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EAST MIDLANDS IMMUNISATION TEAM BULLETIN
PLEASE CASCADE TO ALL RELEVANT STAFF, INCLUDING GPS, PRACTICE NURSES, ADMIN AND RECEPTION STAFF 

THE immunisation team
[bookmark: _Immunisation]The East Midlands Immunisation Team cover all counties in the East Midlands region. 
Contact details for immunisation queries: 
· Any routine immunisation (Section 7A) enquiries or incidents (including cold chain & vaccine incidents) should be sent to the East Midlands Immunisation Clinical Advice Service (EMICAS) generic inbox england.emids-imms@nhs.net   
Please include your practice ODS code in the email title, when contacting EMICAS, in order for us to appropriately record and audit queries and incidents. Failure to do so may result in a delay in answering your query.
· All ImmForm queries should be emailed to: Helpdesk@immform.org.uk or 0207 183 8580. 
· All practice payment queries should be emailed to: GP Contracting EMids: 
                                                                                                       nnicb-nn.eastmidlands-pcgp@nhs.net

Immunisation 	
rsv Vaccination programmes – STARTS 1st September 2024
The webinar - Maternal RSV programme for infant protection: introduction of a new immunisation programme.  Was held on 9th July 2024.  For those unable to attend. The recording link can be accessed below: 
Recording link for maternal RSV webinar
Slides for maternal RSV vaccine programme webinar
The webinar for the RSV programme for older adults was held on 12th July.  For those unable to attend please access the link below: 
Recording link for older person RSV vaccine programme webinar
Slides for older person RSV vaccine programme webinar
If you are unable to access these links the recordings are also available on Google Drive:
Google Drive link – RSV webinars
The manufacturer (Pfizer) video of how to prepare the ABRYSVO RSV Vaccine can be accessed here: Pfizer preparation video


Further resources
The RSV vaccination programme documents can be accessed on GOV.UK at the link below. This includes updates today on the Green Book and training slide sets and guidance for healthcare professionals. This will be updated with further resources in the coming weeks ahead of the operational rollout from September 2024.

RSV vaccination programme: document collection

UKHSA immunisation training resources can be found on GOV.UK at the link below:

Immunisation training resources

Link to Health Publications web page:

Health Publications website
Also please look out for the “RSV Special Edition EMIT Bulletin” for release mid-August in preparation for the start of the programmes from 1st September 2024.  This will contain all the information and links to support both the maternal and adult programmes. 
flu season 2024-25 
LAIV MOVING FROM QIV TO TIV
Please be informed that from next flu season the LAIV will be moving from a quadrivalent vaccine to a trivalent vaccine.  This is because the B Yamagata component, previously included, has been removed under JCVI guidance, due to the fact that there has been no circulation of this strain seen since 2020. The vaccine will still be known as Fluenz®, however Tetra has been dropped from the name.  UKHSA have advised, that supplies of this vaccine are expected early to mid-September 2024.  
Please see the slide set below, for further information about this change.


Start date for Autumn/Winter 2024/25 seasonal vaccination programme
The seasonal influenza vaccination programme was described in the National flu immunisation programme 2024-25 letter on the on the Government's website. The letter outlined that vaccination for children and pregnant women will start from 1 September 2024 and other adult vaccinations will commence in October.
NHS England can now confirm that all other flu vaccinations will commence 3 October 2024.



GENERAL IMMUNISATION
Cold chain management - please see the link to vaccine incident guidance which is helpful to use in the event of a cold chain incident. Vaccine incident guidance: Responding to errors in vaccine storage, handling, and administration (publishing.service.gov.uk). Appendix’s A and B on pages 42-44 are particularly useful. 
When a cold chain error occurs, prior to disposing of any vaccines the SIT team should be informed via the generic inbox and stability information of all vaccines involved in the incident should be sought:
· LLR and Northamptonshire - stability information can be sought from the LRI on medicines.info@uhl-tr.nhs.uk or Tel: 0116 2586491 as well as individual manufactures. 
· Lincolnshire, Derbyshire, and Nottinghamshire – individual manufacturers should be contacted. 
Please ensure any vaccine wastage is reported as a stock incident on Immform website at Intranet Portal - Logon (phe.gov.uk)  If no vaccines are destroyed as a result of a cold chain breach, then there is no requirement to report a stock incident on ImmForm.
PERTUSSIS DATA CAPTURE
This is a gentle reminder that in order to support accurate data capture, and timely recording, all practices that are notified of pertussis vaccinations given by maternity trusts, need to upload this information on to the patient’s electronic record as soon as possible . 

Cold chain incidents and reporting on immform
As part of NHS England Midlands – The East Screening and Immunisation Team (SIT) are responsible for commissioning and performance managing the routine immunisation programmes.  This includes ensuring safe and effective delivery of these programmes.  Because of this all cold chain and vaccine incidents should be reported directly to the SIT, via the EMICAS inbox.   england.emids-imms@nhs.net     
Improving our response to incidents relies on accurate and timely reporting by providers because occasionally incidents may require a wider public health response.  
Incorrect storage or administration of vaccines could require patient call-back for re-vaccination.
Reporting cold chain incidents
· On identifying a potential incident, the Screening, and Immunisation Team (SIT) should be contacted as soon as is practicably possible on the same day that the incident is discovered to discuss, and for advice re next steps.
· Depending on the severity of the cold chain incident you may be advised to contact the vaccine manufacturers for information about vaccine stability and further use of.
· The SIT will keep a record of the incident, actions and outcome, for audit and monitoring purposes. And you will be given a reference number for this incident.
· Depending on the severity of the cold chain incident, vaccine manufacturers may advise that vaccines have maintained stability and are still safe to use “off label”, this means that the vaccines are still within their licence.  
· Vaccines should not be discarded before the incident has been discussed with our team.  If any vaccines are wasted because of the incident then this wastage should be reported on to ImmForm, as this stock is centrally supplied, this will then generate a cost invoice for the SIT, not for your organisation. 
· If patients have been vaccinated using affected stock, the SIT will issue a cold chain incident form to the provider, to be completed and returned to the team within 10 days. In no patients have been vaccinated then no incident form is required, but we would ask that a significant event analysis in undertaken internally by your organisation.  

We have recently seen an increasing amount of vaccine wastage reported to ImmForm, prior to discussion or receipt of vaccine stability information from manufacturers.  Please note: If no vaccines are wasted, there is no requirement to report on ImmForm. 

East midlands missing imms reports
On the 15th July 2024 the SCW Child Health System, sent out The East Midlands Missing Imms reports to all GPs. These reports included all missing imms for the age group 0-5 years. Ongoing reports will be generated each month, and these will alternate between children under 5 years of age and those over 5 years of age.  Therefore, the next report in August will include 6–19-year-olds.  
We would encourage all practices to utilise these lists, as they are a supportive tool to identify unvaccinated children in your practice and can also act as a data cleansing tool. 
NHSE INSIGHTS REPORT
As part of the work to understand immunisation priorities and parental attitudes to vaccination, NHSE have revisited the 2022 work, undertaken by Thinks Insight.  Please access the slide set below which discusses the findings. 
In April this year, the  Insights Team also presented a webinar, which can be found on this NHS Futures page 15.04.2024 - Routine Childhood Immunisations Insight Report - CommsLink - FutureNHS Collaboration Platform 
Vaccine update – GOV.UK
All “Vaccine Updates” are available here - Vaccine update - GOV.UK (www.gov.uk). It is recommended that all health care professionals involved in vaccination subscribe to the vaccine update. Please access this link to activate a subscription: Public Health England (govdelivery.com)

Patient Group Directions
Patient group directions are available on our website at: NHS England — Midlands » East Midlands Screening and Immunisation Team (SIT). Please ensure you are always using the most up to date version of any PGD. For any queries regarding PGDs please contact our generic immunisation inbox. 
Please see below for PGDs which have been sent out to all practices in July.  These include the newly developed RSV PGD,             
Td/IPV                            LAIV	Inactivated Flu PGD and Protocol	RSV





                           

[bookmark: _COntact_Details]OTHER COntact Details
	CHILD HEALTH INFORMATION SERVICES (CHIS)

	LINCOLNSHIRE
	scwcsu.Lincs.chis@nhs.net Tel: 0300 561 0234

	LEICESTERSHIRE 
	scwcsu.LLRMovementsteam.chis@nhs.net Tel: 0300 561 0234
scwcsu.LLRchildhealthrecords.chis@nhs.net Tel: 0300 561 0234
scwcsu.LLRbirthsregistrationteam.chis@nhs.net Tel: 0300 561 0234

	NORTHAMPTONSHIRE 
	scwcsu.northants.chis@nhs.net Tel: 0300 561 0234

	DERBY AND DERBYSHIRE
	scwcsu.derbyshire.chis@nhs.net Tel: 0300 561 0234

	NOTTS AND NOTTINGHAMSHIRE
	Nottingham City - scwcsu.nottscity.chis@nhs.net Tel: 0300 561 0234
Notts County - scwcsu.nottscounty.chis@nhs.net Tel: 0300 561 0234
Bassett Law - scwcsu.Bassetlaw.chis@nhs.net Tel: 0300 561 0234

	SCHOOL AGED IMMUNISATION SERVICE (SAIS) 

	LINCOLNSHIRE
	lhnt.sais@nhs.net 01522 572950

	LEICESTERSHIRE 
	Leicestershire Partnership NHS Trust: 0300 3000 007

	NORTHAMPTONSHIRE 
	Imms.nhft@nhs.net  0800 170 7055 (option 5)

	DERBY AND DERBYSHIRE
	immunisations.derbyshire@intrahealth.co.uk Tel: 03333583397 Option 5


	NOTTS AND NOTTINGHAMSHIRE
	immunisations.nottinghamshire@intrahealth.co.uk  Tel: 03333583397 Option 4

	

	


[bookmark: _Useful_Documents]Useful Documents 
· 
A poster for display in clinical areas promoting our immunisation clinical advice service:

· UPDATED September 2023: Incomplete or uncertain immunisation schedule: Vaccination of individuals with uncertain or incomplete immunisation status (publishing.service.gov.uk)

·  UPDATED September 2023: Immunisation cohorts and providers for 2023/24 

Please note an updated version of this will be made available in readiness for the start of the new academic year 2024/25 





· The Green Book – Immunisation Against Disease -  Immunisation against infectious disease - GOV.UK (www.gov.uk)
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Move from QIV to TIV
National Flu Programme 2024/2025

July 2024
Dr Jamie Lopez, Consultant Epidemiologist
Immunisation and Vaccine-Preventable Disease Division

Public Health Programmes Directorate
Clinical Public Health Group






Flu subtypes

e 2023-24 vaccines all quadrivalent —included: Figure 20. Proportion of detections of SARS-CoV-2, influenza, and other respiratory
) viral strains among virologically positive respiratory surveillance samples in
 HIN1 England by week, 2023 to 2024 season, GP sentinel swabbing scheme
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Global influenza detections — B (Yamagata)
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WHO Vaccine Composition Meeting (VCM) @
2024/25 (Feb 2024) World Realth

Organization
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* No naturally occurring B/Yamagata lineage virus detections since March 2020.

» “Further to the WHO September 2023 recommendation, it remains the opinion of the WHO influenza
vaccine composition advisory committee that the B/Yamagata lineage antigen should be excluded
from influenza vaccines as it is no longer warranted.”

* Where quadrivalent vaccines are still used, the B/Yamagata lineage component remains unchanged

* This followed earlier recommendations on move to trivalent from JCVI in June 2023 and WHO in
September 2023

« WHO Sept 2023: “While influenza vaccines are safe and effective, the manufacture and use of
inactivated and live attenuated vaccines containing B/Yamagata lineage viruses pose a theoretical risk
of reintroduction of B/Yamagata lineage virus into the population. This risk can be mitigated by the
removal of B/Yamagata lineage viruses from the vaccines”
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WHO Vaccine Composition Meeting (VCM) @
2024/25 World Realth

Organization
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The WHO recommends that trivalent vaccines for use in the 2024-2025 northern
hemisphere influenza season contain the following:

Egg-based Vaccines Cell- or recombinant-based Vaccines
* an A/Victoria/4897/2022 (H1IN1)pdmO9-like virus; . an A/Wisconsin/67/2022 (H1N1)pdmO9-like virus;
* an A/Thailand/8/2022 (H3N2)-like virus; and . an A/Massachusetts/18/2022 (H3N2)-like virus; and

* a B/Austria/1359417/2021 (B/Victoria lineage)-like virus. . g B/Austria/1359417/2021 (B/Victoria lineage)-like
virus.

Note that the H3N2 strain recommended for the upcoming 2024 to 2025 season is the same strain that was
used in the 2024 southern hemisphere recommendation.

https://www.who.int/publications/m/item/recommended-composition-of-influenza-virus-vaccines-for-use-in-the-2024-2025-
northern-hemisphere-influenza-season





JCVI recommendations

June 2023
« Trivalent formulations of the advised influenza vaccines equally suitable

Oct 2023 - JCVI

» Advice strengthened to align with WHO recommendation and declaration that B/Yamagata no longer circulating -
trivalent formulations preferred

« UK has the most comprehensive live attenuated influenza vaccine (LAIV) children’s programme - potential theoretical
risk of reassortment and the return of circulating B/Yamagata strains

« Committee agreed that it would like to see LAIV move to a trivalent formulation

« JCVI agreed that that the trivalent formulation of LAIV was preferred and that this change should happen as soon as
possible, preferably in time for the 2024/25 season.

* For the inactivated vaccines the preference was to use a trivalent formulation within any vaccine type when this
becomes available

JCVI Main Meeting Mins (10-Oct-2023): https://app.box.com/s/iddfb4ppwkmtjusir2tc/file/1440465623207 (QIV to TIV - para 109 to 116)
6 JCVI Statement for 2024/25 (Aug 2023) https://app.box.com/s/t5ockz9bb6xw6t2mrrzb144njplimfo0





Fluenz

« June 2024: LAIV SmPC published:
https://www.medicines.org.uk/emc/product/15790/smpc

‘Fluenz Trivalent nasal spray suspension Influenza vaccine (live

attenuated, nasal) - Summary of Product Characteristics (SmPC)’

« The brand name for the trivalent vaccine is Fluenz® (the ‘Tetra’
has been dropped).

* Presentation of the vaccine (i.e. pre-filled single dose nasal
spray, supplied in a ten dose pack) remains the same, and LAIV
will be available to order via ImmForm for providers of the
children’s flu programme as usual.

* LAIV is currently expected to become available to order early to
mid-September.

* Check ImmForm news and next edition of Vaccine Update for
information on supply — latest info will always be on ImmForm
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Annex | Links

WHO VCM (2024/25):
 Frequently Asked Questions - Recommended composition of influenza virus vaccines

e If you would like to see the recording of the announcement made at the end of the WHO Consultation on the

Composition of Influenza Virus Vaccines for use in the 2024-2025 northern hemisphere influenza season this can

be viewed on YouTube here
* The WHO meeting report can be found here.

e Seasonal candidate vaccine viruses and potency testing reagents for development and production of vaccines

* Previous seasons vaccine composition can be found here




https://cdn.who.int/media/docs/default-source/influenza/who-influenza-recommendations/vcm-northern-hemisphere-recommendation-2024-2025/202402_frequently-asked-questions.pdf?sfvrsn=88eb9509_4

https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.who.int%2Fnews-room%2Fevents%2Fdetail%2F2024%2F02%2F19%2Fdefault-calendar%2Fwho-consultation-on-the-composition-of-influenza-virus-vaccines-for-use-in-the-2024-2025-northern-hemisphere-influenza-season&data=05%7C02%7CSuzanna.McDonald%40ukhsa.gov.uk%7C8bf91c522b014aeaaf3308dc3455e911%7Cee4e14994a354b2ead475f3cf9de8666%7C0%7C0%7C638442790792188801%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=GEZ5lG89vU3IQbILakOelhCGnJ%2Bh%2FFOhoHOJ9ySKXWM%3D&reserved=0

https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.who.int%2Fnews-room%2Fevents%2Fdetail%2F2024%2F02%2F19%2Fdefault-calendar%2Fwho-consultation-on-the-composition-of-influenza-virus-vaccines-for-use-in-the-2024-2025-northern-hemisphere-influenza-season&data=05%7C02%7CSuzanna.McDonald%40ukhsa.gov.uk%7C8bf91c522b014aeaaf3308dc3455e911%7Cee4e14994a354b2ead475f3cf9de8666%7C0%7C0%7C638442790792188801%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=GEZ5lG89vU3IQbILakOelhCGnJ%2Bh%2FFOhoHOJ9ySKXWM%3D&reserved=0

https://www.youtube.com/watch?v=nn1k6LgHF9M

https://cdn.who.int/media/docs/default-source/influenza/who-influenza-recommendations/vcm-northern-hemisphere-recommendation-2024-2025/recommended-composition-of-influenza-virus-vaccines-for-use-in-the-2024-2025-northern-hemisphere-influenza-season.pdf?sfvrsn=2e9d2194_7&download=true

https://www.who.int/teams/global-influenza-programme/vaccines/who-recommendations/candidate-vaccine-viruses

https://www.who.int/teams/global-influenza-programme/vaccines/who-recommendations



		Slide 1: Move from QIV to TIV National Flu Programme 2024/2025

		Slide 2: Flu subtypes

		Slide 3: Global influenza detections – B (Yamagata)

		Slide 4: WHO Vaccine Composition Meeting (VCM) 2024/25 (Feb 2024)

		Slide 5: WHO Vaccine Composition Meeting (VCM)  2024/25

		Slide 6: JCVI recommendations

		Slide 7: Fluenz

		Slide 8: Annex

		Slide 9: Annex | Links




image3.emf
20240708 RL Signed  2024_0702_UKHSA_TdIPV_v6.0_FINAL.pdf


20240708 RL Signed 2024_0702_UKHSA_TdIPV_v6.0_FINAL.pdf
NHS
UK Health

Security
Agency

Publications gateway number: GOV-16527

Low-dose diphtheria, tetanus and inactivated poliomyelitis vaccine (Td/IPV) Patient
Group Direction (PGD)

This PGD is for the administration of low-dose diphtheria, tetanus and inactivated
poliomyelitis vaccine (Td/IPV) to individuals from 10 years of age. This PGD supports
delivery of the school-age booster from Year 9 onwards in accordance with the national
immunisation programme in England. This PGD is also used for the administration of Td/IPV
vaccine for the management of tetanus-prone wounds and cases and contacts of either
diphtheria or poliomyelitis in an outbreak according to respective national guidelines. The
PGD may also be used for individuals travelling to high-risk areas.

This PGD is for the administration of Td/IPV by registered healthcare practitioners identified
in section 3, subject to any limitations to authorisation detailed in section 2.

Reference no: Td/IPV (Revaxis®) PGD
Version no: v6.00

Valid from: 4 August 2024

Review date: 4 August 2026

Expiry date: 4 December 2026

The UK Health Security Agency (UKHSA) has developed this PGD to facilitate the
delivery of publicly-funded immunisation in England in line with national
recommendations.

Those using this PGD must ensure that it is organisationally authorised and signed in section
2 by an appropriate authorising person, relating to the class of person by whom the product
is to be supplied, in accordance with Human Medicines Regulations 2012 (HMR2012)*. The
PGD is not legal or valid without signed authorisation in accordance with HMR2012
Schedule 16 Part 2.

Authorising organisations must not alter, amend or add to the clinical content of this
document (sections 4, 5 and 6); such action will invalidate the clinical sign-off with which it is
provided. In addition, authorising organisations must not alter section 3 (Characteristics of
staff). Sections 2 and 7 can be amended within the designated editable fields provided,
but only for the purposes for which these sections are provided, namely the
responsibilities and governance of the NHS organisations using the PGD. The fields in
sections 2 and 7 cannot be used to alter, amend or add to the clinical contents. Such
action will invalidate the UKHSA clinical content authorisation which is provided in
accordance with the regulations.

Operation of this PGD is the responsibility of commissioners and service providers. The final
authorised copy of this PGD should be kept by the authorising organisation completing
Section 2 for 8 years after the PGD expires if the PGD relates to adults only and for 25 years
after the PGD expires if the PGD relates to children only, or adults and children. Provider
organisations adopting authorised versions of this PGD should also retain copies for the
periods specified above.

Individual practitioners must be authorised by name, under the current version of this
PGD before working according to it.

! This includes any relevant amendments to legislation.
Td/IPV (Revaxis®) PGD v6.00  Valid from: 4 August 2024 Expiry: 4 December 2026 Page 1 of 18



https://www.gov.uk/government/publications/the-complete-routine-immunisation-schedule

http://www.legislation.gov.uk/uksi/2012/1916/schedule/16/part/2/made

http://www.legislation.gov.uk/uksi/2012/1916/schedule/16/part/2/made



Practitioners and organisations must check that they are using the current version of the
PGD. Amendments may become necessary prior to the published expiry date.

Current versions of UKHSA PGD templates for authorisation can be found from:
Immunisation patient group direction (PGD) templates

Any concerns regarding the content of this PGD should be addressed to:
immunisation@ukhsa.gov.uk.

Enquiries relating to the availability of organisationally authorised PGDs and subsequent
versions of this PGD should be directed to: Vaccination Team, NHS England — Midlands,
responsible for your area:

East: england.emids-imms@nhs.net

Derby and Derbyshire

Lincolnshire

Leicester, Leicestershire and Rutland
Northamptonshire

Nottingham and Nottinghamshire

West: england.wmid-imms@nhs.net

Herefordshire and Worcestershire
Birmingham and Solihull
Staffordshire and Stoke-on-Trent
Shropshire, Telford and Wrekin
Black Country

Coventry and Warwickshire

Td/IPV (Revaxis®) PGD v6.00 Valid from: 4 August 2024  Expiry: 4 December 2026 Page 2 of 18



https://www.gov.uk/government/collections/immunisation-patient-group-direction-pgd

mailto:immunisation@ukhsa.gov.uk

mailto:england.emids-imms@nhs.net

mailto:england.wmid-imms@nhs.net



Change history

Version

Change details

Date

v1.00 and
v2.00

See earlier versions of this PGD for details of change history

16 October
2015 to 29
September 2017

v3.00

Td/IPV (Revaxis®) PGD routine review and amended to:
¢ include minor rewording, layout and formatting changes for clarity
and consistency with other PHE PGD templates

12 September
2019

v4.00

Td/IPV (Revaxis®) PGD routine review and amended to:

e rebrand from PHE to UKHSA

¢ include minor rewording, layout and formatting changes for clarity
and consistency with other UKHSA PGD templates

20 October
2021

v5.00

Td/IPV (Revaxis®) PGD reviewed and amended to:

¢ include minor rewording of standard text, layout and formatting
changes for clarity and consistency with organisation change and
other UKHSA PGDs

e amend NHS England and NHS Improvement (NHSEI) to NHSE
following completion of merger on 1 July 2022

e add management of cases and contacts in an outbreak of polio in
accordance with the national guidelines and recommendations from
the local health protection teams

¢ add information for vaccinating individuals with family history of
seizures, children coming into UK where history of immunisation is
not known and children with partial and unknown history of
immunisation as per Green Book Chapter 26 and the SPC in the
special consideration and additional information section

5 August 2022

v6.00

Td/IPV (Revaxis®) PGD amended to:

¢ include minor rewording or additions of standard text, layout and
formatting changes for clarity and consistency with other UKHSA
PGD templates

¢ remove the advice to defer vaccination in individuals with a history
of developing encephalopathy or encephalitis within 7 days of
receiving a vaccine containing either pertussis, diphtheria, polio or
tetanus and where resolution of symptoms took longer than 7
days, in line with Chapter 30 of the Green Book

¢ detail information resources to guide informed consent under
written information to be given to individual, parent or carer

¢ include updated administration advice for those with stable and
unstable bleeding disorders, in line with other UKHSA PGD
templates

e include updated information from the Revaxis® SPC, including that
excipients contain phenylalanine. Reference to NSPKU advice that
the amount contained in vaccines is negligible and vaccination
should proceed

o clarify all valid indications on the PGD cover page and in the
clinical condition or situation to which this PGD applies

e update associated references

4 July 2024

Td/IPV (Revaxis®) PGD v6.00

Valid from: 4 August 2024  Expiry: 4 December 2026

Page 3 of 18




https://www.medicines.org.uk/emc/product/5581



1. PGD development

This PGD has been developed by the following health professionals on behalf of UKHSA:

E;ayeloped Name Signature Date
Christina Wilson ¢
Pharmacist Lead Pharmacist Immunisation
(Lead Author) Services, Immunisation and 2 July 2024
Vaccine Preventable Diseases
Division, UKHSA
Doctor Dr Rebecca Cordery 7 . )
Consultant Epidemiologist - Liﬁlﬁ,pJ{O\ft&-\;ﬂ\
Immunisation and Vaccine * fJ’\ 2 July 2024
X o /
Preventable Diseases Division, f
UKHSA -
Registered David Green
Nurse Nurse Consultant - Immunisation ;Zm : 2 July 2024
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2. Organisational authorisations

The PGD is not legally valid until it has had the relevant organisational authorisation.

It is the responsibility of the organisation that has legal authority to authorise the PGD, to
ensure that all legal and governance requirements are met. The authorising body accepts

governance responsibility for the appropriate use of the PGD.

authorises this PGD for use by the services or providers listed

below:

Authorised for use by the following organisations and/or services

England — Midlands to provide immunisation services in:

Derby and Derbyshire
Lincolnshire

Leicester, Leicestershire, and Rutland
Northamptonshire

Nottingham and Nottinghamshire
Herefordshire and Worcestershire
Birmingham and Solihull
Staffordshire and Stoke-on-Trent
Shropshire, Telford, and Wrekin
Black Country

Coventry and Warwickshire

Primary care services and/or all organisations commissioned or contracted by NHS

Limitations to authorisation

None.

Organisational approval (legal requirement)

Role Name Sign Date
Regional Director of Roz Lindridge ) 08/07/2024
Commissioning Integration — T i N
NHSE - Midlands a8 NN Z

C oo Zp

L
Additional signhatories according to locally agreed policy
Role Name Sign Date
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Local enquiries regarding the use of this PGD may be directed to Vaccination Team, NHS
England — Midlands, responsible for your area:

East: england.emids-imms@nhs.net

Derby and Derbyshire

Lincolnshire

Leicester, Leicestershire and Rutland
Northamptonshire

Nottingham and Nottinghamshire

West: england.wmid-imms@nhs.net

e Herefordshire and Worcestershire
e Birmingham and Solihull

e Staffordshire and Stoke-on-Trent
e Shropshire, Telford and Wrekin

e Black Country

e Coventry and Warwickshire

Section 7 provides a practitioner authorisation sheet. Individual practitioners must be
authorised by name to work to this PGD. Alternative practitioner authorisation sheets may be
used where appropriate in accordance with local policy but this should be an individual
agreement or a multiple practitioner authorisation sheet as included at the end of this PGD.
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3. Characteristics of staff

Qualifications and
professional
registration

Registered professional with one of the following bodies:

e nurses and midwives currently registered with the Nursing and Midwifery Council
(NMC)

e pharmacists currently registered with the General Pharmaceutical Council
(GPhC) (Note: This PGD is not relevant to privately provided community
pharmacy services)

e paramedics and physiotherapists currently registered with the Health and Care
Professions Council (HCPC)

The practitioners above must also fulfil the Additional requirements detailed below.

Check Section 2 (Limitations to authorisation) to confirm whether all practitioners
listed above have organisational authorisation to work under this PGD.

Additional
requirements

Additionally, practitioners:

e must be authorised by name as an approved practitioner under the current terms
of this PGD before working to it

e must have undertaken appropriate training for working under PGDs for
supply/administration of medicines

e must be competent in the use of PGDs (see NICE Competency framework for
health professionals using PGDSs)

e must be familiar with the vaccine product and alert to changes in the Summary of
Product Characteristics (SPC), Immunisation Against Infectious Disease (the
Green Book) and national and local immunisation programmes

e must have undertaken training appropriate to this PGD as required by local policy
and in line with the National Minimum Standards and Core Curriculum for
Immunisation Training

e must be competent to undertake immunisation and to discuss issues related to
immunisation

e must be competent in the handling and storage of vaccines and management of
the cold chain

e must be competent in the recognition and management of anaphylaxis

e must have access to the PGD and associated online resources

e should fulfil any additional requirements defined by local policy

The individual practitioner must be authorised by name, under the current
version of this PGD before working according to it.

Continued training
requirements

Practitioners must ensure they are up to date with relevant issues and clinical skills
relating to immunisation and management of anaphylaxis, with evidence of
appropriate Continued Professional Development (CPD).

Practitioners should be constantly alert to any subsequent recommendations from
the UKHSA, NHSE and other sources of medicines information.

Note: The most current national recommendations should be followed but a Patient
Specific Direction (PSD) may be required to administer the vaccine in line with
updated recommendations that are outside the criteria specified in this PGD.

Td/IPV (Revaxis®) PGD v6.00 Valid from: 4 August 2024  Expiry: 4 December 2026 Page 7 of 18




https://www.nice.org.uk/guidance/mpg2/resources

https://www.nice.org.uk/guidance/mpg2/resources

http://www.medicines.org.uk/

https://www.gov.uk/government/collections/immunisation-against-infectious-disease-the-green-book

https://www.gov.uk/government/collections/immunisation-against-infectious-disease-the-green-book

https://www.gov.uk/government/publications/national-minimum-standards-and-core-curriculum-for-immunisation-training-for-registered-healthcare-practitioners

https://www.gov.uk/government/publications/national-minimum-standards-and-core-curriculum-for-immunisation-training-for-registered-healthcare-practitioners



4. Clinical condition or situation to which this PGD applies

Clinical condition or
situation to which this
PGD applies

Indicated for:

¢ the active immunisation of individuals from 10 years of age for the prevention of
diphtheria, tetanus and poliomyelitis, in accordance with the national
immunisation programme and recommendations given in Chapter 15, Chapter 26
and Chapter 30 of Immunisation Against Infectious Disease: the Green Book.

¢ individuals who require immunisation in response to an outbreak of polio in
accordance with the National polio guidelines: Local and regional services
guidelines and recommendations from the local health protection team

¢ individuals requiring immunisation in line with Diphtheria: public health control and
management of diphtheria in England guidance

¢ individuals with a tetanus prone wound requiring management in line with
recommendations in Chapter 30 of the Green Book

¢ individuals requiring protection in accordance with NaTHNaC against diphtheria,
tetanus or polio for travel purposes to areas where such diseases are epidemic or
endemic

Criteria for inclusion

Individuals aged 10 years and over who:

e require a booster following a primary course of immunisation against diphtheria,
tetanus and poliomyelitis (this booster is usually offered at 13 to 18 years of age,
unless the course has already been completed)

e have no history or an incomplete history of diphtheria, tetanus or poliomyelitis
immunisation

¢ in accordance with NaTHNaC, are travelling to an area where medical attention
may not be accessible should a tetanus prone wound occur, or will be residing in
epidemic or endemic areas where tetanus, diphtheria or poliomyelitis protection is
required and the final dose of the relevant antigen was received more than 10
years ago, even if the individual has received 5 doses of tetanus-containing
vaccine previously

e have a tetanus prone wound and one or more of the following apply (see Green

Book Chapter 30):

o primary tetanus immunisation is incomplete

o tetanus boosters are not up to date or last dose of tetanus containing
vaccine was more than 10 years ago

o tetanus immunisation status is unknown or uncertain

o individual has never received tetanus immunisation

require vaccination in line with recommendations for the management of cases

and contacts of diphtheria

Management of cases and contacts of polio in an outbreak

Individuals 6 years and over who require vaccination in line with the management of
cases and contacts of polio in an outbreak in accordance with the National polio
quidelines: Local and regional services and recommendations from the local health
protection team, where dTaP/IPV (Boostrix-IPV® or Repevax®) is not available or
Td/IPV is recommended by an Outbreak Control Team. See special considerations
and additional information section and the dTaP/IPV PGD.

Criteria for exclusion?

(continued over page)

Individuals who have not given valid consent (or for whom a best-interests decision
in accordance with the Mental Capacity Act 2005 has not been obtained). For further
information on consent, see Chapter 2 of the Green Book. Several resources are

2 Exclusion under this PGD does not necessarily mean the medication is contraindicated, but it would be
outside its remit and another form of authorisation will be required
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Criteria for exclusion

(continued)

available to inform consent (see written information to be given to individual, parent
or carer section).

Individuals who:

e are aged less than 10 years, except for individuals of aged 6 years and over for
the management of polio in an outbreak in accordance with the National polio
guidelines: Local and regional services and recommendations from the local
health protection team

¢ have had a confirmed anaphylactic reaction to a previous dose of diphtheria,
tetanus or poliomyelitis containing vaccine, including any conjugate vaccines
where diphtheria or tetanus toxoid is used in the conjugate

¢ have had a confirmed anaphylactic reaction to any component of the vaccine,
including neomycin, streptomycin or polymyxin B

e are suffering from acute severe febrile iliness. The presence of a minor infection
is not a contraindication for immunisation

Cautions including
any relevant action to
be taken

Facilities for management of anaphylaxis should be available at all vaccination
premises (see Chapter 8 of the Green Book and advice issued by the Resuscitation
Council UK).

Td/IPV may be given to pregnant women when protection is required without delay,
such as following a tetanus prone wound or in management of outbreaks of
diphtheria or poliomyelitis. However, pregnant women from week 16 of pregnancy
onwards should instead be protected by the administration of the routinely indicated
Tdap or dTaP/IPV (see Pertussis PGD).

The presence of a neurological condition is not a contraindication to immunisation
but if there is evidence of current neurological deterioration, deferral of vaccination
may be considered, to avoid incorrect attribution of any change in the underlying
condition. The risk of such deferral should be balanced against the risk of
preventable infection, and vaccination should be promptly given once the diagnosis
is clear, the expected course of the condition is known, or both.

The immunogenicity of the vaccine could be reduced in immunosuppressed subjects.
Where possible, vaccination should be postponed until immune function has
recovered. However, vaccination of subjects with chronic immunodeficiency, such as
AIDS, is still recommended even if the antibody response might be limited.

Syncope (fainting) can occur following, or even before, any vaccination especially in
adolescents as a psychogenic response to the needle injection. This can be
accompanied by several neurological signs such as transient visual disturbance,
paraesthesia and tonic-clonic limb movements during recovery. It is important that
procedures are in place to avoid injury from faints.

Revaxis® contains approximately 10 micrograms of phenylalanine per 0.5ml dose.
Though phenylalanine may be harmful to individuals with phenylketonuria (PKU), the
parent or carer of the individual will be well versed as to the amounts of
phenylalanine tolerable in their diet. The National Society for Phenylketonuria
(NSPKU) advise the amount of phenylalanine contained in vaccines is negligible and
therefore strongly advise individuals with PKU to take up the offer of immunisation.

Action to be taken if
the individual is
excluded

(continued over page)

If aged under 10 years, assess for immunisation with either DTaP/IPV/Hib/HepB or
dTaP/IPV PGDs as appropriate.

In case of postponement due to acute febrile illness, advise when the individual can
be vaccinated and ensure another appointment is arranged at the earliest
opportunity.

Seek appropriate advice from the local Screening and Immunisation Team, local
Health Protection Team or the individual’s clinician as appropriate (rather than delay
immunisation).

Td/IPV (Revaxis®) PGD v6.00 Valid from: 4 August 2024  Expiry: 4 December 2026 Page 9 of 18




https://www.gov.uk/government/publications/polio-national-guidelines

https://www.gov.uk/government/publications/polio-national-guidelines

https://www.gov.uk/government/publications/vaccine-safety-and-adverse-events-following-immunisation-the-green-book-chapter-8

https://www.resus.org.uk/about-us/news-and-events/anaphylaxis-guidance-vaccination-settings

https://www.resus.org.uk/about-us/news-and-events/anaphylaxis-guidance-vaccination-settings

https://www.gov.uk/government/publications/pertussis-vaccination-in-pregnancy-dtapipv-boosterix-or-repevax-pgd-template

https://www.gov.uk/government/publications/hexavalent-vaccine-dtapipvhibhepb-infanrix-hexa-pgd-template

https://www.gov.uk/government/publications/dtapipv-infanrix-ipv-or-repevax-pgd-template



Action to be taken if
the individual is
excluded

(continued)

The risk to the individual of not being immunised must be taken into account.

Document the reason for exclusion and any action taken in the individual’s clinical
records.

Inform or refer to the GP or a prescriber as appropriate.

Action to be taken if
the individual, parent
or carer declines
treatment

Informed consent, from the individual or a person legally able to act on the person’s
behalf, must be obtained for each administration. Where a person lacks the capacity,
in accordance with the Mental Capacity Act 2005, a decision to vaccinate may be
made in the individual’s best interests. For further information on consent see
Chapter 2 of the Green Book.

Advise the individual, parent or carer about the protective effects of the vaccine, the
risks of infection and potential complications of disease.

Document advice given and the decision reached.
Inform or refer to the GP or a prescriber as appropriate.

Arrangements for
referral

As per local policy
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5. Description of treatment

Name, strength and
formulation of drug

Adsorbed diphtheria (low dose), tetanus, and inactivated poliomyelitis vaccine
(Td/IPV):
e Revaxis®, suspension for injection in a pre-filled syringe.

Legal category

Prescription only medicine (POM)

Black triangle'V

No

Off-label use

Primary immunisation is off-label administration in accordance with the
recommendations given for individuals over 10 years of age in Chapter 15, Chapter 26
and Chapter 30 of Immunisation Against Infectious Disease: the Green Book.

Administration to individuals who have received a vaccine containing diphtheria or
tetanus toxoids within the previous 5 years is off-label but indicated for the
management of primary immunisation (as above) and for cases and contacts of
diphtheria or polio in accordance with disease management guidelines (see dose and
frequency of administration).

Administration to individuals who experienced neurological complications following an
earlier immunisation against either diphtheria or tetanus (or both) is off-label but may
proceed once the cause is identified, the condition has been stabilised or the expected
course of the condition becomes clear in accordance with the recommendations in
Chapter 15 and Chapter 30 of Immunisation Against Infectious Disease: the Green
Book.

The SPC does not make reference to the use of Td/IPV (Revaxis®) for the
management of cases or contacts of an outbreak, but does include use of the vaccine
as a booster and states the vaccine should be administered in accordance with official
recommendations. Vaccination is therefore recommended under this PGD in
accordance with the relevant chapters of the Green Book and the National polio
guidelines: Local and regional services.

The SPC does not recommend the use of Revaxis® to be administered to individuals
who completed a primary vaccination course or received a booster of a vaccine
containing diphtheria or tetanus toxoids within the previous 5 years. In an outbreak,
the vaccine would still be given to an eligible individual at risk, in accordance with the
relevant national guidance and Chapter 26.

The SPC states there are no clinical data available regarding the use of Revaxis® in
individuals with an incomplete, or no history of a primary series of diphtheria and
tetanus toxoids or of vaccinations against poliomyelitis, however, the vaccine is given
in accordance with the relevant Green Book chapters.

Vaccines should be stored according to the conditions detailed in the storage section
below. However, in the event of an inadvertent or unavoidable deviation of these
conditions, refer to Vaccine Incident Guidance. Where vaccines are assessed in
accordance with these guidelines as appropriate for continued use, this would
constitute off-label administration under this PGD.

Where a vaccine is recommended off-label consider, as part of the consent process,
informing the individual, parent or carer that the vaccine is being offered outside of
product licence but in accordance with national guidance.

Route and method
of administration

(continued over page)

Administer by intramuscular injection, preferably into the deltoid muscle of the upper
arm.

When administering at the same time as other vaccines, care should be taken to
ensure that the appropriate route of injection is used for all the vaccinations. The
vaccines should be given at separate sites, preferably into different limbs. If given into
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Route and method
of administration

(continued)

the same limb, they should be given at least 2.5cm apart. The site at which each
vaccine was given should be noted in the individual’s records.

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 given with reasonable safety by this route. Individuals
on stable anticoagulation therapy, including individuals on warfarin who are up to date
with their scheduled INR testing and whose latest INR was below the upper threshold
of their therapeutic range, can receive intramuscular vaccination. If the individual
receives medication or other treatment to reduce bleeding, for example treatment for
haemophilia, intramuscular vaccination can be scheduled shortly after such
medication or other treatment is administered. A fine needle (equal to 23 gauge or
finer calibre such as 25 gauge) should be used for the vaccination, followed by firm
pressure applied to the site (without rubbing) for at least 2 minutes. The individual,
parent or carer should be informed about the risk of haematoma from the injection.

If the intramuscular route is not considered suitable, vaccines normally given by an
intramuscular route should be given by deep subcutaneous injection instead, in
accordance with the recommendations in the Green Book Chapter 4.

The vaccine's normal appearance is a cloudy white suspension that may sediment
during storage. Shake the pre-filled syringe well to distribute uniformly the suspension
before administering the vaccine.

The vaccine should be visually inspected for foreign particulate matter and other
variation of expected appearance prior to preparation and administration. Should
either occur, do not administer the dose and discard the vaccine in accordance with
local procedures.

The vaccine SPC provides further guidance on preparation and administration.

Dose and frequency
of administration

(continued over page)

Single 0.5ml dose per administration
Routine childhood immunisation schedule

Td/IPV is routinely offered to teenagers as a second booster dose at around 14 years
of age. It should ideally be given 10 years after the first booster dose. It should be
given at the school session or scheduled appointment provided a minimum of 5 years
have elapsed between the first and second boosters.

Note: the first booster is usually given at pre-school age using dTaP/IPV (Repevax® or
Boostrix®-IPV). Historically, DTaP/IPV (Infanrix®-IPV) has also been used.

UK immunisation schedule for previously unimmunised individuals or where
there is an unknown or incomplete history of diphtheria, tetanus and
poliomyelitis vaccination

Infants with uncertain or incomplete diphtheria, tetanus and poliomyelitis vaccine
history should be vaccinated in accordance with the Vaccination of individuals with
uncertain or incomplete immunisation status flow chart.

The primary course consists of 3 doses, allowing an interval of one month between
doses. Where a primary course is interrupted it should be resumed but not repeated.

A first booster dose should be administered at least 5 years after the third dose of the
primary course.

A second booster dose should be administered a minimum of 5 years and ideally 10
years after the first booster dose, if less than 5 doses of diphtheria, tetanus and polio
vaccine are documented.

Travel immunisation

Where recommended in NaTHNaC, individuals travelling should be vaccinated in
accordance with the UK schedule.
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Dose and frequency
of administration
(continued)

A single booster dose may be indicated for fully immunised individuals whose last
dose of vaccine was more than 10 years ago.

Management of tetanus prone wounds

Individuals with a tetanus prone wound who received their last dose of tetanus-
containing vaccine more than 10 years ago should receive a reinforcing dose of
vaccine.

Individuals with incomplete or uncertain history of tetanus immunisation should be
vaccinated in accordance with the recommendations in the Green Book Chapter 30
Table 30.1.

Individuals may also require human tetanus immunoglobulin (see Green Book Chapter
30). Administration of tetanus immunoglobulin is not covered by this PGD.

Management of cases and contacts of diphtheria

Cases and contacts of diphtheria should be managed in accordance with Public health
control and management of diphtheria (England 2023) guidelines and
recommendations from the local health protection team.

Individuals should have their immunisation status checked to ensure they are up to
date with the recommended UK immunisation programmes.

Unimmunised individuals should receive 3 doses at monthly intervals.

Individuals who are fully immunised but have not received diphtheria-containing
vaccine in the last 12 months may be given a single reinforcing dose of Td/IPV.

Management of cases and contacts of polio

Cases and contacts of polio should be managed in accordance with National polio
guidelines: Local and regional services and recommendations from the local health
protection team.

Management will depend on the level of exposure but may include the administration
of a single dose of IPV-containing vaccine, regardless of vaccine history.

Individuals should have their immunisation status checked to ensure they are up to
date with the recommended UK immunisation programmes.

Duration of
treatment

See dose and frequency of administration

Quantity to be
supplied and
administered

Single 0.5ml dose per administration.

Supplies Centrally purchased vaccines for the national immunisation programme for the NHS
can only be ordered via ImmForm. Vaccines for use for the national immunisation
programme are provided free of charge.
Vaccine for indications other than the national immunisation programme should be
obtained from manufacturers or their wholesalers.
Protocols for the ordering, storage and handling of vaccines should be followed to
prevent vaccine wastage (see Green Book Chapter 3).

Storage Store at +2°C to +8°C.

(continued over page)

Store in original packaging to protect from light.
Do not freeze.

In the event of an inadvertent or unavoidable deviation of these conditions, vaccine
that has been stored outside the conditions stated above should be quarantined and
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Storage
(continued)

risk assessed on a case-by-case basis for suitability of continued off-label use or
appropriate disposal. Refer to Vaccine Incident Guidance.

Contact the vaccine manufacturer where more specific advice is required about
managing a temperature excursion.

Disposal

Equipment used for immunisation, including used vials, ampoules, or discharged
vaccines in a syringe or applicator, should be disposed of safely in a UN-approved
puncture-resistant sharps box, according to local authority arrangements and NHSE
guidance (HTM 07-01): safe and sustainable management of healthcare waste.

Drug interactions

Immunological response may be diminished in those receiving immunosuppressive
treatment. Vaccination is recommended for eligible individuals, even if the antibody
response may be limited. This is not a reason to withhold vaccination and the
individual, parent or carer should be advised of this.

May be given at the same time as other vaccines.

A detailed list of drug interactions is available from the vaccine’s SPC.

Identification and
management of
adverse reactions

Local reactions following vaccination are very common such as pain, swelling or
redness at the injection site. A small painless nodule may form at the injection site.

Common adverse reactions include pyrexia, headache, vertigo, nausea and vomiting.

Allergic reactions can occur including generalised skin reactions such as urticaria,
anaphylactic reactions, angioedema and shock.

A detailed list of adverse reactions is available from the vaccine’s SPC.

Reporting procedure
of adverse reactions

Healthcare professionals and individuals, parents and carers are encouraged to
report suspected adverse reactions to the Medicines and Healthcare products
Regulatory Agency (MHRA) using the Yellow Card reporting scheme or by searching
for MHRA Yellow Card in the Google Play or Apple App Store.

Any adverse reaction to a vaccine should be documented in the individual’s record
and the individual’'s GP should be informed.

Written information
to be given to
individual, parent or
carer

Offer the marketing authorisation holder's patient information leaflet (PIL) provided
with the vaccine.

For resources in accessible formats and alternative languages, please visit Home-
Health Publications.

Immunisation promotional material may be provided as appropriate:

e aguide to the 3 in 1 teenage booster (Td/IPV) vaccine leaflet
e travelling abroad to visit friends and relatives leaflet
e diphtheria warn and inform letter (including factsheet)

Where applicable, inform the individual, parent or carer that large print, Braille or
audio CD PILs may be available from emc accessibility (freephone 0800 198 5000)
by providing the medicine name and product code number, as listed on the product
SPC.

Advice and follow
up treatment

Inform the individual, parent or carer of possible side effects and their management.

The individual, parent or carer should be advised to seek medical advice in the event
of an adverse reaction and report this via the Yellow Card scheme.

When administration is postponed or a subsequent dose is due, advise the individual,
parent or carer when to return for vaccination.
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Special
considerations and
additional
information

Ensure there is immediate access to adrenaline (epinephrine)l in 1,000 injection and
access to a telephone at the time of vaccination.

Minor illnesses without fever or systemic upset are not valid reasons to postpone
immunisation. If an individual is acutely unwell, immunisation may be postponed until
they have fully recovered.

A family history of seizures is not a contraindication to immunisation (see Green Book
Chapter 26 and the SPC). When there is a personal or family history of febrile
seizures, there is an increased risk of these occurring after any fever, including that
caused by immunisation. Seizures associated with fever are rare in the first 6 months
of life and most common in the second year of life. After this age, the frequency falls
and they are rare after 5 years of age (see Green Book Chapter 26).

Children coming to the UK who have a history of completing immunisation in their
country of origin may not have been offered protection against all the antigens
currently used in the UK. Children coming from developing countries, from areas of
conflict, or from hard-to-reach population groups may not have been fully immunised.
Where there is no reliable history of previous immunisation, it should be assumed that
individuals are unimmunised and the full UK recommendations should be followed.

Where children have had a fourth dose of tetanus, diphtheria and polio-containing
vaccine at around 18 months of age, this dose should be discounted as it may not
provide satisfactory protection until the time of the teenage booster. The routine pre-
school and subsequent boosters should be given according to the UK schedule.

When given as a 3-in-one booster to Year 9 pupils, this represents a good opportunity
for providers to check the individual is also up to date with other routine vaccines,
including MenACWY, HPV and MMR vaccines. Provided each vaccine is given at a
different administration site, all of these vaccines may be co-administered together.

If a person attends for a routine booster dose and has a history of receiving a vaccine
following a tetanus-prone wound, attempts should be made to identify which vaccine
was given. If the vaccine given at the time of the injury was the same as that due at
the current visit and was given after an appropriate interval, then the routine booster
dose is not required. Otherwise, the dose given at the time of injury should be
discounted as it may not provide long-term protection against all antigens, and the
scheduled immunisation should be given. Such additional doses are unlikely to
produce an unacceptable rate of reactions.

If Tdap (ADACEL®) vaccine is administered in error instead of Td/IPV as a Year 9
booster, the child should be offered Td/IPV as soon as the error is realised, as Tdap
does not provide protection against polio. Healthcare practitioners should familiarise
themselves with the difference between the vaccines and their packaging to minimise
a recurrence. Where possible and applicable, ADACEL® should be kept in a separate
part of the vaccine fridge.

People who inject drugs (PWID) are at greater risk of tetanus. Every opportunity
should be taken to ensure that they are fully protected against tetanus. Booster doses
should be given if there is any doubt about their immunisation status.

Records

(continued over page)

The practitioner must ensure the following is recorded:

¢ that valid informed consent was given or a decision to vaccinate made in the
individual’s best interests in accordance with the Mental Capacity Act 2005

¢ name of individual, address, date of birth and GP with whom the individual is

registered

name of immuniser

name and brand of vaccine

date of administration

dose, form and route of administration of vaccine

quantity administered
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Records

(continued)

e batch number and expiry date

e anatomical site of vaccination

e advice given, including advice given if the individual is excluded or declines
immunisation

¢ details of any adverse drug reactions and actions taken

e supplied via PGD

Records should be signed and dated (or password-controlled on e-records).
All records should be clear, legible and contemporaneous.

This information should be recorded in the individual’s GP record. Where the vaccine
is administered outside the GP setting, appropriate health records should be kept and
the individual’s GP informed.

The local Child Health Information Systems team (Child Health Records Department)
must be notified using the appropriate documentation or pathway as required by any
local or contractual arrangement.

A record of all individuals receiving treatment under this PGD should also be kept for
audit purposes in accordance with local policy.
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6. Key references

Key references

Td/IPV vaccine (Revaxis®)

¢ Immunisation against infectious disease: The Green Book Chapter 15, Chapter
26, updated 19 April 2013 and Chapter 30, updated 6 June 2022
https://www.gov.uk/government/collections/immunisation-against-infectious-
disease-the-green-book

e Summary of product characteristic for Revaxis®, Sanofi Pasteur, updated 23 June
2023
https://www.medicines.org.uk/emc/product/5581

¢ Vaccination of individuals with uncertain or incomplete immunisation status,
updated 6 September 2023
https://www.gov.uk/government/publications/vaccination-of-individuals-with-
uncertain-or-incomplete-immunisation-status

e Public health control and management of diphtheria in England: 2023 guidelines,
updated 9 November 2023
https://www.gov.uk/government/publications/diphtheria-public-health-control-and-
management-in-england-and-wales

¢ National polio guidelines: Local and regional services, updated 26 September
2019 https://www.gov.uk/government/publications/polio-national-guidelines

e The National Society for Phenylketonuria (NSPKU) Medical Advisory Panel:
vaccines and PKU, issued 31 January 2023
https://nspku.org/download/vaccines-and-pku/

General

¢ NHSE Health Technical Memorandum 07-01: safe and sustainable management
of healthcare waste, updated 7 March 2023

https://www.england.nhs.uk/publication/management-and-disposal-of-healthcare-
waste-htm-07-01/

e National Minimum Standards and Core Curriculum for Immunisation Training.
Published February 2018
https://www.gov.uk/government/publications/national-minimum-standards-and-
core-curriculum-for-immunisation-training-for-registered-healthcare-practitioners

¢ NICE Medicines Practice Guideline 2 (MPG2): Patient Group Directions, updated
27 March 2017
https://www.nice.org.uk/Guidance/MPG2

¢ NICE MPG2 Patient group directions: competency framework for health
professionals using patient group directions, updated 4 January 2018
www.nice.org.uk/quidance/mpg?2/resources

e UKHSA Immunisation Collection
www.goV.uk/government/collections/immunisation

e Vaccine Incident Guidance
www.gov.uk/government/publications/vaccine-incident-guidance-responding-to-
vaccine-errors
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7. Practitioner authorisation sheet
Td/IPV (Revaxis®) PGD v6.00 Valid from: 4 August 2024  Expiry: 4 December 2026

Before signing this PGD, check that the document has had the necessary authorisations in
section 2. Without these, this PGD is not lawfully valid.

Practitioner

By signing this PGD you are indicating that you agree to its contents and that you will work
within it.

PGDs do not remove inherent professional obligations or accountability.

It is the responsibility of each professional to practise only within the bounds of their own
competence and professional code of conduct.

| confirm that | have read and understood the content of this PGD and that | am willing
and competent to work to it within my professional code of conduct.

Name Designation Signature Date

Authorising manager

| confirm that the practitioners named above have declared themselves suitably
trained and competent to work under this PGD. | give authorisation on behalf of
insert name of organisation

for the above-named healthcare professionals who have signed the PGD to work
under it.

Name Designation Signature Date

Note to authorising manager

Score through unused rows in the list of practitioners to prevent practitioner additions post
managerial authorisation.

This authorisation sheet should be retained to serve as a record of those practitioners
authorised to work under this PGD.
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Security
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Publications gateway number: GOV-16524

Live attenuated influenza vaccine nasal spray suspension (LAIV)
Patient Group Direction (PGD)
This PGD is for the supply and administration, or supply only, of live attenuated influenza vaccine

(LAIV) nasal spray suspension to children and adolescents from 2 years to under 18 years of age
in accordance with the national flu immunisation programme.

This PGD is for the supply and administration, or supply only, of LAIV by registered healthcare
practitioners identified in section 3, subject to any limitations to authorisation detailed in section 2.

Reference no: LAIV PGD
Version no: v14.00

Valid from: 1 September 2024
Expiry date: 1 April 2025

The UK Health Security Agency (UKHSA) has developed this PGD to facilitate the delivery
of publicly-funded immunisations in England in line with national recommendations.

Those using this PGD must ensure that it is organisationally authorised and signed in section 2 by
an appropriate authorising person, relating to the class of person by whom the product is to be
supplied, in accordance with Human Medicines Regulations 2012 (HMR2012)*. The PGD is not
legal or valid without signed authorisation in accordance with HMR2012 Schedule 16 Part 2.

Authorising organisations must not alter, amend or add to the clinical content of this document
(sections 4, 5 and 6); such action will invalidate the clinical sign-off with which it is provided. In
addition, authorising organisations must not alter section 3 (Characteristics of staff).

Sections 2 and 7 can be amended within the designated editable fields provide, but only for
the purposes for which these sections are provided, namely the responsibilities and
governance of the NHS organisations using the PGD. The fields in sections 2 and 7 cannot
be used to alter, amend or add to the clinical contents. Such action will invalidate the
UKHSA clinical content authorisation which is provided in accordance with the regulations.

Operation of this PGD is the responsibility of commissioners and service providers. The final
authorised copy of this PGD should be kept by the authorising organisation completing Section 2
for 8 years after the PGD expires if the PGD relates to adults only and for 25 years after the PGD
expires if the PGD relates to children only, or adults and children. Provider organisations adopting
authorised versions of this PGD should also retain copies for the periods specified above.

Individual practitioners must be authorised by name, under the current version of this PGD
before working according to it.

Practitioners and organisations must check that they are using the current version of the PGD.
Amendments may become necessary prior to the published expiry date. Current versions of
UKHSA PGD templates for authorisation can be found from:

Immunisation patient group direction (PGD) templates

Any concerns regarding the content of this PGD should be addressed to:
immunisation@ukhsa.gov.uk

! This includes any relevant amendments to legislation.
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Enquiries relating to the availability of organisationally authorised PGDs and subsequent versions
of this PGD should be directed to: Vaccination Team, NHS England — Midlands, responsible for
your area:

East: england.emids-imms@nhs.net

e Derby and Derbyshire

e Lincolnshire

e Leicester, Leicestershire and Rutland
e Northamptonshire

e Nottingham and Nottinghamshire

West: england.wmid-imms@nhs.net

e Herefordshire and Worcestershire
Birmingham and Solihull
Staffordshire and Stoke-on-Trent
Shropshire, Telford and Wrekin
Black Country

Coventry and Warwickshire
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Change history

Version
number

Change details

Date

v1.00 to
v10.00

See earlier version of this PGD for change details.

1 September 2013
to 28 July 2021

v11.00

LAIV PGD amended to:

¢ include the 2022 to 2023 influenza vaccination programme
eligible cohorts

e update organisation from PHE to the UKHSA

9 August 2022

v12.00

LAIV PGD amended to:

e update to include the 2023 to 2024 influenza vaccination
programme eligible cohorts

o align the very severely immunocompromised statement to
Green Book in the inclusion criteria

e add children aged 2 years to less than 9 years who are
household contacts of immunocompromised individuals in dose
section

e add additional information about use of the nasal spray in the
route and administration section

e update the owner of the technical memorandum from
Department of Health to NHSE in the disposal section

e move headache to less common adverse reaction in line with
the SPC in identification of adverse reactions
add use of salicylate caution in patient advice section

¢ add how to obtain accessible information in the written
information given to patient section

e updated the references

29 June 2023

v13.00

LAIV PGD amended to:
e add secondary school Years 7 to 11 to criteria for inclusion
section

4 July 2023

v14.00

LAIV PGD amended to:

o reflect the change in LAIV vaccine from a quadrivalent to
trivalent formulation, in line with recommendations from the
World Health Organisation for influenza vaccine composition for
use in the northern hemisphere

¢ include information on timing of doses for the 2024 to 2025
season
confirm low ovalbumin content of Fluenz®trivalent

o detail appropriate action to take when presented with individuals
with unrepaired craniofacial malformations

e outline updated storage data: the vaccine may only be removed
from the cold chain once, for a maximum period of 12 hours at
temperatures between 8°C and 25°C

e remove use of oral corticosteroids in the last 14 days for asthma
exacerbations as an exclusion, in line with Chapter 19

e removal of advice to reserve inactivated influenza vaccine for
individuals who have not shown improvement after a further 72
hours following an initial 72 hour period of active wheeze,
increased bronchodilator use, or both

¢ include minor rewording, layout and formatting changes for
consistency with other UKHSA PGDs

9 July 2024

LAIV PGD v14.00
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1. PGD development

This PGD has been developed by the following health professionals on behalf of the UKHSA:

Developed by: Name Signature Date
T .. . [4
Pharmacist Christina Wl!son o
(Lead Author) Lead Pharmacist Immunisation
Services, Immunisation and 3 July 2024

Vaccine Preventable Diseases
Division, UKHSA

Doctor

Jamie Lopez-Bernal 3
Consultant Epidemiologist, A /
Immunisation and Vaccine :

<5 SR, 3 July 2024
Preventable Diseases Division, o copa il =

Registered Nurse

(Chair of Expert Panel)

David Green

Nurse Consultant for
Immunisation, Immunisation and
Vaccine Preventable Diseases
Division, UKHSA

3 July 2024

DG

This PGD has been peer reviewed by the UKHSA Immunisations PGD Expert Panel in
accordance with the UKHSA PGD Policy. It has been ratified by the UKHSA Medicines
Governance Committee.

Expert Panel

Nicholas Aigbogun

Consultant in Communicable Disease Control, Yorkshire and Humber Health
Protection Team, UKHSA

Alison Campbell

Screening and Immunisation Coordinator, Clinical, NHSE Midlands

Jane Freeguard

Deputy Director of Vaccination — Medicines and Pharmacy, NHSE

Rosie Furner

Specialist Pharmacist - Medicines Governance, Patient Group Directions and
Medicines Mechanisms, NHS Specialist Pharmacist Services (SPS)

Ed Gardner

Advanced Paramedic Practitioner/Emergency Care Practitioner, Medicines
Manager, Primary Care Based, Southbourne Surgery

Gemma Hudspeth

Senior Health Protection Practitioner, North East Health Protection Team Regions
Directorate, UKHSA

Michelle Jones

Principal Medicines Optimisation Pharmacist, Bristol North Somerset and South
Gloucestershire Integrated Care Board

Jacqueline Lamberty

Medicines Governance Consultant Lead Pharmacist, UKHSA

Elizabeth Luckett

Senior Screening & Immunisation Manager, NHSE South West

Vanessa MacGregor

Consultant in Communicable Disease Control, East Midlands Health Protection
Team, UKHSA

Lesley McFarlane

Lead Immunisation Nurse Specialist, Immunisation and Vaccine Preventable
Diseases Division, UKHSA

Nikki Philbin

Screening and Immunisation Manager, Vaccination and Screening Programmes,
NHSE Midlands

Tushar Shah

Lead Pharmacy Adviser, NHSE London
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2. Organisational authorisations

The PGD is not legally valid until it has had the relevant organisational authorisation.

It is the responsibility of the organisation that has legal authority to authorise the PGD, to ensure
that all legal and governance requirements are met. The authorising body accepts governance
responsibility for the appropriate use of the PGD.

NHSE - Midlands uthorises this PGD for use by the services or providers listed below:

Authorised for use by the following organisations and/or services

Primary care services and/or all organisations commissioned or contracted by NHS England —
Midlands to provide immunisation services in:

Derby and Derbyshire
Lincolnshire

Leicester, Leicestershire, and Rutland
Northamptonshire

Nottingham and Nottinghamshire
Herefordshire and Worcestershire
Birmingham and Solihull
Staffordshire and Stoke-on-Trent
Shropshire, Telford, and Wrekin
Black Country

Coventry and Warwickshire.

Limitations to authorisation

None

Organisational approval (legal requirement)

Role Name Sign Date
Regional Director of Roz Lindridge . 17/07/2024
Commissioning Integration — ‘&3 / N
NHS England - Midlands 4 Y e
C o B
v
Additional signatories according to locally agreed policy
Role Name Sign Date
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Local enquiries regarding the use of this PGD may be directed to Vaccination Team, NHS England
— Midlands, responsible for your area:

East: england.emids-imms@nhs.net

Derby and Derbyshire

Lincolnshire

Leicester, Leicestershire and Rutland
Northamptonshire

Nottingham and Nottinghamshire

West: england.wmid-imms@nhs.net

Herefordshire and Worcestershire
Birmingham and Solihull
Staffordshire and Stoke-on-Trent
e Shropshire, Telford and Wrekin

e Black Country

e Coventry and Warwickshire

Section 7 provides a practitioner authorisation sheet. Individual practitioners must be authorised
by name to work to this PGD. Alternative practitioner authorisation sheets may be used where
appropriate in accordance with local policy but this should be an individual agreement or a multiple
practitioner authorisation sheet as included at the end of this PGD.
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3. Characteristics of staff

Qualifications and
professional
registration

Practitioners must only work under this PGD where they are competent to do so.
Practitioners working to this PGD must also be one of the following registered
professionals who can legally supply and administer under a PGD (see Patient
Group Directions: who can administer them):

e nurses and midwives currently registered with the Nursing and Midwifery Council
(NMC)

¢ pharmacists currently registered with the General Pharmaceutical Council
(GPhC) (Note: This PGD is not relevant to the national community pharmacy
seasonal influenza vaccination advanced service nor privately provided
community pharmacy services)

¢ chiropodists/podiatrists, dieticians, occupational therapists, orthoptists,
orthotists/prosthetists, paramedics, physiotherapists, radiographers and speech
and language therapists currently registered with the Health and Care
Professions Council (HCPC)

¢ dental hygienists and dental therapists registered with the General Dental Council

e optometrists registered with the General Optical Council

Practitioners must also fulfil all the Additional requirements.

Check Section 2 (Limitations to authorisation) to confirm whether all the registered
practitioners listed above have organisational authorisation to work under this PGD.

Additional
requirements

Additionally, practitioners:

e must be authorised by name as an approved practitioner under the current terms
of this PGD before working to it

¢ must have undertaken appropriate training for working under PGDs for
supply/administration of medicines

e must be competent in the use of PGDs (see NICE Competency framework for
health professionals using PGDs)

e must be familiar with the vaccine product and alert to changes in the Summary of
Product Characteristics (SPC), Immunisation Against Infectious Disease (the
Green Book) and national and local immunisation programmes

¢ must have undertaken training appropriate to this PGD as required by local policy
and in line with the National Minimum Standards and Core Curriculum for
Immunisation Training. For further information, see Flu immunisation training
recommendations

e must be competent to undertake immunisation and to discuss issues related to
immunisation

e must be competent in the handling and storage of vaccines and management of
the cold chain

e must be competent in the recognition and management of anaphylaxis
must have access to the PGD and associated online resources

¢ should fulfil any additional requirements defined by local policy

The individual practitioner must be authorised by name, under the current
version of this PGD before working according to it.

Continued training
requirements

Practitioners must ensure they are up to date with relevant issues and clinical skills
relating to immunisation and management of anaphylaxis, with evidence of
appropriate Continued Professional Development (CPD).

Practitioners should be constantly alert to any subsequent recommendations from
the UKHSA, NHS England (NHSE) and other sources of medicines information.

Note: The most current national recommendations should be followed but a Patient
Specific Direction (PSD) may be required to administer the vaccine in line with
updated recommendations that are outside the criteria specified in this PGD.

LAIV PGD v14.00
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4. Clinical condition or situation to which this PGD applies

Clinical condition or
situation to which
this PGD applies

LAIV is indicated for the active immunisation of children and adolescents from 2
years to under 18 years of age for the prevention of influenza infection, in line with
the recommendations given in Chapter 19 of Immunisation Against Infectious
Disease: the Green Book, annual flu letter(s) and subsequent correspondence and
publications from UKHSA and NHSE.

Criteria for inclusion

(continued over page)

For the 2024 to 2025 influenza season, LAIV should be offered in accordance with
national recommendations to the following groups:

From 1 September 2024:
o all those aged 2 or 3 years on 31 August 2024 (with a date of birth on or after 1
September 2020 and on or before 31 August 2022)

¢ all primary school-aged children in Reception to Year 6 (aged 4 to 10 years old on

31 August 2024) including home-schooled and other children not in mainstream
education
o some school aged children might be outside of the age ranges outlined in the
above paragraphs (for example, if a child has been accelerated or held back a
year). It is acceptable to offer and deliver influenza immunisation to these
children with their class peers under this PGD
e secondary school-aged children in Years 7 to 11 including home-schooled and
other children not in mainstream education
¢ children and adolescents from 2 years to under 18 years of age who are in a
clinical risk group category listed in Chapter 19 of the Green Book such as:
o chronic (long-term) respiratory disease, such as asthma (that requires
continuous or repeated use of inhaled or systemic steroids or with previous
exacerbations requiring hospital admission, but see also criteria for exclusion

below), bronchitis or cystic fibrosis

o chronic heart disease and vascular disease

o chronic kidney disease at stage 3,4 or 5

o chronic liver disease

o chronic neurological disease, such as cerebral palsy or motor neurone
disease

o learning disability

o diabetes and adrenal insufficiency

o asplenia or dysfunction of the spleen

o aweakened immune system due to disease (such as HIV/AIDS) or treatment
(such as cancer treatment)

o morbidly obese individuals (aged from 16 years) with a BMI = 40kg/m? and

above

¢ children and adolescents from 2 years to under 18 years of age who are close
household contacts of immunocompromised individuals. This would also include
individuals who expect to share living accommodation on most days over the
winter with immunocompromised individuals and therefore for whom continuing
close contact is unavoidable. This may include carers.

Note: close contacts (example household members or carers) of very severely
immunocompromised individuals, for example bone marrow transplant individuals
requiring isolation, should receive inactivated influenza vaccine and not LAIV, see
the inactivated influenza PGD.

¢ individuals, from 16 years to under 18 years of age, who are in receipt of a carer’s
allowance, or those who are the main carer of an older or disabled person whose
welfare may be at risk if the carer falls ill

¢ frontline staff from 16 years to under 18 years of age without employer-led
occupational health schemes employed:

LAIV PGD v14.00
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Criteria for inclusion
(continued)

o by aregistered residential care or nursing home or registered domiciliary care
provider, who are directly involved in the care of vulnerable individuals who
are at increased risk from exposure to influenza

o by a voluntary managed hospice provider, who are directly involved in the
care of vulnerable individuals who are at increased risk from exposure to
influenza

o through Direct Payments (personal budgets) or Personal Health Budgets,
such as Personal Assistants, to deliver domiciliary care to individuals

o to deliver social care services and are in direct contact with those who are
clinically vulnerable to flu, who receive care and support services from the
social care provider

Criteria for
exclusion?

(continued over page)

Individuals (or their parents or carers) who have not given valid consent (or for whom
a best-interests decision in accordance with the Mental Capacity Act 2005, has not
been obtained). For further information on consent, see Chapter 2 of the Green
Book. Several resources are available to inform consent (see written information to
be given to individual, parent or carer section).

LAIV must not be given under this PGD to:

e children and infants under 2 years of age

e adults aged 18 years and over
individuals who have received a dose of influenza vaccine for the current season,
unless they are individuals aged 2 to less than 9 years in a clinical risk group
category listed in Chapter 19 of the Green Book who should, in the first season
they are vaccinated against influenza, receive a second dose of LAIV at least 4
weeks after the first dose

¢ individuals with a confirmed anaphylactic reaction to a previous dose of influenza
vaccine

¢ individuals with a confirmed anaphylactic reaction to any component of LAIV
(such as gelatine) or residue from the manufacturing process (such as
gentamicin), with the exception of egg proteins (see additional information
section)

¢ individuals with severe anaphylaxis to egg which has previously required
intensive care

¢ individuals with severe asthma who have previously required intensive care for
asthma exacerbation or who require regular oral steroids for the maintenance of
asthma control, unless LAIV is advised by their respiratory specialist

¢ individuals receiving salicylate therapy (other than topical treatment for localised
conditions) because of the association of Reye’s syndrome with salicylates and
wild-type influenza infection

¢ individuals with unrepaired craniofacial malformations

e pregnant individuals (see the UKHSA Inactivated influenza PGD)

Note: There is no need to specifically test eligible girls for pregnancy or to
advise avoidance of pregnancy in those who have been recently vaccinated

¢ individuals offered vaccination as part of an employer’s occupational health
scheme

Refer to the UKHSA Inactivated influenza PGD for the following groups of
excluded individuals:

¢ individuals who are clinically severely immunodeficient due to a condition or
immunosuppressive therapy such as:

o acute and chronic leukaemias
o lymphoma

2 Exclusion under this PGD does not necessarily mean the medication is contraindicated, but it would be outside its
remit and another form of authorisation will be required.
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Criteria for o HIV, which is not suppressed by antiretroviral therapy

exclusion cellular immune deficiencies

(continued) o high dose corticosteroids (prednisolone at least 2mg/kg/day for a week or
1mg/kg/day for a month or equivalent)

o

¢ individuals for whom close contact with very severely immunocompromised
individuals (for instance, bone marrow transplant individuals requiring isolation) is
likely or unavoidable (for example, household members)

Temporary exclusions

LAIV administration should be postponed for individuals who:

o are suffering from acute febrile iliness until completely recovered

o are suffering from heavy nasal congestion which may impede delivery of the
vaccine to the nasopharyngeal mucosa until congestion has resolved

e have a history of active wheezing in the past 72 hours or those who have
increased their use of bronchodilators in the previous 72 hours. See action to be
taken if the individual is excluded

¢ received treatment with influenza antiviral agents in the last 48 hours, until 48
hours following the cessation of treatment with influenza antiviral agents

Cautions including Individuals who have immunosuppression or who are living with HIV may not make a
any relevant action full antibody response to the vaccine.
to be taken

Action to be taken if | Children and adolescents who are eligible for influenza vaccination but for whom

the individual is LAIV is contraindicated or is otherwise unsuitable, for instance due to the route or

excluded non-acceptance of porcine gelatine content, should be considered for an appropriate
alternative inactivated influenza vaccine (see the UKHSA Inactivated influenza
PGD).

Children and adolescents with a history of severe anaphylaxis to egg which has
required intensive care should ideally be referred to specialists for potential LAIV
immunisation in hospital. LAIV remains the preferred vaccine for this group and the
intranasal route is less likely to cause systemic reactions. Egg-allergic individuals can
alternatively be given the egg-free cell-based quadrivalent inactivated vaccine
(QIVc), see the UKHSA Inactivated influenza PGD. JCVI has advised that, except for
those with severe anaphylaxis to egg which has previously required intensive care,
children with an egg allergy can be safely vaccinated with LAIV in any setting
(including primary care and schools). Fluenz® contains less than 0.024 micrograms
ovalbumin per dose, equivalent to less than 0.12 micrograms per ml and is classed
as having a very low ovalbumin content.

Individuals who have previously required intensive care for asthma exacerbation or
who require regular oral steroids for the maintenance of asthma control should only
be given LAIV on the advice of their specialist. As these children are a defined risk
group for influenza, those who cannot receive LAIV should receive an inactivated
influenza vaccine (see the UKHSA Inactivated influenza PGD).

No data exist in reference to the safety of intranasal administration of Fluenz® in
individuals with unrepaired craniofacial malformations. In such cases, LAIV may be
considered unsuitable and therefore the inactivated influenza vaccine should be
offered instead (see the UKHSA Inactivated influenza PGD).

All pregnant individuals should be offered inactivated influenza vaccine unless
otherwise contraindicated (see the UKHSA Inactivated influenza PGD).

Vaccination with inactivated influenza vaccine should be considered for
immunosuppressed individuals excluded from receiving LAIV and those who are
contacts of individuals who are very severely immunocompromised (see the UKHSA
Inactivated Influenza PGD).

(continued over page)
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Action to be taken if
the individual is
excluded
(continued)

This PGD covers NHS commissioned services only. This PGD does not cover the
provision of occupational health schemes or peer-to-peer influenza immunisation
(see NHS Specialist Pharmacy Service Influenza vaccine written instruction
templates for adoption)

Individuals temporarily excluded may be offered LAIV at a later date. In case of
postponement, arrange a future date for vaccination. Individuals suffering from heavy
nasal congestion could be given an intramuscular influenza vaccine instead.

Individuals who have a history of active wheezing in the past 72 hours, or those who
have increased their use of bronchodilators in the previous 72 hours, should be
offered an inactivated influenza vaccine to avoid delaying protection in this high-risk
group (see the UKHSA Inactivated influenza PGD).

Seek appropriate advice from the local Screening and Immunisation Team, local
Health Protection Team or individual’s clinician as required.

The risk to the individual of not being immunised must be taken into account.

Document the reason for exclusion and any action taken in the individual’s clinical
records.

Inform or refer to the individual’s GP or a prescriber as appropriate.

Action to be taken if
the individual,
parent or carer
declines treatment

Informed consent, from the individual or a person legally able to act on the
individual’s behalf, must be obtained for each administration. For further information
on consent, see Chapter 2 of the Green Book.

Advise the individual, parent or carer about the protective effects of the vaccine, the
risks of infection and potential complications.

If the parent or carer of an eligible child refuses LAIV because of its porcine gelatin
content (and they understand that it is the most effective product in the programme),
advise the individual, parent or carer they can request an alternative injectable
vaccine. UKHSA has procured QIVc for these children. Refer to the UKHSA
Inactivated Influenza Vaccine PGD.

Document the advice given and decision reached.

Inform or refer to the GP or prescriber as appropriate.

Arrangements for
referral for medical
advice

As per local policy
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5. Description of treatment

Name, strength and
formulation of drug

Live attenuated influenza vaccine nasal spray suspension (0.2ml):

e Fluenz® in pre-filled single-use nasal applicator

Legal category

Prescription only medicine (POM)

Black triangleV

No.

Off-label use

The SPC states children who have not previously been vaccinated against seasonal
influenza should be given a second dose after an interval of at least 4 weeks.

However, JCVI has advised that children who are not in a clinical risk group, only
require a single dose of LAIV irrespective of whether they have received influenza
vaccine previously.

Fluenz® is contraindicated in children and adolescents receiving salicylate therapy
because of the association of Reye’s syndrome with salicylates and wild-type
influenza infection. However, LAIV may be administered off-label to individuals
receiving topical salicylate treatment for the management of localised conditions, in
accordance with Chapter 19 of the Green Book.

JCVI has advised that, except for those with severe anaphylaxis to egg which has
previously required intensive care, children with an egg allergy can be safely
vaccinated with LAIV in any setting (including primary care and schools).

Vaccines should be stored according to the conditions detailed in the storage section
below. However, in the event of an inadvertent or unavoidable deviation of these
conditions, refer to Vaccine Incident Guidance. Where vaccines are assessed in
accordance with these guidelines as appropriate for continued use, this would
constitute off-label administration under this PGD.

Where a vaccine is recommended off-label consider, as part of the consent process,
informing the individual, parent or carer that the vaccine is being offered outside of
product licence but in accordance with national guidance.

Route and method
of administration

(continued over page)

If the PGD is used for “supply only”, subsequent self-administration or
administration by another person is outside the remit of this PGD and should
only take place in well-defined local circumstances covered by training and local
operating protocols.

Administration under this PGD must be directly by the registered health
professional named in section 7.

LAIV is for intranasal application only.
Do not use with a needle. Do not inject.
Single application in each nostril of 0.1ml.

Do not use Fluenz®if the expiry date has passed or the sprayer appears damaged,
for example, if the plunger is loose or displaced from the sprayer or if there are any
signs of leakage.

Check the appearance of the vaccine before administration. The suspension should
be colourless to pale yellow, clear to opalescent. Small white particles may be
present. In instances where there is variation of expected appearance of the vaccine
prior to preparation and administration, discard the vaccine in accordance with local
procedures.

The individual can breathe normally during vaccine administration and there is no
need to actively inhale or sniff.
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Route and method
of administration
(continued)

Administration does not need to be repeated if the individual sneezes or blows their
nose immediately following administration.

Check product name, batch number and expiry date before administration.
The SPC provides further guidance on administration.

Instructions for administration
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Remove the With the patient | For Place the tip
rubber tip upright, position | administration | just inside the
protector. the tip just inside| into the other | other nostril.
Do not remove | the nostril and in| nostril, pinch | In a single
the dose-divider | a single motion, | and remove motion,
clip at the other | depress the the dose- depress the
end. plunger as divider clip plunger as
rapidly as from the rapidly as
possible until the| plunger. possible to
dose-divider clip deliver the
prevents remaining
movement. vaccine.

Dose and frequency
of administration

Single dose of 0.2ml of LAIV, administered as 0.1ml in each nostril.
Children in clinical risk groups

Children aged 2 years to less than 9 years who are in a clinical risk group category
listed in Chapter 19 of the Green Book and who have not received influenza vaccine
before, should receive a second dose of LAIV at least 4 weeks after the first dose.

Children aged 2 years to less than 9 years who are household contacts of
immunocompromised individuals should be vaccinated in accordance with the advice
on children in clinical risk groups (see Chapter 19).

Second dose: 0.2ml of LAIV, administered as 0.1ml in each nostril.

If LAIV is unavailable for second doses, for example due to batch expiry, then offer
an age-appropriate and available inactivated influenza vaccine (see UKHSA
Inactivated influenza PGD)

Duration of
treatment

As outlined in dose and frequency of administration above.

Quantity to be
supplied or
administered

0.2ml dose to be administered as 0.1ml in each nostril, or

0.2ml of LAIV to be supplied to the individual for immediate self-administration or
administration by another person within the clinic setting. Vaccine supplies which are
not legally over-labelled for individual use must be administered prior to the individual
leaving the immunisation session.

Note: The act of administration by anyone other than the registered professional
named in section 7 is outside the remit of this PGD and should only take place in
well-defined local circumstances covered by training and local operating protocols.

Children aged 2 years to less than 9 years old in a clinical risk category and
receiving influenza immunisation for the first time:

this dose (0.2ml) should be repeated after a 4 week interval.
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Supplies

LAIV has been purchased centrally for children. These vaccines should be ordered
as per the usual mechanisms for the routine childhood immunisation programme.

Protocols for the ordering, storage and handling of vaccines should be followed to
prevent vaccine wastage (see the Green Book Chapter 3).

Storage

Store at +2°C to +8°C. Store in original packaging in order to protect from light. Do
not freeze.

Before use, the vaccine may be removed from the cold chain once, for a maximum
period of 12 hours at a temperature not above 25°C. Data indicates the vaccine
components are stable for 12 hours at temperatures between 8°C and 25°C. If the
vaccine has not been used within this 12 hour period, it should be immediately
discarded, in line with local clinical waste procedures.

In the event of an inadvertent or unavoidable deviation of these conditions, vaccines
that have been stored outside the conditions stated above should be quarantined
and risk assessed on a case-by-case basis for suitability of continued off-label use or
appropriate disposal. Refer to Vaccine Incident Guidance.

Disposal

Follow local clinical waste policy and NHS standard operating procedures to ensure
safe and secure waste disposal.

Equipment used for immunisation, including discharged or partially discharged
vaccines in an applicator, should be disposed of safely, as medicinally-contaminated
clinical waste for incineration, in a UN-approved waste receptacle (usually a sharps
box), according to local authority arrangements and NHSE guidance (HTM 07-01):
safe and sustainable management of healthcare waste.

Drug interactions

There is a potential for influenza antiviral agents to lower the effectiveness of the
LAIV. Therefore, influenza antiviral agents and LAIV should not be administered
concomitantly. LAIV should be delayed until 48 hours following the cessation of
treatment with influenza antiviral agents.

Administration of influenza antiviral agents within the 2 weeks following
administration of LAIV may affect the response to the vaccine.

Do not administer LAIV to those receiving salicylate therapy (other than topical
treatment for localised conditions) and do not use salicylates for 4 weeks after
vaccination.

LAIV can be given at the same time as other vaccines (both live and inactivated).

Live vaccines which replicate in the mucosa, such as live attenuated influenza
vaccine (LAIV) are unlikely to be seriously affected by concomitant COVID-19
vaccination. It is generally better for vaccination to proceed to avoid any further delay
in protection and to avoid the risk of the individual not returning for a later
appointment (see Chapter 19).

A detailed list of drug interactions is available from the vaccine’s SPC.

Identification and
management of
adverse reactions

Very common adverse reactions observed after administration of LAIV are
decreased appetite, nasal congestion, rhinorrhoea and malaise. Commonly
encountered reactions include myalgia, headache and pyrexia.

The incidence of hypersensitivity reactions (including urticaria and facial oedema),
rash and epistaxis are considered to be uncommon.

A detailed list of adverse reactions is available from the vaccine’s SPC.

Reporting procedure
of adverse reactions

(continued over page)

Healthcare professionals and individuals, parents or carers are encouraged to
report suspected adverse reactions to the Medicines and Healthcare products
Regulatory Agency (MHRA) using the Yellow Card reporting scheme or search for
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Reporting procedure
of adverse reactions

(continued)

MHRA Yellow Card in the Google Play or Apple App Store.

Any adverse reaction to the vaccine should be documented in the individual’s record
and the individual’s GP should be informed.

Written information
to be given to
individual or carer

Offer the marketing authorisation holder’s patient information leaflet (PIL) provided
with the vaccine.

When LAIV is administered, there is no legal requirement to provide the
manufacturer’s PIL to the individual at the time of administration, although this may
be considered good practice.

Offer promotional material as appropriate:
e protecting your child against flu leaflet
e a guide to immunisation for pre-school leaflet
e protect yourself from flu, have the flu vaccine: information for people with a
learning disability leaflet
e the flu vaccination: who should have it and why (as updated for winter 2024
to 2025)

For information leaflets in accessible formats and alternative languages, please visit
Home- Health Publications.

If applicable, inform the individual, parent or carer that large print, Braille or audio
CD PILs may be available from emc accessibility (freephone 0800 198 5000) by
providing the medicine nhame and product code number, as listed on the product
SPC.

Advice and follow-
up treatment

Inform the individual, parent or carer of possible side effects and their management.

The individual, parent or carer should be advised when to seek medical advice in
the event of a severe adverse reaction and encouraged to report this via the Yellow
Card reporting scheme.

When applicable, advise the individual, parent or carer when the subsequent dose is
due.

The individual, parent or carer should be advised not to give acetylsalicylic acid or
salicylates (a substance present in many medicines used to relieve pain and lower
fever) to the child or adolescent for 4 weeks after vaccination with Fluenz® as there is
a risk of Reye’s syndrome. However, topical treatment containing acetylsalicylic acid
or salicylates for localised conditions can be used.

The individual, parent or carer should be informed that LAIV has the theoretical
potential for transmission to immunocompromised contacts. Vaccine recipients
should attempt to avoid, whenever possible, close association with very severely
immunocompromised individuals (such as bone marrow transplant recipients
requiring isolation) for one to 2 weeks following vaccination. If the PGD is used for
supply only, advise the individual, parent or carer of the process they need to follow
for subsequent administration, for instance refer them immediately to an
appropriately trained healthcare support worker (HCSW) within the clinic setting.

When administration is postponed, advise the individual, parent or carer when to
return for vaccination.

Special
considerations and
additional
information

(continued over page)

As with most vaccines, appropriate medical treatment and supervision should always
be readily available in case of an anaphylactic event following the administration of
LAIV. Ensure there is immediate access to adrenaline (epinephrine) 1 in 1000
injection and easy access to a telephone.

For children under the age of 16 years, those assessed as Gillick competent can
self-consent. For further information on consent, see Chapter 2 of the Green Book.
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Special
considerations and
additional
information
(continued)

Minor illnesses without fever or systemic upset are not valid reasons to postpone
immunisation. If an individual is acutely unwell, immunisation may be postponed until
they have fully recovered. This is to avoid confusing the differential diagnosis of any
acute illness by wrongly attributing signs or symptoms to adverse effects of the
vaccine.

LAIV is not contraindicated for use in children or adolescents living with HIV
receiving antiretroviral therapy and attaining viral suppression. Other eligible
individuals include those who are receiving topical corticosteroids, inhaled
corticosteroids, low-dose systemic corticosteroids or those receiving corticosteroids
as replacement therapy (such as for adrenal insufficiency). This PGD may be used
for these individuals.

Individuals with learning disabilities may require reasonable adjustments to support
vaccination (see Flu vaccinations: supporting people with learning disabilities).

LAIV should be offered to eligible children aged from 2 years to less than 18 years of
age. Where parents object to LAIV on the grounds of its porcine gelatine content or
where LAIV is unsuitable, children should be offered the injectable cell-based
quadrivalent influenza vaccine (QIVc), see the UKHSA Inactivated influenza PGD.

If the PGD is used for supply only for subsequent administration by an appropriately
trained HCSW, the registered practitioner named in section 7 of this PGD must
supply the vaccine to the individual or carer. The HCSW cannot supply the medicine.

Children with cochlear implants can be given LAIV safely although ideally not in the
week prior to implant surgery or for 2 weeks afterwards, or if there is evidence of
ongoing cerebrospinal fluid leak.

Exposure of healthcare professionals

Very severely immunosuppressed individuals should not administer LAIV. Other
healthcare workers who have less severe immunosuppression or are pregnant,
should follow normal clinical practice to avoid inhaling the vaccine and ensure that
they themselves are appropriately vaccinated.

Records

(continued over page)

The practitioner must ensure the following is recorded:

e that valid informed consent was given

¢ name of individual, address, date of birth and GP with whom the individual is
registered (or record where an individual is not registered with a GP and that
appropriate advice has been given)

name of immuniser

name and brand of vaccine

date of administration or supply

dose, form and route of administration of vaccine

quantity administered or supplied

batch number and expiry date

advice given, including advice given if the individual is excluded or declines
immunisation

e details of any adverse drug reactions and actions taken

e whether supplied only or supplied and administered via PGD

Records should be signed and dated (or password-controlled on e-records).
All records should be clear, legible and contemporaneous.

It is important that vaccinations given either at a general practice or elsewhere (for
example, at schools or community pharmacies) are recorded on appropriate health
records for the individual (using the appropriate clinical code). If given elsewhere, a
record of vaccination should be returned to the individual’s general practice to
ensure a complete health record is held by the GP, allow clinical follow up and to
avoid duplicate vaccination.
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Records A record of all individuals receiving treatment under this PGD should also be kept for

(continued) audit purposes in accordance with local policy.
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6. Key references

Key references

LAIV

¢ Immunisation Against Infectious Disease: the Green Book. Chapter 19, updated 3
November 2023.

Guidance: Influenza: the green book, chapter 19

e Summary of Product Characteristics: Fluenz® trivalent nasal spray suspension,
published 26 June 2024 https://www.medicines.org.uk/emc/product/15790/smpc

e Collection: Annual Flu Programme
https://www.gov.uk/government/collections/annual-flu-programme

e The national flu immunisation programme 2024 to 2025 letter, published 12 March
2024 https://www.gov.uk/government/publications/national-flu-immunisation-
programme-plan-2024-to-2025/national-flu-immunisation-programme-2024-to-
2025-letter

o Statement of amendment to the annual flu letter for 2024 to 2025, published 12
June 2024, updated 18 June 2024
https://www.gov.uk/government/publications/national-flu-immunisation-
programme-plan-2024-t0-2025/statement-of-amendment-to-the-annual-flu-letter-
for-2024-t0-2025-12-june-2024

¢ Influenza vaccine written instruction templates for adoption. NHS Specialist
Pharmacy Service, published 4 March 2024

https://www.sps.nhs.uk/articles/influenza-vaccine-written-instruction-templates-
for-adoption/

e Flu immunisation training recommendations, updated 8 August 2023
https://www.gov.uk/government/publications/flu-immunisation-training-
recommendations

e Flu Vaccinations: Supporting people with learning disabilities, updated 25
September 2018 https://www.gov.uk/government/publications/flu-vaccinations-for-
people-with-learning-disabilities

General

¢ NHSE Health Technical Memorandum 07-01: safe and sustainable management
of healthcare waste, updated 7 March 2023
https://www.england.nhs.uk/publication/management-and-disposal-of-healthcare-
waste-htm-07-01/

¢ Immunisation Against Infectious Disease: The Green Book. Chapter 2, updated 12
October 2023 https://www.gov.uk/government/publications/consent-the-green-
book-chapter-2

¢ National Minimum Standards and Core Curriculum for Immunisation Training,
published 7 February 2018 https://www.gov.uk/government/publications/national-
minimum-standards-and-core-curriculum-for-immunisation-training-for-reqgistered-
healthcare-practitioners

¢ NICE Medicines Practice Guideline 2 (MPGZ2): Patient Group Directions, updated
27 March 2017 https://www.nice.org.uk/guidance/mpg2

e NICE MPG2 Patient group directions: competency framework for health
professionals using patient group directions, updated 4 January 2018
https://www.nice.org.uk/guidance/mpg2/resources

¢ UKHSA Immunisation Collection.
www.goV.uk/government/collections/immunisation (www.gqov.uk)

e Vaccine Incident Guidance
www.gov.uk/government/publications/vaccine-incident-guidance-responding-to-
vaccine-errors

LAIV PGD v14.00

Valid from: 1 September 2024 Expiry: 1 April 2025 Page 18 of 19




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.medicines.org.uk/emc/product/15790/smpc

https://www.gov.uk/government/collections/annual-flu-programme

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan-2024-to-2025/national-flu-immunisation-programme-2024-to-2025-letter

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan-2024-to-2025/national-flu-immunisation-programme-2024-to-2025-letter

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan-2024-to-2025/national-flu-immunisation-programme-2024-to-2025-letter

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan-2024-to-2025/statement-of-amendment-to-the-annual-flu-letter-for-2024-to-2025-12-june-2024

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan-2024-to-2025/statement-of-amendment-to-the-annual-flu-letter-for-2024-to-2025-12-june-2024

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan-2024-to-2025/statement-of-amendment-to-the-annual-flu-letter-for-2024-to-2025-12-june-2024

https://www.sps.nhs.uk/articles/influenza-vaccine-written-instruction-templates-for-adoption/

https://www.sps.nhs.uk/articles/influenza-vaccine-written-instruction-templates-for-adoption/

https://www.gov.uk/government/publications/flu-immunisation-training-recommendations

https://www.gov.uk/government/publications/flu-immunisation-training-recommendations

https://www.gov.uk/government/publications/flu-vaccinations-for-people-with-learning-disabilities

https://www.gov.uk/government/publications/flu-vaccinations-for-people-with-learning-disabilities

https://www.england.nhs.uk/publication/management-and-disposal-of-healthcare-waste-htm-07-01/

https://www.england.nhs.uk/publication/management-and-disposal-of-healthcare-waste-htm-07-01/

https://www.gov.uk/government/publications/consent-the-green-book-chapter-2

https://www.gov.uk/government/publications/consent-the-green-book-chapter-2

https://www.gov.uk/government/publications/national-minimum-standards-and-core-curriculum-for-immunisation-training-for-registered-healthcare-practitioners

https://www.gov.uk/government/publications/national-minimum-standards-and-core-curriculum-for-immunisation-training-for-registered-healthcare-practitioners

https://www.gov.uk/government/publications/national-minimum-standards-and-core-curriculum-for-immunisation-training-for-registered-healthcare-practitioners

https://www.nice.org.uk/guidance/mpg2

https://www.nice.org.uk/guidance/mpg2/resources

http://www.gov.uk/government/collections/immunisation

http://www.gov.uk/government/publications/vaccine-incident-guidance-responding-to-vaccine-errors

http://www.gov.uk/government/publications/vaccine-incident-guidance-responding-to-vaccine-errors



7. Practitioner authorisation sheet
LAIV PGD v14.00 Valid from: 1 September 2024 Expiry: 1 April 2025

Before signing this PGD, check that the document has had the necessary authorisations in section
2. Without these, this PGD is not lawfully valid.

Practitioner

By signing this PGD you are indicating that you agree to its contents and that you will work within
it.

PGDs do not remove inherent professional obligations or accountability.

It is the responsibility of each professional to practise only within the bounds of their own
competence and professional code of conduct.

| confirm that | have read and understood the content of this PGD and that | am willing
and competent to work to it within my professional code of conduct.

Name Designation Signature Date

Authorising manager

| confirm that the practitioners named above have declared themselves suitably
trained and competent to work under this PGD. | give authorisation on behalf of
insert name of organisation

for the above named health care professionals who have signed the PGD to work
under it.

Name Designation Signature Date

Note to authorising manager

Score through unused rows in the list of practitioners to prevent practitioner additions post
managerial authorisation.

This authorisation sheet should be retained to serve as a record of those practitioners authorised
to work under this PGD.
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Security

Agency

Publications gateway number: GOV-16449

Inactivated influenza vaccine Patient Group Direction (PGD)

This PGD is for the administration of inactivated influenza vaccine to individuals in accordance
with the national influenza immunisation programme.

This PGD is for the administration of inactivated influenza vaccine by registered healthcare
practitioners identified in section 3, subject to any limitations to authorisation detailed in section
21

Reference no: Inactivated influenza PGD
Version no: v13.00

Valid from: 1 September 2024

Expiry date: 1 April 2025

The UK Health Security Agency (UKHSA) has developed this PGD to facilitate the delivery
of publicly funded immunisation in England in line with national recommendations.

Those using this PGD must ensure that it is organisationally authorised and signed in Section 2 by
an appropriate authorising person, relating to the class of person by whom the product is to be
supplied, in accordance with Human Medicines Regulations 2012 (HMR2012)2. The PGD is not
legal or valid without signed authorisation in accordance with HMR2012 Schedule 16 Part 2.

Authorising organisations must not alter, amend or add to the clinical content of this document
(sections 4, 5 and 6); such action will invalidate the clinical sign-off with which it is provided. In
addition, authorising organisations must not alter section 3 (Characteristics of staff). Sections 2
and 7 can be amended within the designated editable fields provided, but only for the
purposes for which these sections are provided, namely the responsibilities and
governance arrangements of the NHS organisations using the PGD. The fields in sections 2
and 7 cannot be used to alter, amend or add to the clinical contents. Such action will
invalidate the UKHSA clinical content authorisation which is provided in accordance with
the regulations.

Operation of this PGD is the responsibility of commissioners and service providers. The final
authorised copy of this PGD should be kept by the authorising organisation completing Section 2
for 8 years after the PGD expires if the PGD relates to adults only and for 25 years after the PGD
expires if the PGD relates to children only, or adults and children. Provider organisations adopting
authorised versions of this PGD should also retain copies for the periods specified above.

Individual practitioners must be authorised by name, under the current version of this PGD
before working according to it.

Practitioners and organisations must check that they are using the current version of the PGD.
Amendments may become necessary prior to the published expiry date. Current versions of
UKHSA PGD templates for authorisation can be found from Immunisation patient group direction
(PGD) templates

1 This PGD is not relevant to the national community pharmacy seasonal influenza vaccination advanced service
which has its own PGD (see Community Pharmacy Influenza Vaccination PGD)

2 This includes any relevant amendments to legislation
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Any concerns regarding the content of this PGD should be addressed to:
immunisation@ukhsa.gov.uk

Enquiries relating to the availability of organisationally authorised PGDs and subsequent versions
of this PGD should be directed to: Vaccination Team, NHS England — Midlands, responsible for
your area:

East: england.emids-imms@nhs.net

Derby and Derbyshire

Lincolnshire

Leicester, Leicestershire and Rutland
Northamptonshire

Nottingham and Nottinghamshire

West: england.wmid-imms@nhs.net

Herefordshire and Worcestershire
Birmingham and Solihull
Staffordshire and Stoke-on-Trent
Shropshire, Telford and Wrekin
Black Country

e Coventry and Warwickshire
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Change history

Version
number

Change details

Date

v1.00 to
v9.00

See earlier version of this PGD for change details.

18 August 2015 to
23 July 2021

v10.00

Inactivated Influenza PGD amended to:

¢ include primary care contractors (primary medical services,
pharmaceutical services, primary dental services or general
ophthalmic services) and their frontline staff, including locums

e mention consent or ‘best-interests’ decision in accordance with the
Mental Capacity Act 2005

e update additional information and drug interactions sections

e update for change of organisation from PHE to UKHSA

¢ web addresses hyperlinked into body text for clarity and
consistency with other UKHSA PGDs

12 October 2021

v11.00

Inactivated influenza PGD amended to:

¢ include only eligible cohorts for the 2022 to 2023 season

¢ include the inactivated influenza vaccines for the 2022 to 2023
season

e remove the exclusion of ‘individuals who are less than 2 years of
age and have had a severe anaphylactic reaction to egg which has
previously required intensive care’ and update cautions and off-
label section to advise egg-free cell-based influenza vaccine is
offered off-label to these individuals in accordance with JCVI advice
and the annual flu letter

¢ include minor rewording, layout and formatting changes for clarity
and consistency with other UKHSA PGDs

8 August 2022

v11.00a

Correction to inclusion criteria to read:
¢ individuals aged from 6 months to less than 65 years of age in a
clinical risk group category listed in Chapter 19 of the Green Book

12 August 2022

v12.00

Inactivated influenza PGD amended to:

¢ include eligible cohorts for the 2023 to 2024 season

e include the recommended influenza vaccines for the 2023 to 2024
season

e include updated advice on co-administration of aQIV with Shingrix®
(shingles) vaccine

17 July 2023

v13.00

Inactivated influenza PGD amended to:

¢ update eligibility criteria for the 2024 to 2025 season

e advise earlier immunisation of pregnant women and children from 1
September; remaining cohorts to commence October (precise date
TBC by NHS England)

e reflect reduction in QIVc licensed age from 2 years to 6 months of
age

¢ incorporate amendments to the flu letter from 12 June 2024,
including choice of vaccines recommended by age; separation of the
18 to 64 year cohort into 18 to 59 years and 60 to 64 years to reflect
QIV-HD licensing

¢ include pharmacy technicians as an additional professional group, as
outlined in the relevant amendments to HMR 2024

e include minor rewording, layout and formatting changes for
consistency with other UKHSA PGDs

20 June 2024

Inactivated influenza PGD v13.00 Valid from: 1 September 2024  Expiry: 1 April 2025
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1. PGD development
This PGD has been developed by the following health professionals on behalf of the UKHSA:

Developed by:

Name

Signature

Date

Pharmacist
(Lead author)

Christina Wilson

Lead Pharmacist — Immunisation
Services, Immunisation and
Vaccine Preventable Diseases
Division, UKHSA

14 June 2024

Doctor

Jamie Lopez-Bernal
Consultant Epidemiologist,
Immunisation and Vaccine
Preventable Diseases Division,
UKHSA

14 June 2024

Registered Nurse
(Chair of the Expert
Panel)

David Green

Nurse Consultant for Immunisation
Immunisation and Vaccine
Preventable Diseases Division,
UKHSA

Do

14 June 2024

This PGD has been peer reviewed by the UKHSA Immunisations PGD Expert Panel in

accordance with the UKHSA PGD Policy. It has been ratified by the UKHSA Medicines
Governance Committee.

Expert Panel

Name

Designation

Nicholas Aigbogun

Protection Team, UKHSA

Consultant in Communicable Disease Control, Yorkshire and Humber Health

Alison Campbell

Screening and Immunisation Coordinator, Clinical, NHSE Midlands

Jane Freeguard

Deputy Director of Vaccination — Medicines and Pharmacy, NHSE

Rosie Furner

Specialist Pharmacist, Medicines Governance, Patient Group Directions and
Medicines Mechanisms, NHS Specialist Pharmacy Service

Ed Gardner

Advanced Paramedic Practitioner/Emergency Care Practitioner, Medicines
Manager, Primary Care Based, Southbourne Surgery

Gemma Hudspeth

Directorate, UKHSA

Senior Health Protection Practitioner, North East Health Protection Team Regions

Michelle Jones

Principal Medicines Optimisation Pharmacist, NHS Bristol North Somerset and
South Gloucestershire Integrated Care Board

Jacqueline Lamberty

Medicines Governance Consultant Lead Pharmacist, UKHSA

Elizabeth Luckett

Senior Screening and Immunisation Manager, NHSE South West

Vanessa MacGregor

Team, UKHSA

Consultant in Communicable Disease Control, East Midlands Health Protection

Lesley McFarlane

Diseases Division, UKHSA

Lead Immunisation Nurse Specialist, Immunisation and Vaccine Preventable

Nikki Philbin

NHSE Midlands

Screening and Immunisation Manager, Vaccination and Screening Programmes,

Tushar Shah

Lead Pharmacy Adviser, NHSE London
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1. Organisational authorisations

The PGD is not legally valid until it has had the relevant organisational authorisation.

It is the responsibility of the organisation that has legal authority to authorise the PGD, to
ensure that all legal and governance requirements are met. The authorising body accepts
governance responsibility for the appropriate use of the PGD.

below:

authorises this PGD for use by the services or providers listed

Authorised for use by the following organisations and/or services

Primary care services and/or all organisations commissioned or contracted by NHS England —
Midlands to provide immunisation services in:

Derby and Derbyshire
Lincolnshire

Leicester, Leicestershire, and Rutland
Northamptonshire

Nottingham and Nottinghamshire
Herefordshire and Worcestershire
Birmingham and Solihull
Staffordshire and Stoke-on-Trent
Shropshire, Telford, and Wrekin
Black Country

Coventry and Warwickshire

Limitations to authorisation

Organisational approval (legal requirement)

Role Name Sign Date
Regional Director of Roz Lindridge 41 /1 ] 08/07/2024
Commissioning Integration, { L O Fp

NHSE - Midlands

Additional signatories according to locally agreed policy

Role

Name Sign Date
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Local enquiries regarding the use of this PGD may be directed to:Vaccination Team, NHS England
— Midlands, responsible for your area:

East: england.emids-imms@nhs.net

Derby and Derbyshire

Lincolnshire

Leicester, Leicestershire and Rutland
Northamptonshire

Nottingham and Nottinghamshire

West: england.wmid-imms@nhs.net

Herefordshire and Worcestershire
Birmingham and Solihull
Staffordshire and Stoke-on-Trent
Shropshire, Telford and Wrekin
Black Country

e Coventry and Warwickshire

Section 7 provides a practitioner authorisation sheet. Individual practitioners must be authorised
by name to work to this PGD. Alternative practitioner authorisation sheets may be used where
appropriate in accordance with local policy, but this should be an individual agreement or a
multiple practitioner authorisation sheet as included at the end of this PGD.
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2. Characteristics of staff

Qualifications and
professional
registration

All practitioners should only administer vaccinations where it is within their
scope of clinical practice to do so. Practitioners must also fulfil the additional
reguirements and continued training requirements to ensure their competency
is up to date, as outlined in the sections below.

Practitioners working to this PGD must also be one of the following registered

professionals who can legally supply and administer under a PGD (see Patient

Group Directions: who can administer them):

e nurses and midwives currently registered with the Nursing and Midwifery Council
(NMC)

¢ pharmacists and pharmacy technicians currently registered with the General
Pharmaceutical Council (GPhC) (Note: This PGD is not relevant to the national
community pharmacy seasonal influenza vaccination advanced service nor
privately provided community pharmacy services)

¢ chiropodists/podiatrists, dieticians, occupational therapists, orthoptists,
orthotists/prosthetists, paramedics, physiotherapists, radiographers and speech
and language therapists currently registered with the Health and Care
Professions Council (HCPC)

¢ dental hygienists and dental therapists registered with the General Dental Council

o optometrists registered with the General Optical Council

Check section 2 (Limitations to authorisation) to confirm whether all the registered
practitioners listed above have organisational authorisation to work under this PGD.

Additional
requirements

Additionally, practitioners:

e must be authorised by name as an approved practitioner under the current terms
of this PGD before working to it

e must have undertaken appropriate training for working under PGDs for supply
and administration of medicines

¢ must be competent in the use of PGDs (see NICE Competency framework for
health professionals using patient group directions)

e must be familiar with the vaccine product and alert to changes in the Summary of
Product Characteristics (SPC), Immunisation Against Infectious Disease (the
Green Book), and national and local immunisation programmes

¢ must have undertaken training appropriate to this PGD as required by local policy
and in line with the National Minimum Standards and Core Curriculum for
Immunisation Training for registered healthcare practitioners. For further
information, see Flu immunisation training recommendations

e must be competent to undertake immunisation and to discuss issues related to
immunisation

¢ must be competent in the handling and storage of vaccines and management of
the cold chain

e must be competent in the recognition and management of anaphylaxis

e must have access to the PGD and associated online resources

¢ should fulfil any additional requirements defined by local policy

The individual practitioner must be authorised by name, under the current
version of this PGD before working according to it.

Continued training
requirements

(continued over page)

Practitioners must ensure they are up to date with relevant issues and clinical skills
relating to immunisation and management of anaphylaxis, with evidence of
appropriate Continued Professional Development (CPD).

Practitioners should be constantly alert to any subsequent recommendations from
UKHSA, NHSE and other sources of medicines information.
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Continued training
requirements

(continued)

Note: The most current national recommendations should be followed but a Patient
Specific Direction (PSD) may be required to administer the vaccine in line with
updated recommendations that are outside the criteria specified in this PGD.
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3. Clinical condition or situation to which this PGD applies

Clinical condition or
situation to which
this PGD applies

Inactivated influenza vaccine is indicated for the active immunisation of individuals
for the prevention of influenza infection, in accordance with the national
immunisation programme and recommendations given in Chapter 19 of the
Immunisation Against Infectious Disease: the Green Book, annual flu letter(s) and
subsequent correspondence and publications from UKHSA and NHSE.

Note: This PGD does not cover the provision of occupational health schemes
or peer-to-peer influenza immunisation (see NHS Specialist Pharmacy Service
Influenza vaccine written instruction templates for adoption). This PGD
covers NHS commissioned services only (see criteria for inclusion below for
specified frontline staff without employer-led occupational health schemes).

Criteria for inclusion

(continued over page)

For the 2024 to 2025 influenza season, influenza vaccine should be offered under
the NHS influenza immunisation programme to the following groups:

From 1 September 2024:

e all pregnant women (including those women who become pregnant during the
influenza season)

e children eligible for the Routine Childhood Seasonal Influenza Vaccination
Programme and for whom live attenuated influenza vaccine (LAIV) is
contraindicated or is otherwise unsuitable, for instance due to the route or non-
acceptance of porcine gelatine content. See the LAIV PGD for more information.

For the 2024/2025 influenza season, eligible children include:

0] children aged 2 or 3 years of age, on or before 31 August 20243

(i) all primary school-aged children (from Reception to Year 6)*°

(iii) all secondary school-aged children (from Year 7 to 11)4°

(iv) those in clinical risk groups (as outlined below) aged from 6 months to
less than 18 years

The precise date from which all other eligible individuals may be vaccinated
will be communicated by NHSE; at the time of writing, this has been planned
from October.

Upon announcement of this date, this PGD may be used for vaccination of
the following cohorts:

¢ individuals aged 65 years or over (including those becoming age 65 years by 31
March 2025)

¢ individuals aged 18 years to under 65 years in a clinical risk group category listed
in Chapter 19 of the Green Book:

Clinical risk groups

o chronic (long-term) respiratory disease, such as asthma (that requires
continuous or repeated use of inhaled or systemic steroids or with previous
exacerbations requiring hospital admission), chronic obstructive pulmonary
disease (COPD) or chronic bronchitis

chronic heart disease and vascular disease

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

O O O O

o

3 Children born between 1 September 2020 and 31 August 2022 are considered eligible.
4 School children outside the usual age range for their class (for example those accelerated or held back a year) may
be offered and given the vaccine alongside their peers.

5 Includes children who are home-schooled or otherwise not in mainstream education.
Inactivated influenza PGD v13.00 Valid from: 1 September 2024  Expiry: 1 April 2025 Page 9 of 20




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

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan-2024-to-2025/national-flu-immunisation-programme-2024-to-2025-letter#eligibiplan

https://www.sps.nhs.uk/articles/influenza-vaccine-written-instruction-templates-for-adoption/

https://www.gov.uk/government/publications/influenza-vaccine-fluenz-tetra-patient-group-direction-pgd-template

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



Criteria for inclusion
(continued)

[

o diabetes and adrenal insufficiency

asplenia or dysfunction of the spleen

o aweakened immune system due to disease (such as HIV/AIDS) or treatment
(such as for cancer)

o morbidly obese adults (aged from 16 years) with a BMI of 40kg/m? and above

household contacts of immunocompromised individuals, specifically individuals
who expect to share living accommodation on most days over the winter and,
therefore, for whom continuing close contact is unavoidable

o

people living in long-stay residential care homes or other long-stay care facilities
where rapid spread is likely to follow introduction of infection and cause high
morbidity and mortality. This does not include, for instance, prisons, young
offender institutions, university halls of residence or boarding schools

carers: those who are in receipt of a carer’s allowance, or who are the main carer
of an older or disabled person whose welfare may be at risk if the carer falls ill

frontline staff without employer-led occupational health schemes, employed:

o by aregistered residential care or nursing home or registered domiciliary care
provider, who are directly involved in the care of vulnerable individuals who are
at increased risk from exposure to influenza

o by a voluntary managed hospice provider, who are directly involved in the care
of vulnerable individuals who are at increased risk from exposure to influenza

o through Direct Payments (personal budgets) or Personal Health Budgets, such
as Personal Assistants, to deliver domiciliary care to individuals

o to deliver social care services and are in direct contact with those who are
clinically vulnerable to flu, who receive care and support services from the
social care provider

Criteria for
exclusion®

Individuals who have not given valid consent (or for whom a best-interests decision
in accordance with the Mental Capacity Act 2005, has not been obtained). For
further information on consent, see Chapter 2 of the Green Book. Several
resources are available to inform consent (see written information to be given to
individual, parent or carer section).

Individuals who:

are less than 6 months of age

are aged 2 years to under 18 years for whom live attenuated influenza vaccine
(LAIV) is suitable or not contraindicated (for instance due to the route or non-
acceptance of porcine gelatine content). Note: LAIV should be given to those
aged 2 to under 18 years of age in preference to inactivated influenza vaccine
where possible, see LAIV PGD

have had a confirmed anaphylactic reaction to a previous dose of the vaccine
have had a confirmed anaphylactic reaction to any component of the vaccine or
residues from the manufacturing process’ (other than ovalbumin — see cautions)
have received a complete dose of the recommended influenza vaccine for the
current season, unless they are individuals aged 6 months to less than 9 years
in a clinical risk (or other eligible) group listed in Chapter 19 of the Green Book
who should, in the first season they are vaccinated against influenza, receive a
second dose of an appropriate influenza vaccine at least 4 weeks after the first
dose

are suffering from acute severe febrile illness (the presence of a minor infection
is not a contraindication for immunisation)

6 Exclusion under this PGD does not necessarily mean the medication is contraindicated, but it would be outside its
remit and another form of authorisation will be required.

" Residues from the manufacturing process may include beta-propiolactone, cetyltrimethylammonium bromide
(CTAB), formaldehyde, gentamicin, hydrocortisone, kanamycin, neomycin, octoxinol-9, octylphenol ethoxylate,
polysorbate 80, sodium deoxycholate. Check the vaccine’s SPC for details.
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Cautions including
any relevant action
to be taken

Facilities for management of anaphylaxis should be available at all vaccination
premises (see Chapter 8 of the Green Book and advice issued by the Resuscitation
Council UK).

Individuals with a bleeding disorder may develop a haematoma at the injection site
(see route and method of administration).

Individuals with a severe anaphylaxis to egg which has previously required
intensive care can be immunised in any setting using a suitable egg-free vaccine,
for instance QlVc.

Individuals with a less severe egg allergy can be immunised in any setting using a
suitable egg-free vaccine, or an inactivated influenza vaccine with an ovalbumin
content less than 0.12 micrograms/ml (equivalent to 0.06 micrograms per 0.5 ml
dose). For details of the influenza vaccines available for the current season and
their ovalbumin content, follow this link.

Syncope (fainting) can occur following, or even before, any vaccination especially in
adolescents as a psychogenic response to the needle injection. This can be
accompanied by several neurological signs such as transient visual disturbance,
paraesthesia and tonic-clonic limb movements during recovery. It is important that
procedures are in place to avoid injury from faints.

Action to be taken if
the individual is
excluded

The risk to the individual of not being immunised must be taken into account. The
indications for flu vaccination are not exhaustive, and the healthcare practitioner
should consider the risk of flu exacerbating any underlying disease that an
individual may have, as well as the risk of serious illness from flu itself. Where
appropriate, such individuals should be referred or a PSD obtained for
immunisation.

In case of postponement due to acute illness, advise when the individual can be
vaccinated and ensure another appointment is arranged.

Document the reason for exclusion and any action taken in the individual’s clinical
records.

Seek appropriate advice from the local Screening and Immunisation Team, local
Health Protection Team or the individual’s clinician as required.

Inform or refer to the GP or a prescriber as appropriate.

Action to be taken if
the individual or
carer declines
treatment

Informed consent, from the individual or a person legally able to act on the person’s
behalf, must be obtained for each administration (see additional Information).
Where a person lacks the capacity, in accordance with the Mental Capacity Act
2005, a decision to vaccinate may be made in the individual’'s best interests.
Further information on consent can be found in Chapter 2 of the Green Book.

Advise the individual, parent or carer about the protective effects of the vaccine, the
risks of infection and potential complications if not immunised.

Document advice given and the decision reached.

Inform or refer to the individual’s GP or a prescriber as appropriate.

Arrangements for
referral for medical
advice

As per local policy.
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4. Description of treatment

Name, strength and
formulation of drug

Inactivated influenza vaccine suspension in a pre-filled syringe, including:

adjuvanted quadrivalent influenza vaccine (aQIV) ¥
cell-based quadrivalent influenza vaccine (QIVc) ¥
egg-grown quadrivalent influenza vaccine (QIVe)
high-dose quadrivalent influenza vaccine (QIV-HD) ¥

Some influenza vaccines are restricted for use in particular age groups. Refer to the
vaccine’s SPC, recommended vaccines as outlined in the flu letter and the off-label

use section for further information.

Summary table of which inactivated influenza vaccines to offer (by age)

Age Inactivated influenza vaccine to offer Notes
eligible individuals
6 months to Offer QlVc.
under 2 years If QIVc is not available, offer QlIVe.
2 years to If LAIV is contraindicated (or it is otherwise QIVe not
under 18 years | unsuitable) offer QIVc. available via
. . ImmForm for
If QIVc is not available, offer QlIVe. this cohort.
18 years to 59 | Offer QlVc.
years (including If QIVc is not available®, offer QIVe.
in pregnancy)
60 to 64 years | Offer QIVc or QIV-HD.
If QIVc or QIV-HD is not available®, offer QIVe
65 years and Offer aQIV or QIV-HD. aQlV may be
over, including i : 10 offered off-
those turning gR/?;IV or QIV-HD are not available!, offer label for those
65 by 31 March ' aged 64 who
2025 Note: QIVe is not recommended for those | turn 65 years
aged 65 years and over. of age by 31
March 2025.

Legal category

Prescription only medicine (POM).

Black triangle'V

QIVc, QIV-HD and aQlV products are designated as black triangle medicines. Being
newer vaccines, the Medicines and Healthcare products Regulatory Agency (MHRA)
has a specific interest in the reporting of adverse drug reactions for these products.
All suspected adverse drug reactions should be reported using the MHRA Yellow
Card Scheme.

This information was accurate at the time of writing. See product SPCs for indication
of current black triangle status.

8 QIVe should be offered only when every attempt to use QIVc has been exhausted — evidence of this may
be requested by the commissioner before reimbursement is agreed.

9 QIVe should be offered only when every attempt to use QIVc or QIV-HD has been exhausted — evidence
of this may be requested by the commissioner before reimbursement is agreed

10 QIVc should be offered only when every attempt to use aQIV or QIV-HD has been exhausted — evidence
of this may be requested by the commissioner before reimbursement is agreed.
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Off-label use

Where a vaccine is recommended off-label, as part of the consent process, consider
informing the individual, parent or carer that the vaccine is being offered outside of
product licence but in accordance with national guidance.

aQlV is licensed for administration to individuals aged 65 years and over. It may be
administered under this PGD to those aged 64 years and turning 65 years of age by
31 March 2025, in accordance with the recommendations for the national influenza
immunisation programme for the 2024 to 2025 season (see annual flu letter).

Vaccines should be stored according to the conditions detailed in the storage section
below. However, in the event of an inadvertent or unavoidable deviation of these
conditions, refer to Vaccine Incident Guidance. Where vaccines are assessed in
accordance with these guidelines as appropriate for continued use, this would
constitute off-label administration under this PGD.

Note: Different influenza vaccine products are licensed from different ages and
should be administered within their licence when working to this PGD, with the
exception of off-label administration of aQlV as detailed above. Refer to product
SPCs, and Flu vaccines for the 2024 to 2025 season for more information.

Route and method
of administration

(continued over page)

Administer by intramuscular injection, preferably into the deltoid muscle of the upper
arm. The anterolateral aspect of the thigh is the preferred site for infants under 1
year old.

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 or other treatment to reduce bleeding,
for example treatment for haemophilia, intramuscular vaccination can be scheduled
shortly after such medication or treatment is administered. Individuals on stable
anticoagulation therapy, including individuals on warfarin who are up-to-date with
their scheduled INR testing and whose latest INR was below the upper threshold of
their therapeutic range, can receive intramuscular vaccination. A fine needle (23
gauge or 25 gauge) should be used for the vaccination, followed by firm pressure
applied to the site (without rubbing) for at least 2 minutes. If in any doubt, consult
with the clinician responsible for prescribing or monitoring the individual’s
anticoagulant therapy.

The individual, parent or carer should be informed about the risk of haematoma from
the injection.

Influenza vaccines licensed for both intramuscular and subcutaneous administration
may alternatively be administered by the subcutaneous route. Note: QIVc and aQIV
are not licensed for subcutaneous administration so should only be administered
intramuscularly under this PGD.

When co-administering with other vaccines, care should be taken to ensure that the
appropriate route of injection is used for all the vaccinations. The vaccines should be
given at separate sites, preferably in different limbs. If given in the same limb, they
should be given at least 2.5cm apart. The site at which each vaccine was given
should be noted in the individual’'s records. If aQlV needs to be administered at the
same time as another vaccine, immunisation should be carried out on separate
limbs.

Shake vaccine suspensions gently before administration.

Visually inspect the vaccine prior to administration for any foreign particulate matter,
discolouration or other variation of expected appearance from that described in the
vaccine’s SPC. Discard the vaccine in accordance with local procedures, should any
of these occur.

Check product name, batch number and expiry date before administration.
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Route and method
of administration
(continued)

The SPCs provide further guidance on administration.

Dose and frequency
of administration

QIVc, QlVe and aQlV:

Single 0.5ml dose to be administered for the current annual flu season (1 September
2024 to 31 March 2025).

QIV-HD only:
Single 0.7ml dose during the current annual flu season.

Children in a clinical risk group aged 6 months to less than 9 years old (including
household contacts of immunocompromised individuals) who have not previously
received any doses of influenza vaccine should be offered a second dose of vaccine
at least 4 weeks later. The influenza vaccines are interchangeable, although the
individual’s age, recommended vaccine and vaccine licence should be considered
(see off-label use section).

Duration of
treatment

As outlined in dose and frequency of administration above.

Quantity to be
supplied and
administered

QlIVc, QIVe and aQlV:

Single dose of 0.5ml per administration.
QIV-HD:

Single dose of 0.7ml per administration.

Supplies Centrally procured vaccine is available via ImmForm for children.
Supplies for administration to adults should be ordered from the influenza vaccine
manufacturers or their wholesalers as in previous years.
Protocols for the ordering, storage and handling of vaccines should be followed to
prevent vaccine wastage (see the Green Book Chapter 3).

Storage Store at +2°C to +8°C. Do not freeze.
Store in original packaging in order to protect from light.
In the event of an inadvertent or unavoidable deviation of these conditions, vaccines
that have been stored outside the conditions stated above should be quarantined
and risk assessed for suitability of continued off-label use or appropriate disposal.
Refer to Vaccine Incident Guidance.

Disposal Follow local clinical waste policy and NHS standard operating procedures to ensure

safe and secure waste disposal.

Equipment used for immunisation, including used vials, ampoules, or discharged
vaccines in a syringe or applicator, should be disposed of safely in a UN-approved
puncture-resistant sharps box, according to local authority arrangements and NHSE
guidance in (HTM 07-01): safe and sustainable management of healthcare waste.

Drug interactions

(continued over page)

Immunological response may be diminished in those receiving immunosuppressive
treatment, but it is important to still immunise this group.

Influenza vaccines can be co-administered with other vaccines including COVID-19
and shingles vaccines (see route and method of administration). Initially, a 7 day
interval was recommended between Shingrix® (shingles) vaccine and adjuvanted
influenza vaccine (aQIV) because the potential reactogenicity from 2 adjuvanted
vaccines may reduce the tolerability in those being vaccinated. Interim data from a
US study on co-administration of Shingrix® with adjuvanted seasonal influenza
vaccine is reassuring. Therefore, an appointment for administration of the seasonal
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Drug interactions

(continued)

influenza vaccine can be an opportunity to also provide shingles vaccine (see
Shingrix® PGD).

Where aQIlV is given with other vaccines, including other adjuvanted vaccines, the
adverse effects of both vaccines may be additive and should be considered when
informing the recipient. Individuals should also be informed about the likely timing of
potential adverse events relating to each vaccine. If the vaccines are not given
together, they can be administered at any interval.

A detailed list of drug interactions is available in the SPC for each vaccine.

Identification and
management of
adverse reactions

Pain, swelling or redness at the injection site, low-grade fever, malaise, shivering,
fatigue, headache, myalgia and arthralgia are among the commonly reported
symptoms after intramuscular vaccination. A small painless nodule (induration) may
also form at the injection site. These symptoms usually disappear within one to 2
days without treatment.

Immediate reactions such as urticaria, angio-oedema, bronchospasm and
anaphylaxis can occur.

A higher incidence of mild post-immunisation reactions has been reported with
adjuvanted compared to non-adjuvanted influenza vaccines.

The frequency of injection-site pain and systemic reactions may be higher in
individuals vaccinated concomitantly with inactivated influenza vaccine and
pneumococcal polysaccharide vaccine (PPV23) compared to vaccination with
influenza vaccine alone and similar to that observed with PPV23 vaccination alone.
Influenza vaccine and PPV23 may be administered at the same visit or at any
interval from each other.

A detailed list of adverse reactions is available in the SPC for each vaccine.

Reporting procedure
of adverse reactions

Healthcare professionals and individuals, parents and carers are encouraged to
report suspected adverse reactions to the Medicines and Healthcare products
Regulatory Agency (MHRA) using the Yellow Card reporting scheme or by
searching for MHRA Yellow Card in the Google Play or Apple App Store.

QIVc, QIV-HD and aQlV are black triangle vaccines. All suspected adverse reactions
to these vaccines should be reported via the Yellow Card reporting scheme, as
these particular vaccines are newer to market.

Any adverse reaction to a vaccine should be documented in the individual’s record
and the individual’'s GP should be informed as appropriate.

Written information
to be given to
individual or carer

Offer the marketing authorisation holder's patient information leaflet (PIL) provided
with the vaccine.
Offer promotional material as appropriate:
o the flu vaccination: who should have it and why (as updated for winter 2024
to 2025)
e protect yourself from flu, have the flu vaccine: information for people with a
learning disability leaflet

For information leaflets in accessible formats and alternative languages, please visit
Home—Health Publications.

Where applicable, inform the individual, parent or carer that large print, Braille or
audio CD PILs may be available from emc accessibility (freephone 0800 198 5000)
by providing the medicine name and product code number, as listed on the
electronic Medicines Compendium.

Advice and follow-
up treatment

(continued over page)

Individuals should be advised regarding adverse reactions to vaccination and
reassured that the inactivated vaccine cannot cause influenza. However, the vaccine
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Advice and follow-
up treatment

(continued)

will not provide protection for about 14 days and does not protect against other
respiratory viruses that often circulate during the flu season.

Immunosuppressed individuals should be advised that they may not make a full
immune response to the vaccine. Therefore, consideration should be given to the
influenza vaccination of their household contacts.

Inform the individual, parent or carer of possible side effects and their management.

The individual, parent or carer should be advised when to seek medical advice in
the event of an adverse reaction and encouraged to report this via the Yellow Card
reporting scheme.

In case of postponement due to acute illness, advise when the individual can be
vaccinated and how future vaccination may be accessed.

When applicable, advise the individual, parent or carer when to return for vaccination
or when a subsequent vaccine dose is due.

Special
considerations and
additional
information

Ensure there is immediate access to adrenaline (epinephrine) 1in 1,000 injection
and easy access to a telephone at the time of vaccination.

Minor illnesses without fever or systemic upset are not valid reasons to postpone
immunisation. If an individual is acutely unwell, immunisation may be postponed until
they have fully recovered.

For children under the age of 16 years, those assessed as Gillick competent can
self-consent (for further information on consent, see Chapter 2 of the Green Book).

Individuals with learning disabilities may require reasonable adjustments to support
vaccination (see Flu vaccinations: supporting people with learning disabilities). A
PSD may be required.

Timing of doses

As outlined in the flu letter, vaccination of pregnant women should begin from 1
September, to ensure that as many newborn babies as possible are protected during
the flu season.

Children, including those in clinical risk groups should be vaccinated from 1
September, as early as delivery and supply of suitable vaccines allow. Vaccination of
remaining cohorts should commence from October (precise date to be confirmed by
NHSE).

There may be a small number of other adults for whom delaying vaccination is not
advised, for example individuals due to commence immunosuppressive treatment
before the announced start date for vaccination. Clinicians should use clinical
judgement to bring forward vaccination in such exceptions and when vaccine supply
becomes available. A PSD should be used.

Records

(continued over page)

The practitioner must ensure the following is recorded:

e that valid informed consent was given

name of individual, address, date of birth and GP with whom the individual is
registered

name of immuniser

name and brand of vaccine

date of administration

dose, form and route of administration of vaccine

guantity administered

batch number and expiry date

anatomical site of vaccination

advice given, including advice given if excluded or immunisation declined
details of any adverse drug reactions and actions taken
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Records

(continued)

e supplied via PGD
Records should be signed and dated (or password controlled on e-records).
All records should be clear, legible and contemporaneous.

As a wide variety of influenza vaccines are available on the UK market each year, it
is especially important that the exact brand of vaccine, batch number and site at
which each vaccine is given is accurately recorded in the individual’s records.

It is important that vaccinations given either at a general practice or elsewhere (for
example at antenatal clinics) are recorded on appropriate health records for the
individual (using the appropriate clinical code) in a timely manner. If given elsewhere,
systems should be in place to ensure a record of vaccination is returned to the
individual’s general practice to allow clinical follow-up and to avoid duplicate
vaccination.

For pregnant women, also record immunisation in the hand-held and electronic
maternity record (if available).

A record of all individuals receiving treatment under this PGD should also be kept for
audit purposes in accordance with local policy.
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5. Key references

Key references

(continued over
page)

Inactivated influenza vaccination

e Immunisation Against Infectious Disease: The Green Book, Chapter 19. Updated 3
November 2023.
https://www.gov.uk/government/collections/immunisation-against-infectious-disease-
the-green-book

e Collection: Annual Flu Programme.
https://www.gov.uk/government/collections/annual-flu-programme

e The national flu immunisation programme 2024 to 2025 letter, published 12 March
2024
https://www.gov.uk/government/publications/national-flu-immunisation-programme-
plan-2024-t0-2025/national-flu-immunisation-programme-2024-to-2025-letter

e Statement of amendment to the annual flu letter for 2024 to 2025, published 12 June
2024
https://www.gov.uk/government/publications/national-flu-immunisation-programme-
plan-2024-t0-2025/statement-of-amendment-to-the-annual-flu-letter-for-2024-to-
2025-12-june-2024

e JCVI advice on influenza vaccines for the 2024/ 2025 season, updated 25 August
2023

https://app.box.com/s/t5ockz9bb6xw6et2mrrzbl44njplimfo0/file/1289995245447

¢ All influenza vaccines marketed in the UK for the 2024 to 2025 season, updated 21
March 2024
https://www.gov.uk/government/publications/influenza-vaccines-marketed-in-the-uk

¢ Influenza vaccine written instruction templates for adoption. NHS Specialist
Pharmacy Service, published 4 March 2024

https://www.sps.nhs.uk/articles/influenza-vaccine-written-instruction-templates-for-
adoption/

¢ Flu immunisation training recommendations, updated 8 August 2023
https://www.gov.uk/government/publications/flu-immunisation-training-
recommendations

¢ Flu vaccinations: supporting people with learning disabilities, updated 25 September
2018.
https://www.gov.uk/government/publications/flu-vaccinations-for-people-with-
learning-disabilities

General

¢ NHSE Health Technical Memorandum 07-01: safe and sustainable management of
healthcare waste, updated 7 March 2023
https://www.england.nhs.uk/publication/management-and-disposal-of-healthcare-
waste-htm-07-01/

¢ Immunisation Against Infectious Disease: The Green Book, Chapter 2, updated 13
October 2023.
https://www.gov.uk/government/publications/consent-the-green-book-chapter-2

¢ National Minimum Standards and Core Curriculum for Immunisation Training,
published 7 February 2018
https://www.gov.uk/government/publications/national-minimum-standards-and-core-
curriculum-for-immunisation-training-for-registered-healthcare-practitioners

¢ NICE Medicines Practice Guideline 2 (MPG2): Patient Group Directions, published
27 March 2017 https://www.nice.org.uk/guidance/mpg2
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https://www.gov.uk/government/publications/national-minimum-standards-and-core-curriculum-for-immunisation-training-for-registered-healthcare-practitioners

https://www.gov.uk/government/publications/national-minimum-standards-and-core-curriculum-for-immunisation-training-for-registered-healthcare-practitioners

https://www.nice.org.uk/guidance/mpg2



Key references
(continued)

NICE MPG2 Patient group directions: competency framework for health
professionals using patient group directions, updated 4 January 2018
https://www.nice.org.uk/guidance/mpg2/resources

UKHSA Immunisation Collection
https://www.gov.uk/government/collections/immunisation

Vaccine Incident Guidance

https://www.gov.uk/government/publications/vaccine-incident-quidance-responding-
to-vaccine-errors

UK Statutory Instruments 2024, Number 729. The Human Medicines (Amendments
relating to Registered Dental Hygienists, Registered Dental Therapists and
Registered Pharmacy Technicians) Regulations 2024, published 29 May 2024
https://www.legislation.gov.uk/uksi/2024/729/introduction/made
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7. Practitioner authorisation sheet
Inactivated Influenza PGD v13.00 Valid from: 1 September 2024 Expiry: 1 April 2025

Before signing this PGD, check that the document has had the necessary authorisations in section
2. Without these, this PGD is not lawfully valid.

Practitioner

By signing this PGD you are indicating that you agree to its contents and that you will work within
it.

PGDs do not remove inherent professional obligations or accountability.

It is the responsibility of each professional to practise only within the bounds of their own
competence and professional code of conduct.

I confirm that | have read and understood the content of this PGD and that | am willing and
competent to work to it within my professional code of conduct.

Name Designation Signature Date

Authorising manager

| confirm that the practitioners named above have declared themselves suitably trained and
competent to work under this PGD. | give authorisation on behalf of insert name of
organisation

for the above named health care professionals who have signed the PGD to work under it.

Name Designation Signature Date

Note to authorising manager

Score through unused rows in the list of practitioners to prevent practitioner additions post
managerial authorisation.

This authorisation sheet should be retained to serve as a record of those practitioners authorised
to work under this PGD
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Publications gateway number: GOV-16450

National protocol for inactivated influenza vaccine

[bookmark: _Hlk34741928]Reference no:	Inactivated influenza vaccine protocol 

Version no: 		v6.00 

Valid from:		1 September 2024

Expiry date:		1 April 2025



This protocol is for the administration of inactivated influenza vaccine to individuals in accordance with the national influenza immunisation programme.

This protocol is for the administration of inactivated influenza vaccine by appropriately trained persons in accordance with regulation 247A of the Human Medicines Regulations 2012 (HMR 2012), inserted by The Human Medicines (Coronavirus and Influenza) (Amendment) Regulations 2020. 

The UK Health Security Agency (UKHSA) has developed this protocol for authorisation by or on behalf of the Secretary of State for Health and Social Care, to facilitate the delivery of the national influenza immunisation programme commissioned by NHS England (NHSE).

[bookmark: _Hlk57903598]This protocol may be followed wholly from assessment through to post-vaccination by an appropriately registered healthcare professional (see Characteristics of staff). Alternatively, multiple persons may undertake stages in the vaccination pathway in accordance with this protocol. Where multiple person models are used, the service provider or contractor must ensure that all elements of the protocol are complied with, in the provision of vaccination to each individual. The provider or contractor is responsible for ensuring that persons are trained and competent to safely deliver the activity they are employed to provide under this protocol.  As a minimum, competence requirements stipulated in the protocol under Characteristics of staff must be adhered to.

The provider or contractor and registered healthcare professionals are responsible for ensuring that they have adequate and appropriate indemnity cover.

Persons must be authorised by name to work under this protocol.  They must ensure they meet the staff characteristics for the activity they are undertaking, make a declaration of competence and be authorised in writing. This can be done by completing section 4 of this protocol or maintaining an equivalent electronic record. 

[bookmark: Page1ClinicalSupervisor][bookmark: _Hlk58239614]A clinical supervisor, who must be a registered doctor, nurse or pharmacist trained and competent in all aspects of the protocol, must be present and take overall responsibility for provision of vaccination under the protocol at all times and be identifiable to service users. Any time the protocol is used, the name of the clinical supervisor taking responsibility and all the people working under different stages of the protocol must be recorded for the session. The clinical supervisor has ultimate responsibility for safe care being provided under the terms of the protocol. Staff working under the protocol may be supported by additional registered healthcare professionals, but the clinical supervisor retains overall responsibility. Staff working to the protocol must understand who the clinical supervisor for their practice at any time is and can only proceed with their authority. The clinical supervisor may withdraw this authority for all members of staff or individual members of staff at any time and has authority to stop and start service provision under the protocol as necessary. Every member of staff has a responsibility to, and should, report immediately to the clinical supervisor any concerns they have about working under the protocol in general or about a specific individual, process, issue or event.

[bookmark: _Hlk57881581]Operation under this protocol is the responsibility of service providers or contractors. Provider organisations or contractors using this protocol should retain copies, along with the details of those authorised to work under it, for 25 years after the protocol expires.    

Individual users must check that they are using the current version of this protocol and current versions of any documents this protocol refers to. Amendments may become necessary prior to the published expiry date. Current versions of national protocols for the national influenza immunisation programme, authorised by the Department of Health and Social Care Ministers in accordance with regulation 247A of the HMR 2012, can be found at Annual flu programme.

Any concerns regarding the content of this protocol should be addressed to: immunisation@ukhsa.gov.uk






Change history

		Version 

		Change details

		Date



		v1.00

(unapproved)

		New national protocol for inactivated influenza vaccine

		7 December 2020



		v2.00

		National protocol for inactivated influenza vaccine v1.00 amended to:

· include inactivated influenza vaccines for the 2021 to 2022 season 

· include eligible cohorts for the 2021 to 2022 season

· reflect the staff and supervision requirements of the national protocols for COVID-19 vaccination

		15 August 2021



		v3.00

		National protocol for inactivated influenza vaccine v2.00 amended to:

· include primary care contractors (primary medical services, pharmaceutical services, primary dental services or general ophthalmic services) and their frontline staff, including locums 

· update additional information and drug interactions sections

· update for change of organisation from PHE to UKHSA

		12 October 2021









		v4.00

		National protocol for inactivated influenza vaccine v3.00 amended to:

· include only eligible cohorts for the 2022 to 2023 season

· include the inactivated influenza vaccines for the 2022 to 2023 season

· remove the exclusion of ‘individuals who are less than 2 years of age and have had a severe anaphylactic reaction to egg which has previously required intensive care’ and update cautions and off-label section to advise egg-free cell-based influenza vaccine is offered off-label to these individuals in accordance with JCVI advice and the annual flu letter

· include minor rewording, layout and formatting changes for clarity and consistency with other national protocols

		24 June 2022



		v5.00

		National protocol for inactivated influenza vaccine amended to: 

· include eligible cohorts for the 2023 to 2024 season

· include the recommended influenza vaccines for the 2023 to 2024 season

· include updated advice on co-administration of aQIV with Shingrix® (shingles) vaccine

		17 July 2023



		v6.00

		National protocol for inactivated influenza vaccine amended to: 

· update eligibility criteria for the 2024 to 2025 season

· advise earlier immunisation of pregnant women and children from 1 September; remaining cohorts to commence October (precise date TBC by NHS England)

· reflect reduction in QIVc licensed age from 2 years to 6 months of age 

· incorporate amendments to the flu letter from 12 June 2024, including choice of vaccines recommended by age; separation of the 18 to 64 year cohort into 18 to 59 years and 60 to 64 years to reflect QIV-HD licensing 

· include pharmacy technicians as an additional professional group, as outlined in the relevant amendments to HMR 2024

· include minor rewording, layout and formatting changes for consistency with other UKHSA PGDs and National Protocols 

		20 June 2024







1. Ministerial authorisation

This protocol is not legally valid, in accordance with regulation 247A of the HMR 2012, inserted by the Human Medicines (Coronavirus and Influenza) (Amendment) Regulations 2020, until it is approved by or on behalf of the Secretary of State for Health and Social Care. 



[bookmark: _Hlk71791453]On 28 June 2024, Department of Health and Social Care Ministers approved this protocol in accordance with regulation 247A of HMR 2012. 



Any provider or contractor administering inactivated influenza vaccines under this protocol must work strictly within the terms of this protocol and contractual arrangements with the commissioner, for the delivery of the national influenza immunisation programme.  



Administration of the vaccines must also be in accordance with the manufacturer’s instructions in the product’s UK Summary of Product Characteristics (SPC) and in accordance with official national recommendations.   



Note: The national influenza immunisation programme may also be provided under a patient group direction or on a patient specific basis (that is, by or on the directions of an appropriate independent prescriber, such as under a patient specific direction [PSD]). Supply and administration in these instances should be in accordance with arrangements with the commissioner for the delivery of the national influenza immunisation programme and are not related to this protocol.



For occupational health provision, influenza immunisation may be provided under an occupational health written instruction or on the directions of an appropriate independent prescriber, such as under a PSD.










1. [bookmark: CharacteristicsOfStaff][bookmark: _Characteristics_of_staff]Characteristics of staff

		Classes of persons permitted to administer medicinal products under this protocol



		[bookmark: _Hlk55566361][bookmark: _Hlk42690097]This protocol may be followed wholly from assessment through to post-vaccination by an appropriately registered healthcare professional (see Table 2).  Alternatively, multiple persons may undertake stages in the vaccination pathway in accordance with this protocol. Where multiple person models are used, the service provider or contractor must ensure that all elements of the protocol are complied with, in the provision of vaccination to each individual. The service provider or contractor is responsible for ensuring that there is a clinical supervisor present at all times and that persons are trained and competent to safely deliver the activity they are employed to provide under this protocol. As a minimum, competence requirements stipulated in the protocol must be adhered to.

The provider or contractor and registered healthcare professionals are responsible for ensuring that they have adequate and appropriate indemnity cover.

This protocol is separated into operational stages of activity as outlined in Table 1.

The clinical supervisor must be a registered doctor, nurse or pharmacist trained and competent in all aspects of the protocol and provide clinical supervision (see page 1) for the overall provision of clinical care provided under the legal authority of the protocol.

[bookmark: Table1]Table 1: Operational stages of activity under this protocol

		Stage 1

		a. Assessment of the individual presenting for vaccination

b. [bookmark: _Ref60226115]Provide information and obtain informed consent[footnoteRef:2] [2: ] 


c. Provide advice to the individual

		Specified Registered Healthcare Professionals only (see Table 2)



		Stage 2

		Vaccine Preparation

		Registered or non-registered persons



		Stage 3

		Vaccine Administration

		[bookmark: _Hlk58066808]Registered or non-registered persons



		Stage 4

		Record Keeping

		Registered or non-registered persons





Persons must only work under this protocol where they are competent to do so. 

Non-professionally qualified persons operating under this protocol must be adequately supervised by experienced registered healthcare professionals. 

Protocols do not remove inherent professional obligations or accountability. All persons operating under this protocol must work within their terms of employment at all times; registered healthcare professionals must also abide by their professional code of conduct.

To undertake the assigned stage(s) of activity under this protocol, persons working to this protocol must meet the criteria specified in Table 2 (see below).

[bookmark: Table2]Table 2: Protocol stages and required characteristics of persons working under it

		Persons working to this protocol must meet the following criteria, as applicable to undertake their assigned stage(s) of activity under this protocol:

		Stage 1

		Stage 2

		Stage 3

		Stage 4



		[bookmark: _Hlk57029789]must be authorised by name as an approved person under the current terms of this protocol before working to it, see section 4

		Y

		Y

		Y

		Y



		[bookmark: _Hlk57029902]must be competent to assess individuals for suitability for vaccination, identify any contraindications or precautions, discuss issues related to vaccination and obtain informed consent2 and must be an appropriately qualified prescriber or one of the following registered professionals who can operate under a PGD or as an occupational health vaccinator in accordance with HMR 2012:

· nurses, nursing associates and midwives currently registered with the Nursing and Midwifery Council (NMC)

· pharmacists and pharmacy technicians  currently registered with the General Pharmaceutical Council (GPhC) 

· chiropodists/podiatrists, dieticians, occupational therapists, operating department practitioners, orthoptists, orthotists/prosthetists, paramedics, physiotherapists, radiographers and speech and language therapists currently registered with the Health and Care Professions Council (HCPC)

· dental hygienists and dental therapists registered with the General Dental Council

· optometrists registered with the General Optical Council

		Y

		N

		N

		N



		[bookmark: _Hlk57030044]must be familiar with the vaccine product and alert to any changes in the manufacturer’s SPC and familiar with the national recommendations for the use of the vaccine

		Y

		Y

		Y

		N



		must be familiar with, and alert to changes in relevant chapters of Immunisation Against Infectious Disease: the Green Book

		Y

		Y

		Y

		N



		must be familiar with, and alert to changes in relevant local Standard Operating Procedures (SOPs) and commissioning arrangements for the national influenza immunisation programme

		Y

		Y

		Y

		Y



		must have undertaken training appropriate to this protocol and relevant to their role, as required by relevant local policy and SOPs. For further information see Flu immunisation training recommendations

		Y

		Y

		Y

		N



		must have undertaken training to meet the minimum standards in relation to vaccinating those under 18, if relevant, as required by national or local policy.

		Y

		N

		Y

		N



		must be competent in the correct handling and storage of vaccines and management of the cold chain if receiving, responsible for, or handling the vaccine

		N

		Y

		Y

		N



		must be competent in intramuscular injection technique if they are administering the vaccine

		N

		N

		Y

		N



		[bookmark: _Hlk57288847]must be competent in the recognition and management of anaphylaxis, have completed basic life support training and able to respond appropriately to immediate adverse reactions

		Y

		N

		Y

		N



		must have access to the protocol and relevant influenza immunisation programme online resources such as the Green Book, particularly Chapter 19, and inactivated influenza vaccine: Information for healthcare practitioners document

		Y

		Y

		Y

		N



		must understand the importance of making sure vaccine information is recorded on the relevant data system, meeting the relevant competencies of the flu vaccinator competency assessment tool

		Y

		Y

		Y

		Y



		must have been signed off as competent using the flu vaccinator competency assessment tool if new to or returning to immunisation after a prolonged period (more than 12 months), or have used the tool for self-assessment if an experienced vaccinator (vaccinating within past 12 months)

		Y

		Y

		Y

		Y



		should fulfil any additional requirements defined by local or national policy

		Y

		Y

		Y

		Y











[bookmark: AdditionalRequirements][bookmark: Stage1] 



1 For those lacking mental capacity, a decision may be made in the individual’s best interests in accordance with the Mental Capacity Act 2005 (for further information on consent, see Chapter 2 of the Green Book). 




Stage 1: Assessment of the individual presenting for vaccination

		Activity stage 1a:

		Assess the individual presenting for vaccination against the inclusion and exclusion criteria below. If they are not eligible for vaccination or need to return at a later date, advise them accordingly.



		Clinical condition or situation to which this protocol applies

		Inactivated influenza vaccine is indicated for the active immunisation of individuals for the prevention of influenza infection. Immunisation is indicated in accordance with the national immunisation programme and recommendations given in Chapter 19 of the Immunisation Against Infectious Disease: the Green Book,  annual flu letter(s) and subsequent correspondence and publications from the UKHSA and NHSE.  



		[bookmark: CriteriaForInclusion]Criteria for inclusion











































































(continued over page)

Criteria for inclusion

(continued) 

		[bookmark: _Hlk45811070]This protocol includes vaccination of individuals across the national influenza immunisation programme. Users of this protocol should note that where they are commissioned to immunise certain groups, this protocol does not constitute permission to offer influenza immunisation beyond the groups they are commissioned to immunise.         

For the 2024 to 2025 influenza season, influenza vaccine should be offered under the NHS influenza immunisation programme to the following groups: 

From 1 September 2024: 

· all pregnant women (including those women who become pregnant during the influenza season) 

· children eligible for the Routine Childhood Seasonal Influenza Vaccination Programme and for who live attenuated influenza vaccine (LAIV) is contraindicated or is otherwise unsuitable, for instance due to the route or non-acceptance of porcine gelatine content. See the LAIV PGD for more information. 

For the 2024/2025 influenza season, eligible children include: 

· children aged 2 or 3 years of age, on or before 31 August 2024[footnoteRef:3] [3:  Children born between 1 September 2020 and 31 August 2022 are considered eligible. ] 


· all primary school-aged children (from Reception to Year 6)[footnoteRef:4],[footnoteRef:5] [4:  School children outside the usual age range for their class (for example those accelerated or held back a year) may be offered and given the vaccine alongside their peers. ]  [5:  Includes children who are home-schooled or otherwise not in mainstream education. ] 


· all secondary school-aged children (from Years 7 to 11)3,4

· those in clinical risk groups (as outlined below) aged from 6 months to less than 18 years

The precise date from which all other eligible individuals may be vaccinated will be communicated by NHSE; at the time of writing, this has been planned from October. 

Upon announcement of this date, this Protocol may be used for vaccination of the following cohorts: 

· individuals aged 65 years or over (including those turning 65 years by 31 March 2025)

· individuals aged from 18 years to less than 65 years of age in a clinical risk group category listed in Chapter 19 

[bookmark: Clinicalriskgroups]Clinical risk groups

· chronic (long-term) respiratory disease, such as asthma (that requires continuous or repeated use of inhaled or systemic steroids or with previous exacerbations requiring hospital admission), chronic obstructive pulmonary disease (COPD) or chronic bronchitis 

· chronic heart disease and vascular disease 

· 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 and adrenal insufficiency

· asplenia or dysfunction of the spleen

· a weakened immune system due to disease (such as HIV/AIDS) or treatment (such as for cancer)

· [bookmark: _Hlk76036230]morbidly obese adults (aged from 16 years) with a BMI of 40kg/m2 and above

· household contacts of immunocompromised individuals. This specifically includes individuals who expect to share living accommodation on most days over the winter and, therefore, for whom continuing close contact is unavoidable 

· people living in long-stay residential care homes or other long-stay care facilities where rapid spread is likely to follow introduction of infection and cause high morbidity and mortality. This does not include, for instance, prisons, young offender institutions, university halls of residence or boarding schools

· carers: those who are in receipt of a carer’s allowance, or who are the main carer of an older or disabled person whose welfare may be at risk if the carer falls ill

· frontline staff without employer-led occupational health schemes, employed: 

· by a registered residential care or nursing home or registered domiciliary care provider, who are directly involved in the care of vulnerable individuals who are at increased risk from exposure to influenza

· [bookmark: _Hlk46486220]by a voluntary managed hospice provider, who are directly involved in the care of vulnerable individuals who are at increased risk from exposure to influenza

· through Direct Payments (personal budgets) or Personal Health Budgets, such as Personal Assistants, to deliver domiciliary care to individuals

· to deliver social care services and are in direct contact with those who are clinically vulnerable to flu, who receive care and support services from the social care provider



		[bookmark: CriteriaForExclusion]Criteria for exclusion[footnoteRef:6] [6:  Exclusion under this protocol does not necessarily mean the medication is contraindicated, but it would be outside its remit and another form of authorisation will be required. ] 
























(continued over page)

Criteria for exclusion

(continued)

		Individuals who have not given valid consent (or for whom a best-interests decision in accordance with the Mental Capacity Act 2005, has not been obtained).  For further information on consent, see Chapter 2 of the Green Book. Several sources are available to inform consent (see written information to be given to individual, parent or carer section). 

Individuals who:

· are less than 6 months of age

· are aged 2 years to under 18 years for whom live attenuated influenza vaccine (LAIV) is suitable or not contraindicated (for instance due to the route of administration or non-acceptance of porcine gelatine content).  Note: LAIV should be given to those aged 2 to under 18 years of age in preference to inactivated influenza vaccine where possible, see LAIV PGD

· have had a confirmed anaphylactic reaction to a previous dose of the vaccine

· are suffering from acute severe febrile illness (the presence of a minor infection is not a contraindication for immunisation) 

· have had a confirmed anaphylactic reaction to any component of the vaccine or residues from the manufacturing process[footnoteRef:7] (other than ovalbumin – see cautions) [7:  Residues from the manufacturing process may include beta-propiolactone, cetyltrimethylammonium bromide (CTAB), formaldehyde, gentamicin, hydrocortisone, kanamycin, neomycin, octoxinol-9, octylphenol ethoxylate, polysorbate 80, sodium deoxycholate. Check the vaccine’s SPC for details] 


· have received a complete dose of the recommended influenza vaccine for the current season, unless they are individuals aged 6 months to less than 9 years in a clinical risk (or other eligible) group category listed in Chapter 19 of the Green Book who should, in the first season they are vaccinated against influenza, receive a second dose of an appropriate influenza vaccine at least 4 weeks after the first dose

[bookmark: MHRAExclusionAdvice]Note: This Protocol covers NHS commissioned services. It may not be used for the provision of inactivated influenza vaccine via occupational health schemes or peer-to-peer influenza immunisation. A written instruction should be used instead, for which the NHS Specialist Pharmacy Service produces a template.



		[bookmark: Cautions]Cautions including any relevant action to be taken 





		[bookmark: CautionsUnder30s]Facilities for management of anaphylaxis should be available at all vaccination premises (see Chapter 8 of the Green Book and advice issued by the Resuscitation Council UK). 

Individuals with a bleeding disorder may develop a haematoma at the injection site (see route and method of administration). 

[bookmark: _Hlk105753864]Adults with a severe anaphylaxis to egg which has previously required intensive care can be immunised in any setting using a suitable egg-free vaccine, for instance QIVc. 

Individuals with a less severe egg allergy can be immunised in any setting using a suitable egg-free vaccine, or an inactivated influenza vaccine with an ovalbumin content less than 0.12 micrograms/ml (equivalent to 0.06 micrograms per 0.5 ml dose). For details of the influenza vaccines available for the current season and their ovalbumin content, follow this link.

Syncope (fainting) can occur following, or even before any vaccination especially in adolescents as a psychogenic response to the needle injection. This can be accompanied by several neurological signs such as transient visual disturbance, paraesthesia and tonic-clonic limb movements during recovery. It is important that procedures are in place to avoid injury from faints.



		[bookmark: ActionIfExcluded]Action to be taken if the individual is excluded







		The risk to the individual of not being immunised must be taken into account. The indications for flu vaccination are not exhaustive, and the healthcare practitioner should consider the risk of flu exacerbating any underlying disease that an individual may have, as well as the risk of serious illness from flu itself. Where appropriate, such individuals should be referred, or a PSD obtained for immunisation.

In case of postponement due to acute illness, advise when the individual can be vaccinated and ensure another appointment is arranged.

Document the reason for exclusion and any action taken in the individual’s clinical records. 

Seek appropriate advice from the local Screening and Immunisation Team, local Health Protection Team or the individual’s clinician as required.

Inform or refer to the GP or a prescriber as appropriate.



		
Action to be taken if the individual or carer declines treatment 

(continued over page)

Action to be taken if the individual or carer declines treatment

(continued) 

		Informed consent, from the individual or a person legally able to act on the person’s behalf, must be obtained for each administration and recorded appropriately. Where a person lacks the capacity, in accordance with the Mental Capacity Act 2005, a decision to vaccinate may be made in the individual’s best interests. Further information on consent may be found in Chapter 2 of the Green Book. 

Advise the individual, parent or carer about the protective effects of the vaccine, the risks of infection and potential complications if not immunised.

Document advice given and the decision reached. 

Inform or refer to the individual’s GP or a prescriber as appropriate. 



		Referral procedure

		As per local policy.














Stage 1b and 1c : Description of treatment and advice to the individual 

		Activity stages 1b and 1c:

		Consider any relevant cautions, interactions or adverse drug reactions. 

Provide advice to the individual and obtain informed consent1.

Record individual’s consent1 and ensure the vaccinator (if another person) is informed of the vaccine product to be administered.



		Name, strength & formulation of drug







































		Inactivated influenza vaccine suspension in a pre-filled syringe, including:

· adjuvanted quadrivalent influenza vaccine (aQIV)▼

· cell-based quadrivalent influenza vaccine (QIVc) ▼

· egg-grown quadrivalent influenza vaccine (QIVe) 

· high-dose quadrivalent influenza vaccine (QIV-HD)▼

Some influenza vaccines are restricted for use in particular age groups. Refer to the vaccine’s SPC, recommended vaccines and the off-label use section for further information.  

Summary table of which inactivated influenza vaccines to offer (by age)

		Age

		Inactivated influenza vaccine to offer eligible individuals 

		Notes



		6 months to under 2 years

		Offer QIVc. 

If QIVc is not available, offer QIVe. 

		



		2 years to under 18 years 

		If LAIV is contraindicated (or it is otherwise unsuitable) offer QIVc. 

If QIVc is not available, offer QIVe. 

		QIVe not available via ImmForm for this cohort. 



		18 years to 59 years (including in pregnancy) 

		Offer QIVc. 

If QIVc is not available[footnoteRef:8], offer QIVe. [8:  QIVe should be offered only when every attempt to use QIVc has been exhausted – evidence of this may be requested by the commissioner before reimbursement is agreed. ] 


		



		60 to 64 years

		Offer QIVc or QIV-HD. 

If QIVc or QIV-HD are not available[footnoteRef:9], offer QIVe.  [9:  QIVe should be offered only when every attempt to use QIVc or QIV-HD has been exhausted – evidence of this may be requested by the commissioner before reimbursement is agreed. ] 


		



		65 years and over, including those turning 65 by 31 March 2025 

		Offer aQIV or QIV-HD. 

If aQIV or QIV-HD are not available[footnoteRef:10], offer QIVc.  [10:  QIVc should be offered only when every attempt to use aQIV or QIV-HD has been exhausted – evidence of this may be requested by the commissioner before reimbursement is agreed. ] 


Note: QIVe is not recommended for those 65 years and over. 

		aQIV may be offered off-label for those aged 64 who turn 65 years of age by 31 March 2025 









		Legal category

		Prescription only medicine (POM)



		Black triangleq

 (continued over page) 

Black triangleq

(continued) 

		QIVc, QIV-HD and aQIV vaccines are designated as black triangle products. Being newer vaccines, the Medicines and Healthcare products Regulatory Agency (MHRA) has a specific interest in the reporting of adverse drug reactions for these products. All suspected adverse drug reactions should be reported using the MHRA Yellow Card Scheme. 

This information was accurate at the time of writing. See product SPCs for indication of current black triangle status.



		[bookmark: OffLabelUse]Off-label use



		Where a vaccine is recommended off-label, as part of the consent process, consider informing the individual, parent or carer that the vaccine is being offered outside of product licence but in accordance with national guidance.

aQIV is licensed for administration to individuals aged 65 years and over. It may be administered under this protocol to those aged 64 years and turning 65 years of age by 31 March 2025, in accordance with the recommendations for the national influenza immunisation programme for the 2024 to 2025 season (see annual flu letter).

Vaccines should be stored according to the conditions detailed in the storage section below. However, in the event of an inadvertent or unavoidable deviation of these conditions, refer to Vaccine Incident Guidance. Where vaccines are assessed in accordance with these guidelines as appropriate for continued use, this would constitute off-label administration under this protocol.

Note: Different influenza vaccine products are licensed from different ages and should be administered within their licence when working to this protocol, with the exception of off-label administration of aQIV as detailed above. Refer to product SPCs, and Flu vaccines for the 2024 to 2025 season for more information.



		Drug interactions



		Immunological response may be diminished in those receiving immunosuppressive treatment, but it is important to still immunise this group.

Influenza vaccines can be co-administered with other vaccines including COVID-19 and shingles vaccines (see route and method of administration). Initially, a 7 day interval was recommended between Shingrix® (shingles) vaccine and adjuvanted influenza vaccine (aQIV) because the potential reactogenicity from 2 adjuvanted vaccines may reduce the tolerability in those being vaccinated. Interim data from a US study on co-administration of Shingrix® with adjuvanted seasonal influenza vaccine is reassuring. Therefore, an appointment for administration of the seasonal influenza vaccine can be an opportunity to also provide shingles vaccine (see Shingrix® PGD). 

Where aQIV is given with other vaccines, including other adjuvanted vaccines, the adverse effects of both vaccines may be additive and should be considered when informing the recipient. Individuals should also be informed about the likely timing of potential adverse events relating to each vaccine. If the vaccines are not given together, they can be administered at any interval. 

A detailed list of drug interactions is available in the SPC for each vaccine.  



		Identification and management of adverse reactions













(continued over page) 

Identification and management of adverse reactions

(continued)

		Pain, swelling or redness at the injection site, low-grade fever, malaise, shivering, fatigue, headache, myalgia and arthralgia are among the commonly reported symptoms after intramuscular vaccination. A small painless nodule (induration) may also form at the injection site. These symptoms usually disappear within one to 2 days without treatment.

Immediate reactions such as urticaria, angio-oedema, bronchospasm and anaphylaxis can occur.

A higher incidence of mild post-immunisation reactions has been reported with adjuvanted compared to non-adjuvanted influenza vaccines.

The frequency of injection-site pain and systemic reactions may be higher in individuals vaccinated concomitantly with inactivated influenza vaccine and pneumococcal polysaccharide vaccine (PPV23) compared to vaccination with influenza vaccine alone and similar to that observed with PPV23 vaccination alone. Influenza vaccine and PPV23 may be administered at the same visit or at any interval from each other. A detailed list of adverse reactions is available in the SPC for each vaccine.  



		Reporting procedure of adverse reactions











		Healthcare professionals and individuals, parents and carers are encouraged to report suspected adverse reactions to the Medicines and Healthcare products Regulatory Agency (MHRA) using the Yellow Card reporting scheme or search for MHRA Yellow Card in the Google Play or Apple App Store.

QIVc, QIV-HD and aQIV are designated as black triangle products. All suspected adverse reactions to these vaccines should be reported via the Yellow Card Scheme, as these particular vaccines are newer to market. 

Any adverse reaction to a vaccine should be documented in the individual’s record and the individual’s GP should be informed as appropriate.



		[bookmark: writteninformationtobegiventocarer]

Written information to be given to individual or carer

		Offer the marketing authorisation holder's patient information leaflet (PIL) provided with the vaccine. 

Offer promotional material as appropriate: 

· the flu vaccination: who should have it and why (as updated for winter 2024 to 2025)

· protect yourself from flu, have the flu vaccine: information for people with a learning disability leaflet

For information leaflets in accessible formats and alternative languages, please visit Home-Health Publications. 

Where applicable, inform the individual, parent or carer that large print, Braille or audio CD PILs may be available from emc accessibility (freephone 0800 198 5000) by providing the medicine name and product code number, as listed on the electronic Medicines Compendium. 



		Advice and follow-up treatment



























		Individuals should be advised regarding adverse reactions to vaccination and reassured that the inactivated vaccine cannot cause influenza. However, the vaccine will not provide protection for about 14 days and does not protect against other respiratory viruses that often circulate during the flu season. 

Immunosuppressed individuals should be advised that they may not make a full immune response to the vaccine. Therefore, consideration should be given to influenza vaccination of their household contacts.

Inform the individual, parent or carer of possible side effects and their management. 

The individual, parent or carer should be advised when to seek medical advice in the event of an adverse reaction and encouraged to report this via the Yellow Card reporting scheme. 

In case of postponement due to acute illness, advise when the individual                             can be vaccinated and how future vaccination may be accessed. 

When applicable, advise the individual, parent or carer when to return for vaccination or when a subsequent vaccine dose is due.



		[bookmark: AdditionalInformation]
Special considerations and additional information



(continued over page) 

Special considerations and additional information

(continued) 

		Ensure there is immediate access to adrenaline (epinephrine) 1 in 1,000 injection and easy access to a telephone at the time of vaccination.

Minor illnesses without fever or systemic upset are not valid reasons to postpone immunisation. If an individual is acutely unwell, immunisation may be postponed until they have fully recovered. 

For children under the age of 16 years, those assessed as Gillick competent can self-consent (for further information on consent see Chapter 2 of the Green Book).

[bookmark: _Hlk45276070][bookmark: AdditionalRequirementsLAIV][bookmark: AdditionalInformationLAIV]Individuals with learning disabilities may require reasonable adjustments to support vaccination (see Flu vaccinations for people with learning disabilities). 

Timing of doses 

As outlined in the flu letter, vaccination of pregnant women should begin from 1 September, to ensure that as many newborn babies as possible are protected during the flu season. 

Children, including those in clinical risk groups should be vaccinated from 1 September, as early as delivery and supply of suitable vaccines allow. Vaccination of remaining cohorts should commence from October (precise date to be confirmed by NHSE). 

There may be a small number of other adults for whom delaying vaccination is not advised, for example individuals due to commence immunosuppressive treatment before the announced start date for vaccination. Clinicians should use clinical judgement to bring forward vaccination in such exceptions and when vaccine supply becomes available. A PSD should be used. 







[bookmark: _Hlk57310638]

[bookmark: Stage2]


Stage 2: Vaccine preparation



		Activity stage 2:

		Vaccine preparation



		Vaccine presentation

		Single (0.5ml) dose pre-filled syringe



		Supplies

		Centrally procured vaccine is available via ImmForm for children.

Supplies for administration to adults should be ordered from the influenza vaccine manufacturers or their wholesalers as in previous years.

Protocols for the ordering, storage and handling of vaccines should be followed to prevent vaccine wastage (see the Green Book Chapter 3).



		[bookmark: Storage]Storage

		Store at +2°C to +8°C. Do not freeze.

Store in original packaging in order to protect from light. 

In the event of an inadvertent or unavoidable deviation of these conditions vaccine that has been stored outside the conditions stated above should be quarantined and risk assessed for suitability of continued off-label use or appropriate disposal. Refer to Vaccine Incident Guidance.



		Vaccine preparation

		Shake vaccine suspensions gently before administration.

Visually inspect the vaccine prior to administration for any foreign particulate matter, discoloration or other variation of expected appearance from that  described in the vaccine’s SPC. Discard the vaccine in accordance with local procedures, should any of these occur. 

Check product name, batch number and expiry date before administration. 



		Disposal

		Follow local clinical waste policy and NHS standard operating procedures to ensure safe and secure waste disposal. 

Equipment used for immunisation, including used vials, ampoules, or discharged vaccines in a syringe or applicator, should be disposed of safely in a UN-approved puncture-resistant sharps box, according to local authority arrangements and NHSE guidance in (HTM 07-01): safe and sustainable management of healthcare waste. 




























Stage 3: Vaccine administration

		Activity stage 3:

		Before administering the vaccine, ensure:

1. The individual has been assessed in accordance with stage one of this protocol.

2. The vaccine to be administered has been identified, by the registered practitioner consenting the individual

3. Consent for vaccination has been provided and documented1.



Administer the inactivated influenza vaccine recommended by the assessing practitioner, in accordance with the summary table below.  Provide any post-vaccination advice.



		Vaccine to be administered









































		Some influenza vaccines are restricted for use in particular age groups. Refer to the individual vaccine’s SPC, recommended vaccines and the off-label use section for further information.  

[bookmark: SummaryTableRecommendedVaccinesByAge]Summary table of which inactivated influenza vaccines to offer (by age)

		Age

		Inactivated influenza vaccine to offer eligible individuals 

		Notes



		6 months to under 2 years

		Offer QIVc. 

If QIVc is not available, give QIVe. 

		



		2 years to under 18 years 

		If LAIV is contraindicated (or it is otherwise unsuitable) offer QIVc. 

If QIVc is not available, offer QIVe. 

		QIVe not available via Immform for this cohort. 



		18 years to 59 years (including in pregnancy)

		Offer QIVc. 

If QIVc is not available,[footnoteRef:11] offer QIVe.  [11:  QIVe should be offered only when every attempt to use QIVc has been exhausted – evidence of this may be requested by the commissioner before reimbursement is agreed.] 


		



		60 to 64 years

		Offer QIVc or QIV-HD. 

If QIVc or QIV-HD are not available[footnoteRef:12], offer QIVe.  [12:  QIVe should be offered only when every attempt to use QIVc or QIV-HD has been exhausted- evidence of this may be requested by the commissioner before reimbursement is agreed. ] 


		



		65 years and over, including those turning 65 by 31 March 2025 

		Offer aQIV or QIV-HD.

If aQIV or QIV-HD are not available[footnoteRef:13], offer QIVc. [13:  QIVc should be offered only when every attempt to use aQIV or QIV-HD has been exhausted – evidence of this may be requested by the commissioner before reimbursement is agreed.] 


Note: QIVe is not recommended for those aged 65 years and over. 

		aQIV may be offered off-label for those aged 64 who turn 65 years of age by 31 March 2025. 









		[bookmark: DoseAndFrequencyOfAdministration]Dose and frequency of administration  

 



(continued over page)

Dose and frequency of administration  

(continued) 

		QIVc, QIVe and aQIV: 

Single 0.5ml dose to be administered for the current annual flu season (1 September 2024 to 31 March 2025). 

QIV-HD only: 

Single 0.7ml dose during the current annual flu season. 

Children in a clinical risk group (including household contacts of immunocompromised individuals) aged 6 months to less than 9 years old who 

have not previously received any doses of influenza vaccine should be offered a second dose of vaccine at least 4 weeks later. The influenza vaccines are interchangeable, although the individual’s age, recommended vaccine and vaccine licence should be considered (see off-label use section). 



		Duration of treatment

		As outlined above in dose and frequency of administration. 



		Quantity to be supplied and administered

		QIVc, QIV and aQIV: 

Single dose of 0.5ml per administration.

QIV-HD: 

Single dose of 0.7ml per administration. 



		[bookmark: RouteOfAdministration]Route and method of administration



























 





















 

		Administer by intramuscular injection, preferably into the deltoid muscle of the upper arm. The anterolateral aspect of the thigh is the preferred site for infants under 1 year old. 

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 or other treatment to reduce bleeding, for example treatment for haemophilia, intramuscular vaccination can be scheduled shortly after such medication or treatment is administered. Individuals on stable anticoagulation therapy, including individuals on warfarin who are up to date with their scheduled INR testing and whose latest INR was below the upper threshold of their therapeutic range, can receive intramuscular vaccination. A fine needle (23 gauge or 25 gauge) should be used for the vaccination, followed by firm pressure applied to the site (without rubbing) for at least 2 minutes. If in any doubt, consult with the clinician responsible for prescribing or monitoring the individual’s anticoagulant therapy. If the registered professional clinically assessing the individual is not the vaccinator, they must ensure the vaccinator is aware of the individual’s increased risk of haematoma and the need to apply firm pressure to the injection site for at least 2 minutes. 

The individual, parent or carer should be informed about the risk of haematoma from the injection. 

Influenza vaccines licensed for both intramuscular and subcutaneous administration may alternatively be administered by the subcutaneous route. Note: QIVc and aQIV are not licensed for subcutaneous administration so should only be administered intramuscularly under this protocol.

When co-administering with other vaccines, care should be taken to ensure that the appropriate route of injection is used for all of the vaccinations. The vaccines should be given at separate sites, preferably in different limbs. If given in the same limb, they should be given at least 2.5cm apart. If aQIV needs to be administered at the same time as another vaccine, immunisation should be carried out on separate limbs. 

The site at which each vaccine was given should be noted in the individual’s records.

Shake vaccine suspensions gently before administration. 

Visually inspect the vaccine prior to administration for any foreign particulate matter, discoloration or other variation of expected appearance from that described in the vaccine’s SPC. Discard the vaccine in accordance with local procedures, should any of these occur. 

The SPCs provide further guidance on administration.  



		
Disposal

 

		Follow local clinical waste policy and NHS standard operating procedures to ensure safe and secure waste disposal. 

Equipment used for immunisation, including used vials, ampoules, or discharged vaccines in a syringe or applicator, should be disposed of safely in a UN-approved puncture-resistant sharps box, according to local authority arrangements and NHSE guidance in (HTM 07-01): Management and disposal of healthcare waste. 



		Post-vaccination advice 

		Ensure the individual has been provided with appropriate written information such as the:

· Market authorisation holder’s patient information leaflet (PIL)

· the flu vaccination: who should have it and why (as updated for winter 2024 to 2025) 

· protect yourself from flu, have the flu vaccine: information for people with a learning disability leaflet 

For information leaflets in accessible formats and alternative languages, please visit Home – Health Publications. 

Where applicable, inform the individual, parent or carer that large print, Braille or audio CD PILs may be available from emc accessibility (freephone 0800 198 5000) by providing the medicine name and  product code number, as listed on the electronic Medicines Compendium.












Stage 4: Recording vaccine adminstration



		Activity stage 4:

		Complete a record of vaccination for the individual and in accordance with local policy.

The required records should be completed by the person who is undertaking the recorded activity or a designated record keeper who is a witness to the activity undertaken.



		Records











































		The practitioner must ensure the following is recorded: 

· that valid informed consent was given or a decision to vaccinate made in the individual’s best interests in accordance with the Mental Capacity Act 2005

· name of individual, address, date of birth and GP with whom the individual is registered (or record where an individual is not registered with a GP)

· name of clinical supervisor

· name of immuniser and, where different from the immuniser, ensure the professional assessing the individual and person completing the vaccine record are identified

· name and brand of vaccine

· date of administration

· dose, form and route of administration of vaccine

· quantity administered

· batch number and expiry date

· anatomical site of vaccination

· advice given, including advice given if the individual is excluded or declines immunisation

· details of any adverse drug reactions and actions taken

· supplied via national protocol

All records should be clear, legible and contemporaneous.

As a wide variety of influenza vaccines are available on the UK market each year, it is especially important that the exact brand of vaccine, batch number and site at which each vaccine is given is accurately recorded in the individual’s records. 

It is important that vaccinations are recorded in a timely manner on appropriate health care records for the individual. Systems should be in place to ensure this information is returned to the individual’s general practice record in a timely manner to allow clinical follow-up and to avoid duplicate vaccination.

For pregnant women, also record immunisation in the hand-held and electronic maternity record if available.

[bookmark: _Hlk58260403]A record of all individuals receiving treatment under this protocol should also be kept for audit purposes in accordance with local and national policy. 










2. Key references



		Key references 
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Key references 

(continued)







		Inactivated influenza vaccination

· Immunisation Against Infectious Disease: The Green Book, Chapter 19, updated 3 November 2023

https://www.gov.uk/government/collections/immunisation-against-infectious-disease-the-green-book

· Collection: Annual Flu Programme

https://www.gov.uk/government/collections/annual-flu-programme

· The national flu immunisation programme 2024 to 2025: supporting letter, published 12 March 2024

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan-2024-to-2025/national-flu-immunisation-programme-2024-to-2025-letter

· Statement of amendment to the annual flu letter for 2024 to 2025, published 12 June 2024

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan-2024-to-2025/statement-of-amendment-to-the-annual-flu-letter-for-2024-to-2025-12-june-2024

· All influenza vaccines marketed in the UK for the 2024 to 2025 season, updated 21 March 2024 

https://www.gov.uk/government/publications/influenza-vaccines-marketed-in-the-uk

· JCVI advice on influenza vaccines for the 2024/ 2025 season, updated 25 August 2023 https://app.box.com/s/t5ockz9bb6xw6t2mrrzb144njplimfo0/file/1289995245447

· Community Pharmacy Advanced Service Specification: Seasonal Influenza 

https://www.england.nhs.uk/publication/community-pharmacy-seasonal-influenza-vaccine-service/

· Influenza vaccine written instruction templates for adoption, NHS Specialist Pharmacy Service, published 4 March 2024

https://www.sps.nhs.uk/articles/influenza-vaccine-written-instruction-templates-for-adoption/

· Flu immunisation training recommendations, updated 8 August 2023

https://www.gov.uk/government/publications/flu-immunisation-training-recommendations 

· Flu Vaccinations: Supporting people with learning disabilities, updated 25 September 2018 

https://www.gov.uk/government/publications/flu-vaccinations-for-people-with-learning-disabilities

General

· NHSE Health Technical Memorandum 07-01: safe and sustainable management of healthcare waste, updated 7 March 2023

https://www.england.nhs.uk/publication/management-and-disposal-of-healthcare-waste-htm-07-01/

· Immunisation Against Infectious Disease: The Green Book. Chapter 2, updated 12 October 2023 

https://www.gov.uk/government/publications/consent-the-green-book-chapter-2 

· National Minimum Standards and Core Curriculum for Immunisation Training, published 7 February 2018 

https://www.gov.uk/government/publications/national-minimum-standards-and-core-curriculum-for-immunisation-training-for-registered-healthcare-practitioners

· UKHSA Immunisation Collection https://www.gov.uk/government/collections/immunisation

· Vaccine Incident Guidance https://www.gov.uk/government/publications/vaccine-incident-guidance-responding-to-vaccine-errors

· Regulation 247A, UK Statutory Instrument 2012 No. 1916, The Human Medicines Regulations 2012, as amended.

https://www.legislation.gov.uk/uksi/2012/1916/regulation/247A 

· UK Statutory Instruments 2024, Number 729. The Human Medicines (Amendments relating to Registered Dental Hygienists, Registered Dental Therapists and Registered Pharmacy Technicians) Regulations 2024, published 29 May 2024

https://www.legislation.gov.uk/uksi/2024/729/introduction/made

· UK Statutory Instrument 2022 No. 350, The Human Medicines (Coronavirus and Influenza) (Amendment) Regulations 2022.

https://www.legislation.gov.uk/uksi/2022/350/made












4. Practitioner/staff authorisation sheet

[bookmark: PractitionerAuthorisationSheet]Inactivated influenza vaccine protocol v6.00 

Valid from: 1 September 2024      Expiry: 1 April 2025



This authorisation sheet should be retained to serve as a record of those persons authorised to work under this protocol. 

By signing this protocol, you are indicating that you agree to its contents and that you will work within it.

Protocols do not remove inherent professional obligations or accountability. All persons operating under this protocol must work within their terms of employment at all times; registered healthcare professionals must abide by their professional code of conduct.

It is the responsibility of each person operating under this protocol to do so within the bounds of their own competence.

		I confirm that I have read and understood the content of this protocol and that I am willing and competent to work to it.



		Name

		Designation

		Activity Stage:

		Signature

		Date



		

		

		1

		2

		3

		4

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		







[bookmark: AuthorisingRegisteredHCP]Authorising registered healthcare professional

		I confirm that I, as a registered healthcare professional who is familiar with the competence required in all aspects of this protocol, provide authority on behalf of the below named provider organisation, that the persons named above are competent to work under this protocol and may provide vaccination in accordance with this protocol in the course of working for                        insert name of organisation / service                                                                                               



		Name

		Designation

		Signature

		Date



		

		

		

		





Note to authorising registered healthcare professional

Score through unused rows in the list of persons to prevent additions post authorisation.

[image: ][image: UK Health Security Agency logo]                                                                                                                                      

Pending authorisation

DRAFT



[bookmark: AppendixA]If the clinical supervisor is also the authorising registered healthcare professional, they may make a self-declaration of competency above. 
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UKHSA Publications gateway number: GOV-17038
Respiratory Syncytial Virus (RSV) Vaccine Patient Group Direction (PGD)

This PGD is for the administration of Respiratory Syncytial Virus (RSV) vaccine to individuals
eligible for the national vaccination programme aged 75 years and over and for individuals who are
pregnant, from week 28 of pregnancy.

This PGD is for the administration of RSV vaccine by registered healthcare practitioners identified
in section 3, subject to any limitations to authorisation detailed in section 2.

Reference no: RSV vaccine PGD
Version no: v1.00

Valid from: 1 September 2024
Review date: 1 October 2026
Expiry date: 1 April 2027

The UK Health Security Agency (UKHSA) has developed this PGD to facilitate the delivery of
publicly funded immunisation in England in line with national recommendations.

Those using this PGD must ensure that it is organisationally authorised and signed in Section 2 by
an appropriate authorising person, relating to the class of person by whom the product is to be
supplied, in accordance with Human Medicines Regulations 2012 (HMR2012)*. The PGD is not
legal or valid without signed authorisation in accordance with HMR2012 Schedule 16 Part 2.

Authorising organisations must not alter, amend or add to the clinical content of this document
(sections 4, 5 and 6); such action will invalidate the clinical sign-off with which it is provided. In
addition, authorising organisations must not alter section 3 (Characteristics of staff). Sections 2
and 7 can be amended within the designated editable fields provided, but only for the
purposes for which these sections are provided, namely the responsibilities and
governance arrangements of the NHS organisation using the PGD. The fields in section 2
and 7 cannot be used to alter, amend or add to the clinical content. Such action will
invalidate the UKHSA clinical content authorisation which is provided in accordance with
the regulations.

Operation of this PGD is the responsibility of commissioners and service providers. The final
authorised copy of this PGD should be kept by the authorising organisation completing Section 2
for 8 years after the PGD expires if the PGD relates to adults only and for 25 years after the PGD
expires if the PGD relates to children only, or adults and children. Provider organisations adopting
authorised versions of this PGD should also retain copies for the periods specified above.

Individual practitioners must be authorised by name, under the current version of this PGD
before working according to it.

Practitioners and organisations must check that they are using the current version of the PGD.
Amendments may become necessary prior to the published expiry date. Current versions of the
UKHSA PGD templates for authorisation can be found from:

Immunisation patient group direction (PGD) templates

! This includes any relevant amendments to legislation.
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http://www.legislation.gov.uk/uksi/2012/1916/schedule/16/part/2/made

https://www.gov.uk/government/collections/immunisation-patient-group-direction-pgd



Any concerns regarding the content of this PGD should be addressed to:
immunisation@ukhsa.gov.uk.

Enquiries relating to the availability of organisationally authorised PGDs and subsequent versions
of this PGD should be directed to: [Vaccination Team, NHS England — Midlands, responsible for
your area:

East: england.emids-imms@nhs.net

e Derby and Derbyshire

e Lincolnshire

e Leicester, Leicestershire and Rutland
e Northamptonshire

e Nottingham and Nottinghamshire

West: england.wmid-imms@nhs.net

Herefordshire and Worcestershire
Birmingham and Solihull
Staffordshire and Stoke-on-Trent
Shropshire, Telford and Wrekin
Black Country

Coventry and Warwickshire
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Change history

Version Change details Date
number
V1.00 New UKHSA PGD for the vaccination of adults over 75 and 24 July 2024

under 80 years of age (including those turning 80 years of age in
the catch-up campaign) and for pregnant individuals from week
28 of pregnancy, against respiratory syncytial virus (RSV)
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1. PGD development

This PGD has been developed by the following health professionals on behalf of the UKHSA:

Developed by: Name Signature Date
oh ist Christina Wilson <
armacis Lead Pharmacist -Immunisation

(Lead Author) and Vaccine Preventable Diseases WW 18 July 2024
Division, UKHSA
Dr Mary Ramsay CBE
Director of Public Health '

Doctor Programmes and Consultant ILLL““' SO 18 July 2024
Epidemiologist, Immunisation and / y
Vaccine Preventable Diseases i =
Division, UKHSA

Registered Nurse Greta Hayward H

and Midwife Consultant Midwife— Immunisation

(Chair of Expert and Vaccine Preventable Diseases %/ ;’/(/ 18 July 2024

Panel) Division, UKHSA

This PGD has been peer reviewed by the UKHSA Immunisations PGD Expert Panel in accordance
with the UKHSA PGD and Protocol Policy. It has been ratified by the UKHSA Medicines
Governance Committee.

Working Group advisory members

Dr Conall Watson

Diseases Division, UKHSA

Consultant Epidemiologist, Immunisation and Vaccine Preventable

Dr Tami Benzaken

Clinical Fellow and Specialist Registrar in Paediatrics, UKHSA

Dr Jonathan Broad

Clinical Fellow and Specialist Registrar in Paediatrics, UKHSA

Expert Panel (continued overleaf)

Dr Nicholas Aigbogun

Consultant in Communicable Disease Control, Yorkshire and Humber
Health Protection Team, UKHSA

Alison Campbell

Screening and Immunisation Coordinator, Clinical, NHSE Midlands

Jane Freeguard

Deputy Director of Vaccination — Medicines and Pharmacy, NHSE

Rosie Furner

Service

Specialist Pharmacist Medicines Governance, Patient Group
Directions and Medicines Mechanisms, NHS Specialist Pharmacy

Ed Gardner

Advanced Paramedic Practitioner/Emergency Care Practitioner,
Primary Care Based, Southbourne Surgery

Gemma Hudspeth

Senior Health Protection Practitioner, North East Health Protection
Team Regions Directorate, UKHSA

Michelle Jones

Principal Medicines Optimisation Pharmacist, Bristol North Somerset
and South Gloucestershire Integrated Care Board

Jacqueline Lamberty

Medicines Governance Consultant Lead Pharmacist, UKHSA

Elizabeth Luckett

Senior Screening & Immunisation Manager, NHSE South West

RSV vaccine PGD v1.00
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Consultant in Communicable Disease Control, East Midlands Health

DrVanessa MacGregor | oo tion Team, UKHSA

Lead Immunisation Nurse Specialist,

Lesley McFarlane Immunisation and Vaccine Preventable Diseases Division, UKHSA

Nikki Philbin Screening and Immunisation Manager, Vaccination and Screening
Programmes, NHSE Midlands
Tushar Shah Lead Pharmacy Adviser, NHSE London
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2. Organisational authorisations

The PGD is not legally valid until it has had the relevant organisational authorisation.

It is the responsibility of the organisation that has legal authority to authorise the PGD, to ensure
that all legal and governance requirements are met. The authorising body accepts governance

responsibility for the appropriate use of the PGD.

NHSE - Midlands authorises this PGD for use by the services or providers listed below:

Authorised for use by the following organisations and/or services

England — Midlands to provide immunisation services in:

e Derby and Derbyshire
Lincolnshire

Leicester, Leicestershire, and Rutland
Northamptonshire

Nottingham and Nottinghamshire
Herefordshire and Worcestershire
Birmingham and Solihull
Staffordshire and Stoke-on-Trent
Shropshire, Telford, and Wrekin
Black Country

Coventry and Warwickshire.

Primary care services and/or all organisations commissioned or contracted by NHS

Limitations to authorisation

None

Organisational Approval (legal requirement)

Role Name Sign Date
Regional Director of Roz Lindridge . 25/07/2024
Commissioning Integration, s [ j
NHSE - Midlands 7 | NS~/
(A
Additional signatories according to locally agreed policy
Role Name Sign Date
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Local enquiries regarding the use of this PGD may be directed to Vaccination Team, NHS England
— Midlands, responsible for your area:

East: england.emids-imms@nhs.net

Derby and Derbyshire

Lincolnshire

Leicester, Leicestershire and Rutland
Northamptonshire

Nottingham and Nottinghamshire

West: england.wmid-imms@nhs.net

Herefordshire and Worcestershire
Birmingham and Solihull
Staffordshire and Stoke-on-Trent
Shropshire, Telford and Wrekin
Black Country

Coventry and Warwickshire

Section 7 provides a practitioner authorisation sheet. Individual practitioners must be authorised by
name to work to this PGD. Alternative practitioner authorisation sheets may be used where
appropriate in accordance with local policy but this should be an individual agreement or a multiple
practitioner authorisation sheet as included at the end of this PGD.
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3. Characteristics of staff

Qualifications and
professional
registration required

All practitioners should only administer vaccinations where it is within
their clinical scope of practice to do so. Practitioners must also fulfil the
additional requirements and continued training requirements to ensure
their competency is up to date, as outlined in the sections below.

Practitioners working to this PGD must also be one of the following registered
professionals who can legally supply and administer under a PGD:

e nurses and midwives currently registered with the Nursing and Midwifery
Council (NMC)

e pharmacists and pharmacy technicians currently registered with the
General Pharmaceutical Council (GPhC) (Note: This PGD is not relevant
to privately provided community pharmacy services)

e paramedics, physiotherapists and radiographers currently registered with
the Health and Care Professions Council (HCPC)

Check section 2 (Limitations to authorisation) to confirm whether all
practitioners listed above have organisational authorisation to work under this
PGD.

Additional
requirements

Additionally, practitioners:

e must be authorised by name as an approved practitioner under the current
terms of this PGD before working to it

e must have undertaken appropriate training for working under PGDs for
supply and administration of medicines

e must be competent in the use of PGDs (see NICE Competency framework
for health professionals using PGDs)

e must be familiar with the vaccine products and alert to changes in the
Summary of Product Characteristics (SPC), Immunisation Against
Infectious Disease (the Green Book) and national and local immunisation
programmes

e must have undertaken training appropriate to this PGD as required by
local policy and in line with the National Minimum Standards and Core
Curriculum for Immunisation Training for Reqistered Healthcare
Practitioners

e must be competent to undertake immunisation and to discuss issues
related to immunisation

e must be competent in the handling and storage of vaccines and
management of the cold chain

e must be competent in the recognition and management of anaphylaxis

e must have access to the PGD and associated online resources

¢ should fulfil any additional requirements defined by local policy

Individual practitioners must be authorised by name, under the current
version of this PGD before working according to it.

Continued training
requirements

(continued over page)

Practitioners must ensure they are up to date with relevant issues and clinical
skills relating to immunisation and management of anaphylaxis, with evidence
of appropriate Continued Professional Development (CPD).

Practitioners should be constantly alert to any subsequent recommendations
from UKHSA, NHS England (NHSE) and other sources of medicines
information.

RSV vaccine PGD v1.00

Valid from: 1 September 2024 Expiry: 1 April 2027 Page 8 of 19




https://www.nice.org.uk/guidance/mpg2/resources

https://www.nice.org.uk/guidance/mpg2/resources

https://www.gov.uk/government/collections/immunisation-against-infectious-disease-the-green-book

https://www.gov.uk/government/publications/national-minimum-standards-and-core-curriculum-for-immunisation-training-for-registered-healthcare-practitioners

https://www.gov.uk/government/publications/national-minimum-standards-and-core-curriculum-for-immunisation-training-for-registered-healthcare-practitioners

https://www.gov.uk/government/publications/national-minimum-standards-and-core-curriculum-for-immunisation-training-for-registered-healthcare-practitioners

https://www.gov.uk/government/publications/national-minimum-standards-and-core-curriculum-for-immunisation-training-for-registered-healthcare-practitioners



Continued training Note: The most current national recommendations should be followed, but a
requirements Patient Specific Direction (PSD) may be required to administer the vaccine in
line with updated recommendations that are outside the criteria specified in

(continued) this PGD.

RSV vaccine PGD v1.00 Valid from: 1 September 2024 Expiry: 1 April 2027 Page 9 of 19





4. Clinical condition or situation to which this PGD applies

Clinical condition or
situation to which
this PGD applies

Indicated for the immunisation of individuals, as detailed in the inclusion
criteria, against RSV.

Immunisation is indicated in accordance with the recommendations given in
Chapter 27a of Immunisation Against Infectious Disease: the Green Book, the
JCVI statement and the RSV letter.

Criteria for
inclusion

1. Pregnant individuals:
e from week 28 of pregnancy (see dose and frequency of administration
section for operational recommendations)

2. Older adults:
(1) Prospective programme

e aged 75 years of age on or after 1 September 2024 (that is, with a date of
birth (DOB) on or after 1 September 1949). These individuals should be
vaccinated on or after (but not before) their 75" birthday

(i)  Catch-up campaign

e adults who are aged between 75 and 79 years of age on or before 1
September 2024 (DOB between 1 September 1945 and 31 August 1949).
Such individuals remain eligible up to the age of 79 years and 364 days (in
other words, up to and including the day before the individual's 80t
birthday)

e adults who turn 80 years of age between 2 September 2024 and 31 August
2025 (DOB between 2 September 1944 and 31 August 1945) remain
eligible up to and including 31 August 2025

Criteria for
exclusion?

(continued over page)

Individuals who have not given valid consent (or for whom a best-interests
decision in accordance with the Mental Capacity Act 2005, has not been
obtained). For further information on consent, see Chapter 2 of the Green
Book. Several resources are available to inform consent (see written
information to be given to individual or carer section).

Exclusion criteria for all individuals:
e have had a confirmed anaphylactic reaction to Abrysvo® or to any of its
active ingredients or excipients (see product SPC)

e are suffering from acute severe febrile illness (the presence of a minor
illness without fever or systemic upset is not a contraindication for
immunisation)

Exclusion criteria for pregnant individuals:

e are less than 28 weeks pregnant
e have already given birth, such that passive immunity is not possible
e have already received a dose during the current pregnancy

Exclusion criteria for adults aged 75 years and over:
e have not yet reached their 75" birthday

2 Exclusion under this PGD does not necessarily mean the medication is contraindicated, but it would be outside its
remit and another form of authorisation will be required.
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Criteria for
exclusion
(continued)

e are 80 years of age or over. With the exception of individuals turning 80
years of age during the first year of the programme (as outlined above in the
catch-up campaign), individuals are no longer eligible from their 80"
birthday

Cautions including
any relevant action
to be taken

Facilities for management of anaphylaxis should be available at all RSV clinics
(see Chapter 8 of the Green Book and advice issued by the Resuscitation
Council UK).

The immunogenicity of the vaccine could be reduced in immunosuppressed
subjects. However, vaccination should proceed in accordance with national
recommendations.

Syncope (fainting) can occur following, or even before, any vaccination
especially in adolescents as a psychogenic response to the needle injection.
This can be accompanied by several neurological signs such as transient
visual disturbance, paraesthesia and tonic-clonic limb movements during
recovery. It is important that procedures are in place to avoid injury from faints.

Action to be taken if
the individual is
excluded

In cases where there is confirmed prior anaphylaxis to the vaccine or to any of
its excipients, seek the advice of an allergy specialist.

In case of postponement due to acute severe febrile illness, advise when the
individual may be vaccinated and ensure another appointment is arranged.

Pregnant individuals who have not yet reached week 28 of pregnancy should
be advised that protection for their baby is most effective when the RSV
vaccine is given at week 28 of pregnancy (or as soon as possible after) and
should be offered an appointment. The vaccine may be given up to birth.

Individuals who are not of eligible age for the RSV vaccination programme
should be advised when they will become eligible or why they are no longer
eligible for immunisation.

Seek appropriate advice from the local Screening and Immunisation Team,
local Health Protection Team or the individual’s clinician as required.

The risk to the individual of not being immunised must be taken into account.

Document the reason for exclusion and any action taken in the individual’'s
clinical records.

Inform or refer to the individual’'s GP or a prescriber as appropriate.

Action to be taken if
the individual or
carer declines
treatment

Informed consent, from the individual or a person legally able to act on the
individual’s behalf, must be obtained for each administration.

Advise the individual, parent or carer about the protective effects of the
vaccine, the risks of infection and potential complications of the disease.

Document advice given and the decision reached.
Inform or refer to the individual’'s GP or a prescriber as appropriate.

Arrangements for
referral for medical
advice

As per local policy
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5. Description of treatment

Name, strength and
formulation of drug

Abrysvo® (respiratory syncytial virus bivalent, recombinant), comprising:

RSV subgroup A stabilised prefusion F antigen 60 micrograms
RSV subgroup B stabilised prefusion F antigen 60 micrograms

Legal category

Prescription Only Medicine (POM).

Black triangle ¥

Yes.

As a new vaccine product, the Medicines and Healthcare products
Regulatory Agency (MHRA) has a specific interest in the reporting of
associated adverse drug reactions. All suspected adverse drug reactions
should be reported using the MHRA Yellow Card Scheme.

Off-label use

(continued over page)

Administration of Abrysvo® by deep subcutaneous injection to individuals
with a bleeding disorder is off-label, but appropriate where the intramuscular
route is unsuitable and is in line with advice in Chapter 4 of the Green Book.
See route and method of administration section below.

Vaccines should be stored according to the conditions detailed in the
storage section below. However, in the event of an inadvertent or
unavoidable deviation of these conditions, refer to Vaccine Incident
Guidance. Where vaccines are assessed in accordance with these
guidelines as appropriate for continued use, this would constitute off-label
administration under this PGD.

Where a vaccine is recommended off-label consider, as part of the consent
process informing the individual, parent or carer that the vaccine is being
offered outside of product licence but in accordance with national guidance.

Older adults

Abrysvo® is licenced for use in adults aged 60 years and older. The advice
to administer to adults from the age of 75 years of age is in accordance with
the national programme.

Pregnant individuals

Abrysvo® is licensed for administration to pregnant individuals between
weeks 28 and 36 of gestation. Offering Abrysvo® beyond 36 weeks
gestation and up to birth, is also off-label but in line with national guidance.

For pregnant individuals, the Abrysvo® SPC advises a 2 week minimum
interval between administration of Abrysvo® and pertussis-containing
vaccines, due to some evidence that co-administration of both vaccines
may weaken the response to one of the pertussis components, although the
clinical significance of this response is unclear. As the pertussis and RSV
vaccines are recommended at different stages of pregnancy, RSV and
pertussis vaccines should not be routinely scheduled for co-administration.
However, where an individual becomes eligible for the RSV vaccine but has
not yet had the pertussis-containing vaccine, it is recommended that the
pertussis-containing vaccine should be given at the same time as the RSV
vaccine to avoid further delay in conferring passive protection to the infant.
Please also refer to the drug interactions section.

The advice to repeat the dose of Abrysvo® where it has been inadvertently
administered to individuals who are less than 16 weeks pregnant is off-label
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Off-label use
(continued)

but in line with recommendations in the relevant information for healthcare
practitioners document. See special considerations and additional
information section.

Route and method of
administration

The vaccine must be prepared in accordance with the manufacturer’s
instructions prior to administration.

Following reconstitution, Abrysvo® should be given as a single dose by
intramuscular (IM) injection, preferably into the deltoid muscle of the upper
arm.

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. Individuals on stable anticoagulation
therapy, including individuals on warfarin who are up to date with their
scheduled INR testing and whose latest INR was below the upper threshold
of their therapeutic range, can receive intramuscular vaccination. If the
individual receives medication or other treatment to reduce bleeding, for
example treatment for haemophilia, intramuscular vaccination can be
scheduled shortly after such medication or other treatment is administered.
A fine needle (equal to 23 gauge or finer calibre such as 25 gauge) should
be used for the vaccination, followed by firm pressure applied to the site
(without rubbing) for at least 2 minutes. The individual or carer should be
informed about the risk of haematoma from the injection.

For individuals with an unstable bleeding disorder or where the
intramuscular route is otherwise deemed unsuitable, vaccines normally
given by the intramuscular route may be given by deep subcutaneous
injection to reduce the risk of bleeding (see the Green Book Chapter 4). The
vaccine must not be given via the intradermal or intravascular route.

When administering at the same time as other vaccines, care should be
taken to ensure that the appropriate route of injection is used for all the
vaccinations. Other vaccines should be given at separate sites, preferably
into different limbs. If given into the same limb, they should be given at least
2.5cm apart. The site at which each vaccine was given should be noted in
the individual’s records.

Abrysvo® forms a clear and colourless solution upon reconstitution. The
vaccine components should be visually inspected for foreign particulate
matter and other variation of expected appearance inconsistent with the
SPC description prior to preparation and administration. Should either
occur, do not administer the dose and discard the vaccine in accordance
with local procedures.

Do not mix the vaccine with other vaccines or other medicinal products.
When adding the vaccine solvent to the powder vial, the vial should be
gently swirled. The product SPC provides further guidance on preparation
and administration.

Dose and frequency of
administration

(continued over page)

Single 0.5ml dose per administration.

Pregnant individuals

Single 0.5ml dose of Abrysvo®, from week 28 of pregnancy.
For clinical reasons, vaccination is best offered at the time of the antenatal
appointment at week 28 of pregnancy.

RSV vaccine PGD v1.00

Valid from: 1 September 2024 Expiry: 1 April 2027 Page 13 of 19




https://www.gov.uk/government/publications/respiratory-syncytial-virus-rsv-programme-information-for-healthcare-professionals

https://www.gov.uk/government/publications/respiratory-syncytial-virus-rsv-programme-information-for-healthcare-professionals

https://www.gov.uk/government/publications/immunisation-procedures-the-green-book-chapter-4

https://www.medicines.org.uk/emc/product/15309/smpc

https://www.medicines.org.uk/emc/product/15309/smpc



Dose and frequency of
administration

(continued)

Individuals remain eligible up to birth.

A dose of RSV vaccination is indicated for each pregnancy, irrespective of
the interval between successive pregnancies.

Adults aged 75 years and over

Single 0.5ml dose, administered before the individual reaches 80 years of
age, except for those who turn 80 years of age as outlined in the catch up

campaign.

Duration of treatment

Pregnant individuals

A dose of Abrysvo®is indicated for each pregnancy.
Adults aged 75 years and over

A single dose of Abrysvo® should be given.

Quantity to be supplied
and administered

Single dose of 0.5ml.

Supplies

Centrally purchased vaccines for the national immunisation programme for
the NHS can only be ordered via ImmForm. Vaccines for use for the
national immunisation programme are provided free of charge.

Protocols for the ordering, storage and handling of vaccines should be
followed to prevent vaccine wastage (see Green Book Chapter 3).

Storage

Store between +2°C to +8°C.
Store in original packaging in order to protect from light.
Do not freeze.

Within the context of a temperature excursion, the unopened, unpunctured
Abrysvo® vial is stable for 5 days when stored at temperatures between
+8°C and +30°C. At the end of this period, the vial should be used or
discarded.

After reconstitution, chemical and in-use stability for Abrysvo® has been
demonstrated for 4 hours between +15°C and +30°C. From a
microbiological point of view, the product should be used immediately. If not
used immediately, in-use storage times and conditions prior to use are the
user’s responsibility.

In the event of an inadvertent or unavoidable deviation of these conditions,
vaccines that have been stored outside the conditions stated above should
be quarantined and risk assessed on a case-by-case basis for suitability of
continued off-label use or appropriate disposal. Refer to Vaccine Incident
Guidance. For specific advice on management of temperature excursions,
contact the manufacturer.

Disposal

Equipment used for immunisation, including used vials, ampoules, or
syringes, should be disposed of safely in a UN-approved puncture-resistant
sharps box, according to local authority arrangements and NHSE guidance
(HTM 07-01): safe and sustainable management of healthcare waste.

Follow local clinical waste policy and NHS standard operating procedures to
ensure safe and secure waste disposal.
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Drug interactions

Interactions in older adults

Influenza and COVID-19 vaccines should not be routinely co-administered
on the same day as RSV vaccines in individuals aged 75 years and over.
Studies suggest a lowered immune response to both RSV and influenza
components when co-administered with aQlV. Data also suggests a
lowered immune response to RSV vaccination when given with COVID-19
vaccines. No specific minimum interval is advised. If immediate protection is
necessary or there are concerns the individual will not return for a second
appointment, then Abrysvo® may be given at the same time as either the
COVID-19 vaccine, the influenza vaccine or both.

Abrysvo® may be given with other vaccines routinely administered in older
individuals eligible for the RSV vaccination programme, such as shingles
and PPV23.

Interactions in pregnant individuals

Abrysvo® should not be routinely scheduled for co-administration with the
pertussis vaccine. However, if a pregnant individual presents from week 28
of pregnancy or beyond and has not received either Abrysvo® or Tdap (or
dTaP/IPV), the benefit of offering both due vaccines at the same
appointment outweighs the risk of not protecting the unborn infant against
pertussis and RSV infection via passive immunity and avoids the risk of the
individual not returning for a later appointment. This advice is outside the 2
week interval recommended between the vaccines in the Abrysvo® SPC
and as outlined in the off-label section.

RSV, COVID-19 and influenza vaccines may be safely co-administered to
pregnant individuals.

Pregnant individuals requiring treatment with Anti-D immunoglobulin at 28
to 30 weeks gestation may have their RSV vaccine administered at the
same appointment.

Identification and
management of
adverse reactions

Very common reactions include vaccination site pain.

Other commonly reported reactions include injection site redness and
swelling.

In pregnant women 49 years and under, headache and myalgia are also
very commonly reported.

Hypersensitivity reactions can occur but are very rare.

A detailed list of adverse reactions associated with the vaccine is available
from the product’s SPC.

Reporting procedure of
adverse reactions

Healthcare professionals and individuals, parents and carers are
encouraged to report suspected adverse reactions to the Medicines and
Healthcare products Regulatory Agency (MHRA) using the Yellow Card
reporting scheme, or by searching for MHRA Yellow Card in the Google
Play or Apple App Store.

Any adverse reaction to the vaccine should be documented in the
individual’'s record and the individual’s GP should be informed.

Written information to
be given to individual
or carer (continued over

page)

Offer the marketing authorisation holder’s patient information leaflet (PIL)
provided with the medicine.
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Written information to
be given to individual
or carer

(continued)

Recommended patient information materials to accompany the RSV
vaccination programmes are outlined on the RSV vaccination programme
website, including:

e your guide to the RSV vaccine for older adults

e aquide to RSV vaccination for pregnant women

For resources in accessible formats and alternative languages, please visit
Home- Health Publications.

Where applicable, inform the individual or carer that large print, Braille or
audio CD PILs may be available from emc accessibility (freephone 0800
198 5000) by providing the medicine name and product code number, as
listed on the product SPC.

Advice and follow up
treatment

Inform the individual or carer of possible side effects and their management.

Give advice regarding normal reaction to the injection, for example redness
and pain at the injection site.

The individual or carer should be advised to seek medical advice in the
event of a severe adverse reaction and report this via the Yellow Card
reporting scheme.

When administration is postponed, advise the individual or carer when to
return for vaccination.

Special considerations
and additional
information

(continued over page)

Ensure there is immediate access to adrenaline (epinephrine) 1in 1,000
injection and access to a telephone at the time of vaccination. As with any
vaccine, a protective immune response may not be elicited after
vaccination, particularly in individuals with known immunosuppression.

Vaccination should be postponed in individuals suffering from an acute
febrile illness. However, vaccination should not be deferred in the presence
of a minor infection, such as a cold.

Repeating doses

There is no data on the effectiveness of Abrysvo® before week 24 of
pregnancy, as outlined in the SPC. However, if a dose has been
inadvertently administered between week 16 and week 27+6 of pregnancy,
the dose does not need to be repeated, as based on first principles,
maternal antibodies should start to cross the placenta and confer passive
immunity from a gestational age of 16 weeks. See the relevant information
for healthcare professionals document for further information.

A repeat dose of Abrysvo® should be given from 28 weeks, where a dose
has been inadvertently administered before week 16 of pregnancy.

In both situations, local procedures for medicines error reporting should be
followed.

The mother should be offered a repeat dose of RSV vaccine for any
subsequent pregnancies, regardless of the interval between pregnancies.

Note: administration of a dose of Abrysvo® before week 28 of pregnancy is
outside the scope of this PGD and therefore must be administered under a
different legal mechanism, such as a PSD.
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Special considerations
and additional
information

(continued)

Timing of doses
(i) inindividuals aged 75 years and over

Administering Abrysvo® to eligible individuals before cases of RSV infection
reach their seasonal peak maximises the efficacy of the vaccine. Individuals
who become eligible between November to February should be encouraged
to take up the offer of vaccination as soon as reasonably possible, to
reduce their chance of contracting the virus. The timing of vaccination for
other individuals who become eligible between March and October should
be completed before RSV activity increases in the approaching season and
taking into account the individual’s ongoing eligibility. This timing is
especially important for individuals who turn 80 years of age in the first year
of the programme (catch-up campaign), who have both a narrow window to
maximise benefit from vaccination and where they retain eligibility.

(if) in pregnant individuals

When RSV vaccine is given late in pregnancy, whilst the potential for
passive immunity is greatly reduced, the dose will help protect the mother
from contracting RSV infection and thereby passing RSV infection onto the
infant. Pregnant individuals should be encouraged to take up the offer of
vaccination at week 28 of their pregnancy (or as soon as possible after) to
maximise production and transplacental transfer of maternal antibodies to
their baby.

Records

The practitioner must ensure the following is recorded:

e that valid informed consent was given (or a decision to vaccinate was
made in the individual’'s best interests, in accordance with the Mental
Capacity Act 2005)

e name of individual, address, date of birth and GP with whom the

individual is registered

name of the immuniser

name and brand of vaccine

date of administration

dose, form and route of administration of the vaccine

guantity administered

batch number and expiry date

anatomical site of vaccination

advice given, including advice given if the individual is excluded or

declines immunisation

details of any adverse drug reactions and actions taken

e the vaccine was supplied via PGD

Records should be signed and dated (or password-controlled on e-records).
All records should be clear, legible and contemporaneous.
This information should be recorded in the individual’s GP record.

Where vaccination occurs outside the GP setting, appropriate health
records should be kept and the individual’s GP informed.

A record of all individuals receiving treatment under this PGD should also
be kept for audit purposes in accordance with local policy.
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6. Key references

Key references Respiratory syncytial virus

e Abrysvo® powder and solvent for solution for injection. Summary of Product
Characteristics, last updated 3 July 2024
https://www.medicines.org.uk/emc/product/15309/smpc

e Immunisation Against Infectious Disease: The Green Book, Chapter 27a,
updated 11 July 2024
https://www.gov.uk/government/publications/respiratory-syncytial-virus-the-
green-book-chapter-27a

e Respiratory syncytial virus vaccination programme collection
https://www.gov.uk/government/collections/respiratory-syncytial-virus-rsv-
vaccination-programme

e Respiratory syncytial virus (RSV) vaccination programmes letter, published
24 June 2024
https://www.qgov.uk/government/publications/respiratory-syncytial-virus-rsv-
vaccination-programmes-letter

General

e NHSE Health Technical Memorandum 07-01: safe and sustainable
management of healthcare waste, updated 7 March 2023
https://www.england.nhs.uk/publication/management-and-disposal-of-
healthcare-waste-htm-07-01/

¢ National Minimum Standards and Core Curriculum for Immunisation
Training, published 7 February 2018
https://www.gov.uk/government/publications/national-minimum-standards-
and-core-curriculum-for-immunisation-training-for-registered-healthcare-

practitioners

¢ NICE Medicines Practice Guideline 2 (MPG2): Patient Group Directions,
updated 27 March 2017 https://www.nice.org.uk/quidance/mpg2

e NICE MPG2 Patient group directions: competency framework for health
professionals using patient group directions, updated 4 January 2018
https://www.nice.org.uk/guidance/mpg2/resources

¢ Vaccine Incident Guidance: responding to errors in vaccine storage,
handling and administration. Updated 7 July 2022
https://www.gov.uk/government/publications/vaccine-incident-guidance-
responding-to-vaccine-errors

e UK Statutory Instruments 2024, Number 729. The Human Medicines
(Amendments relating to Registered Dental Hygienists, Registered Dental
Therapists and Registered Pharmacy Technicians) Regulations 2024,
published 29 May 2024
https://www.legislation.gov.uk/uksi/2024/729/introduction/made
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https://www.medicines.org.uk/emc/product/15309/smpc
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https://www.gov.uk/government/publications/respiratory-syncytial-virus-the-green-book-chapter-27a

https://www.gov.uk/government/collections/respiratory-syncytial-virus-rsv-vaccination-programme

https://www.gov.uk/government/collections/respiratory-syncytial-virus-rsv-vaccination-programme

https://www.gov.uk/government/publications/respiratory-syncytial-virus-rsv-vaccination-programmes-letter

https://www.gov.uk/government/publications/respiratory-syncytial-virus-rsv-vaccination-programmes-letter

https://www.england.nhs.uk/publication/management-and-disposal-of-healthcare-waste-htm-07-01

https://www.england.nhs.uk/publication/management-and-disposal-of-healthcare-waste-htm-07-01

https://www.gov.uk/government/publications/national-minimum-standards-and-core-curriculum-for-immunisation-training-for-registered-healthcare-practitioners

https://www.gov.uk/government/publications/national-minimum-standards-and-core-curriculum-for-immunisation-training-for-registered-healthcare-practitioners

https://www.gov.uk/government/publications/national-minimum-standards-and-core-curriculum-for-immunisation-training-for-registered-healthcare-practitioners

https://www.nice.org.uk/guidance/mpg2

https://www.nice.org.uk/guidance/mpg2/resources

https://www.gov.uk/government/publications/vaccine-incident-guidance-responding-to-vaccine-errors

https://www.gov.uk/government/publications/vaccine-incident-guidance-responding-to-vaccine-errors

https://www.legislation.gov.uk/uksi/2024/729/introduction/made



7. Practitioner authorisation sheet
RSV vaccine PGD v1.00 Valid from: 1 September 2024 Expiry: 1 April 2027

Before signing this PGD, check that the document has had the necessary authorisations in section
2. Without these, this PGD is not lawfully valid.

Practitioner

By signing this PGD, you are indicating that you agree to its contents and that you will work within
it.

PGDs do not remove inherent professional obligations or accountability.

It is the responsibility of each professional to practise only within the bounds of their own
competence and professional code of conduct.

| confirm that | have read and understood the content of this PGD and that | am willing
and competent to work to it within my professional code of conduct.

Name Designation Signature Date

Authorising manager

| confirm that the practitioners named above have declared themselves suitably
trained and competent to work under this PGD. | give authorisation on behalf of
[Insert name of organisation] for the above named healthcare professionals who
have signed the PGD to work under it.

Name Designation Signature Date

Note to authorising manager

Score through unused rows in the list of practitioners to prevent practitioner additions post
managerial authorisation.

This authorisation sheet should be retained to serve as a record of those practitioners authorised to
work under this PGD.
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Cohorts and Provider info for  EMIDS2023.24 Imms Programmes.pdf
Cohorts and Providers for Children’s Flu Programmes and Adolescent Immunisation Programmes 2023/24

Routine Immunisation Programme

Academic Date of Birth range and Provider
school year Age range as of 1st —School —
1/9/2023— |  September 2023 (SAIS= School Age Immunisation AP o
From To Service Catch-up Provision if Original Vaccination is Missed Comments
31/8/2024) _ .
GP = General Practice).
GP Childhood Programme
Age 2-3 01/09/20 31/08/2021 GP
GP Childhood Programme
Age 3-4 01/09/19 31/08/2020 GP
Influenza SAIS SAIS as directed for Healthy Child Programme
Reception Age 4-5 01/09/2018 31/08/2019
Influenza SAIS SAIS as directed for Healthy Child Programme
2 Age 5-6 01/9/2017 31/8/2018
Influenza SAIS SAIS as directed for Healthy Child Programme Children from these cohorts who fall into the “at risk” category can
3 Age 6- 7 01/9/2016 31/8/2017 also be vaccinated in general practice.
Influenza SAIS SAIS as directed for Healthy Child Programme
4 Age 7-8 01/9/2015 31/8/2016
Influenza SAIS SAIS as directed for Healthy Child Programme
5 Age 8-9 01/9/2014 31/8/2015
Influenza SAIS SAIS as directed for Healthy Child Programme
6 Age 9-10 01/0/2013 31/8/2014
Influenza SAIS SAIS as directed for Healthy Child Programme
7 Age 10-11 01/9/2012 31/8/2013
Influenza SAIS SAIS as directed for Healthy Child Programme
8 Age 11-12 01/9/2011 31/8/2012
Influenza SAIS SAIS as directed for Healthy Child Programme
9 Age 12:13 01/9/2010 31/8/2011 HPV (All students) SAIS until the end of Y11
SAIS
Influenza SAIS SAIS as directed for Healthy Child Programme
Young people eligible for the flu vaccination who fall into the “at risk”
HPV (All students) X X .
10 Age 13-14 01/9/2009 31/8/2010 SAIS SAIS until the end of Y11 S I RO ARG C N I AU R A
Td/IPV and Men ACWY (All Students
SAIS)
Influenza SAIS (subject to vaccine SAIS as directed for Healthy Child Programme Young people eligible for the flu vaccination who fall into the “at risk”
availability) category can also be vaccinated in general practice
L Age 14 -15 DLEALDS 31/8/2009 Catch-up of missed HPV/Td/IPV SAIS until the end of Y11

PLEASE NOTE: Parental queries relating to any of the SAIS programmes should be directed to the relevant team (see contact info). Students who are not in mainstream education (e.g. home educated) should be vaccinated by the SAIS, if their date of birth falls
within a school programme cohort
POST 16 VACCINATIONS
Those who have missed any of the adolescent immunisations as part of the school programmes can be opportunistically vaccinated in general practice, these young people are not within the SAIS remit. The Men ACWY vaccination can be offered opportunistically for those up to the

age of 25 who have not previously had a Men C containing vaccine since the age of 10. There is no upper age limit for catch up of Td/IPV
Girls aged 16 -25 years of age can be opportunistically offered/caught up with the HPV vaccination in general practice. Please note that girls commencing the course over the age of 15 years no longer require a three-dose course of this vaccine. Please note that
currently the HPV catch-up for boys applies only to those who were eligible for the vaccine in school year 8 at commencement of this programme in 2019/20, therefore those born on or after 01/09/2006.

Derbyshire - immunisations.derbyshire@intrahealth.co.uk Tel: 0333583397 Option 5 Nottinghamshire - immunisations.nottinghamshire@intrahealth.co.uk Tel: 0333583397 Option 4

Contact Information for SAIS

For schools across Derbyshire and Nottinghamshire please contact IntraHealth

For schools across Leicester, Lincs and Northamptonshire please contact.

Lincolnshire Community Health Services NHS Trust contact number: 01522 572950, Leicestershire Partnership NHS Trust: 0300 3000 007, Northamptonshire Healthcare Foundation Trust: 0800 170

7055 option 5

For additional information regarding the Seasonal Flu Programme 2023.24 please refer to: https://www.gov.uk/government/publications/flu-vaccination-programme-information-for-healthcare-practitioners
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