Group Direction (PGD) template for inactivated flu
vaccine to support the administration of inactivated influenza vaccine each year. The
PGD is not legally valid until it has had the relevant organisational authorisafgon from an
appropriate authorising person in Section 2 of the PGD. The inactivated j L&e PGD
V08.00 may now be used to administer vaccine to the extended coho %@d in the
PGD inclusion criteria. Confirmation of the extension of eligible co lished at:
www.gov.uk/government/publications/intramuscular-inactivated-irlupnza-vaccine-

patient-group-direction-pgd-template. \

The inactivated influenza PGD V08.00 does not cover th Aistration of recombinant
quadrivalent influenza vaccine (QIVr) (Flublok Quadri ? A separate Flublok
Quadrivalent PGD has been developed by PHE andN lable at:
www.gov.uk/government/collections/immunisagQ- nt-group-direction-pgd.
Immunisers need to ensure they use the corr% for the vaccine they are

administering and that they do not use t QD emplate until it has been authorised in

Section 2. S

Patient Specific Direction

174 for supply and ag yNgirdion in England (see next section), a prescriber may
provide a Patient S x irection (PSD) for the supply or administration of this
product.

As Flublok Quadrivalent h; provided temporary authorisation under regulation

This means that Healthcare Support Workers (HCSWs) may administer Flublok
Quadrivalent vaccine under a PSD. In delegating the immunisation of the patient to the
HCSW, the prescriber should ensure that the appropriate prescribing mechanisms,
governance arrangements and a medicines policy to support the use of PSDs by
healthcare support staff are in place. See National minimum standards and core
curriculum for immunisation training of healthcare support workers for further
information regarding the use of PSDs for administration of vaccines by HCSWs.
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National Protocol

New legislation, regulation 247A, also allows for a national protocol authorised by
ministers to be used for the supply and administration of influenza vaccines. If such a
protocol is approved by ministers, this may also provide authority for HCPs and HCSWs
to administer injectable influenza vaccines, including Flublok Quadrivalent. More
information will be added to this document if a protocol is made available for flu vaccine.

Written Instruction

The PHE PGD template covers NHS commissioned services. It does not coNthe
atio

provision of occupational health schemes or peer-to-peer influenza imm . So
that organisations can offer employee seasonal flu vaccinations withi slation, a
written instruction for seasonal influenza vaccination has been pr his is

available on the NHS Specialist Pharmacy Service website: Written ruction for the

administration of seasonal ‘flu vaccination. \

Preparing flu vaccine ?\

Vaccines in prefilled syringes may co gair bubble. This should not be expelled
unless it is specifically stated to d the vaccine SPC. To try to expel it risks
accidently expelling some of %e and therefore not giving the patient the full
dose. Once injected, the air forms an airlock preventing the vaccine seeping out
along the needle track i taneous tissue and onto the skin. The small bolus of
air injected followin & tration of the vaccine clears the needle and prevents a
localised reactio Q&/accination"?

'8 Crisp, J. & Taylor, C. Potter and Perry's Fundamentals of Nursing. 2005 (2nd ed.). Australia: Elsevier. Cited in Floyd S. Administering the
influenza vaccine: what is best practice for administering the influenza vaccine? Some techniques are safer than others. Available at:
www.thefreelibrary.com/Administering+the+influenza+vaccine%3A+what+is+best+practice+for...-a0227796751
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Vaccine administration

Influenza vaccine should ideally be offered before influenza viruses start to circulate so
the ideal time for immunisation is between late September and end of November.
However, as peak influenza activity generally occurs in January or February or
sometimes later, providers should continue vaccinating patients throughout the
influenza season, as long as they have unexpired vaccine in stock and unvaccinated
patients in their practice. Providers should apply clinical judgement, taking into account
the level of flu-like illness in their community and the fact that the immune regponse
following flu vaccination takes about two weeks to develop fully. (]}

r injection.
Igh should be
er arm is the

For infants aged six months to one year, the anterolateral aspect
used. For those aged one year and over, the deltoid muscle inyihe

preferred muscle. 6

Due to the presence of the adjuvant (MF59), aTIV sh administered
intramuscularly using a 25mm needle to enable the to be delivered into the

The inactivated influenza vaccine should be administered as an int
(’1?
u

muscle.
Vaccination of patients taking antiC@,ﬂZtS or with a bleeding disorder

There is a lack of evidence that the aneous route of vaccination is any safer than
the intramuscular route in peopl @g anticoagulants. The subcutaneous route can
itself be associated with an iggs In localised reactions.

Individuals on stable.a@ulation therapy, including individuals on warfarin who are
up-to-date with thei led INR testing and whose latest INR was below the upper
threshold of their eutic range, can receive intramuscular vaccination. If in any
doubt, consult wi e clinician responsible for prescribing or monitoring the individual’s
anticoagulant therapy.

Individuals with bleeding disorders may be vaccinated intramuscularly if, in the opinion
of a doctor familiar with the individual's bleeding risk, vaccines or similar small volume
intramuscular injections can be administered with reasonable safety by this route. If the
individual receives medication/treatment to reduce bleeding, for example treatment for
haemophilia, intramuscular vaccination can be scheduled shortly after such
medication/treatment is administered.

A fine needle (equal to 23 gauge or finer calibre) should be used for the vaccination of
these patient groups, followed by firm pressure applied to the site (without rubbing) for
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at least 2 minutes,'® and the individual/parent/carer should be informed about the risk of
haematoma from the injection.

The needle provided with the aTIV vaccine is 25G (gauge) and is therefore suitable for
use for patients taking anticoagulants or with a bleeding disorder.

Influenza vaccines licensed for intramuscular or subcutaneous administration may
alternatively be administered by the subcutaneous route. However, Fluarix Tetra
(QlIVe), Flucelvax Tetra (QlVc), Flublok Quadrivalent (QIVr) and Adjuvanted
Trivalent Influenza Vaccine (formerly known as Fluad (aTIV)) are not licensed for
subcutaneous administration so should only be administered intramugpylarly (as
per advice above). If these vaccines are given subcutaneously in error flnyy d®not
need to be repeated but the vaccinated individual should be warned e eased
risk of local reactions at the injection site. Q

Reactions following administration of inactivated flu v6 cin

Commonly reported reactions following administration N@(ivated flu vaccine include:
malaise, low grade fever, headache, fatigue, myalgia, algia and redness, swelling
and pain at the injection site. Immediate reactionsegu urticaria, angio-oedema,
bronchospasm and anaphylaxis can occur but

In clinical trials, the incidence of both mi cal and systemic reactions following
immunisation with aTlV was found t igher than the incidence of reactions following
unadjuvanted TIV vaccines?. Bot%c Ivax Tetra and Flublok Quadrivalent are
reported to be well tolerated 6\1% ilar safety profile to egg-based flu vaccines.

The frequency of injea@ pain and systemic reactions may be higher in individuals
vaccinated concom th inactivated flu vaccine and pneumococcal polysaccharide
vaccine (PPV23) ared to vaccination with influenza vaccine alone and similar to
that observed PV23 vaccination alone. However, if indicated, flu vaccine and
PPV23 can be administered at the same visit in different limbs.

'® Centers for Disease Control and Prevention. Vaccine recommendations and guidelines of the ACIP. Vaccinating Persons with Increased
Bleeding Risk. Available at: www.cdc.gov/vaccines/hcp/acip-recs/general-recs/special-situations.html
20 Fluad. Summary of Product Characteristics. Date of last revision of text: 07/2018. Available at:
www.medicines.org.uk/emc/product/9223/smpc
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Reporting of adverse reactions

Healthcare professionals and patients/parents/carers are encouraged to report
suspected adverse reactions to flu vaccines to the Medicines and Healthcare products
Regulatory Agency (MHRA) using the Yellow Card reporting scheme:
yellowcard.mhra.gov.uk

Flucelvax Tetra, and most of the quadrivalent egg-grown inactivated influenza vaccines
(QlVe) carry a black triangle symbol (V).

Patients who have already received an influenza vaccine durin ly 2020
(ﬁl

If a patient received the vaccine produced for the 2019 to 2020 seasm first few
months of 2020, then they will still need a dose of the vaccine profluge™#r the 2020 to
2021 season as it contains different viruses to protect against%hir uenza strains.

In addition, the protection gained from flu vaccine is only t to last for one season
so those eligible to receive the vaccine are recommen ave it every season to
ensure on-going protection.

If a patient has received a vaccine in 2020 for%d for the southern hemisphere (eg
because they were in Australia, New Zealggd e® during the flu season there), and they
will be in the UK (northern hemisphere) r winter 2020 to 2021, they should receive
another dose of flu vaccine in the U@e vaccine formulated for the northern
hemisphere for the 2020/21 flu s ontains different strains than the one given in

rtently been given a flu vaccine that is not the one
ge group

the southern hemisphere in
Individuals who hay&\
recommended f ’&
If an individual h advertently received a flu vaccine different to the one
recommended for their age group, they should be informed of the error and the potential
implications of this error. Although QIVe, QIVc, QIVr and aTIV should provide some
protection against flu in all age groups, individuals aged 65 years and over (particularly
those more than 75 years of age) may not respond as well to the QIVe as they would to
the vaccines recommended for their age group (aTlV, QlIVc), and individuals aged

under 65 years will not benefit from the opportunity to make protection against an
additional B flu strain if they have been given aTIV.

If the individual wishes to receive the vaccine that they should have been given, this can
be offered following a discussion of the benefits and risks. The clear benefit is the
additional protection that may be offered by the correct vaccine but they should be
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alerted to the potential increased risk of a local or systemic reaction. Although there is

no data available on the safety and effectiveness of administering a second flu vaccine
shortly after the first in adults, this advice is based on general principles of vaccination

and experience of flu revaccination following cold chain and administration incidents.

If a decision is made to offer the vaccine the individual should have received, it is
recommended that this is done as soon as possible after the first dose was given and
ideally within a week. This will enable protection to be made as soon as possible. It can
still be given if more than a week has elapsed however.

Patients under 65 years of age at time of vaccination but who will)b<65 years

old by 31st March 2021 (]/

Although it is stated in the SPC for aTlV that this vaccine is indicafe atients aged
65 years and over, patients who will become 65 years of age Ry 315%farch 2021 but
who are 64 years at the time of vaccination can receive aTl\, *abel in accordance
with the recommendations for the national influenza imm@n programme for
2020/21". This off-label use is covered in the PHE natj plate PGD for inactivated
influenza vaccine. Q

Uncertainty regarding previously admin%d dose of influenza vaccine

If there is no documented evidence of a %Ie patient having received a flu vaccine
during the current flu season then t uld be offered a dose. If they have already
had one this flu season, an addi}j ose is unlikely to cause any harm. Any adverse
reactions to an extra dose ar: ly®o be similar to those commonly seen after a first
dose of flu vaccine such a Iévedness/pain at the injection site, malaise etc.

. . )
Inadvertent adm @on of a second dose of influenza vaccine

Any adverse reaci®ns to an extra dose are likely to be similar to those commonly seen
after a scheduled first dose of flu vaccine such as local redness/pain at the injection
site, malaise etc. The patient should be advised of this and offered reassurance that
children in clinical risk groups under the age of nine years who have never received
influenza vaccine in previous years are specifically recommended to have two doses
four weeks apart. Local systems should be reviewed to prevent this happening again.

Incomplete dose of vaccine given

If it is thought that the patient did not receive a full dose of vaccine (for example,
because some spilt out whilst administering the vaccine), it is recommended that the
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dose is repeated. This can be at any interval from the partial dose already given. Giving
it the same day or within the next few days will enable protection to be made as soon as
possible. The patient should be informed there may be a potential risk of local and
systemic reactions from a repeat dose.

Vaccination of individuals recently diagnosed with influenza infection

Individuals eligible to receive the influenza vaccine should have it even if they have
recently had confirmed influenza infection. Having the vaccine will help to protect
against other circulating flu strains. Both the inactivated flu vaccine and the AIV can be
given at any time following recovery providing there are no contraindicati

vaccination and the patient is not acutely unwell. %

Vaccination of individuals recently diagnosed with COVIGL ection

Individuals eligible to receive NHS-funded flu vaccine but re@n contact with, or
diagnosed with COVID-19 infection can be vaccinated w, overed and self-
isolation requirements have been fulfilled. Immuniser: refer to the GOV.UK
Coronavirus pages to ensure recommendations tha erent at the time of

vaccination are followed. ?\

Vaccination of individuals experie prolonged COVID-19 symptoms (‘Long
COVID’) $

Having prolonged COVID-19 % (‘Long COVID’) is not a contraindication to receiving flu
vaccine, but if there is ewdeb current deterioration, deferral of flu vaccination may be
considered to avoid incQrr bution of any change in the person’s underlying condition to
the flu vaccine.

If their symptom Xble however and they are eligible to receive flu vaccination, it would be
recommended deT to avoid compounding their COVID symptoms with flu symptoms

Fever following flu vaccination

Vaccinated individuals, parents and carers should be advised that flu vaccines may
cause a mild fever which usually resolves within 48 hours. This is a common, expected
reaction and isolation is not required unless COVID-19 is suspected.

Feeling generally unwell, shivery, achy and tired are also commonly reported symptoms
following flu vaccination. These symptoms usually disappear within one to two days
without treatment but paracetamol can be given if necessary to relieve any of these
symptoms.
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COVID-19 symptoms are: a high temperature, a new, continuous cough, or a loss or
change to sense of smell or taste. If someone experiences any of these symptoms, they
should get tested.

As has always been recommended, any fever after vaccination should be monitored
and if individuals, parents or carers are concerned about their, or their child’s health at
any time, they should seek advice from their GP or NHS 111.

Administering inactivated influenza vaccine at the same time as w

vaccines or immunoglobulins (L

The inactivated influenza vaccine can be given at the same time @, gany interval
before or after, any immunoglobulin or other currently used vagcine ether live or
inactivated). The vaccines should be given at separate sites, &rably in different
limbs but if given in the same limb, they should be given at %Z.Scm apart and the
site of each should be recorded in the patient’s record. S&gaPse of the increased risk of
local reaction following aTIV and TIV-HD, these vacgi @ hould be administered in a
separate limb to any other vaccines that need to b g at the same time. If any new
vaccines are introduced during the flu vaccina ason, please ensure you follow the
specific guidance given about concomitant admistration for these.

Inadvertent administration of e@ oses of vaccine

Vaccines from previous yea mmes should be discarded before stock for the

current year is received.

As new flu vaccine {& &;urchased each year, it is unlikely that a patient will receive

a dose that has W\d."However, in the event that this occurs, an additional dose with

a valid expiry d ould be offered. This can be given at any interval from the expired

dose but should preferably be given the same day or as soon as possible in order not to
delay protection.

Patients previously eligible for influenza vaccine but who are no longer in a
risk group

Some patients may have had the vaccine during previous flu seasons whilst in an at risk
group but may no longer be in that group. Examples could include women who were
pregnant during the last flu season but are not pregnant during this flu season or
patients who were taking regular steroids during last flu season but are no longer taking
them.
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Providing that these patients are not in any other risk group described in the Green
Book or annual flu letter, they would not be eligible for flu vaccination this year.
However, the Green Book states that clinicians should exercise professional judgement
when assessing a patient and can recommend vaccination for individuals, even if they
are not in a listed risk group, if influenza is likely to exacerbate their underlying
condition.

Patients requesting live intranasal influenza vaccine (LAIV) instead of an
inactivated injected vaccine due to needle phobia

Patients for whom the inactivated injected vaccine is recommended @6

encouraged, where possible, to have the inactivated injected vac

Public Health England procures LAIV and distributes this to al practices, who
vaccinate two and three year olds and children in at risk grg and to providers
P licensed for children aged
2 to 17 years of age. It is not licensed in adults becau @ ere is some evidence of

[ activated influenza

vaccines.
PHE do not supply flu vaccine to occup Q‘health departments, pharmacies or GP
practices for adult patients. é

However, in exceptional circ s individual medical practitioners may choose to
use their stocks of LAIV ‘off- o vaccinate patients with a needle phobia.

It is envisaged that {l
learning disabiliti

of patient who would be offered this might be someone with
ecomes seriously distressed about needles. This is part of the
S has to make reasonable adjustments to accommodate the
needs of a person With learning disabilities?'. See Flu vaccinations: supporting people
with learning disabilities for more information.

Others who might also be offered LAIV include people in a clinical risk group with a
serious needle phobia who may otherwise go unimmunised if they refuse to have an
injected inactivated vaccine.

21 Public Health England. Flu Vaccinations: Supporting people with learning disabilities.
www.gov.uk/government/publications/flu-vaccinations-for-people-with-learning-disabilities
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The legislation does allow for such situations and the Medicines and Healthcare
products Regulatory Agency state that ‘there are clinical situations when the use of
medicines outside the terms of the licence (ie, ‘off-label’) may be judged by the
prescriber to be in the best interest of the patient on the basis of available evidence’?2.
The responsibility for such use rests with the health professional. In this situation, a
Patient Specific Direction (PSD) will be required. In these exceptional circumstances,
where it has not proved possible to administer the inactivated vaccine, PHE has agreed
that the national LAIV stock can be used for this purpose.

Useful links

Letters detailing 2020 to 2021 flu programme (L

Department of Health and Social Care, Public Health England, N)‘S}? nd. The
national flu immunisation programme 2020/21. Published 14 Mgy 2 and 5 August
2020. Available at: www.gov.uk/government/publications/nalb% u-immunisation-

programme-plan 0

Immunisation against infectious disease (the Gr ok) Influenza chapter 19.
Available at: www.gov.uk/government/publica'%; enza-the-green-book-chapter-19
I f

Leaflets, posters, training slides and adaltio lu resources prepared specifically
to support the annual flu programme. A % to view at:
www.gov.uk/government/collectionsb@l-ﬂu-programme and to order paper copies
at: www.healthpublications.QOV{ .html

Easy read resources
www.gov.uk/governrn@ications/ﬂu—Ieaflet—for—people—with-learning-disability

Summary of Pr aracteristics (SPC) for flu vaccines are available at
www.medicineSNg§ uK’emc/

PGD templates for flu vaccines
www.gov.uk/government/collections/immunisation-patient-group-direction-pgd

Written Instruction for the administration of seasonal ‘flu vaccination

22 Medicines and Healthcare products Regulatory Agency. Off-label or unlicensed use of medicines: prescribers’
responsibilities. Available on Gov.uk website at: www.gov.uk/drug-safety-update/off-label-or-unlicensed-use-of-medicines-
prescribers-responsibilities
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https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan
https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan
http://www.gov.uk/government/publications/influenza-the-green-book-chapter-19
https://www.gov.uk/government/collections/annual-flu-programme
https://www.healthpublications.gov.uk/Home.html
https://www.gov.uk/government/publications/flu-leaflet-for-people-with-learning-disability
http://www.medicines.org.uk/emc/
http://www.medicines.org.uk/emc/
https://www.gov.uk/government/collections/immunisation-patient-group-direction-pgd
https://www.gov.uk/drug-safety-update/off-label-or-unlicensed-use-of-medicines-prescribers-responsibilities
https://www.gov.uk/drug-safety-update/off-label-or-unlicensed-use-of-medicines-prescribers-responsibilities

The national influenza immunisation programme 2020 to 2021:
Inactivated influenza vaccine - Information for healthcare practitioners

www.sps.nhs.uk/articles/written-instruction-for-the-administration-of-seasonal-flu-
vaccination/

Links to other key documents relating to the flu vaccine programme are available
on page 5 of “The national flu immunisation programme 2020 to 2021” letter available at
www.gov.uk/government/publications/national-flu-immunisation-programme-plan

Vaccine Knowledge Project. Inactivated Flu Vaccine. Available at:
vk.ovg.ox.ac.uk/inactivated-flu-vaccine

NHS England. Directed Enhanced Service Specification - Seasonal |nflu a and
pneumococcal polysaccharide vaccination programme 2020/21. Availa t
www.england.nhs.uk/publication/directed-enhanced-service- specmc onal-

influenza-and-pneumococcal-polysaccharide-vaccination- progran(w[/ -21/
sters,

Healthcare Workers Flu Immunisation resources (leaflets, uides and
resource packs). Available at: campaignresources.phe. gov urces/campalgns/92-
healthcare-workers-flu-immunisation-/resources

NHS England. Primary care frequently asked % National Seasonal Influenza
Immunisation Programme 2020/21: primary ¢ asked questions. Available at:
www.england.nhs.uk/publication/national-seas fluenza immunisation-programme-2020-

21-primary-care-frequently-asked- quesho%

Public Health England. Flu Vaccina ampaign — toolkit (including Q&As)
https://digitalcampaignsstorage.bl -windows.net/campaign-resource-
centre/production/asset/file/540 @narketing_campaign_toolkit_051020.pdf (you will need to
register for the campaign res & ntre but it is free to do so)

Guidance on how to @additional centrally procured stock

For GPs: www.gov. nment/publications/accessing-government-secured-flu-
vaccines-guidan -0DS

For Community rmacies: www.gov.uk/government/publications/accessing-
government-secured-flu-vaccines-guidance-for-community-pharmacies

For NHS providers: www.gov.uk/government/publications/accessing-government-
secured-flu-vaccines-guidance-for-nhs-providers
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http://www.sps.nhs.uk/articles/written-instruction-for-the-administration-of-seasonal-flu-vaccination/
http://www.sps.nhs.uk/articles/written-instruction-for-the-administration-of-seasonal-flu-vaccination/
http://www.gov.uk/government/publications/national-flu-immunisation-programme-plan
http://vk.ovg.ox.ac.uk/inactivated-flu-vaccine
http://www.england.nhs.uk/publication/directed-enhanced-service-specification-seasonal-influenza-and-pneumococcal-polysaccharide-vaccination-programme-2020-21/
http://www.england.nhs.uk/publication/directed-enhanced-service-specification-seasonal-influenza-and-pneumococcal-polysaccharide-vaccination-programme-2020-21/
https://campaignresources.phe.gov.uk/resources/campaigns/92-healthcare-workers-flu-immunisation-/resources
https://campaignresources.phe.gov.uk/resources/campaigns/92-healthcare-workers-flu-immunisation-/resources
http://www.england.nhs.uk/publication/national-seasonal-influenza-immunisation-programme-2020-21-primary-care-frequently-asked-questions/
http://www.england.nhs.uk/publication/national-seasonal-influenza-immunisation-programme-2020-21-primary-care-frequently-asked-questions/
https://digitalcampaignsstorage.blob.core.windows.net/campaign-resource-centre/production/asset/file/5409/Flu_marketing_campaign_toolkit_051020.pdf
https://digitalcampaignsstorage.blob.core.windows.net/campaign-resource-centre/production/asset/file/5409/Flu_marketing_campaign_toolkit_051020.pdf
https://www.gov.uk/government/publications/accessing-government-secured-flu-vaccines-guidance-for-gps
https://www.gov.uk/government/publications/accessing-government-secured-flu-vaccines-guidance-for-gps
https://www.gov.uk/government/publications/accessing-government-secured-flu-vaccines-guidance-for-community-pharmacies
https://www.gov.uk/government/publications/accessing-government-secured-flu-vaccines-guidance-for-community-pharmacies
https://www.gov.uk/government/publications/accessing-government-secured-flu-vaccines-guidance-for-nhs-providers
https://www.gov.uk/government/publications/accessing-government-secured-flu-vaccines-guidance-for-nhs-providers



