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Derbyshire & Nottinghamshire (DeNo) 
Screening & Immunisation Team (SIT) Update
August 2022

Please cascade to ALL staff, including GPs, Practice Nurses & Reception Staff

Immunisation Information

	PHARMACY IMMUNISATION QUERIES
The Screening & Immunisation Team are unable to provide immunisation advice to pharmacies. Please contact the NHSE Pharmacy team for pharmacy immunisation advice: england.pharmacy-vaccsite-midlands@nhs.net



	 IMMUNISATION QUERIES
· Any routine immunisation (Section 7A) enquiries or incidents (including cold chain & vaccine incidents) should be sent the East Midlands Immunisation Clinical Advice Service (EMICAS) generic inbox england.emids-imms@nhs.net 
· All National flu queries should be emailed to: PHCO.fluops@nhs.net
· All National Imms & Vacc System (NIVS) queries should be emailed to: NIVS@england.nhs.uk
· All National Imms & Management System (NIMS) queries should be emailed to NIMSsupport@systemc.com
· All ImmForm queries should be emailed to: Helpdesk@immform.org.uk or 0207 183 8580.
· All HCW flu queries should be emailed to: HCWvac@phe.gov.uk
· All practice payment queries should be emailed to: england.gp-contracting@nhs.net

	IMMUNISATION CLINICAL ADVICE SERVICE (ICAS) POSTER
· A poster has been developed to promote the ICAS service to GP staff members. Please share with colleagues. 



	VACCINE UPDATE NEWSLETTER
· If you’re not already registered to receive Vaccine Update directing, please sign up to receive them here: Vaccine update - GOV.UK (www.gov.uk)
· Vaccine update: issue 331, August 2022 - GOV.UK (www.gov.uk)

	CHECK IMMFORM REGULARLY FOR IMMUNISATION UPDATES
· Practices are reminded to check ImmForm regularly for the latest immunisation updates via: https://portal.immform.phe.gov.uk/News.aspx
· ICS/ICB colleagues are encouraged to register for ImmForm access where this is relevant to their role : https://portal.immform.phe.gov.uk/Registration.aspx 

	2022/23 FLU RESOURCES & TOP TIPS
· 2022/23 flu season: 01.09.22 – 31.03.23. 
· JCVI statement on 2022/23 flu vaccines (22.09.21): https://www.gov.uk/government/groups/joint-committee-on-vaccination-and-immunisation 
· COVID-19 Autumn booster & flu vaccine programme expansion (15.07.22): https://www.england.nhs.uk/publication/covid-19-autumn-booster-and-flu-vaccine-programme-expansion/
· Amendment to 2022/23 tripartite annual flu letter/plan (22.07.22) https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan confirmed that the following additional cohorts will be offered flu vaccination:
· secondary school-aged children focusing on Years 7, 8 & 9 & any remaining vaccine will be offered to years 10 & 11, subject to vaccine availability  
· those aged 50 to 64 years old not in clinical risk groups (including those who turn 50 by 31.03.23) with providers asked to start vaccinating this age group from 15.10.22.
· Amendment to 2022/23 flu vaccination reimbursement guidance to reflect changes (21.07.22): https://www.england.nhs.uk/publication/annual-seasonal-flu-vaccination-programme-and-reimbursement-guidance/ 
· Vaccine ordering:
· No National stockpile for 2022/23; Please check you’ve ordered enough vaccines to vaccinate all cohorts. 
· Please check you’ve ordered the recommended reimbursable vaccines.
· Patient Group Directions (PGDs) (18 & 31.08.22) 
· It has been brought to our attention that there has been an omission of information for the 50-64 at risk patients in the inactivated flu PGD issued earlier this month. UKHSA have now re-issued this PGD, therefore, please find embedded version 11:00a of the inactivated influenza PGD for our region effective from 01.09.22. This now includes the 50-64 year at risk cohort. Any previous versions should be archived in line with NHS records policy as outlined on the front page of each document.
· These PGDs should be shared with all relevant personnel.  If you have questions about these PGDs, please direct them to the Immunisation Clinical Advice Service (ICAS) East (Derbyshire & Nottinghamshire) england.emids-imms@nhs.net 



· Training: 
· Training recommendations (12.08.22)
· e-Learning for Healthcare (e-LFH) flu training modules x3 (Core; Inactivated & LAIV): https://www.e-lfh.org.uk/programmes/flu-immunisation/ (05.08.22)
· Training slide-set (10.08.22)
· RCN Immunisation competencies revised (22.02.22): www.rcn.org.uk/professional-development/publications/immunisation-knowledge-and-skills-competence-assessment-tool-uk-pub-010-074 
· Annual flu programme webpage: https://www.gov.uk/government/collections/annual-flu-programme  
· Influenza vaccines marketed in UK for 2022/23 including ovalbumin content (14.04.22)
· Letter templates for GP practices to invite children aged 2 & 3 years & at-risk patients & carers for 2022/23 (25.05.22)
· Flu vaccination guidance & resources for schools (12.07.22)
· Flu vaccination guidance & resources for parents & carers (26.07.22)
· Flu vaccination guidance for early years settings including child minders (26.07.22)
· Healthcare practitioner's guidance (10.08.22)
· National protocol for inactivated influenza vaccine (25.08.22)
· Easy-read flu vaccination resources (02.09.22)
· Simple text information for adults & children (02.09.22)
· Poster (due September)
· PHE Campaign Resource Centre: https://campaignresources.phe.gov.uk/resources/ 
· UKHSA Health Publications: https://www.healthpublications.gov.uk/Home.html 
· NIVS helpdesk/guidance: 
· NIVS@england.nhs.uk 0121 611 0187 
· https://www.ardengemcsu.nhs.uk/media/2232/national-immunisation-and-vaccination-system-nivs-user-guide-v6.pdf 
· NIMS helpdesk/guidance: 
· NIMSsupport@systemc.com 
· National Immunisation Management System (NIMS) - NIMS Web App | Rise 360 (articulate.com)
· NIMS Web App Set Up and Support - National Immunisation Management System (NIMS) | Rise 360 (articulate.com)
· ImmForm:
· Healthcare Worker Flu & Covid-19 Vaccine Uptake Surveys submission deadlines for 2022-23: https://portal.immform.phe.gov.uk/DataCollections/DataCollections/Current-Surveys/Flu-Data-Collections/News/Seasonal-Flu-Frontline-Healthcare-Workers-(HCWs)-V.aspx 
· Flu (GP Patients) & Flu Childhood (GP Patients) vaccine uptake 2022-23) submission deadlines: https://portal.immform.phe.gov.uk/DataCollections/DataCollections/Current-Surveys/Flu-Data-Collections/News/Seasonal-Flu-(GP-Patients)-Vaccine-Uptake-Surveys.aspx

	Cohort and Provider Information for Childrens Flu Programme and Child and Adolescent Immunistion Programmes
· Please see table below which sets out this information in preparation for the new academic year from 1st September 2022:  A copy of this has been sent out to all Practices.

[bookmark: _MON_1721482188]                                                                      

	PATIENT GROUP DIRECTIONS (PGDs)

· The following PGDs have recently been revised and copies sent out to all providers.  Please ensure you are working in line with the most recent version of these PGDs and ensure that all previous versions are archived in line with NHS records policy as outlined on the front page of each document.




         
· PGDs are available via the following links: 
· Derbyshire: Patient Group Directions (derbyshiremedicinesmanagement.nhs.uk) 
· Nottinghamshire: Patient Group Directions (PGDs) (nottinghamshiremedicinesmanagement.nhs.uk)

	BMJ - Use of Google Translate in medical communication: evaluation of accuracy
· Please see information below that was published in the BMJ regarding the accuracy of Google Translate for medical appointments: Use of Google Translate in medical communication: evaluation of accuracy | The BMJ
· ‘Google Translate has only 57.7% accuracy when used for medical phrase translations and should not be trusted for important medical communications. However, it still remains the most easily available and free initial mode of communication between a doctor and patient when language is a barrier.’

	COVID VACCINATION SUPPORT BULLETIN
· Issue 36 of the NHSE Midlands COVID Vaccination Support Bulletin is embedded below for information.



	REPUBLISHED VACCINE INCIDENT GUIDANCE
· Please see below the link to the republished vaccine incident guidance (6/7/2022) for information: Republished vaccine incident guidance 

	IMMUNISATION QUERIES
· Please note as previously advised all clinical immunisation queries should be directed to the Screening & Immunisation Team via the East Midlands Immunisation Clinical Advice Service.  The email address for this service is: england.emids-imms@nhs.net
· Please do not send any immunisation queries to the SCRIMMS (ENGLAND.SCRIMMS@nhs.net) inbox as this is no longer in use for this purpose. 

	PRIMARY IMMUNISATIONS AND ASSESSMENT
· The 6-to-8-week baby check by a GP is not required as part of the assessment for giving primary immunisations.  The 8 week primary immunisations should never be delayed because of waiting for this examination.  Delaying primary infant immunisations beyond 8 weeks risks leaving babies unprotected against serious infections that can be very severe in the very young, such as whooping cough.
· For additional information about the UK immunisation schedule, please refer to Chapter 11 of The Green Book: https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1060682/Greenbook-chapter-11-11Mar22.pdf

	COVID-19 GUIDANCE
· COVID-19: guidance for health professionals is available here: 
https://www.gov.uk/government/collections/wuhan-novel-coronavirus 
· Documents relating to COVID-19 vaccination programme: https://www.gov.uk/government/collections/covid-19-vaccination-programme 
· Covid vaccine enquiries/incidents should continue to be forwarded to your local System Vaccines Operation Centre (SVOC) & to the Midlands Covid PMO inbox marked FAO CARS: england.midscovid19vacs.pmo2@nhs.net 
· Derby & Derbyshire SVOC: ddicb.voc@nhs.net 
· Nottingham & Nottinghamshire SVOC: nnccg.nottssvoc@nhs.net 



Screening Information
	CERVICAL SCREENING 
Cervical Screening Request Forms – Open Exeter forms must be used
· Many thanks to all our service users who now use the pre-populated Open Exeter request forms to request cervical screening tests. For those locations / sample takers still not using these required forms, please see the last page of this newsletter for information and help to make the switch.

Open Exeter downtime
· On the occasions when Open Exeter might not be available, such as during upgrades and routine maintenance, sample takers are required to use a blank Open Exeter form which can be found at https://nww.openexeter.nhs.uk/nhsia/servlet/HMR101Generator?form_type=blank&type=A5_2009

Sample taker codes / database registration
· Sample taker codes should ideally be printed onto the request forms, but if added by hand must be clearly written.
· Sample takers MUST be registered on the Derby Laboratory sample taker database BEFORE starting to take samples. An increasing number of requests are being received from sample takers who are registered on another laboratory database but not on the Derby one. There is no national database for sample takers, so practice managers and individuals need to ensure that a sample taker who is new to practice is registered on the Derby database before taking samples, to avoid delays to results and potential rejection of samples.
· Enquiries regarding sample taker registrations should be sent to uhdb.cytologystdatabase@nhs.net

 Hysterectomy / vault samples
· You will no doubt be aware that a national audit is being undertaken by CSAS (call & recall) to identify screening participants who might have been incorrectly ceased from the programme. 
· Individuals who have had a total hysterectomy can be ceased via a PNL for reason of ‘no cervix’, but if a cervix remains intact following a sub-total hysterectomy, then screening should not be ceased. Sample takers must indicate clearly on the request form if a sample taken is a vault sample (i.e., no cervix present) or whether a cervix is present and has been visualized and sampled.
· Any queries regarding ceasing should be sent to CSAS www.csas.nhs.uk

Follow-up of CIN1
· All sample takers need to be aware of the follow-up protocol for individuals who have been to Colposcopy and had CIN1 diagnosed on biopsy or Colposcopy:
· [bookmark: _Hlk112146619]A repeat screening test is taken at 12 months – if HPV positive / cytology negative, another 12-month repeat is advised
· If this second follow-up test is also HPV positive / cytology negative, then a 36-month repeat is advised.
· Several calls have been taken by the laboratory regarding this and sample takers are asked to refer to the national protocols Appendix_2_colposcopy_management.pdf (publishing.service.gov.uk)

Sample takers NOT yet using Open Exeter for cytology request forms – please read
· A system called Chronoscan has been implemented by the cervical screening laboratory which relies on pre-populated Open Exeter request forms being used and scans them directly into the laboratory IT system, avoiding the need for manual data entry of information and reducing errors.
· [bookmark: _Hlk112242942]ALL sample takers are therefore required to use pre-populated Open Exeter request forms with immediate effect. Sample takers NOT USING pre-populated Open Exeter request forms are now being identified from the laboratory error log and regular reports are being provided to local Screening & Immunisation Teams and Integrated Care Board. The ICB’s will work with individuals and locations to support them to make the necessary changes. The guide below should help address any issues you might have with this.

Access to Open Exeter to use pre-populated HMR101 forms
Setting up a new user
· The Primary user for your organisation can create an account within Open Exeter for other members of staff.
· Once the new user account is created, Open Exeter generates an email to PSCE, notifying of a new user. PCSE will authorise the new user and issue them with a password.

Requesting a new Primary user
· Each organisation using Open Exeter should have a primary user, who manages user access for other members of staff, for example, a practice manager for a GP Surgery. 
· The Primary User can add, amend and delete users and reset passwords. A Primary User is also known as a Primary Contact.
· Organisations with a Primary User already set up find this to be the quickest and easiest way to manage access control, including password resets, and have two Primary User accounts to support this.

Check your Primary User
You can easily check if you are already the Primary User:
· Log in to Open Exeter
· Click on the drop-down menu under ‘Application’
· If you already have access to set up new users and to reset passwords of existing users then ‘Organisation Maintenance’ will be one of the applications listed
· If you do not have the 'Organisation Maintenance' option under the 'Application' drop down menu, or your organisation does not yet have / needs a new or additional Primary User, you can download and complete the appropriate form below: https://pcse.england.nhs.uk/media/1307/data_user_certification_request_form_for_access_to_open_exeter_-gp_practice.pdf
· Email your completed form to pcse.openexeter@nhs.net
· Further information about using Open Exeter for cervical screening purposes can be found at: Screening Access - Primary Care Support England

Cervical Screening Administration Services (CSAS)
Prior Notification Lists - Reminder 
· Prior Notification Lists (PNL) which identify women who are due to be invited for cervical screening are an essential part of the call/recall programme and should be completed by GP practices each week to ensure that women are invited for screening at the appropriate time. 
· The lists can be viewed on Open Exeter 10 weeks before a woman’s next test due date. This allows GP practices four weeks to check their lists and submit a response. An email advising practices that the PNL is available for completion is sent to the nominated practice email address. 
· Please see the following link for further information Primary Care Support · CSAS



	PHARMACY IMMUNISATION QUERIES
The Screening & Immunisation Team are unable to provide immunisation advice to pharmacies. Please contact the NHSE Pharmacy team for pharmacy immunisation advice: england.pharmacy-vaccsite-midlands@nhs.net



	Contact details for the Screening & Immunisation Team (SIT) 

	Name
	Programme
	Email

	Sarah Mayfield (SIM)
	ANNB, DESP, Child & Adolescent Imms
	sarahmayfield@nhs.net

	Annie Tasker (SIM)
	AAA, Bowel, Breast & Cervical Screening, Adult Imms & Flu
	annie.tasker@nhs.net

	Alison Campbell (SIC)
	Child & Adolescent Imms
	alison.campbell@nhs.net

	Amy Fottles (SIC)
	ANNB Screening & Neonatal Imms
	Amy.fottles@nhs.net

	Tania Murdoch (SIC)
	Cervical Screening & AAA
	tania.murdoch@nhs.net

	Amy Fottles (SIC)
	ANNB Screening & Neonatal Imms
	amy.fottles@nhs.net

	Gemma Riley (SIC)
	Breast Screening, Adult Imms & Flu
	gemma.riley4@nhs.net   

	Rosie Tuttle (SIC)
	Bowel Screening & DESP
	rosie.tuttle@nhs.net



Alternatively, you can email the generic email account: england.emids-imms@nhs.net
· Covid vaccine enquiries/incidents should continue to be forwarded to your local System Vaccines Operation Centre (SVOC) & to the Midlands Covid PMO inbox marked FAO CARS: england.midscovid19vacs.pmo2@nhs.net 
· Derby & Derbyshire SVOC: ddicb.voc@nhs.net 
· Nottingham & Nottinghamshire SVOC: nnccg.nottssvoc@nhs.net 

This information can be made available in alternative formats, such as easy read or large print & may be available in alternative languages, upon request.
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Publications gateway number: GOV-12989 


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 
2.1 


Reference no: Inactivated influenza PGD  
Version no:   v11.00a  


Valid from:  1 September 2022 
Review date:  1 April 2023 
Expiry date:  1 April 2023 


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’. Only sections 
2 and 7 can be amended within the designated editable fields provided. 


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 
PHE/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: I The Screening and Immunisation Team, NHS England – 


Midlands, responsible for your area:  


 
1 This PGD is not relevant to the national community pharmacy seasonal influenza vaccination advanced service 


which has its own PGD (see Pharmacy Influenza Vaccination PGD) 
2 This includes any relevant amendments to legislation 



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

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

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

mailto:immunisation@ukhsa.gov.uk

https://www.england.nhs.uk/publication/community-pharmacy-seasonal-influenza-vaccine-service/
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East (Derbyshire & Nottinghamshire and Leicester, Leicestershire, Rutland, Lincolnshire & 
Northamptonshire) england.emids-imms@nhs.net  
 


West (Shropshire, Staffordshire, Birmingham, Coventry, Dudley, Herefordshire, Sandwell, Solihull, 


Walsall, Warwickshire, Wolverhampton & Worcestershire)  


england.wmid-imms@nhs.net  



mailto:england.emids-imms@nhs.net

mailto:england.wmid-imms@nhs.net
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Change history 


Version 


number 
Change details Date 


V01.00 – 
V07.00 


See earlier version of this PGD for change details. 18 August 2015 
to 8 May 2019 


V08.00 PHE IM Influenza PGD amended to: 


• extend the characteristics of staff to include all registered practitioners 
legally able to work under PGD 


• include household contacts of those on the NHS Shielded Patient List, 
health and social care workers employed through Direct Payments or 
Personal Health Budgets and, subject to vaccine supply, extension of 
the programme to individuals from 50 years of age and children in 
routine age cohorts unable to receive LAIV 


• update the table of recommended inactivated influenza vaccines for 
the 2020 to 2021 season 


• update supplies section 
• remove reference to Fluad® brand which will not be supplied to UK this 


season and remove black triangle from Fluarix® Tetra 


• remove reference to barium sulphate which is no longer listed in the 
adjuvanted trivalent influenza influenza vaccine SPC as a residue of 
the manufacturing process 


• update additional information section 


• include minor rewording, layout and formatting changes for clarity and 
consistency with other PHE PGDs 


24 August 2020 


V09.00 PHE Inactivated Influenza PGD amended to: 


• include eligible cohorts for the 2021 to 2022 season 


• include the inactivated influenza vaccines for the 2021 to 2022 season 


• include minor rewording, layout and formatting changes for clarity and 
consistency with other PHE PGDs 


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  


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


• update additional information and drug interactions sections 


• 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 


• 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 


 


 



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





Inactivated influenza PGD v11.00a Valid from: 1 September 2022 Expiry: 1 April 2023                             Page 4 of 20 


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) 


Jacqueline Lamberty 
Lead pharmacist Medicines 
Governance Health Equity and 
Clinical Governance Directorate, 
UKHSA  


12 August 2022 


 
Doctor 
 


Jamie Lopez-Bernal 
Consultant Epidemiologist, Immunisation 


and Vaccine Preventable Diseases 


Division, UKHSA  


12 August 2022 


Registered Nurse 
 


Lesley McFarlane  
Lead Immunisation Nurse Specialist, 


Immunisation and Vaccine Preventable 


Diseases Division, UKHSA 
 


12 August 2022 


 


This PGD has been peer reviewed by the UKHSA Immunisations PGD Expert Panel in 
accordance with the UKHSA PGD Policy. It has been approved by the UKHSA Medicines 
Governance Group and ratified by the UKHSA Clinical Quality and Oversight Board. 
 


Expert Panel 


 


Name Designation 


David Green (Chair) 
Nurse Consultant for Immunisation, Immunisation and Vaccine Preventable 
Diseases Division, UKHSA 


Nicholas Aigbogun 
Consultant in Communicable Disease Control, Yorkshire and Humber Health 


Protection Team, UKHSA 


Sarah Dermont 
Clinical Project Coordinator and Registered Midwife, NHS Infectious Diseases 
in Pregnancy Screening Programme, NHS England (NHSE) 


Ed Gardner 
Advanced Paramedic Practitioner/Emergency Care Practitioner, 
Urgent/Unscheduled Care Lead, Proactive Care Lead 


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


Elizabeth Luckett Senior Screening and Immunisation Manager, NHSE South West 


Vanessa MacGregor 
Consultant in Communicable Disease Control, East Midlands Health 


Protection Team, UKHSA 


Alison MacKenzie 
Consultant in Public Health Medicine, Screening and Immunisation Lead, 
NHSE South West 


Gill Marsh Principal Screening and Immunisation Manager, NHSE North West 


Tushar Shah Lead Pharmacy Advisor, NHSE London  


Conall Watson 
Consultant Epidemiologist, Immunisation and Vaccine Preventable Diseases 
Division, UKHSA 
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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. 
 
NHS England - Midlands authorises 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 
and NHS Improvement – Midlands to provide immunisation services in: Derbyshire, 
Nottinghamshire, Leicestershire, Lincolnshire, Northamptonshire, Shropshire, Staffordshire, 
Birmingham, Coventry, Dudley, Herefordshire, Sandwell, Solihull, Walsall, Warwickshire, 


Wolverhampton and Worcestershire.  


Limitations to authorisation 
None                                                                              
 
 
 


 


Organisational approval (legal requirement) 


Role Name  Sign Date 
Director Primary Care 


and Public Health 
Commissioning – NHSE 


Midlands 


 Trish Thompson                              


                              


 30.08.22           


 


Additional signatories according to locally agreed policy 


Role Name  Sign Date 
 
 
 


 
 
  


 
 
  


 
 
  


 
 
 


 
 
  


 
 
  


 
 
  


 
 
 


 
 
  


 
 
  


 
 
  


 
 
 


 
 
  


 
 
  


 
 
  


 


Local enquiries regarding the use of this PGD may be directed to: The Screening and 
Immunisation Team, NHS England – Midlands, responsible for your area:  


 


East (Derbyshire & Nottinghamshire and Leicester, Leicestershire, Rutland, Lincolnshire & 
Northamptonshire) england.emids-imms@nhs.net  
 


West (Shropshire, Staffordshire, Birmingham, Coventry, Dudley, Herefordshire, Sandwell, Solihull, 
Walsall, Warwickshire, Wolverhampton & Worcestershire)  


england.wmid-imms@nhs.net 



mailto:england.emids-imms@nhs.net

mailto:england.wmid-imms@nhs.net
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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): 


• 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 


• 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: 


• 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 


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


• 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. For further information see Flu 
immunisation training recommendations 


• 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 


• 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 


 


 


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 and/or NHSE and other sources of 
medicines information.  



https://www.gov.uk/government/publications/patient-group-directions-pgds/patient-group-directions-who-can-use-them

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/flu-immunisation-training-recommendations

https://www.gov.uk/government/publications/flu-immunisation-training-recommendations
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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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4. 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/publications from UKHSA 
and/or NHSE. 


Note: This PGD does not cover the provision of occupational health 
schemes or peer-to-peer influenza immunisation (see NHS Specialist 
Pharmacy Service ‘Written instruction template for the administration of 
inactivated seasonal influenza vaccine as part of an occupational health 
scheme, which may include peer-to-peer immunisation’). 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 2022 to 2023 influenza season, influenza vaccine should be offered 


under the NHS influenza immunisation programme to the following groups:  
• individuals aged 65 years or over (including those becoming age 65 years 


by 31 March 2023) 


• healthy individuals aged 50 to 64 years (including those becoming age 50 
years by 31 March 2023) eligible from 15 October 2022 


• 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 such as those 
with:  
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 bronchitis  


o chronic heart disease and vascular disease, such as heart failure  
o chronic kidney disease at stage 3, 4 or 5  
o chronic liver disease  
o chronic neurological disease, such as Parkinson’s disease or motor 


neurone disease 
o learning disability  
o diabetes and adrenal insufficiency 
o asplenia or dysfunction of the spleen 
o a weakened immune system due to disease (such as HIV/AIDS) or 


treatment (such as cancer treatment)  
o morbidly obese adults (aged from 16 years) with a BMI of 40kg/m2 and 


above 


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


• 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 


• 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 


• those 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 r isk if the 
carer falls ill 


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



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.gov.uk/government/publications/national-flu-immunisation-programme-plan

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan

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

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

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

https://www.gov.uk/government/publications/influenza-the-green-book-chapter-19
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Criteria for inclusion 
(continued) 
 
 
 


o 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 


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) and/or Personal Health 
Budgets, such as Personal Assistants, to deliver domiciliary care to 
individuals 


• children eligible for the Routine Childhood Seasonal Influenza Vaccination 
Programme (aged 2 years to 10 years on 31 August 20223) 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) 


Additionally, in 2022 to 23, subject to sufficient influenza vaccine supplies 
being available nationally, the following additional cohorts will be offered 
influenza vaccination: 


• secondary school-aged children focusing on Years 7, 8 and 9 and any 
remaining vaccine will be offered to years 10 and 11, subject to vaccine 
availability (see Special considerations/Additional information) 


Criteria for exclusion4 


 


 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


Individuals for whom valid consent, or ‘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’).  


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 not contraindicated (or not otherwise unsuitable, for 
instance due to the route or non-acceptance of porcine gelatine content) 
and is available. 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 process5 (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 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 


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


 
3 Some children in school year 6 might be outside of the age range specified (for example, if a child has been held 


back in school year(s)). It is acceptable to offer and deliver influenza immunisation to these children with their class 
peers under this PGD. 


4 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 


5 Residues f rom 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 products SPC for details. 



https://www.legislation.gov.uk/ukpga/2005/9/contents

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

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

https://www.gov.uk/government/publications/influenza-the-green-book-chapter-19
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Cautions including 
any relevant action to 
be taken 


 
 
 
 
  


Individuals with a bleeding disorder may develop a haematoma at the 
injection site (see Route of Administration). 


Individuals with a severe anaphylaxis to egg which has previously required 
intensive care can be immunised in any setting using an egg-free vaccine, 
for instance QIVc or QIVr. Individuals with less severe egg allergy can be 
immunised in any setting using an egg-free vaccine or an inactivated 
influenza vaccine with an ovalbumin content less than 0.12 micrograms/ml 
(equivalent to 0.06 micrograms for 0.5 ml dose). For details of the influenza 
vaccines available for the 2022 to 2023 season and their ovalbumin content 
see All influenza vaccines marketed in the UK for the 2022 to 2023 season . 


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 patient 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 patient 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. For further information on consent see Chapter 2 
of ‘The Green Book’. 


Advise the individual/parent/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 GP or a prescriber as appropriate. 


Arrangements for 
referral for medical 
advice 


As per local policy. 


 


  



https://www.gov.uk/government/publications/influenza-vaccines-marketed-in-the-uk

https://www.legislation.gov.uk/ukpga/2005/9/contents

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

https://www.gov.uk/government/collections/immunisation-against-infectious-disease-the-green-book
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5. 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)  
• recombinant quadrivalent influenza vaccine (QIVr), Supemtek▼ 


Note: This PGD does not include high-dose quadrivalent influenza vaccine 


(QIV-HD) or trivalent influenza vaccines as these vaccines are not eligible 
for re-imbursement under the NHS influenza vaccination programme for the 
2022 to 2023 season, see All influenza vaccines marketed in the UK for the 
2022 to 2023 season. 


Some influenza vaccines are restricted for use in particular age groups. The 
SPC for individual products should always be referred to. 


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


Age Inactivated influenza vaccine to offer eligible 
individuals (see Criteria for inclusion)  


6 months to 
under 2 years 


Offer QIVe 


For egg-allergic children under 2 years it is 
advised that QIVc may be offered off-label (see 
Cautions) 


2 years to 


under 18 years  


If LAIV is contraindicated (or it is otherwise 


unsuitable) offer QIVc6 


18 years to 
under 65 years 


Offer QIVc or QIVr 


If QIVc or QIVr are not available, offer QIVe 


65 years7 and 
over8 


Offer aQIV or QIVr 


If aQIV or QIVr are not available, offer QIVc 


For those aged 64 who turn 65 years of age by 


31 March 2023, aQIV may be offered off-label 
               


Legal category Prescription only medicine (POM). 


Black triangle  


 


QIVc, QIVr and aQIV products are black triangle. 


The QIVe vaccine from Viatris (formerly Mylan), Influvac® sub-unit Tetra is 
black triangle. 


This information was accurate at the time of writing. See product SPCs, 
available from the electronic medicines compendium website, for indication 
of current black triangle status. 


Off-label use 


 
 
Continued over page 


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


 
6 QIVe is suitable to offer to these children but as a second option. QIVe has not been procured by the UKHSA for this 
age group. 
7 Including those turning age 65 years by 31 March 2023 
8 JCVI recommended use of QIV-HD in this age group but this is not currently available in the UK market. 



https://www.gov.uk/government/publications/influenza-vaccines-marketed-in-the-uk

https://www.gov.uk/government/publications/influenza-vaccines-marketed-in-the-uk

http://www.medicines.org.uk/
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Off-label use 
(continued) 


The aQIV 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 2023 in accordance with the 
recommendations for the national influenza immunisation programme for the 
2022 to 2023 season (see Appendix C of the annual flu letter dated 22 April 
2022). 


QIVc is licensed for those aged from 2 years. QIVc, which is egg-free, can 
be administered under this PGD to egg allergic children aged 6 months to 
less than 2 years as advised by JCVI (see Appendix D of the annual flu 
letter dated 22 April 2022). 


Vaccine 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 
vaccine is 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, 
unless permitted off-label administration is detailed above. Refer to 
products’ SPCs, available from the electronic medicines compendium 
website, and All influenza vaccines marketed in the UK for the 2022 to 2023 
season for more information. 


Route / method of 


administration 


 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Continued over page 


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


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. 


Individuals with bleeding disorders may be vaccinated intramuscularly if, in 
the opinion of a doctor familiar with the individual's bleeding risk, vaccines or 


similar small volume intramuscular injections can be administered with 
reasonable safety by this route. If the individual receives 


medication/treatment to reduce bleeding, for example treatment for 
haemophilia, intramuscular vaccination can be scheduled shortly after such 
medication/treatment is administered. A fine needle (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. The individual/parent/carer 


should be informed about the risk of haematoma from the injection.   


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


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 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. 



https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan

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

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

https://www.gov.uk/government/publications/influenza-vaccines-marketed-in-the-uk

https://www.gov.uk/government/publications/influenza-vaccines-marketed-in-the-uk
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Route / method of 
administration 
(continued) 


If aQIV needs to be administered at the same time as another vaccine, 
immunisation should be carried out on separate limbs.   


Shake vaccine before administration. 


Inspect visually prior to administration and ensure appearance is consistent 
with the description in the products SPC. 


The SPCs provide further guidance on administration and are available from 
the electronic medicines compendium website. 


Dose and frequency 
of administration 
 
 
 
 
 
 
 
 
 


 


Single 0.5ml dose to be administered for the current annual flu season. 


Children in a clinical risk group 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).  


JCVI has advised that when a choice of either a 0.25ml or 0.5ml dose is 
indicated in the SPC, the 0.5ml dose of inactivated influenza vaccine should 
be given to individuals from age 6 months because there is evidence that 
this dose is effective in young children. 


Duration of treatment Single 0.5ml dose for the current annual flu season (1 September 2022 to 
31 March 2023). 


Children aged 6 months to less than 9 years old in a clinical risk group who 
have not received influenza vaccine previously should be offered a second 
dose of the vaccine at least 4 weeks later. 


Quantity to be 
supplied / 
administered 


Single dose of 0.5ml 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/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 
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. 


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 guidance in the technical memorandum 07-01: 
Safe management of healthcare waste (Department of Health, 2013).  


Drug interactions 


 


 
Continued over page 


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


Because of the absence of data on co-administration of Shingrix® vaccine 


with adjuvanted influenza vaccine, it should not be routine to offer 



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

https://www.gov.uk/government/publications/storage-distribution-and-disposal-of-vaccines-the-green-book-chapter-3

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

https://www.england.nhs.uk/publication/management-and-disposal-of-healthcare-waste-htm-07-01/
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Drug interactions 
(continued) 


appointments to give this vaccine at the same time as the adjuvanted 
influenza vaccine. Based on current information, scheduling should ideally 
be separated by an interval of at least 7 days to avoid incorrect attribution of 


potential adverse events. Where individuals attend requiring both vaccines, 
however, and require rapid protection or are considered likely to be lost to 


follow up, co-administration may still be considered. 


Inactivated influenza vaccine may be given at the same time as other 
vaccines (See Route / method of administration). Where co-administration 
does occur, individuals should 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, although 
separating the vaccines by a day or two will avoid confusion over systemic 
side effects. 


As all of the current COVID-19 vaccines are considered inactivated 
(including the non-replicating adenovirus vaccine), where individuals in an 
eligible cohort present having recently received COVID-19 vaccination, 
influenza vaccination should still be given.  


A detailed list of drug interactions is available in the SPC for each vaccine, 
which are available from the electronic medicines compendium website. 


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 1 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, 
which are available from the electronic medicines compendium website. 


Reporting procedure 
of adverse reactions 


Healthcare professionals and individuals/parents/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. 


QIVe vaccine from Viatris (formerly Mylan), QIVc, QIVr and aQIV are black 
triangle. Therefore, any suspected adverse reactions should be reported via 
the Yellow Card Scheme. 


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 patient or 
carer 


Offer marketing authorisation holder's patient information leaflet (PIL) 


provided with the vaccine.   



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

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

http://yellowcard.mhra.gov.uk/

http://yellowcard.mhra.gov.uk/
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Patient advice / 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 the influenza vaccination of their household contacts. 


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


The individual/parent/carer should be advised when to seek medical advice 
in the event of an adverse reaction. 


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


Special 
considerations / 
additional information 


 


 
 
 
 
 
 
 
 
 


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’). 


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


The licensed ages for the 2022 to 2023 season influenza vaccines are: 


• QIVe licensed from 6 months of age  


• QIVc licensed from 2 years of age (see Off-label section) 
• QIVr licensed from 18 years of age 


• aQIV licensed from 65 years of age (see Off-label section) 


For 50 to 64 year olds, the advice of JCVI is the most vulnerable cohorts 
should be prioritised over the otherwise healthy 50 to 64 year olds and 
given the most effective vaccines available first, QIVr or QIVc where 
possible, while QIVe should be reserved for otherwise healthy 50 to 64 year 
olds. However, QIVe is suitable to offer as a second option for vulnerable 
cohorts. 


School aged children will be offered the flu vaccination through the school 
age immunisation service via school or community settings. Primary school 
aged children will be prioritised earlier in the season with secondary school 
aged children in years 7, 8 and 9 being invited later. Should vaccine 
supplies allow, further secondary school years may be included upon the 
instruction of the Commissioner. The date from which individuals in these 
additional cohorts may be vaccinated will be communicated directly with the 
Provider by their Commissioner. 


Records 


 


 


 


Continued over page 


Record:  


• 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 



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

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/flu-vaccinations-for-people-with-learning-disabilities

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


 
 


 


 


 


 


 


 


 


 


 
 


 


 


 


 


 


 
 
 
 
 


• 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 excluded or declines 
immunisation 


• details of any adverse drug reactions and actions taken 


• supplied via PGD 


Records should be signed and dated (or password controlled immuniser’s 
record 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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6. Key references 
 


Key references  


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Continued over page 


Inactivated influenza vaccination 


• Immunisation Against Infectious Disease: The Green Book, 
Chapter 19. Published 29 October 2020. 
https://www.gov.uk/government/collections/immunisation-against-
infectious-disease-the-green-book 


• Collection: Annual Flu Programme. Updated 26 July 2022 
https://www.gov.uk/government/collections/annual-flu-programme 


• The national flu immunisation programme 2022 to 2023: 
supporting letter. Published 22 April 2022. 
https://www.gov.uk/government/publications/national-flu-
immunisation-programme-plan  


• Statement of amendments to annual flu letter – 21 July 2022 
https://www.gov.uk/government/publications/national-flu-
immunisation-programme-plan/statement-of-amendments-to-
annual-flu-letter-21-july-2022  


• Enhanced Service Specification, Seasonal influenza and 
vaccination programme 2022 to 2023.  
https://www.england.nhs.uk/gp/investment/gp-


contract/https://www.england.nhs.uk/publication/gp-contract-
2019-20-nhs-england-enhanced-service-specifications/ 


• All influenza vaccines marketed in the UK for the 2022 to 2023 
season 
https://www.gov.uk/government/publications/influenza-vaccines-
marketed-in-the-uk 


• Live attenuated influenza vaccine (LAIV) PGD  
https://www.gov.uk/government/publications/influenza-vaccine-
fluenz-tetra-patient-group-direction-pgd-template  


• Written instruction for the administration of seasonal ‘f lu 
vaccination. NHS Specialist Pharmacy Service. 22 June 2022 
https://www.sps.nhs.uk/articles/written-instruction-for-the-
administration-of-seasonal-flu-vaccination/  


• Summary of Product Characteristics 


www.medicines.org.uk 


• Flu immunisation training recommendations. Updated 27 July 
2021. 
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 


• Health Technical Memorandum 07-01: Safe Management of 
Healthcare Waste. Department of Health 20 March 2013 
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 18 June 2021. 
https://www.gov.uk/government/publications/consent-the-green-
book-chapter-2  



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

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/collections/annual-flu-programme

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan/statement-of-amendments-to-annual-flu-letter-21-july-2022

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan/statement-of-amendments-to-annual-flu-letter-21-july-2022

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan/statement-of-amendments-to-annual-flu-letter-21-july-2022

https://www.england.nhs.uk/gp/investment/gp-contract/

https://www.england.nhs.uk/gp/investment/gp-contract/

https://www.england.nhs.uk/publication/gp-contract-2019-20-nhs-england-enhanced-service-specifications/

https://www.england.nhs.uk/publication/gp-contract-2019-20-nhs-england-enhanced-service-specifications/

https://www.gov.uk/government/publications/influenza-vaccines-marketed-in-the-uk

https://www.gov.uk/government/publications/influenza-vaccines-marketed-in-the-uk

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

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

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

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

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

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
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Key references 
(continued) 


• 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. Published March 2017. 
https://www.nice.org.uk/guidance/mpg2  


• NICE MPG2 Patient group directions: competency framework for 
health professionals using patient group directions. Updated March 
2017.          
https://www.nice.org.uk/guidance/mpg2/resources  


• Patient Group Directions: who can use them. Medicines and 
Healthcare products Regulatory Agency. 4 December 2017. 
https://www.gov.uk/government/publications/patient-group-
directions-pgds/patient-group-directions-who-can-use-them  


• 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  


  



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/patient-group-directions-pgds/patient-group-directions-who-can-use-them

https://www.gov.uk/government/publications/patient-group-directions-pgds/patient-group-directions-who-can-use-them

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

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
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7. Practitioner authorisation sheet 
 


Inactivated Influenza PGD v11.00 Valid from: 1 September 2022 Expiry: 1 April 2023  
 
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 I have read and understood the content of this PGD and that I am willing and 
competent to work to it within my professional code of conduct. 


Name Designation Signature Date 


    


    


    


    


    


    


    


 


Authorising manager  


I confirm that the practitioners named above have declared themselves suitably trained and 
competent to work under this PGD. I 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-12988 


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 (Fluenz® Tetra) 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:   v11.00  
Valid from:  1 September 2022 


Review date:  1 April 2023 
Expiry date:  1 April 2023 


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)1. 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’. Only sections 2 
and 7 can be amended within the designated editable fields provided. 


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 


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


 
1 This includes any relevant amendments to legislation. 



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

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

mailto:immunisation@ukhsa.gov.uk
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East (Derbyshire & Nottinghamshire and Leicester, Leicestershire, Rutland, Lincolnshire & 
Northamptonshire) england.emids-imms@nhs.net  
 


West (Shropshire, Staffordshire, Birmingham, Coventry, Dudley, Herefordshire, Sandwell, Solihull, 


Walsall, Warwickshire, Wolverhampton & Worcestershire)  


england.wmid-imms@nhs.net  
  



mailto:england.emids-imms@nhs.net

mailto:england.wmid-imms@nhs.net
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Change history 


Version 
number 


Change details2 Date 


Final version New PHE Fluenz PGD 1 September 2013 


Final version 
– revised  


See earlier version of this PGD for change details. 9 September 2013 


V02.00 See earlier version of this PGD for change details. 11 August 2015 


V03.00 See earlier version of this PGD for change details. 20 October 2015 


V04.00 See earlier version of this PGD for change details. 22 June 2016 


V05.00 See earlier version of this PGD for change details. 4 July 2017 


V06.00 See earlier version of this PGD for change details. 17 August 2017 


V07.00 See earlier version of this PGD for change details. 8 June 2018 


V08.00 PHE LAIV PGD amended to: 


• include the 2019 to 2020 influenza programme eligible cohorts, 
with the addition of children of appropriate age for school year 6 


• remove the exclusion of individuals on high dose inhaled 
corticosteroids and replace with the exclusion of individuals 
who require oral steroid for the maintenance of asthma control 
or have previously required intensive care for an asthma 
exacerbation, in accordance with updated recommendations 
from JCVI and in Chapter 19 of ‘The Green Book’ 


• include reference to the Directed Enhanced Service and offer to 
morbidly obese adults from 16 years of age 


• include minor rewording, layout and formatting changes to 
remove duplication and for clarity and consistency with other 
PHE PGD templates 


8 May 2019 


V09.00 PHE LAIV PGD amended to: 


• extend the characteristics of staff to include all registered 
practitioners legally able to work under PGD 


• include the 2020 to 2021 influenza programme eligible DOB 
cohorts and household contacts of those on the COVID-19 
Shielded Patient List 


• include minor rewording, layout and formatting changes for 
clarity and consistency with other PHE PGD templates 


16 July 2020 


V10.00 PHE LAIV PGD amended to: 


• include the 2021 to 2022 influenza programme eligible cohorts 
28 July 2021 


V11.00 LAIV PGD amended to: 


• include the 2022 to 2023 influenza vaccination programme 
eligible cohorts 


• update organisation from PHE to the UKHSA 


9 August 2022 


  


 
2 A summary of the changes between superseded versions may be found in more detail by referring to the Change 
History in the relevant earlier versions of this PGD.  







LAIV PGD v11.00 Valid from: 1 September 2022 Expiry: 1 April 2023                                              Page 4 of 20 


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) 


Jacqueline Lamberty 
Lead pharmacist Medicines 
Governance Health Equity and 
Clinical Governance Directorate, 
UKHSA 


 


9 August 2022 


 
Doctor 
 


Jamie Lopez-Bernal 
Consultant Epidemiologist, 


Immunisation and Vaccine Preventable 


Diseases Division, UKHSA  


9 August 2022 


Registered Nurse 
(Chair of Expert Panel) 


David Green 
Nurse Consultant for Immunisation, 


Immunisation and Vaccine Preventable 


Diseases Division, UKHSA  


9 August 2022 


 


This PGD has been peer reviewed by the UKHSA Immunisations PGD Expert Panel in accordance with the 
UKHSA PGD Policy. It has been approved by the UKHSA Medicines Governance Group and ratif ied by the 
UKHSA Clinical Quality and Oversight Board. 


Expert Panel 


Name Designation 


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


Sarah Dermont 
Clinical Project Coordinator and Registered Midwife, NHS Infectious Diseases 
in Pregnancy Screening Programme, NHS England (NHSE) 


Ed Gardner 
Advanced Paramedic Practitioner/Emergency Care Practitioner, Medicines 
Manager, Proactive Care Lead 


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


Elizabeth Luckett Senior Screening and Immunisation Manager, NHSE South West 


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


Alison MacKenzie 
Consultant in Public Health Medicine, Screening and Immunisation Lead, 
NHSE (South West) 


Gill Marsh Principal Screening and Immunisation Manager, NHSE North West 


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


Tushar Shah Lead Pharmacy Advisor, NHSE London 


Conall Watson 
Consultant Epidemiologist, Immunisation and Vaccine Preventable Diseases 
Division, UKHSA 
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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. 


 
NHS England -Midlands authorises 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: Derbyshire, Nottinghamshire, Leicestershire, 
Lincolnshire, Northamptonshire, Shropshire, Staffordshire, Birmingham, Coventry, Dudley, 
Herefordshire, Sandwell, Solihull, Walsall, Warwickshire, Wolverhampton and Worcestershire 
 


Limitations to authorisation 
 


 


Organisational approval (legal requirement) 


Role Name  Sign Date 
Director of Primary Care and 
Public Health Commissioning 
– NHS England – Midlands 


Trish Thompson                                


                            


17.08.2022            


 


Additional signatories according to locally agreed policy 
Role Name  Sign Date 
 
 
 


 
 
  


 
 
  


 
 
  


 
 
 


 
 
  


 
 
  


 
 
  


 
 
 


 
 
  


 
 
  


 
 
  


 
 
 


 
 
  


 
 
  


 
 
  


 


Local enquiries regarding the use of this PGD may be directed to The Screening and 
Immunisation Team, NHS England – Midlands, responsible for your area:  


 


East (Derbyshire & Nottinghamshire and Leicester, Leicestershire, Rutland, Lincolnshire & 
Northamptonshire) england.emids-imms@nhs.net  
 


West (Shropshire, Staffordshire, Birmingham, Coventry, Dudley, Herefordshire, Sandwell, Solihull, 


Walsall, Warwickshire, Wolverhampton & Worcestershire)  


england.wmid-imms@nhs.net 



mailto:england.emids-imms@nhs.net

mailto:england.wmid-imms@nhs.net
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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 


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): 


• 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 


• 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: 


• 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 


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


• 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 


• 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 


• 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 


 
 
Continued over page 
Continued training 
requirements (continued) 


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 and/or 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 



https://www.gov.uk/government/publications/patient-group-directions-pgds/patient-group-directions-who-can-use-them

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/flu-immunisation-training-recommendations/flu-immunisation-training-recommendations

https://www.gov.uk/government/publications/flu-immunisation-training-recommendations/flu-immunisation-training-recommendations
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in line with updated recommendations that are outside the criteria specified 
in this PGD. 
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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’ and annual flu 
letter(s). 


Criteria for inclusion 


 


 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Continued over page 


Individuals eligible for vaccination with LAIV in accordance with national 
recommendations for the 2022 to 2023 influenza season including: 


• all those aged 2 or 3 years on 31 August 2022 (with a date of birth on or 
after 1 September 2018 and on or before 31 August 2020) 


• all primary school-aged children in reception to Year 6 (aged 4 to 10 
years old on 31 August 2022) regardless of whether they attend school 
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 


• 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, such as heart failure  
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 a weakened immune system due to disease (such as HIV/AIDS) or 


treatment (such as cancer treatment)  
o morbidly obese adults (aged from 16 years) with a BMI ≥ 40kg/m2 


• children and adolescents from 2 years to under 18 years of age who are 
close contacts of immunocompromised individuals, such as individuals 
who expect to share living accommodation on most days over the winter 
and therefore for whom continuing close contact is unavoidable (Note: 
contacts of very severely immunocompromised individuals should 
receive inactivated influenza vaccine and not LAIV, see 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: 
o 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 


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) and/or Personal Health 
Budgets, such as Personal Assistants, to deliver domiciliary care to 
individuals 



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

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan

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





LAIV PGD v11.00 Valid from: 1 September 2022 Expiry: 1 April 2023                                              Page 10 of 20 


Criteria for inclusion 
(continued) 
 


Additionally, in 2022 to 2023, subject to sufficient influenza vaccine supplies 
being available nationally, the following additional cohorts will be offered 
influenza vaccination: 


• secondary school-aged children focusing on Years 7, 8 and 9 and any 
remaining vaccine will be offered to years 10 and 11, subject to vaccine 
availability (see Special considerations/Additional information) 


Criteria for exclusion3 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Continued over page 
Criteria for exclusion 
(continued) 
 


LAIV must not be given under this PGD to:  


• individuals for whom no valid consent has been received (see Chapter 2 
of ‘The Green Book’)  


• children and infants under 2 years of age 


• 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 ‘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 f irst 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, for example children who are currently 
taking oral steroids or who have been prescribed oral steroids in the past 
14 days, 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 


• 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 who are clinically severely immunodeficient due to a condition 
or immunosuppressive therapy such as:  
o acute and chronic leukaemias  
o lymphoma 
o HIV infection not suppressed by antiretroviral therapy  
o cellular immune deficiencies  
o high dose corticosteroids (prednisolone at least 2mg/kg/day for a 


week or 1mg/kg/day for a month or equivalent) 
see the UKHSA Inactivated Influenza PGD  


• individuals for whom close contact with very severely 
immunocompromised patients (for instance, bone marrow transplant 
patients requiring isolation) is likely or unavoidable (for example, 
household members), see the UKHSA Inactivated Influenza PGD 


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


Temporary exclusion 


LAIV administration should be postponed for individuals who: 


 
3 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. 



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

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

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

https://www.gov.uk/government/collections/immunisation-against-infectious-disease-the-green-book
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• are suffering from acute febrile illness until completely recovered 
• are suffering from heavy nasal congestion which may impede delivery of 


the vaccine to the nasopharyngeal mucosa until congestion has resolved 


• 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 patient 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 
any relevant action to 
be taken 


Individuals who have immunosuppression and HIV infection may not make a 
full antibody response to the vaccine. 


Action to be taken if 


the patient is 
excluded 


 
 
 


 


 


 


 


 


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


Children and adolescents who are eligible for influenza vaccination but for 


whom LAIV is contraindicated (or is otherwise unsuitable, for instance due 
to the route or 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). 


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). 


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). 


This PGD covers NHS commissioned services. This PGD does not cover 
the provision of occupational health schemes or peer-to-peer influenza 
immunisation (see NHS Specialist Pharmacy Service ‘Written instruction 
template for the administration of inactivated seasonal influenza vaccine as 
part of an occupational health scheme, which may include peer-to-peer 
immunisation’ or the National protocol for inactivated influenza vaccine). 


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, and whose condition has not improved after a further 72 hours, 
should be offered an inactivated influenza vaccine to avoid delaying 



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

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

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

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

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

https://www.gov.uk/government/collections/annual-flu-programme
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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 GP or a prescriber as appropriate.  


Action to be taken if 
the patient 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/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/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 


 
  



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

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


Name, strength and 
formulation of drug 


Live attenuated influenza vaccine nasal spray suspension (0.2 ml) 
(Influenza vaccine, live attenuated), for instance: 


• Fluenz® Tetra nasal spray suspension (0.2 ml) in pre-filled nasal 
applicator (influenza vaccine, live attenuated) 


Legal category Prescription only medicine (POM) 


Black triangle  No 


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


Fluenz® Tetra SPC states “For children who have not previously been 
vaccinated against seasonal influenza, a second dose should be given 
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® Tetra 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 ‘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). 


Vaccine 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 vaccine is assessed in accordance with these guidelines 
as appropriate for continued use this would constitute off-label 
administration under this PGD.  


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. 


Single application in each nostril of 0.1ml.  


The individual can breathe normally during vaccine administration and 
there is no need to actively inhale or sniff. 


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


The SPC provides further guidance on administration. 


 



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

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

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

http://www.medicines.org.uk/emc/medicine/29112
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Route and method of 
administration 
(continued) 


Instructions for administration 


 


Remove 
protective tip 
cap. 
Do not remove 
the dose-divider 


With the patient 
upright, position 
the applicator 
and depress as 
rapidly as 
possible 


Pinch and 
remove the 
dose-divider 
clip from the 
plunger 


Administer the 
remaining 
vaccine into 
the other 
nostril 


  


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 ‘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. 


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


Duration of treatment See section on Dose. 


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.  


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 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, without 
being replaced, for a maximum period of 12 hours at a temperature not 
above 25°C. If the vaccine has not been used after this 12-hour period, it 
should be disposed of. 


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. 



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

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

https://www.gov.uk/government/publications/storage-distribution-and-disposal-of-vaccines-the-green-book-chapter-3

https://www.gov.uk/government/publications/vaccine-incident-guidance-responding-to-vaccine-errors
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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 yellow UN-
approved waste receptacle (this is usually a sharps box), according to 
local authority arrangements and guidance in the technical memorandum 
07-01 (Department of Health, 2013). 


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 adversely affect the effectiveness of 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. 


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. 


A detailed list of drug interactions is available in the SPC, which is 
available from the electronic medicines compendium website. 


Identification and 
management of 
adverse reactions 


 


The most common adverse reactions observed after administration of 
LAIV are decreased appetite, headache, nasal congestion, rhinorrhoea, 
malaise. Less common reactions include myalgia and pyrexia and 
uncommon reactions include hypersensitivity reactions, epistaxis and rash.  


A detailed list of adverse reactions is available in the SPC, which is 
available from the electronic medicines compendium website. 


Reporting procedure of 
adverse reactions 


 


Healthcare professionals and individuals/parents/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. 


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 patient or 
carer 


Manufacturer’s packaging is required to include a patient information 
leaflet (PIL) which should accompany the supply of vaccine under this 
PGD.  


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. 


Patient advice and 


follow up treatment 


 


Continued over page 


Inform the individual/parent/carer of possible side effects and their 


management. 


The individual/parent/carer should be advised when to seek medical 
advice in the event of a severe adverse reaction. 



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/

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

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

http://yellowcard.mhra.gov.uk/

http://yellowcard.mhra.gov.uk/
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Patient advice and 
follow up treatment 
(continued) 


 
 
 
 


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


The individual/parent/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 1-2 weeks 
following vaccination. 


If the PGD is used for supply only, advise the individual/parent/carer of the 
process they need to follow for subsequent administration, for instance 
refer them immediately to an appropriately trained HCSW within the clinic 
setting. 


When administration is postponed advise the individual/parent/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’. 


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. 


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).  


LAIV is not contraindicated for use in children or adolescents with stable 
HIV infection receiving antiretroviral therapy; or who are receiving topical 
corticosteroids, inhaled corticosteroids, low-dose systemic corticosteroids 
or those receiving corticosteroids as replacement therapy (such as for 
adrenal insufficiency) or low-dose immunosuppressive therapy. 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). A PSD may be required. 


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/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 two weeks afterwards, or if 
there is evidence of on-going cerebrospinal fluid leak. 


School aged children will be offered the flu vaccination through the school 
age immunisation service via school or community settings. Primary 
school aged children will be prioritised earlier in the season with secondary 
school aged children in years 7, 8 and 9 being invited later. Should vaccine 
supplies allow, further secondary school years may be included upon the 
instruction of the Commissioner. The date from which individuals in these 



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

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

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
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Special considerations 
and additional 
information (continued) 


 


 


additional cohorts may be vaccinated will be communicated directly with 
the Provider by their Commissioner.  


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 


 


 
 
 
 
 
 
 
 
 
 
 


 
 
 
 
 


Record:  


• 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) 


• clinical risk group indication for immunisation if applicable 


• 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 excluded or declines 


immunisation 


• details of any adverse drug reactions and actions taken 


• whether supplied only or supplied and administered via PGD 


Records should be signed and dated (or password-controlled immunisers 
record 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. 


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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products Regulatory Agency. 4 December 2017. 
https://www.gov.uk/government/publications/patient-group-directions-
pgds/patient-group-directions-who-can-use-them  


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



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.gov.uk/government/collections/annual-flu-programme

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan

https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan

https://www.england.nhs.uk/gp/investment/gp-contract/

https://www.medicines.org.uk/emc/product/3296

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

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

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

https://www.gov.uk/government/publications/patient-group-directions-pgds/patient-group-directions-who-can-use-them

https://www.gov.uk/government/publications/patient-group-directions-pgds/patient-group-directions-who-can-use-them

https://www.gov.uk/government/collections/immunisation
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Key references 
(continued) 


 


 
 


• Vaccine Incident Guidance 
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.gov.uk/government/publications/vaccine-incident-guidance-responding-to-vaccine-errors
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7. Practitioner authorisation sheet 


 


LAIV PGD v11.00 Valid from: 1 September 2022 Expiry: 1 April 2023 
 
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 I have read and understood the content of this PGD and that I am willing 
and competent to work to it within my professional code of conduct. 


Name Designation Signature Date 


    


    


    


    


    


    


    


 


Authorising manager  


I confirm that the practitioners named above have declared themselves suitably 
trained and competent to work under this PGD. I 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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Cohorts and Providers for Children’s Flu Programmes and Adolescent Immunisation Programmes 2022/23



		Academic school year 

1/9/2022 – 31/8/2023)

		 Age range as of 1st September 2022

		Date of Birth range

		Routine Immunisation Programme and Provider

		





Catch-up Provision if Original Vaccination is Missed

		





Comments



		

		

		From

		To

		(SAIS= School Age Immunisation Service

GP = General Practice).

		

		



		

		Age 2-3

		01/09/19

		31/08/2020

		

GP

		GP Childhood Programme

		



		

		Age 3-4

		01/09/2018

		31/08/2019

		

GP

		GP Childhood Programme

		



		Reception

		Age 4-5

		01/09/2017

		31/08/2018

		Influenza SAIS

		SAIS as directed for Healthy Child Programme 



		









Children from these cohorts who fall into the “at risk” category can also be vaccinated in general practice.

















		1

		Age 5-6

		01/9/2016

		31/8/2017

		Influenza SAIS

		SAIS as directed for Healthy Child Programme 

		



		2

		Age 6- 7

		01/9/2015

		31/8/2016

		Influenza SAIS

		SAIS as directed for Healthy Child Programme 

		



		3

		Age 7-8

		01/9/2014

		31/8/2015

		Influenza SAIS

		SAIS as directed for Healthy Child Programme 

		



		

4

		Age 8-9

		01/9/2013

		

31/8/2014

		Influenza SAIS

		SAIS as directed for Healthy Child Programme 

		



		5

		

Age 9-10

		01/9/2012

		

31/8/2013

		Influenza SAIS

		SAIS as directed for Healthy Child Programme 

		





















Young people eligible for the flu vaccination who fall into the “at risk” category can also be vaccinated in general practice



		6

		Age 10-11

		01/9/2011

		

31/8/2012

		Influenza SAIS

		SAIS as directed for Healthy Child Programme 

		



		7

		Age 11-12

		01/9/2010

		

31/8/2011

		Influenza SAIS

		SAIS as directed for Healthy Child Programme 

		



		8

		Age 12-13

		01/9/2009

		

31/8/2010

		Influenza SAIS 



HPV (All students)

SAIS

		SAIS as directed for Healthy Child Programme 



SAIS until the end of Y11

		



		9

		Age 13-14

		01/9/2008

		

31/8/2009

		Influenza SAIS 



HPV (All students)

SAIS

Td/IPV and Men ACWY (All Students SAIS)



		SAIS as directed for Healthy Child Programme 





SAIS until the end of Y11

		



		10

		





Age 14 -15

		01/9/2007

		





31/8/2008

		Influenza SAIS (subject to vaccine availability) 



Catch-up of missed HPV/Td/IPV





		SAIS as directed for Healthy Child Programme 





SAIS until the end of Y11

		Young people eligible for the flu vaccination who fall into the “at risk” category can also be vaccinated in general practice



		11

		



Age 15 -16

		01/9/2006

		



31/8/2007

		Influenza SAIS (subject to vaccine availability)

Catch-up of missed HPV/Td/IPV



		SAIS by Jan 21 for Healthy Child Programme

SAIS until the end of Y11

		Young people eligible for the flu vaccination who fall into the “at risk” category can also be vaccinated in general practice



		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.

		Contact Information for SAIS



For Derby and Derbyshire schools please call Derbyshire Community Health Services on:

  01283 707178

For Notts City and Nottinghamshire schools please call             Nottinghamshire Healthcare Foundation Trust on:

 07920182032







PLEASE NOTE: For additional information regarding the Seasonal Flu Programme 2022.23 please refer to the Flu Plan: National flu immunisation programme plan 2022 to 2023 - GOV.UK (www.gov.uk)



Cohorts and Providers for Children



’



s Flu Programmes and Adolescent Immunisation Programmes 2022/23



 



 



 



PLEASE NOTE: For additional information regarding the Seasonal Flu Programme 2022.23 please refer to the Flu Plan: 



National flu immunisation programme plan 



2022 to 2023 



-



 



GOV.UK (www.gov.uk)



 



Academic 



school year 



 



1/9/202



2



 



–



 



31/8/202



3



)



 



 



Age range 



as of



 



1st 



September 202



2



 



Date of Birth



 



range



 



Routine Immunisation Programme 



and Provider



 



 



 



 



Catch



-



up Provision if Original Vaccination is Missed



 



 



 



 



Comments



 



From



 



To



 



(SAIS= 



School Age Immunisation 



Service



 



GP = General Practice).



 



 



Age 2



-



3



 



01/09/19



 



31/08/20



20



 



 



GP



 



GP Childhood Programme



 



 



 



Age 3



-



4



 



01/09/2018



 



31/08/2019



 



 



GP



 



GP Childhood Programme



 



 



Reception



 



Age 4



-



5



 



01/09/2017



 



31/08/2018



 



Influenza SAIS



 



SAIS 



as directed 



for Healthy Child Programme



 



 



 



 



 



 



 



 



Children from these cohorts who fall into the “at risk” category can 



also be vaccinated in general practice.



 



 



 



 



 



 



 



 



1



 



Age 5



-



6



 



01/9/2016



 



31/8/2017



 



Influenza SAIS



 



SAIS as directed for Healthy Child 



Programme



 



 



2



 



Age 6



-



 



7



 



01/9/2015



 



31/8/2016



 



Influenza SAIS



 



SAIS as directed for Healthy Child Programme



 



 



3



 



Age 7



-



8



 



01/9/2014



 



31/8/2015



 



Influenza SAIS



 



SAIS as directed for Healthy Child Programme



 



 



 



4



 



Age 8



-



9



 



01/9/2013



 



 



31/8/2014



 



Influenza SAIS



 



SAIS as 



directed for Healthy Child Programme



 



 



5



 



 



Age 9



-



10



 



01/9/2012



 



 



31/8/2013



 



Influenza SAIS



 



SAIS as directed for Healthy Child Programme



 



 



 



 



 



 



 



 



 



 



 



 



 



Young people eligible for the flu vaccination who fall into the “at risk” 



category can also be 



vaccinated in general practice



 



6



 



Age 10



-



11



 



01/9/2011



 



 



31/8/2012



 



Influenza SAIS



 



SAIS as directed for Healthy Child Programme



 



 



7



 



Age 11



-



12



 



01/9/2010



 



 



31/8/2011



 



Influenza SAIS



 



SAIS as directed for Healthy Child Programme



 



 



8



 



Age 12



-



13



 



01/9/2009



 



 



31/8/2010



 



Influenza SAIS 



 



 



HPV (All students)



 



SAIS



 



SAIS 



as directed 



for Healthy Child Programme



 



 



 



SAIS until the end of Y11



 



9



 



Age 13



-



14



 



01/9/2008



 



 



31/8/2009



 



Influenza SAIS 



 



 



HPV (All students)



 



SAIS



 



Td/IPV and Men ACWY (All Students 



SAIS)



 



 



SAIS 



as directed 



for Healthy Child Programme



 



 



 



 



SAIS until the end of Y11



 



10



 



 



 



 



Age 14 



-



15



 



01/9/2007



 



 



 



 



31/8/2008



 



Influenza SAIS 



(



subject to 



vaccine



 



availability)



 



 



 



Catch



-



up of missed HPV/Td/IPV



 



 



 



SAIS 



as directed 



for Healthy Child Programme



 



 



 



 



SAIS 



until the end of Y11



 



Young people eligible for the flu vaccination who fall into the “at risk” 



category can also be vaccinated in general practice



 



11



 



 



 



Age 15 



-



16



 



01/9/2006



 



 



 



31/8/2007



 



Influenza SAIS 



(subject to vaccine 



availability)



 



Catch



-



up of 



missed HPV/Td/IPV



 



 



SAIS by Jan 21 for Healthy Child Programme



 



SAIS until the end of Y11



 



Young people eligible for the flu vaccination who fall into the “at risk” 



category can also be vaccinated in general practice



 



PLEASE NOTE: 



Parental queries 



relating to any of the SAIS programmes should be directed to the relevant team (see contact info).  S



tudents 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 c



ohort



 



POST 16 VACCINATIONS



 



  



Those who have missed any of the adolescent immunisations as part of the school programmes can be opportunistically vaccinate



d in general practice, these young people are not within the SAIS remit. 



The Men ACWY vaccination can be offered opportunisticall



y 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 vaccinatio



n 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 vaccin



e in school year 8 at 



commencement of this programme in 2019/20, therefore 



those born on or after 01/09/2006



.



 



Contact Information for SAIS



 



 



For Derby and Derbyshire schools please call Derbyshire Community 



Health Services on:



 



  



01283 707178



 



For Notts City and Nottinghamshire schools please call 



            



Nottinghamshire Healthcare Foundation Trust on:



 



 



07920182032



 






Cohorts and Providers for Children’s Flu Programmes and Adolescent Immunisation Programmes 2022/23 


 


 


PLEASE NOTE: For additional information regarding the Seasonal Flu Programme 2022.23 please refer to the Flu Plan: National flu immunisation programme plan 2022 to 2023 - GOV.UK (www.gov.uk) 


Academic 


school year  


1/9/2022 – 


31/8/2023) 


 Age range as of 1st 


September 2022 


Date of Birth range 


Routine Immunisation Programme 


and Provider 


 


 


 


Catch-up Provision if Original Vaccination is Missed 


 


 


 


Comments 


From To 


(SAIS= School Age Immunisation 


Service 


GP = General Practice). 


 Age 2-3 01/09/19 31/08/2020 


 


GP 


GP Childhood Programme  


 Age 3-4 01/09/2018 31/08/2019 


 


GP 


GP Childhood Programme  


Reception Age 4-5 01/09/2017 31/08/2018 


Influenza SAIS SAIS as directed for Healthy Child Programme  


 


 


 


 


 


 


Children from these cohorts who fall into the “at risk” category can 


also be vaccinated in general practice. 


 


 


 


 


 


 


 


1 Age 5-6 01/9/2016 31/8/2017 


Influenza SAIS SAIS as directed for Healthy Child Programme  


2 Age 6- 7 01/9/2015 31/8/2016 


Influenza SAIS SAIS as directed for Healthy Child Programme  


3 Age 7-8 01/9/2014 31/8/2015 


Influenza SAIS SAIS as directed for Healthy Child Programme  


 


4 


Age 8-9 01/9/2013 


 


31/8/2014 


Influenza SAIS SAIS as directed for Healthy Child Programme  


5 


 


Age 9-10 


01/9/2012 


 


31/8/2013 


Influenza SAIS SAIS as directed for Healthy Child Programme   


 


 


 


 


 


 


 


 


 


 


Young people eligible for the flu vaccination who fall into the “at risk” 


category can also be vaccinated in general practice 


6 Age 10-11 01/9/2011 


 


31/8/2012 


Influenza SAIS SAIS as directed for Healthy Child Programme  


7 Age 11-12 01/9/2010 


 


31/8/2011 


Influenza SAIS SAIS as directed for Healthy Child Programme  


8 Age 12-13 01/9/2009 


 


31/8/2010 


Influenza SAIS  


 


HPV (All students) 


SAIS 


SAIS as directed for Healthy Child Programme  


 


SAIS until the end of Y11 


9 Age 13-14 01/9/2008 


 


31/8/2009 


Influenza SAIS  


 


HPV (All students) 


SAIS 


Td/IPV and Men ACWY (All Students 


SAIS) 


 


SAIS as directed for Healthy Child Programme  


 


 


SAIS until the end of Y11 


10 


 


 


 


Age 14 -15 


01/9/2007 


 


 


 


31/8/2008 


Influenza SAIS (subject to vaccine 


availability)  


 


Catch-up of missed HPV/Td/IPV 


 


 


SAIS as directed for Healthy Child Programme  


 


 


SAIS until the end of Y11 


Young people eligible for the flu vaccination who fall into the “at risk” 


category can also be vaccinated in general practice 


11 


 


 


Age 15 -16 


01/9/2006 


 


 


31/8/2007 


Influenza SAIS (subject to vaccine 


availability) 


Catch-up of missed HPV/Td/IPV 


 


SAIS by Jan 21 for Healthy Child Programme 


SAIS until the end of Y11 


Young people eligible for the flu vaccination who fall into the “at risk” 


category can also be vaccinated in general practice 


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. 


Contact Information for SAIS 


 


For Derby and Derbyshire schools please call Derbyshire Community 


Health Services on: 


  01283 707178 


For Notts City and Nottinghamshire schools please call             


Nottinghamshire Healthcare Foundation Trust on: 


 07920182032 
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Publications gateway number: GOV-12873 


Diphtheria, tetanus, acellular pertussis, inactivated poliomyelitis, Haemophilus 
influenzae type b and hepatitis B vaccine (DTaP/IPV/Hib/HepB) PGD 


This PGD is for the administration of diphtheria, tetanus, acellular pertussis, inactivated 
poliomyelitis, Haemophilus influenzae type b and hepatitis B (DTaP/IPV/Hib/HepB) vaccine 
to individuals from 6 weeks (routinely 8 weeks) to under 10 years of age in accordance with 
the national immunisation programme or for the  management of cases and contacts  
identified in an outbreak of polio in accordance with the National polio guidelines: Local and 


regional services and recommendations from the local health protection team . 


This PGD is for the administration of diphtheria, tetanus, acellular pertussis, inactivated 
poliomyelitis, Haemophilus influenzae type b and hepatitis B vaccine (DTaP/IPV/Hib/HepB) 
by registered healthcare practitioners identified in Section 3, subject to any limitations to 
authorisation detailed in Section 2.  
 


Reference no: DTaP/IPV/Hib/HepB PGD 


Version no:   04.00 


Valid from:  25 July 2022 


Review date:  24 February 2024 


Expiry date:  24 July 2024 


The UK Health Security Agency (UKHSA) has developed this PGD to facilitate in 
England publicly-funded immunisation 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)1. 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’. Only sections 2 and 7 can be amended within the designated editable fields provided. 


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 25 years after the PGD expires. 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 UKHSAPGD templates for authorisation can be found from: 


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.ukEnquiries relating to the availability of organisationally 
authorised PGDs and subsequent versions of this PGD should be directed to: The Screening 
and Immunisation Team, NHS England – Midlands, responsible for your area:  


 
1This includes any relevant amendments to legislation 



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

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

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

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

mailto:immunisation@ukhsa.gov.uk
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East (Derbyshire & Nottinghamshire and Leicester, Leicestershire, Rutland, Lincolnshire & 
Northamptonshire) england.emids-imms@nhs.net  
 


West (Shropshire, Staffordshire, Birmingham, Coventry, Dudley, Herefordshire, Sandwell, 


Solihull, Walsall, Warwickshire, Wolverhampton & Worcestershire)  


england.wmid-imms@nhs.net  


 


Change history 
 
Version 
number 


Change details Date 


V01.00 New PHE PGD template 3 July 2017 


V02.00 PHE DTAP/IPV/Hib/HepB PGD v01.00 reviewed and amended 
to: 


• include additional healthcare practitioners in Section 3 
• remove reference to using pentavalent DTaP/IPV/Hib vaccine 


• refer to vaccine incident guidelines in off-label and storage 
sections 


• review wording regarding use of prophylactic paracetamol  
• include minor rewording, layout and formatting changes for 


clarity and consistency with other PHE PGD templates 


 19 July 2019 


V03.00 PHE DTAP/IPV/Hib/HepB PGD v02.00 reviewed and amended 


to: 
• include minor rewording, layout and formatting changes for 


clarity and consistency with other PHE PGDs and updated 
references 


• addition of Vaxelis® suspension 


• addition of stability data 


 28 July 2021 


V04.00 UKHSA DTAP/IPV/Hib/HepB PGD v03.00 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 


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


• 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 as per Green Book Chapter 26 and SPCs in the 
special consideration and additional information section. 


 


25 July 2022 


 


 


  



mailto:england.emids-imms@nhs.net

mailto:england.wmid-imms@nhs.net
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1. PGD development 
 


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


Health England: 


Developed by: Name Signature Date 


Pharmacist 
(Lead Author) 


Suki Hunjunt 
Lead Pharmacist 


Immunisation Services, Immunisation 


and Vaccine Preventable Diseases 


Division, UKHSA 


 
25 July 2022 


 
Doctor 
 


Dr Gayatri Amirthalingam 
Consultant Epidemiologist - 


Immunisation and Countermeasures, 


National Infection Service, UKHSA 


 
25 July 2022 


Registered Nurse 
(Chair of Expert Panel) 


David Green 
Nurse Consultant, Immunisation and 


Vaccine Preventable Diseases 


Division, UKHSA  


25 July 2022 


 


This PGD has been peer reviewed by the UKHSA Immunisations PGD Expert Panel in accordance 
with the UKHSA PGD Policy. It has been approved by the UKHSA Medicines Governance Group and 
ratif ied by the UKHSA Clinical Quality and Oversight Board. 


 


Expert Panel 
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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. 
 
 NHS England -Midlands  authorises 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 and NHS Improvement – Midlands to provide immunisation services in: 
Derbyshire, Nottinghamshire, Leicestershire, Lincolnshire, Northamptonshire, Shropshire, 
Staffordshire, Birmingham, Coventry, Dudley, Herefordshire, Sandwell, Solihull, Walsall, 
Warwickshire, Wolverhampton and Worcestershire 


 
Limitations to authorisation 
None 


 
Organisational approval (legal requirement) 


Role Name  Sign Date 


Director Primary Care 
and Public Health 


Commissioning – 
Midlands  


 


Trish Thompson          


   


01.08.2022    


 


Additional signatories according to locally agreed policy 


Role Name  Sign Date 


 
 
 


 
 
  


 
 
  


 
 
  


 
 


 


 
 


  


 
 


  


 
 


  


 
 
 


 
 
  


 
 
  


 
 
  


 
 
 


 
 
  


 
 
  


 
 
  


 


Local enquiries regarding the use of this PGD may be directed to: The Screening and 
Immunisation Team, NHS England – Midlands, responsible for your area:  
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East (Derbyshire & Nottinghamshire and Leicester, Leicestershire, Rutland, Lincolnshire & 
Northamptonshire) england.emids-imms@nhs.net  
 


West (Shropshire, Staffordshire, Birmingham, Coventry, Dudley, Herefordshire, Sandwell, 


Solihull, Walsall, Warwickshire, Wolverhampton & Worcestershire)  


england.wmid-imms@nhs.net. 


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.  



mailto:england.emids-imms@nhs.net

mailto:england.wmid-imms@nhs.net
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3. Characteristics of staff 


 


Qualifications and 


professional registration  


Registered professional with one of the following bodies: 


• 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 privately 
provided community pharmacy services) 


• 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: 


• 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 


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


• 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 


• 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’ 


• 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 and/or 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. 


  
  



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
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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 6 weeks (routinely 8 
weeks) to under 10 years of age for the prevention of diphtheria, 
tetanus, pertussis, poliomyelitis, Haemophilus influenzae type b 
and hepatitis B in accordance with the national immunisation 
programme and recommendations given in Chapter 15, Chapter 
16, Chapter 18, Chapter 24, 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.     


Criteria for inclusion Individuals from 6 weeks to under 10 years of age who:  


• require a primary course of immunisation against diphtheria, 
tetanus, pertussis, poliomyelitis, Haemophilus influenzae type b 
and hepatitis B (including those who do not have a complete or 
reliable vaccination history, see Special considerations / 
additional information section) 
 


• have a tetanus prone injury and primary immunisation is 
considered incomplete or immunisation status is not known or 
uncertain (see ‘The Green Book’ Chapter 30) 


• require vaccination in line with the management of cases and 
contacts of polio in an outbreak in accordance with the National 
polio guidelines: Local and regional services guidelines and 
recommendations from the local health protection team 


Criteria for exclusion2 Individuals for whom no valid consent has been received. 


Individuals who: 
• are less than 6 weeks of age 


• are aged 10 years and over 


• have had a confirmed anaphylactic reaction to a previous dose of 
diphtheria, tetanus, pertussis, poliomyelitis, Haemophilus 
influenzae type b or hepatitis B 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 or residual products from manufacture (see Name, 
strength and formulation plus relevant SPC) 


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


 


Cautions including any 
relevant action to be 
taken 


 


 
(Continued over page) 


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. Vaccination should be promptly given once the 
diagnosis and/or expected course of the condition becomes clear. 


 
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. 



https://www.gov.uk/government/publications/diphtheria-the-green-book-chapter-15

https://www.gov.uk/government/publications/haemophilus-influenzae-type-hib-the-green-book-chapter-16

https://www.gov.uk/government/publications/haemophilus-influenzae-type-hib-the-green-book-chapter-16

https://www.gov.uk/government/publications/hepatitis-b-the-green-book-chapter-18

https://www.gov.uk/government/publications/pertussis-the-green-book-chapter-24

https://www.gov.uk/government/publications/polio-the-green-book-chapter-26

https://www.gov.uk/government/publications/tetanus-the-green-book-chapter-30

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

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

https://www.gov.uk/government/publications/tetanus-the-green-book-chapter-30

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

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

http://www.medicines.org.uk/
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Cautions including any 
relevant action to be 
taken 
(continued) 


If a child has experienced encephalopathy or encephalitis within 7 
days of a previous immunisation with a pertussis-containing vaccine, 
it is unlikely these conditions will have been caused by the vaccine 
and they should have been investigated by a specialist.  


If a cause was identif ied or the child recovered within 7 days, 
immunisation should proceed as recommended. In children where no 
underlying cause was found and the child did not recover completely 
within 7 days, immunisation should be deferred until the condition 
has stabilized or the expected course of the condition becomes 
clear. 


If the child has not been investigated by a specialist, then 
immunisation should be deferred until a specialist opinion is 
obtained.   


If a seizure associated with a fever occurred within 72 hours of a 
previous immunisation with any component of the vaccine, 
immunisation should continue as recommended if a cause is 
identif ied or the child recovers within 24 hours. However, if no 
underlying cause has been found and the child did not recover 
completely within 24 hours, further immunisation should be deferred 
until the condition is stable.  


The immunogenicity of the vaccine could be reduced in 
immunosuppressed subjects; however, vaccination is still 
recommended. 


Premature infants should be vaccinated in accordance with the 
national routine immunisation schedule according to their 
chronological age. Very premature infants (born ≤28 weeks of 
gestation) who are in hospital should have respiratory monitoring for 
48-72 hrs when given their f irst immunisation, particularly those with 
a previous history of respiratory immaturity. If the child has apnoea, 
bradycardia or desaturations after the first immunisation, the second 
immunisation should also be given in hospital, with respiratory 
monitoring for 48-72 hrs. 


Action to be taken if the 
patient is excluded 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Continued over page 


If aged less than 6 weeks advise to return for routine immunisation 
when the child is 8 weeks of age or over and give an appropriate 
appointment. Immunisation can be administered to infants from 6 
weeks of age if required, for instance if travelling to an endemic 
country or at increased risk of hepatitis B virus and dose of HepB 
vaccine is due.  


If aged 10 years or over assess for immunisation with Td/IPV as 
appropriate.  


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


Seek appropriate advice from the local Screening and Immunisation 
Team, local Health Protection Team or the individual’s clinician 
when a vaccine is indicated outside the remit of this PGD rather than 
delay immunisation.  


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. 
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Action to be taken if the 
patient is excluded 


(continued) 


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


Action to be taken if the 
patient 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. 


Advise the individual/parent/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 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 


Diphtheria, tetanus, pertussis (acellular, component), poliomyelitis 
(inactivated), Haemophilus influenzae type b (conjugate) and 
hepatitis B (rDNA) vaccine (adsorbed), DTaP/IPV/Hib/HepB: 


• Infanrix®-hexa, powder (Hib) in vial and suspension 
(DTaP/IPV/HepB) for suspension for injection in a pre-filled 
syringe or vial 
The vaccine may contain traces of formaldehyde, neomycin and 
polymyxin 


• Vaxelis® suspension for injection in a pre-filled syringe 
The vaccine may contain traces of glutaraldehyde, formaldehyde, 
neomycin, streptomycin, polymyxin B and bovine serum albumin 


Legal category Prescription only medicine (POM) 


Black triangle  No 


Off-label use 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


 


continued over page  


 


Administration of Infanrix®-hexa to individuals born before 24 weeks 
of gestational age or to individuals who are over 36 months of age is 
off-label but is indicated until 10 years of age under this PGD in 
accordance with  national recommendations for the vaccination of 
individuals with uncertain or incomplete immunisation status 
guidance and the relevant chapters of ‘The Green Book’. 


Administration of Vaxelis® to individuals who are over 15 months of 
age is off-label but is indicated until 10 years of age under this PGD 
in accordance with national guidance recommendations for the 
vaccination of individuals with uncertain or incomplete immunisation 
status and the relevant chapters of ‘The Green Book’. 


Administration of DTaP/IPV/Hib/HepB to individuals who 
experienced an encephalopathy of unknown cause occurring within 7 
days following previous vaccination with pertussis-containing vaccine 
is off-label. Individuals may be vaccinated under this PGD once the 
condition has stabilized or the expected course of the condition 
becomes clear (see Cautions), in line with the recommendations in 


the associated chapters of ‘The Green Book’. 


Administration of Infanrix®-hexa by deep subcutaneous injection to 
individuals with a bleeding disorder is off-label administration in line 
with advice in Chapter 4 of ‘The Green Book’. Do not administer 
Vaxelis® by deep subcutaneous injection. 


The vaccine product SPCs do not make reference to use of 


DTaP/IPV/Hib/HepB for the management of outbreak, cases or 
contacts but do include use of the vaccine as a booster and state 
that 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 
guidelines. 


Vaccine 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 vaccine is assessed in accordance with these 
guidelines as appropriate for continued use this would constitute off -
label administration under this PGD. 



https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status

https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status

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

https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status

https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status

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/immunisation-procedures-the-green-book-chapter-4

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

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
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Off-label use 
(continued) 
 
 


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


Route and method of 
administration 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Continued over page 
 


Infanrix®-hexa is presented in two parts, as DTaP/IPV/HepB 
suspension for injection and Hib powder, which must be 
reconstituted in accordance with the manufacturer’s instructions prior 
to administration. 


Vaxelis® is presented as a suspension for injection in a pre-filled 
syringe. 


Administer by intramuscular injection, preferably into the 
anterolateral aspect of the thigh in infants under 1 year of age. The 
deltoid region of the upper arm may be used in individuals over 1 
year of age. 


When administering at the same time as other vaccines, care should 
be taken to ensure 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. 


For individuals with a bleeding disorder, vaccines normally given by 
an intramuscular route should be given by deep subcutaneous 
injection to reduce the risk of bleeding (see “The Green Book” 
Chapter 4).However, the SPC for Vaxelis® specifically states to not 
administer by intravascular, intradermal or subcutaneous injection. 
Therefore, where a deep subcutaneous injection is required, use 
Infanrix®-hexa. 


If the only available vaccine is Vaxelis®, 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/treatment to reduce 
bleeding, for example treatment for haemophilia, intramuscular 
vaccination can be scheduled shortly after such 
medication/treatment is administered. A fine needle (equal to 23 
gauge or finer calibre 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/carer should be 
informed about the risk of haematoma from the injection.   


Infanrix®-hexa: the normal appearance is a white, slightly milky 
liquid, which may sediment during storage. Shake the 
DTaP/IPV/HepB suspension for injection well to uniformly distribute 
the suspension prior to reconstitution of the vial containing the 
powder (Hib) and before administering the vaccine. The 
reconstituted vaccine appears as a slightly more cloudy suspension 
than the liquid component alone. 


The vaccine should be inspected prior to and after reconstitution and 
should not be used if discoloured or foreign particles are present.  



https://www.gov.uk/government/publications/immunisation-procedures-the-green-book-chapter-4
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Route and method of 
administration 
(continued) 
 
 
 
 
 


Vaxelis®: shake the pre-filled syringe gently prior to administration to 
obtain a homogeneous, whitish, cloudy suspension. 


The suspension should be inspected, prior to administration, for 
foreign particulate matter and/or variation of physical appearance. If 
either is observed, discard the pre-filled syringe.  


The SPCs provide further guidance on administration and are 
available from the electronic Medicines Compendium website.  


Dose and frequency of 
administration 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Continued over page 
 


Single 0.5ml dose per administration 


Routine Childhood Immunisation Schedule 


The national recommendation for infants is for a 3-dose primary 
course of DTaP/IPV/Hib/HepB to be administered at 4-week 
intervals* routinely starting at 8 weeks of age (and no earlier than 6 
weeks* of age). 


DTaP/IPV/Hib/HepB 0.5ml should ideally be given at the: 


• f irst primary immunisation visit (usually at age 8 weeks)  


• second primary immunisation visit (usually at age 12 weeks) 


• third primary immunisation visit (usually at age 16 weeks) 


*Note: immunisation may be brought forward to commence no earlier 
than 6 weeks of age, and an interval of not less than 3 weeks (for 1 
dose only) when required, for instance due to impending travel to an 
endemic country. 


Other diphtheria, tetanus, pertussis and polio containing vaccines 
are recommended for subsequent routine boosters to complete 
immunisation in accordance with national recommendations. 
Vaccination of individuals with incomplete immunisation status 


When primary vaccination has been delayed the individual should be 
immunised at the earliest opportunity. If the primary course is 
interrupted it should be resumed but not repeated, allowing an 
interval of 4 weeks between remaining doses. 


If a course was commenced but not completed with pentavalent 
vaccine (DTaP/IPV/Hib), it can be completed with hexavalent 
vaccine (DTaP/IPV/Hib/HepB). 


DTaP/IPV/Hib/HepB can be given to eligible individuals until 10 
years of age in accordance with the vaccination of individuals with 
uncertain or incomplete immunisation status guidance.    


Management of tetanus prone wound 


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


Individuals may also require human tetanus immunoglobulin (see 
‘The Green Book’ Chapter 30). This PGD does not cover the 
administration of immunoglobulin. 


Immunisation of infants at risk of hepatitis B 


Infants born to hepatitis B infected mothers should receive 
monovalent hepatitis B (HepB) vaccine (see HepB PGD) at birth and 
4 weeks of age and then 3 doses of DTaP/IPV/Hib/HepB vaccine at 
8, 12 and 16 weeks of age. They should receive a booster dose of 
monovalent HepB vaccine (see HepB PGD) at 12 months of age, at 



https://www.medicines.org.uk/emc/?msclkid=fdd2735fcf9211ecb7485836fe0d99f4

https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status

https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status

https://www.gov.uk/government/publications/tetanus-the-green-book-chapter-30

https://www.gov.uk/government/publications/tetanus-the-green-book-chapter-30
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Dose and frequency of 
administration 
(continued) 
 
 
 
 
 
 


which time they should also have a blood test to check for hepatitis B 
infection.  


Where such infants have received doses of monovalent hepatitis B 
vaccine scheduled for 0 and 4 weeks late, but before 6 weeks of 
age, routine primary immunisations should still continue to be 
scheduled at 8 weeks of age, irrespective of the timing of the late 
monovalent hepatitis B vaccine dose. This is necessary in order not 
to delay protection against the other infections. 


If an infant born to a hepatitis B infected mother attends after the age 
of 6 weeks for their f irst or second dose of hepatitis B vaccine, 
DTaP/IPV/Hib/HepB should be administered along with the primary 
immunisation series, with subsequent immunisation visits scheduled 
at 4-week intervals. In this situation it is very important that the child 
is tested, at 12 months of age, to check whether they were infected 
early in life as they missed an early dose of HepB vaccine. 


Management of cases and contacts of polio outbreak 


Cases and contacts of polio should be managed in accordance with 


National polio guidelines: Local and regional services guidelines 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. 


Duration of treatment See Dose and frequency of administration 


 


Quantity to be supplied / 


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. 


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


Storage 


 
 
 
 
 
 
 
 
 
 
 
 
 
Continued over page  
 


 
 


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


Stability data indicate that for Infanrix®-hexa the vaccine 
components are stable at temperatures up to 25°C for 72 hours. 
After reconstitution the vaccine should be used immediately. 
However, stability has been demonstrated for 8 hours at 21°C after 
reconstitution.  


For Vaxelis® stability data indicate the vaccine is stable at 
temperatures up to 25°C for 150 hours.  


These data are intended to guide healthcare professionals in case of 
temporary inadvertent temperature excursion only. At the end of 
these periods the vaccines should be used or discarded. 


In the event of an inadvertent or unavoidable deviation of these 



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

https://www.gov.uk/government/publications/protocol-for-ordering-storing-and-handling-vaccines

https://www.gov.uk/government/publications/protocol-for-ordering-storing-and-handling-vaccines

https://www.gov.uk/government/publications/storage-distribution-and-disposal-of-vaccines-the-green-book-chapter-3
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Storage 
(continued) 


 


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. 


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 guidance in the Health Technical 


Memorandum 07-01: Safe management of healthcare waste 
(Department of Health, 2013)  . 


Drug interactions 


 


 


 


Immunological response may be diminished in those receiving 
immunosuppressive treatment. This is not a reason to withhold 
vaccination, but the individual/parent/carer should be advised. 


May be given at the same time as other vaccines (Identif ication and 
management of adverse reactions – see below). 


A detailed list of interactions is available in the SPCs, which are 
available from the electronic Medicines Compendium website.   


Identification and 
management of adverse 
reactions 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


When hepatitis B vaccine is added to DTaP/IPV/Hib vaccine the 
frequency and type of adverse reactions experienced remain similar.  


Prophylactic paracetamol is routinely recommended with co-
administered infant doses of DTaP/IPV/Hib/HepB and 4CMenB (see 
the information about MenB vaccine and paracetamol and the What to 
expect after vaccinations leaflet on the  Immunisation collection 
webpage for more information). 


Increased reporting rates of convulsions (with or without fever) and 
hypotonic hyporesponsive episode (HHE) were observed with 
concomitant administration of DTaP/IPV/Hib/HepB and PCV13. 


Prophylactic administration of paracetamol is not routinely 
recommended where PCV13 and DTaP/IPV/Hib/HepB are co-
administered in the absence of 4CMenB. Administration of 
paracetamol concomitantly with PCV13 vaccination may reduce the 
immune response to some pneumococcal serotypes in PCV13 in 
infancy, although this reduction is unlikely to be clinically significant; 
this effect is not seen when also co-administered with the 4CMenB 
vaccine. If post immunisation fever does occur after any vaccination 
visit, then symptoms may be managed with paracetamol.   


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


Other common adverse reactions include fever, abnormal crying, 
irritability, restlessness, appetite loss, fatigue, diarrhoea, vomiting and 
nervousness.  


Hypersensitivity reactions, such as bronchospasm, angioedema, 
rash, dysponea, erythema ultiforme, urticaria, and anaphylaxis 
reaction (such as urticaria, angioedema, oedema, face oedema, 
shock) can occur but are very rare. A detailed list of adverse 
reactions is available in the SPCs, which are available from the 
electronic Medicines Compendium website. 
 



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.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.medicines.org.uk/emc/?msclkid=fdd2735fcf9211ecb7485836fe0d99f4

https://www.gov.uk/government/publications/menb-vaccine-and-paracetamol

https://www.gov.uk/government/publications/what-to-expect-after-vaccinations

https://www.gov.uk/government/publications/what-to-expect-after-vaccinations

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

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

https://www.medicines.org.uk/emc/?msclkid=fdd2735fcf9211ecb7485836fe0d99f4
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Reporting procedure of 


adverse reactions 


 
 
 


Healthcare professionals and individuals/parents/carers are 


encouraged to report suspected adverse reactions to the Medicines 
and Healthcare products Regulatory Agency (MHRA) using the 
MHRA Yellow card reporting site  or search 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 patient or carer 
 


Offer marketing authorisation holder's patient information leaflet (PIL) 


provided with the vaccine.   


Immunisation promotional material may be provided as appropriate:  
• A guide to immunisations for babies up to 13 months of age 


• A quick guide to childhood immunisation for the parents of 
premature babies 


• What to expect after vaccinations 
• Using paracetamol to prevent and treat fever after MenB 


vaccination 
Available from: www.gov.uk/government/collections/immunisation  


Patient advice and follow 


up treatment 


 


 


 


 


 


 


 


 


 


Inform the individual/parent/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.  


Advise the parent/carer about administering prophylactic 


paracetamol with routine immunisations scheduled at 8 weeks and 
16 weeks of age when DTaP/IPV/Hib/HepB is co-administered with 
MenB vaccine (see Identif ication and management of adverse 
reactions).   


The individual/parent/carer should be advised to seek medical 
advice in the event of an adverse reaction. 


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


Special considerations 
and additional 
information 


 


 


 


 


 


 


 


 


 


(Continued over page) 


Ensure there is immediate access to adrenaline (epinephrine) 1 in 
1000 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 SPCs). 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 six 
months of life and most common in the second year of life. After this 
age the frequency falls and they are rare after five 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. They may 
not have received Hib-containing vaccines in their country of origin. 



https://yellowcard.mhra.gov.uk/

https://www.gov.uk/government/publications/a-guide-to-immunisations-for-babies-up-to-13-months-of-age

https://www.gov.uk/government/publications/a-quick-guide-to-childhood-immunisation-for-the-parents-of-premature-babies

https://www.gov.uk/government/publications/a-quick-guide-to-childhood-immunisation-for-the-parents-of-premature-babies

https://www.gov.uk/government/publications/what-to-expect-after-vaccinations

https://www.gov.uk/government/publications/menb-vaccine-and-paracetamol

https://www.gov.uk/government/publications/menb-vaccine-and-paracetamol

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

https://www.gov.uk/government/publications/polio-the-green-book-chapter-26

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

https://www.gov.uk/government/publications/polio-the-green-book-chapter-26
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Special considerations 
and additional 
information 
(continued) 


 


 


 


 


 


 


 


 


 


 


 


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. 


Un- or incompletely immunised children require 1 dose of Hib over 
the age of 1 year. It does not matter if the child receives additional 
Hib at subsequent appointments if the DTaP/IPV/Hib/HepB vaccine 
is given. 


If an individual has received vaccination for a tetanus-prone wound 
with the same vaccine as due for routine immunisation and it was 
administered at an appropriate interval then the routine immunisation 
is not required; refer to advice in ‘The Green Book’ Chapter 30. 


Tetanus vaccine given at the time of a tetanus-prone injury may not 
boost immunity early enough to give additional protection within the 
incubation period of tetanus. Therefore, tetanus vaccine is not 
considered adequate for treating a tetanus-prone wound. However, 
this provides an opportunity to ensure the individual is protected 
against future exposure. Individuals may also require human tetanus 
immunoglobulin which is not covered by this PGD (see ‘The Green 
Book’ Chapter 30). 


Records 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


Record:  


• 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 
• quantity administered 


• batch number and expiry date 


• anatomical site of vaccination 


• advice given, including advice given if excluded or declines 
immunisation 


• details of any adverse drug reactions and actions taken 


• supplied via PGD 


Records should be signed and dated (or a password-controlled 
immuniser’s record on e-records).  


All records should be clear, legible and contemporaneous. 


This information should be recorded in the individual’s GP record. 
Where 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 notif ied using the appropriate 
documentation/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.  


 



https://www.gov.uk/government/publications/tetanus-the-green-book-chapter-30

https://www.gov.uk/government/publications/tetanus-the-green-book-chapter-30
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6. Key references 
 


Key references  


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


DTaP/IPV/Hib/HepB vaccine  


• Immunisation Against Infectious Disease: The Green Book Chapter 
15, Chapter 16 and Chapter 26 last updated 19 April 2013; 
Chapter 30, last updated 6 June 2022; Chapter 24, last updated 7 
April 2016; and Chapter 18, last updated 7 February 2022 
www.gov.uk/government/collections/immunisation-against-
infectious-disease-the-green-book  


• Summary of Product Characteristic for Infanrix®-hexa, 
GlaxoSmithKline. Last updated on eMC 01 January 2021 
www.medicines.org.uk/emc/product/2586/smpc  


• Summary of Product Characteristics for Vaxelis® 8 June 2022 
www.medicines.org.uk/emc/product/12264  
 


• The hexavalent DTaP/IPV/Hib/HepB combination vaccine 
information for healthcare practitioners   
www.gov.uk/government/publications/hexavalent-combination-
vaccine-programme-guidance 


• Vaccination of individuals with uncertain or incomplete 
immunisation status  
www.gov.uk/government/publications/vaccination-of-individuals-
with-uncertain-or-incomplete-immunisation-status 
 


• National polio guidelines: Local and regional services, updated 26 
September 2019 
assets.publishing.service.gov.uk/government/uploads/system/uplo
ads/attachment_data/file/833211/National_polio_guidelines_2019.
pdf 
 


General 


• Health Technical Memorandum 07-01: Safe Management of 
Healthcare Waste. Department of Health 20 March 2013. 
www.england.nhs.uk/publication/management-and-disposal-of-
healthcare-waste-htm-07-01/ 


• National Minimum Standards and Core Curriculum for 
Immunisation Training. Published February 2018. 
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 March 2017. 
www.nice.org.uk/guidance/mpg2  


• NICE MPG2 Patient group directions: competency framework for 
health professionals using patient group directions. Updated March 
2017. 
www.nice.org.uk/guidance/mpg2/resources  


• Immunisation Collection 
www.gov.uk/government/collections/immunisation  


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



https://www.gov.uk/government/publications/diphtheria-the-green-book-chapter-15

https://www.gov.uk/government/publications/diphtheria-the-green-book-chapter-15

https://www.gov.uk/government/publications/haemophilus-influenzae-type-hib-the-green-book-chapter-16

https://www.gov.uk/government/publications/polio-the-green-book-chapter-26

https://www.gov.uk/government/publications/tetanus-the-green-book-chapter-30

https://www.gov.uk/government/publications/pertussis-the-green-book-chapter-24

https://www.gov.uk/government/publications/hepatitis-b-the-green-book-chapter-18

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

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

http://www.medicines.org.uk/emc/product/2586/smpc

http://www.medicines.org.uk/emc/product/12264

http://www.gov.uk/government/publications/hexavalent-combination-vaccine-programme-guidance

http://www.gov.uk/government/publications/hexavalent-combination-vaccine-programme-guidance

http://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status

http://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/833211/National_polio_guidelines_2019.pdf

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/833211/National_polio_guidelines_2019.pdf

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/833211/National_polio_guidelines_2019.pdf

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

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

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

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

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

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

http://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
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7. Practitioner authorisation sheet 
 
DTaP/IPV/Hib/HepB PGD v04.00 Valid from: 25 July 2022 Expiry: 24 July 2024 


 
Before signing this patient group direction (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 I have read and understood the content of this PGD and that I am willing 
and competent to work to it within my professional code of conduct. 


Name Designation Signature Date 


    


    


    


    


    


    


    


 


Authorising manager  


I confirm that the practitioners named above have declared themselves suitably 
trained and competent to work under this PGD. I 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.  






image6.emf
UKHSAPGDHibMen
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Publications gateway number: GOV-12448 


Haemophilus influenzae type b and meningococcal C conjugate 


vaccine (Hib/MenC) Patient Group Direction (PGD) 


This PGD is for the administration of Haemophilus influenzae type b and meningococcal C 
conjugate vaccine (Hib/MenC) to individuals from their first birthday to under 10 years of age 


in accordance with the national immunisation programme; and to individuals of any age for 
the prevention of secondary cases of meningococcal group C (MenC) disease. 


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


Reference no: Hib/MenC PGD 
Version no:   v05.00 
Valid from:  31 July 2022 
Review date:  29 February 2024 


Expiry date:  1 August 2024 


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)1. The PGD is not legal or valid without signed authorisation in accordance 


with HMR 2012 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’. Only sections 2 and 7 can be amended within the designated editable fields provided.  


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: 


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


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


Enquiries relating to the availability of organisationally authorised PGDs and subsequent 
versions of this PGD should be directed to: 


 
1 This includes any relevant amendments to legislation (such as 2013 No.235, 2015 No.178 and 2015 No.323). 



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

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

mailto:Immunisation@phe.gov.uk

http://www.legislation.gov.uk/uksi/2013/235/contents/made

http://www.legislation.gov.uk/nisr/2015/178/contents/made

http://www.legislation.gov.uk/uksi/2015/323/contents/made
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The Screening and Immunisation Team, NHS England – Midlands, responsible for your 
area:  


 


East (Derbyshire & Nottinghamshire and Leicester, Leicestershire, Rutland, Lincolnshire & 
Northamptonshire) england.emids-imms@nhs.net  
 


West (Shropshire, Staffordshire, Birmingham, Coventry, Dudley, Herefordshire, Sandwell, 


Solihull, Walsall, Warwickshire, Wolverhampton & Worcestershire)  


england.wmid-imms@nhs.net  



mailto:england.emids-imms@nhs.net

mailto:england.wmid-imms@nhs.net





Hib/MenC PGD v05.00 Valid from: 31 July 2022 Expiry: 1 August 2024                                         Page 3 of 16 


 


Change history 


Version 
number 


Change details Date 


V01.00 New PHE PGD template 19 January 2016 


V02.00 
PHE Hib/MenC PGD amended to: 


• reflect the removal of monovalent MenC vaccination from the 
routine childhood programme from 1 July 2016 


• allow Hib/MenC to be used for MenC catch–up for 
individuals under 10 years of age 


• amend the eligibility criteria to “from the first birthday” rather 
than “from 12 months” 


• reference the protocol for ordering storage and handling of 
vaccines 


• update wording regarding authorisation in line with agreed 
PHE PGD template changes 


• include minor rewording, layout and formatting changes for 
clarity and consistency with other PHE PGD templates 


20 July 2016 


V03.00 PHE Hib/MenC PGD amended to: 


• include vaccination of individuals for the prevention of 
secondary cases of meningococcal group C disease 


• include additional healthcare practitioners in Section 3 


• include statement on experimental storage data 


• refer to vaccine incident guidelines in off-label and storage 
sections 


• refer to the Hib/MenC Risk Groups PGD and MenACWY 
Risk Groups PGD in the inclusion criteria section 


• include minor rewording, layout and formatting changes for 
clarity and consistency with other PHE PGD templates 


24 April 2018 


V04.00 PHE Hib/MenC PGD amended to: 


• remove reference to individuals with an underlying medical 
condition and the Hib/MenC Risk Groups PGD 


• include minor rewording, layout and formatting changes for 
clarity and consistency with other PHE PGDs. 


5 March 2020 


V05.00 UKHSA Hib/MenC PGD amended to: 


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


• align criteria for exclusion to Green Book with reference to 
minor illness or systemic upset 


• add full list of active excipients in the drug section 


• add premature cohort in special considerations to align with 
Guidance for Public Health Management of Meningococcal 
Disease in the UK 


• update references 
 


4 May 2022 
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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) 


Suki Hunjunt 
Lead Pharmacist 


Immunisation Services, Immunisation 


and Vaccine Preventable Diseases 


Division, UKHSA 


 
4 May 2022 


 
Doctor 
 


Mary Ramsay 
Consultant Epidemiologist, 


Immunisation and Vaccine 


Preventable Diseases Division, 


UKHSA 


 4 May 2022 


 
Registered Nurse 
(Chair of Expert 
Panel) 


David Green 
Nurse Consultant, Immunisation and 


Vaccine Preventable Diseases 


Division, UKHSA 


 4 May 2022 


 


This PGD has been peer reviewed by the UKHSA Immunisations PGD Expert Panel in accordance 
with the UKHSA PGD Policy. It has been approved by the UKHSA Medicines Governance Group and 
ratif ied by the UKHSA Clinical Quality and Oversight Board. 


 


Expert Panel 


 


Name Designation 


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


Sarah Dermont 
Clinical Project Coordinator and Registered Midwife, NHS Infectious 
Diseases in Pregnancy Screening Programme, NHS England and 
Improvement (NHSEI) 


Michael Gregory Medical Director for Commissioning, NHSEI North West region 


Ed Gardner 
Advanced Paramedic Practitioner / Emergency Care Practitioner, 
Medicines Manager, Proactive Care Lead 


Shamez Ladhani Paediatric Infectious Disease Consultant, UKHSA 


Jacqueline Lamberty Lead Pharmacist Medicines Governance, UKHSA 


Michelle Jones 
Principal Medicines Optimisation Pharmacist, NHS Bristol North 
Somerset and South Gloucestershire CCG 


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


Alison Mackenzie 
Consultant in Public Health Medicine, Screening and Immunisation 
Lead, NHSEI (South West) 


Gill Marsh Principal Screening and Immunisation Manager, NHSEI (North West) 


Lesley McFarlane 
Screening and Immunisation Manager: Clinical (COVID-19 and 
Influenza), NHSEI (Midlands) 


Tushar Shah Lead Pharmacy Advisor, NHSEI (London Region)  
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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. 


 
NHS England -Midlands authorises 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 and NHS Improvement – Midlands to provide immunisation services in: 
Derbyshire, Nottinghamshire, Leicestershire, Lincolnshire, Northamptonshire, Shropshire, 
Staffordshire, Birmingham, Coventry, Dudley, Herefordshire, Sandwell, Solihull, Walsall, 


Warwickshire, Wolverhampton and Worcestershire 
 


Limitations to authorisation 
None 


 


Organisational approval (legal requirement) 


Role Name  Sign Date 
Director of PC & PH 
NHSE Midlands  


 Trish Thompson         


 


 14.07.22           


 


Additional signatories according to locally agreed policy 


Role Name  Sign Date 
 
 
 


 
 
  


 
 
  


 
 
  


 
 
 


 
 
  


 
 
  


 
 
  


 
 
 


 
 
  


 
 
  


 
 
  


 
 
 


 
 
  


 
 
  


 
 
  


 


Local enquiries regarding the use of this PGD may be directed to: 
The Screening and Immunisation Team, NHS England – Midlands, responsible for your 
area:  


East (Derbyshire & Nottinghamshire and Leicester, Leicestershire, Rutland, Lincolnshire & 


Northamptonshire) england.emids-imms@nhs.net  
 



mailto:england.emids-imms@nhs.net





Hib/MenC PGD v05.00 Valid from: 31 July 2022 Expiry: 1 August 2024                                         Page 6 of 16 


 


West (Shropshire, Staffordshire, Birmingham, Coventry, Dudley, Herefordshire, Sandwell, 
Solihull, Walsall, Warwickshire, Wolverhampton & Worcestershire)  


england.wmid-imms@nhs.net   


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.  



mailto:england.wmid-imms@nhs.net
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3. Characteristics of staff 


 


Qualifications and 


professional registration  


Registered professional with one of the following bodies: 


• 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 privately 
provided community pharmacy services) 


• 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: 


• 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 


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


• 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 


• 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 


• 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 and/or NHSEI 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. 


  
  



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
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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, against 


Haemophilus influenzae type b and meningococcal group C disease: 


• from their f irst birthday to under 10 years of age 
• to individuals of any age for the prevention of secondary cases 


of meningococcal group C disease 


Vaccination is to be given in accordance with the national 
immunisation programme; recommendations given in Chapter 16 
and Chapter 22 of Immunisation Against Infectious Disease: the 
‘Green Book’ and Guidance for Public Health Management of 
Meningococcal Disease in the UK.  


Criteria for inclusion Individuals who: 


• are aged from their f irst birthday to under 10 years of age and 
require a booster or primary dose of MenC and a Hib booster 
(this immunisation is usually offered on or after their f irst birthday)  


• are aged from their f irst birthday to under 10 years of age and are 
unimmunised or incompletely immunised against Haemophilus 
influenzae type b or MenC 


• require vaccination for the prevention of secondary cases of 
MenC disease, following specific advice from UKHSA Health 
Protection Teams 


Criteria for exclusion2 Individuals for whom no valid consent has been received. 


Individuals who: 
• are less than 1 year of age, unless indicated for the prevention of 


secondary cases of MenC disease 


• are aged 10 years and over, unless indicated for the prevention of 
secondary cases of MenC disease 


• have had a confirmed anaphylactic reaction to a previous dose of 
Hib or MenC containing vaccine or to any components of the 
vaccine, including any conjugate vaccines where tetanus toxoid is 
used in the conjugate. 


• are suffering from acute severe febrile illness (the presence of a 
minor infection or minor illnesses without fever or systemic upset 
are not a contraindication for immunisation) 


Cautions including any 
relevant action to be 
taken 


 


 
 
 
 
 
 
 
Continued over page 


If a seizure associated with a fever occurred within 72 hours of a 
previous immunisation, immunisation should continue as 
recommended if a cause is identif ied or the child recovers within 24 
hours. However, if no underlying cause has been found and the child 
did not recover completely within 24 hours, further immunisation 
should be deferred until the condition is stable (as assessed by an 
appropriate clinician such as their GP or paediatrician). 


The immunogenicity of the vaccine could be reduced in 
immunosuppressed subjects. Vaccination should proceed in 
accordance with the national recommendations. However, re-
immunisation may need to be considered. Seek medical advice as 
appropriate. 


 
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 



https://www.gov.uk/government/publications/haemophilus-influenzae-type-hib-the-green-book-chapter-16

https://www.gov.uk/government/publications/meningococcal-the-green-book-chapter-22

https://www.gov.uk/government/publications/meningococcal-disease-guidance-on-public-health-management

https://www.gov.uk/government/publications/meningococcal-disease-guidance-on-public-health-management
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Cautions including any 
relevant action to be 
taken (continued) 


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 
patient is excluded 


 
 
 


If aged less than 1 year, Hib/MenC is not routinely indicated.  


If aged 10 years and over or has received a dose of Hib and MenC 
conjugate containing vaccine from 1 year of age, Hib/MenC 
immunisation is not indicated unless the individual requires 
immunisation for the prevention of secondary cases of MenC 
disease.  


Individuals suffering acute severe febrile illness should postpone 
immunisation until they have recovered; immunisers should 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 
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 GP or a prescriber as appropriate. 


Action to be taken if the 
patient 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.  


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


Document advice given and the decision reached.  


Inform or refer to the 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 


Haemophilus influenzae type b and meningococcal group C 
conjugate vaccine (conjugated to tetanus toxoid as carrier protein): 
Menitorix®, powder in vial and solvent for solution for injection in a 
prefilled syringe; after reconstitution, each 0.5ml dose contains: 


 


Haemophilus type b polysaccharide  
(polyribosylribitol phosphate) 


5micrograms 


conjugated to tetanus toxoid as carrier protein 12.5micrograms 
Neisseria meningitidis group C (strain C11) 
polysaccharide 


5 micrograms 


conjugated to tetanus toxoid as carrier protein 
5 micrograms 
 


 


Legal category Prescription only medicine (POM) 


Black triangle  No 


Off-label use  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


 
 
 
Continued over page 
 


Administration of Menitorix® to individuals aged 2 years and over is 
off-label but is indicated until 10 years of age under this PGD in 
accordance with national recommendations for the vaccination of 
individuals with uncertain or incomplete immunisation status and   
Chapter 16 and Chapter 22 of the ‘Green Book’. 


The Menitorix® SPC states “Menitorix® should be used in accordance 
with official recommendations”. The use of Menitorix® to provide a 
single priming dose of MenC to individuals from their f irst birthday is 
not covered by the SPC but is in accordance with national 
recommendations following advice from JCVI (see MenC vaccination 
schedule: planned changes from July 2016).  


The Menitorix® SPC also states “The timing of the booster dose 


should be from the age of 12 months onwards and at least 6 months 
after the last priming dose.” However, when primary vaccination has 
been delayed, the Hib booster dose may be given at the scheduled 
visit provided it is at least 1 month since the last primary dose was 
administered in accordance with national recommendations for the 
vaccination of individuals with uncertain or incomplete immunisation 
status. 


Administration of Hib/MenC for the prevention of secondary cases of 


MenC disease is not covered by the Menitorix® SPC, but Hib/MenC 
vaccine may be given as an alternative to MenACWY in accordance 
with national Guidance for Public Health Management of 
Meningococcal Disease in the UK.   


Administration of Menitorix® by deep subcutaneous injection to 
individuals with a bleeding disorder is off-label administration in line 
with advice in Chapter 4 and Chapter 22 of the ‘Green Book’.   


Vaccine 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 vaccine is 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/carer that the 



https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status

https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status

https://www.gov.uk/government/publications/haemophilus-influenzae-type-hib-the-green-book-chapter-16

https://www.gov.uk/government/publications/meningococcal-the-green-book-chapter-22

https://www.gov.uk/government/publications/menc-vaccination-schedule-planned-changes-from-july-2016

https://www.gov.uk/government/publications/menc-vaccination-schedule-planned-changes-from-july-2016

https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status

https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status

https://www.gov.uk/government/publications/meningococcal-disease-guidance-on-public-health-management

https://www.gov.uk/government/publications/meningococcal-disease-guidance-on-public-health-management

https://www.gov.uk/government/publications/immunisation-procedures-the-green-book-chapter-4

https://www.gov.uk/government/publications/meningococcal-the-green-book-chapter-22

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
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Off-label use 
(continued) 


vaccine is being offered in accordance with national guidance but 
that this is outside the product licence. 


Route and method of 


administration 


 


The vaccine must be reconstituted in accordance with the 


manufacturer’s instructions prior to administration. 


Administer by intramuscular injection. The deltoid region of the upper 
arm may be used in individuals over one year of age. The 
anterolateral aspect of the thigh should be used for infants under one 
year vaccinated for the prevention of secondary cases of MenC 
disease. 


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 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. 


For individuals with a bleeding disorder, vaccines normally given by 
an intramuscular route should be given by deep subcutaneous 
injection to reduce the risk of bleeding (see the ‘Green Book’ Chapter 
4). 


The vaccine's normal appearance is a white powder and a clear 
colourless solvent. Following reconstitution the vaccine is a clear 
colourless solution. 


The vaccine should be visually inspected for particulate matter and 
discoloration prior to administration. In the event of any foreign 
particulate matter and/or variation of physical aspect being observed, 
do not administer the vaccine.  


The vaccine’s SPC provides further guidance on administration and 
is available from the electronic Medicines Compendium website.  


 


Dose and frequency of 
administration 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
continued over page 
 


Single 0.5ml dose  


Routine Childhood Immunisation Schedule 


A single dose to be administered, usually on or after their f irst 
birthday, although it may be administered until 10 years of age. 


When primary vaccination with Hib has been delayed, the Hib 
booster dose (Hib/MenC) may be given at the scheduled visit, on or 
after their f irst birthday, provided it is at least 4 weeks since the last 
primary Hib dose was administered. 


Incomplete immunisation history 


Children from their f irst birthday to under 10 years of age who have 
completed a primary course of diphtheria, tetanus, pertussis and 
polio but have not received Hib containing vaccines should receive a 
single dose of Hib/MenC vaccine. 


All unimmunised or incompletely immunised children under 10 years 
of age require one dose of Hib and MenC over the age of 1 year in 
accordance with the vaccination of individuals with uncertain or 
incomplete immunisation status guidance. 


Secondary prevention of MenC disease 


Vaccination for the prevention of secondary cases of MenC disease 
should be in accordance with recommendations from the local 



https://www.gov.uk/government/publications/immunisation-procedures-the-green-book-chapter-4

https://www.gov.uk/government/publications/immunisation-procedures-the-green-book-chapter-4

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

https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status

https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status
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Dose and frequency of 
administration 
(continued) 


UKHSA Health Protection Team and informed by national guidance 
(see Guidance for Public Health Management of Meningococcal 
Disease in the UK). 


Unless they have been vaccinated against MenC in the preceding 12 
months, contacts from one year of age should receive one dose of 
MenC containing vaccine. 


Individuals less than one year of age should receive two doses of 
MenC containing vaccine one month apart.  


Duration of treatment A single dose from 1 year of age or a two dose course for contacts 
under 1 year of age.  


Other meningococcal vaccines (such as MenACWY) are used for 
subsequent routine boosters in adolescence. 


Quantity to be supplied 


and administered 
Single 0.5ml dose per administration. 


Supplies Centrally purchased vaccines for the national immunisation 
programme can only be ordered via ImmForm. Vaccines for use for 
the national immunisation programme are provided free of charge.  


Vaccine for the management of contacts of MenC disease should 
ideally be ordered from the manufacturer/wholesalers. 


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. 


After reconstitution, the vaccine should ideally be administered 
promptly or kept between +2°C to +8°C and used within 24 hours. 
Experimental data show that the reconstituted vaccine could also be 
kept up to 24 hours at ambient temperature (25°C). If it is not used 
within 24 hours, do not administer the vaccine.  


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. 


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 guidance in the technical 
memorandum 07-01: Safe management of healthcare waste 
(Department of Health, 2013). 


Drug interactions Immunological response may be diminished in those receiving 
immunosuppressive treatment. Vaccination is recommended even if 
the antibody response may be limited. 


May be given at the same time as other vaccines. 


A detailed list of drug interactions is available in the SPC, which is 
available from the electronic Medicines Compendium website.  



https://www.gov.uk/government/publications/meningococcal-disease-guidance-on-public-health-management

https://www.gov.uk/government/publications/meningococcal-disease-guidance-on-public-health-management

https://www.gov.uk/government/publications/storage-distribution-and-disposal-of-vaccines-the-green-book-chapter-3

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.gov.uk/government/publications/guidance-on-the-safe-management-of-healthcare-waste

https://www.gov.uk/government/publications/guidance-on-the-safe-management-of-healthcare-waste

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


Mild side effects such as irritability, loss of appetite, drowsiness and 
slightly raised temperature commonly occur. Less commonly crying, 
insomnia, abdominal pain, diarrhoea, vomiting, atopic dermatitis, 
rash, malaise and fever over 39.5˚C have been repor ted. 


Hypersensitivity reactions and anaphylaxis can occur but are very 
rare. 


A detailed list of adverse reactions is available in the vaccine’s SPC, 
which is available from the electronic Medicines Compendium. 
website 


Reporting procedure of 


adverse reactions 


Healthcare professionals and individuals/parents/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.   


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 patient or carer 


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


Immunisation promotional material may be provided as appropriate: 
• A guide to immunisation for babies born on or after 1 January 


2020  


• Immunisations at one year of age 
Available from: www.gov.uk/government/collections/immunisation 


Patient advice and follow 
up treatment 


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


The individual/parent/carer should be advised to seek medical 
advice in the event of an adverse reaction. 


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


Special considerations 
and additional 
information 


 


 


 


 


 


 


 


 


Ensure there is immediate access to adrenaline (epinephrine) 1 in 
1000 injection and access to a telephone at the time of vaccination. 


Two Hib containing vaccines may be given at the same time (such 
as Hib/MenC and DTaP/IPV/Hib/HepB) when required to catch-up 
immunisations in individuals who are un- or incompletely immunised 
(see vaccination of individuals with uncertain or incomplete 
immunisation status). 


Meningococcal and Hib-containing vaccines may be given to 
pregnant women when clinically indicated. There is no evidence of 
risk from vaccinating pregnant women or those who are breast-
feeding with inactivated bacterial vaccines.The occurrence of  apnoea 
following vaccination is especially increased in infants who were born 
very prematurely. For guidance see Chapter 7 of the Green Book. 


 
 



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

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

https://yellowcard.mhra.gov.uk/

https://www.gov.uk/government/publications/a-guide-to-immunisations-for-babies-up-to-13-months-of-age

https://www.gov.uk/government/publications/a-guide-to-immunisations-for-babies-up-to-13-months-of-age

https://www.gov.uk/government/publications/immunisations-between-12-and-13-months-of-age

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

https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status

https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status

https://www.gov.uk/government/publications/immunisation-of-individuals-with-underlying-medical-conditions-the-green-book-chapter-7
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Records  


 


 


 


Record:  


• 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 


• quantity administered 


• batch number and expiry date 


• anatomical site of vaccination 
• advice given, including advice given if excluded or declines 


immunisation 


• details of any adverse drug reactions and actions taken 


• supplied via PGD 


Records should be signed and dated (or a password-controlled 
immuniser’s record on e-records).  


All records should be clear, legible and contemporaneous. 


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


The local Child Health Information Services team must be notif ied 
using the appropriate documentation/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  Hib/MenC vaccine  


• Immunisation Against Infectious Disease: The Green Book Chapter 
16, last updated 19 April 2013, and Chapter 22, last updated 20 
September 2016.  
https://www.gov.uk/government/collections/immunisation-against-
infectious-disease-the-green-book  


• Summary of Product Characteristic for Menitorix®, 
GlaxoSmithKline.  


https://www.medicines.org.uk/emc/product/167 6 May 2020.  


• Vaccination of individuals with uncertain or incomplete 
immunisation status.  17 March 2022. 
https://www.gov.uk/government/publications/vaccination-of-
individuals-with-uncertain-or-incomplete-immunisation-status  


• Guidance for Public Health Management of Meningococcal 
Disease in the Updated August 2019.  
https://www.gov.uk/government/publications/meningococcal-
disease-guidance-on-public-health-management 


General 


• Health Technical Memorandum 07-01: Safe Management of 
Healthcare Waste. Department of Health 20 March 2013   
 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 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 March 2017. 
https://www.nice.org.uk/guidance/mpg2  


• NICE MPG2 Patient group directions: competency framework for 
health professionals using patient group directions. Updated March 
2017. 


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


• 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 


  



https://www.gov.uk/government/publications/haemophilus-influenzae-type-hib-the-green-book-chapter-16

https://www.gov.uk/government/publications/haemophilus-influenzae-type-hib-the-green-book-chapter-16

https://www.gov.uk/government/publications/meningococcal-the-green-book-chapter-22

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.medicines.org.uk/emc/product/167

https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status

https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status

https://www.gov.uk/government/publications/meningococcal-disease-guidance-on-public-health-management

https://www.gov.uk/government/publications/meningococcal-disease-guidance-on-public-health-management

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/collections/immunisation

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





Hib/MenC PGD v05.00 Valid from: 31 July 2022 Expiry: 1 August 2024                                         Page 16 of 16 


 


7. Practitioner authorisation sheet 
 
Hib/MenC PGD v05.00 Valid from: 31 July 2022 Expiry: 1 August 2024  


 
Before signing this PGD, check that the document has had the necessary authorisations in 
section two. 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 I have read and understood the content of this PGD and that I am willing 
and competent to work to it within my professional code of conduct. 


Name Designation Signature Date 


    


    


    


    


    


    


    


 


Authorising manager  


I confirm that the practitioners named above have declared themselves suitably 
trained and competent to work under this PGD. I 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-12712 


Pneumococcal polysaccharide vaccine (PPV23) Patient Group 
Direction (PGD) 


This PGD is for the administration of 23-valent pneumococcal polysaccharide vaccine 
(PPV23) to individuals from 65 years of age and individuals from 2 years of age in a clinical 
risk group in accordance with the national immunisation programme for active immunisation 
against pneumococcal disease and UK guidelines for the public health management of 


clusters of severe pneumococcal disease in closed settings. 


This PGD is for the administration of PPV23 by registered healthcare practitioners identified 


in Section 3, subject to any limitations to authorisation detailed in Section 2.  


Reference no: PPV23 PGD 


Version no:   v04.00 
Valid from:  31 August 2022 
Review date:  1 March 2024 
Expiry date:  1 September 2024 


The UK Health Security Agency (UKHSA) has developed this PGD to facilitate the 
delivery of publicly funded in England immunisation 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 
product is to be supplied, in accordance with Human Medicines Regulations 2012 
(HMR2012)1. The PGD is not legal or valid without signed authorisation in accordance 
with HMR 2012 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’. Only sections 2 and 7 can be amended within the designated editable fields provided. 


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 PGDs for authorisation can be found from: 
https://www.gov.uk/government/collections/immunisation  


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


 
1 This includes any relevant amendments to legislation.  



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

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

mailto:immunisation@ukhsa.gov.uk
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Enquiries relating to the availability of organisationally authorised PGDs and subsequent 
versions of this PGD should be directed to The Screening and Immunisation Team, NHS 
England – Midlands, responsible for your area:  


 


East (Derbyshire & Nottinghamshire and Leicester, Leicestershire, Rutland, Lincolnshire & 
Northamptonshire) england.emids-imms@nhs.net  
 


West (Shropshire, Staffordshire, Birmingham, Coventry, Dudley, Herefordshire, Sandwell, 
Solihull, Walsall, Warwickshire, Wolverhampton & Worcestershire)  


england.wmid-imms@nhs.net 
   



mailto:england.emids-imms@nhs.net

mailto:england.wmid-imms@nhs.net
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Change history 


 
Version 
number 


Change details Date 


V01.00 New PHE PGD template 1 September 2016 


V02.00 PPV PGD amended to: 


• include vaccination in accordance with UK guidelines for 
the public health management of  clusters of serious 
pneumococcal disease in closed settings  


• include 64year olds who may be immunised during the 
influenza season and who will turn 65 years by the 31 
March 


• include both vial and pre-filled syringe presentations of 
PPV 


• include additional healthcare practitioners in Section 3 


• refer to PHE vaccine incident guidance within the off-label 
and storage sections 


• include minor rewording, layout and formatting changes 
for clarity and consistency with other PHE PGD templates 


8 August 2018 


V03.00 PPV PGD amended to: 


• clarify abbreviation from PPV to PPV23 as used in the the 
Green Book. 


• recommend vaccination of contacts if not received PPV23 
in the preceding 12 months. 


• insert a note on immunisation of welders in the inclusion 
section and remove mention elsewhere 


• update off-label section in line with revised SPC 


• include minor rewording, layout and formatting changes 
for clarity and consistency with other PHE PGD templates 


19 May 2020 


V04.00 PPV PGD amended to: 


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


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


• remove NHS England DES (2020/21) cohort 64 years 
turning 65 years old by 31 March statement and related 
footnote from criteria for inclusion as PPV is now part of 
General Medical Services Statement of Financial 
Entitlements Directions 2022/23 (GMS SFE) 


• remove the generic pneumococcal polysaccharide vial from 
name, dose and strength section as it has been 
discontinued by manufacturer  


• update supplies section following the change to supply 
route on 1 July 2021 


• remove from special considerations section the generic 
statement from Green Book Chapter 7 regarding the timing 
of the vaccination in immunosuppressive treatments and 
aligned it to the specific guidance in Chapter 25 


• update references 
• delete Appendix A for consistency     


29 June 2022 
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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) 


Suki Hunjunt 
Lead Pharmacist 


Immunisation Services, Immunisation 


and Vaccine Preventable Diseases 


Division, UKHSA 


 
29 June 2022 


 
Doctor 
 


Shamez Ladhani 
Consultant Paediatric Infectious 


Disease Consultant, UKHSA   


29 June 2022 


 
Registered Nurse 
(Chair of Expert Panel) 


David Green 
Nurse Consultant, Immunisation and 


Vaccine Preventable Diseases 


Division, UKHSA   


29 June 2022 


 


This PGD has been peer reviewed by the UKHSA Immunisations PGD Expert Panel in accordance 
with the UKHSA PGD Policy. It has been approved by the UKHSA Medicines Governance Group and 
ratif ied by the UKHSA Clinical Quality and Oversight Board. 
 


Expert Panel 


Name Designation 


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


Sarah Dermont 
Clinical Project Coordinator and Registered Midwife, NHS Infectious 
Diseases in Pregnancy Screening Programme, NHS England (NHSE) 


Ed Gardner 
Advanced Paramedic Practitioner / Emergency Care Practitioner, 
Medicines Manager, Proactive Care Lead 


Beth Graham 
Lead Pharmacist, Immunisation Services, Immunisation and Vaccine 
Preventable Diseases Division, UKHSA 


Jacqueline Lamberty Lead Pharmacist Medicines Governance, UKHSA 


Michelle Jones 
Principal Medicines Optimisation Pharmacist, NHS Bristol, North 
Somerset and South Gloucestershire Integrated Care Board (ICB) 


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


Alison Mackenzie 
Consultant in Public Health Medicine, Screening and Immunisation 
Lead, NHSE (South West) 


Gill Marsh Principal Screening and Immunisation Manager, NHSE (North West) 


Lesley McFarlane 
Screening and Immunisation Manager: Clinical (COVID-19 and 
Influenza), NHSE (Midlands) 


Tushar Shah Lead Pharmacy Advisor, NHSE (London Region)  
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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. 


 
NHS England -Midlands  authorises 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 and NHS Improvement – Midlands to provide immunisation services in: 
Derbyshire, Nottinghamshire, Leicestershire, Lincolnshire, Northamptonshire, Shropshire, 
Staffordshire, Birmingham, Coventry, Dudley, Herefordshire, Sandwell, Solihull, Walsall, 


Warwickshire, Wolverhampton and Worcestershire 
 


Limitations to authorisation 
None 


 


Organisational approval (legal requirement) 


Role Name  Sign Date 
Director of Primary Care 
and Public Health 
Commissioning – NHS 
England - Midlands 
 


Trish Thompson                               


                             


03.08.2022            


 


Additional signatories according to locally agreed policy 


Role Name  Sign Date 
 
 
 


 
 
  


 
 
  


 
 
  


 
 
 


 
 
  


 
 
  


 
 
  


 
 
 


 
 
  


 
 
  


 
 
  


 
 
 


 
 
  


 
 
  


 
 
  


 


Local enquiries regarding the use of this PGD may be directed to The Screening and 
Immunisation Team, NHS England – Midlands, responsible for your area:  


 


East (Derbyshire & Nottinghamshire and Leicester, Leicestershire, Rutland, Lincolnshire & 
Northamptonshire) england.emids-imms@nhs.net  
 



mailto:england.emids-imms@nhs.net
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West (Shropshire, Staffordshire, Birmingham, Coventry, Dudley, Herefordshire, Sandwell, 
Solihull, Walsall, Warwickshire, Wolverhampton & Worcestershire)  


england.wmid-imms@nhs.net  


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.  



mailto:england.wmid-imms@nhs.net
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3. Characteristics of staff 


 


Qualifications and 


professional registration  


Registered professional with one of the following bodies: 


• 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 privately 
provided community pharmacy services) 


• 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: 


• 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 


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


• 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 


• 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 


• 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 and/or 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. 


  
  



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
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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 65 years of 
age and individuals from 2 years of age in a clinical risk group, for 
the prevention of pneumococcal disease in accordance with the 
national immunisation programme and UK guidelines for the public 
health management of clusters of severe pneumococcal disease in 


closed settings (see  Managing clusters of pneumococcal disease in 


closed settings ) and recommendations given in Chapter 25 of 
Immunisation Against Infectious Disease: the ‘Green Book’. 


Criteria for inclusion Individuals who: 


• are aged 65 years and over  
• are aged 2 years and over and have a medical condition included 


in the clinical risk groups defined in the Green Book Chapter 25 
Table 25.2.  


• have asplenia, splenic dysfunction or chronic kidney disease (see 
Chapter 25 Table 25.2) and require a pneumococcal 
polysaccharide vaccine (PPV23) booster 


• are recommended vaccination by the local Health Protection 
Team for the public health management of pneumococcal 
disease in accordance with Managing clusters of pneumococcal 
disease in closed settings  


Note: Individuals at risk of frequent or continuous occupational 
exposure to metal fumes (such as welders) should be considered for 
immunisation taking into account exposure control measures in 
place. This indication is outside the remit of this PGD. 


Criteria for exclusion2 Individuals for whom no valid consent has been received. 


Individuals who: 


• are less than 2 years of age  


• have previously received PPV23 over the age of 2 years, except 
individuals with asplenia, splenic dysfunction and chronic kidney 
disease (see  Green Book Chapter 25) and those recommended 
vaccination for the public health management of clusters of 
severe pneumococcal disease in closed settings 


• have had a confirmed anaphylactic reaction to a previous dose of 
PPV23 or to any component of the vaccine 


• have received pneumococcal conjugate vaccine (PCV) in the 
preceding 8 weeks 


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


Cautions including any 
relevant action to be 
taken 


Antibody response may be impaired in those with immunological 
impairment and those with an absent or dysfunctional spleen (see 
Special considerations / additional information section regarding 
appropriate timing of vaccination). 


Action to be taken if the 
patient is excluded 


Continued over page 


If aged less than 2 years PPV23 is not indicated, ensure PCV 
immunisation is up to date.  


 
2Exclusion 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 



https://www.gov.uk/government/publications/managing-clusters-of-pneumococcal-disease-in-closed-settings

https://www.gov.uk/government/publications/managing-clusters-of-pneumococcal-disease-in-closed-settings

https://www.gov.uk/government/publications/managing-clusters-of-pneumococcal-disease-in-closed-settings

https://www.gov.uk/government/publications/pneumococcal-the-green-book-chapter-25

https://www.gov.uk/government/publications/pneumococcal-the-green-book-chapter-25

https://www.gov.uk/government/publications/pneumococcal-the-green-book-chapter-25

https://www.gov.uk/government/publications/pneumococcal-the-green-book-chapter-25

https://www.gov.uk/government/publications/managing-clusters-of-pneumococcal-disease-in-closed-settings

https://www.gov.uk/government/publications/managing-clusters-of-pneumococcal-disease-in-closed-settings

https://www.gov.uk/government/publications/pneumococcal-the-green-book-chapter-25
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Action to be taken if the 
patient is excluded 
(continued) 
 
 
 
 


If PPV23 has previously been received over the age of 2 years and 
the individual does not have asplenia, splenic dysfunction or chronic 
kidney disease (see Green Book Chapter 25) and the individual is  


not recommended vaccination for the public health management of 
clusters of severe pneumococcal disease in closed settings, further 
PPV23 is not indicated.  


Individuals who have received PCV in the preceding 8 weeks 
postpone immunisation until 8 weeks has elapsed.  


In case of postponement due to acute severe 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 
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 GP or a prescriber as appropriate. 


Action to be taken if the 
patient 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.  For 
further information on consent see Chapter 2 of the ‘Green Book’. 


Advise the individual/parent/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 as appropriate. 


Arrangements for referral 


for medical advice 
As per local policy 


  



https://www.gov.uk/government/publications/pneumococcal-the-green-book-chapter-25

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

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


Name, strength and 
formulation of drug 


Pneumovax® 23 solution for injection in a pre-filled syringe  
 


Each 0.5ml dose contains 25 micrograms of each of the 
following 23 pneumococcal polysaccharide serotypes: 1, 2, 3, 


4, 5, 6B, 7F, 8, 9N, 9V, 10A, 11A, 12F, 14, 15B, 17F, 18C, 
19F, 19A, 20, 22F, 23F, 33F. 


Legal category Prescription only medicine (POM) 


Black triangle  No 


Off-label use Administration of a further dose of PPV23 to high-risk individuals 
who have already received a dose of PPV23 more than 12 months 
previously is off -label but may be recommended in accordance with 
the Managing clusters of pneumococcal disease in closed settings. 


Vaccine 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 vaccine is 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/carer that the 
vaccine is being offered in accordance with national guidance but 
that this is outside the product licence. 


Route and method of 
administration 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


Administer by intramuscular or subcutaneous injection. The preferred 
site is the deltoid region of the upper arm.  


The intramuscular route is routinely used because localised 
reactions are more common when vaccines are given 
subcutaneously. However, for individuals with a bleeding disorder, 
vaccines may alternatively be given by subcutaneous injection to 
reduce the risk of bleeding in accordance in the Green Book Chapter 
4. 


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 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. 


The vaccine's normal appearance is a clear colourless solution.. 


The vaccine should be visually inspected for particulate matter and 
discoloration prior to administration. In the event of any foreign 
particulate matter and/or variation of physical aspect being observed, 
do not administer the vaccine.  


The vaccine’s SPC provides further guidance on administration and  
is available from the electronic Medicines Compendium website.  


Dose and frequency of 
administration 
Continued over page 
 


Single 0.5ml dose.  


Individuals with asplenia, splenic dysfunction or chronic kidney 
disease (see Chapter 25) should be revaccinated at 5 year intervals. 



https://www.gov.uk/government/publications/managing-clusters-of-pneumococcal-disease-in-closed-settings

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.gov.uk/government/publications/immunisation-procedures-the-green-book-chapter-4?msclkid=0c22e65ad06911eca4479d6aa715510c

https://www.gov.uk/government/publications/immunisation-procedures-the-green-book-chapter-4?msclkid=0c22e65ad06911eca4479d6aa715510c

https://www.medicines.org.uk/emc/?msclkid=fdd2735fcf9211ecb7485836fe0d99f4

https://www.gov.uk/government/publications/pneumococcal-the-green-book-chapter-25
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Dose and frequency of 
administration 
(continued) 
 


PPV23 should be offered to high-risk individuals recommended 
vaccination by the local Health Protection Team for the public health 
management of pneumococcal disease in accordance with 
Managing clusters of pneumococcal disease in closed settings , 
unless they have received PPV23 in the previous 12 months.  


Revaccination is not routinely indicated for other individuals. 


Duration of treatment Single 0.5ml dose (see Dose and frequency of administration 
regarding indications for revaccination).  


Quantity to be supplied 


and administered 
Single 0.5ml dose. 


Supplies From 1 July 2021 changes were made to the supply route of PPV for 


the use in the NHS pneumococcal polysaccharide immunisation 
programme to bring the supply in line with the other national 
immunisation programmes. 


Vaccines are available to order from the ImmForm website for the 
routine immunisation programme and immunisation of those with 
underlying medical conditions (see Change to the supply route of 
Pneumococcal Polysaccharide Vaccine (Pneumovax®23), vaccine 
for the national immunisation programme). 


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.  
Store in original packaging in order 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 risk assessed for suitability 
of continued off-label use or appropriate disposal. Refer to  Vaccine 
Incident Guidance. 


Disposal Equipment used for immunisation, including used vials, ampoules, or 
discharged vaccines in a syringe or applicator, should be disposed of 
safely in an UN-approved puncture-resistant ‘sharps’ box, according 
to local authority arrangements and guidance in the  


Health Technical Memorandum 07-01: Safe management of 
healthcare waste (Department of Health, 2013). 


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


PPV23 may be given at the same time as other vaccines. 


PPV23 can also be given at the same time as shingles vaccine, 
Zostavax®, as recommended in the  ‘Green Book’ following 
assessment of the evidence, concluding that there is no reduction in 
the effectiveness of Zostavax®. 


Identification and 
management of adverse 
reactions 


Continued over page 


Local reactions following vaccination are very common including 
pain, swelling, soreness, warmth, induration and/or redness at the 
injection site.  


A low-grade fever may occur. 



https://www.gov.uk/government/publications/managing-clusters-of-pneumococcal-disease-in-closed-settings

https://portal.immform.phe.gov.uk/

https://www.gov.uk/government/publications/pneumococcal-polysaccharide-vaccine-change-to-the-supply-route-from-june-2021-letter/pneumococcal-polysaccharide-vaccine-change-to-the-supply-route-from-june-2021-letter--2

https://www.gov.uk/government/publications/pneumococcal-polysaccharide-vaccine-change-to-the-supply-route-from-june-2021-letter/pneumococcal-polysaccharide-vaccine-change-to-the-supply-route-from-june-2021-letter--2

https://www.gov.uk/government/publications/pneumococcal-polysaccharide-vaccine-change-to-the-supply-route-from-june-2021-letter/pneumococcal-polysaccharide-vaccine-change-to-the-supply-route-from-june-2021-letter--2

https://www.gov.uk/government/publications/storage-distribution-and-disposal-of-vaccines-the-green-book-chapter-3

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

https://www.gov.uk/government/publications/shingles-herpes-zoster-the-green-book-chapter-28a
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Identification and 
management of adverse 
reactions 
(continued) 


 


The most common systemic adverse events reported are 
asthenia/fatigue, myalgia and headache. Hypersensitivity reactions 
and anaphylaxis can occur but are very rare.  


Rarely, injection site cellulitis has been reported. 


Other adverse events have been reported in clinical trials and post-
marketing surveillance but the frequency of these is not known.  


A detailed list of adverse reactions is available in the vaccine’s SPC, 
which is available from the electronic Medicines Compendium 
website. 


Reporting procedure of 


adverse reactions 


Healthcare professionals and individuals/parents/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.    


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 patient or carer 


Offer the marketing authorisation holder's patient information leaflet 


(PIL) provided with the vaccine.   


Immunisation promotional material may be provided as appropriate:  
• Splenectomy leaflet 


Available from: www.gov.uk/government/collections/immunisation  


Patient advice and follow 
up treatment  
 
 
 
 


Inform the individual/parent/carer of possible side effects and their 


management.  


Vaccination may not result in complete protection in all recipients.  


Individuals at especially increased risk of serious pneumococcal 
infection (such as individuals with asplenia, splenic dysfunction and 
those who have received immunosuppressive therapy for any 
reason), should be advised regarding the possible need for early 
antimicrobial treatment in the event of severe, sudden febrile illness. 


The individual/parent/carer should be advised to seek medical 
advice in the event of an adverse reaction.  


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


Special considerations 
and additional 
information 


 


 
 
 
 
 
 
 
 
 
 
Continued over page 


Ensure there is immediate access to adrenaline (epinephrine) 1 in 
1000 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.   


Individuals who are a contact of pneumococcal disease do not 
usually require PPV23. Immunisation may be indicated where there 
is a confirmed cluster of severe pneumococcal disease in a closed 
setting and should be on the advice of your local Health Protection 
Team.  


Pneumococcal vaccines may be given to pregnant women when the 
need for protection is required without delay. There is no evidence of 
risk from vaccinating pregnant women or those who are breast-
feeding with inactivated viral or bacterial vaccines or toxoids. 


 



https://www.medicines.org.uk/emc/?msclkid=fdd2735fcf9211ecb7485836fe0d99f4

https://www.medicines.org.uk/emc/?msclkid=fdd2735fcf9211ecb7485836fe0d99f4

https://yellowcard.mhra.gov.uk/

https://www.gov.uk/government/publications/splenectomy-leaflet-and-card?ghgh

http://www.gov.uk/government/collections/immunisation
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Special considerations 
and additional 
information 
(continued) 


Timing of vaccination 


Individuals with immunosuppression and HIV infection (regardless of 
CD4 count) should be given pneumococcal vaccines according to 
the recommendations. 


Wherever possible, immunisation or boosting of immunosuppressed 
or HIV-positive individuals should be either carried out before 
immunosuppression occurs or deferred until an improvement in 
immunity has been seen. The optimal timing for any vaccination 
should be based upon a judgement about the relative need for rapid 
protection and the likely response. For individuals due to commence 
immunosuppressive treatments, inactivated vaccines should ideally 
be administered at least two weeks before commencement. In some 
cases, this will not be possible and therefore vaccination may be 
carried out at any time and re-immunisation considered after 
treatment is finished and recovery has occurred. Ideally, PPV23 
should be given four to six weeks before elective splenectomy or 
initiation of treatment such as chemotherapy or radiotherapy. Where 
this is not possible, it can be given up to two weeks before treatment 
(see Green Book Chapter 25).  


If it is not practicable to vaccinate two weeks or more before 
splenectomy, immunisation should be delayed until at least two 
weeks after the operation. 


If it is not practicable to vaccinate two weeks or more before initiation 
of chemotherapy and/or radiotherapy, immunisation should be 
delayed until at least three months after completion of therapy in 
order to maximise the response to the vaccine.  


Immunisation of these individuals should not be delayed if this is 
likely to result in failure to vaccinate. 


Splenectomy, chemotherapy or radiotherapy should never be 
delayed to allow time for vaccination. 


Records 


 
 
 
 
 
 
 
 
 
 
 
 
 
  
 
 
 
 
 
 
 


Continued over page  


Record: 


• 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 


• quantity administered 


• batch number and expiry date 
• anatomical site of vaccination 


• advice given, including advice given if excluded or declines 
immunisation 


• details of any adverse drug reactions and actions taken 


• supplied via PGD 


Records should be signed and dated (or a password-controlled 
immuniser’s record on e-records).  


All records should be clear, legible and contemporaneous. 


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



https://www.gov.uk/government/publications/pneumococcal-the-green-book-chapter-25?msclkid=a98e0118d12411ec82e0ae972650f3de
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Records 
(continued) 
 


The local Child Health Information Services team must be notif ied 
using the appropriate documentation/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  Pneumococcal polysaccharide vaccine 


• Immunisation Against Infectious Disease: The Green Book Chapter 
25 last updated 13 January 2020. 
https://www.gov.uk/government/collections/immunisation-against-
infectious-disease-the-green-book 


• Summary of Product Characteristic for Pneumovax® 23vaccine, 
Merck Sharp & Dohme Limited. Last updated 29 January 2021. 


• https://www.medicines.org.uk/emc/product/9692/smpc 
 


• Guidelines for the public health management of clusters of severe  
pneumococcal disease in closed settings. Updated 21 February 
2020. 
https://www.gov.uk/government/publications/managing-clusters-of-
pneumococcal-disease-in-closed-settings 
 


• Pneumococcal polysaccharide vaccine: change to the supply route 
from June 2021 letter 
https://www.gov.uk/government/publications/pneumococcal-
polysaccharide-vaccine-change-to-the-supply-route-from-june-
2021-letter 


General 


• Health Technical Memorandum 07-01: Safe Management of 


Healthcare Waste. Department of Health 20 March 2013Error! 
Bookmark not defined. 
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 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 March 2017. 
https://www.nice.org.uk/guidance/mpg2  


• NICE MPG2 Patient group directions: competency framework for 
health professionals using patient group directions. March 2017.         
https://www.nice.org.uk/guidance/mpg2/resources  


• 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 


 
  



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.medicines.org.uk/emc/product/9692/smpc

https://www.gov.uk/government/publications/managing-clusters-of-pneumococcal-disease-in-closed-settings

https://www.gov.uk/government/publications/managing-clusters-of-pneumococcal-disease-in-closed-settings

https://www.gov.uk/government/publications/pneumococcal-polysaccharide-vaccine-change-to-the-supply-route-from-june-2021-letter

https://www.gov.uk/government/publications/pneumococcal-polysaccharide-vaccine-change-to-the-supply-route-from-june-2021-letter

https://www.gov.uk/government/publications/pneumococcal-polysaccharide-vaccine-change-to-the-supply-route-from-june-2021-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/collections/immunisation

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
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7. Practitioner authorisation sheet 
 
PPV23 PGD v04.00 Valid from: 31 August 2022 Expiry: 1 September 2024  


 
Before signing this PGD, check that the document has had the necessary authorisations in 
section two. 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 I have read and understood the content of this PGD and that I am willing 
and competent to work to it within my professional code of conduct. 


Name Designation Signature Date 


    


    


    


    


    


    


    


 


Authorising manager  


I confirm that the practitioners named above have declared themselves suitably 
trained and competent to work under this PGD. I 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.  
 






image8.emf
20220805PGDTdIPV

v5.00_FINAL_.docx signed TT 080822.pdf


20220805PGDTdIPVv5.00_FINAL_.docx signed TT 080822.pdf
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Publications gateway number: GOV-12925 


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, in accordance with the 
national immunisation programme in England, for travel. This PGD is also used for the 
administration of Td/IPV vaccine for the management of cases and contacts of diphtheria 
and poliomyelitis in an outbreak according to the national guidelines, recommendations from 
the JCVI and from the local health protection teams.  


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:   v5.00 
Valid from:  5 August 2022 
Review date:  5 March 2024 
Expiry date:  4 August 2024 
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)1. 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’. Only sections 2 and 7 can be amended within the designated editable fields provided. 
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.  


 
1 This includes any relevant amendments to legislation. 



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

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

mailto:immunisation@ukhsa.gov.uk
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Enquiries relating to the availability of organisationally authorised PGDs and subsequent 
versions of this PGD should be directed to: The Screening and Immunisation Team, NHS 
England – Midlands, responsible for your area:  
 
East (Derbyshire & Nottinghamshire and Leicester, Leicestershire, Rutland, Lincolnshire & 
Northamptonshire) england.emids-imms@nhs.net  
 
West (Shropshire, Staffordshire, Birmingham, Coventry, Dudley, Herefordshire, Sandwell, 
Solihull, Walsall, Warwickshire, Wolverhampton & Worcestershire)  
england.wmid-imms@nhs.net  
  



mailto:england.emids-imms@nhs.net

mailto:england.wmid-imms@nhs.net
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Change history 


Version  Change details Date 


V01.00 New PHE PGD template 16 October 2015 


V02.00 Td/IPV (Revaxis®) PGD routine review and amended to: 
• include vaccination in line with recommendations for the 


management of diphtheria or polio 
• remove exclusions regarding timing of previous vaccination 


(see dose section for schedules) 
• remove exclusions relating to neurological conditions, 


encephalopathy and Guillain Barre/brachial neuritis and 
relevant advice moved to the cautions section 


• update off-label section in relation to amended indications  
• update dose section with management of cases and contacts 


of polio and diphtheria 
• include minor rewording, layout and formatting changes for 


clarity and consistency with other PHE PGD templates 


29 September 2017 


V03.00 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 


V04.00 Td/IPV (Revaxis®) PGD routine review and amended to: 
• 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 


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


• 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 in to UK where history of 
immunisation is not known and children with partial and 
unknown history of immunisation as per Green Book Chapter 
26 and SPCs in the special consideration and additional 
information section 


 


 


5 August 2022 
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1. PGD development 
 
This PGD has been developed by the following health professionals on behalf of UKHSA: 
 


Developed by: Name Signature Date 


 
Pharmacist 
(Lead Author) 


Suki Hunjunt 
Lead Pharmacist 
Immunisation Services, Immunisation 
and Vaccine Preventable Diseases 
Division, UKHSA 


 
5 August 2022 


 
Doctor 
 


Dr Gayatri Amirthalingam 
Consultant Epidemiologist - 
Immunisation and Countermeasures, 
National Infection Service, UKHSA 


 5 August 2022 


 
Registered Nurse 
(Chair of Expert 
Panel) 


David Green 
Nurse Consultant, Immunisation and 
Vaccine Preventable Diseases Division, 
UKHSA 


 
5 August 2022 


 
This PGD has been peer reviewed by the UKHSA Immunisations PGD Expert Panel in accordance 
with the UKHSA PGD Policy. It has been approved by the UKHSA Medicines Governance Group and 
ratif ied by the UKHSA Clinical Quality and Oversight Board. 
 
Expert Panel 


 


Name Designation 


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


Sarah Dermont Clinical Project Coordinator and Registered Midwife, NHS Infectious 
Diseases in Pregnancy Screening Programme, NHS England (NHSE) 


Ed Gardner Advanced Paramedic Practitioner / Emergency Care Practitioner, 
Medicines Manager, Proactive Care Lead 


Jacqueline Lamberty Lead Pharmacist Medicines Governance, UKHSA 


Elizabeth Luckett Senior Screening & Immunisation Manager NHSE South West 


Michelle Jones Principal Medicines Optimisation Pharmacist, NHS Bristol, North 
Somerset and South Gloucestershire Integrated Care Board (ICB) 


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


Alison Mackenzie Consultant in Public Health Medicine, Screening and Immunisation 
Lead, NHSE South West 


Gill Marsh Principal Screening and Immunisation Manager, NHSE North West 


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


Tushar Shah Lead Pharmacy Advisor, 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. 
NHS England -Midlands authorises 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 and NHS Improvement – Midlands to provide immunisation services in: 
Derbyshire, Nottinghamshire, Leicestershire, Lincolnshire, Northamptonshire, Shropshire, 
Staffordshire, Birmingham, Coventry, Dudley, Herefordshire, Sandwell, Solihull, Walsall, 
Warwickshire, Wolverhampton and Worcestershire 
 
Limitations to authorisation 
None 


 
Organisational approval (legal requirement) 
Role Name  Sign Date 
Director Primary Care and 
Public Health Commissioning – 
NHSE Midlands 


Trish Thompson  08.08.22 


 
Additional signatories according to locally agreed policy 
Role Name  Sign Date 
 
 
 


 
 
  


 
 
  


 
 
  


 
 
 


 
 
  


 
 
  


 
 
  


 
 
 


 
 
  


 
 
  


 
 
  


 
 
 


 
 
  


 
 
  


 
 
  


 


Local enquiries regarding the use of this PGD may be directed to The Screening and 
Immunisation Team, NHS England – Midlands, responsible for your area:  
 
East (Derbyshire & Nottinghamshire and Leicester, Leicestershire, Rutland, Lincolnshire & 
Northamptonshire) england.emids-imms@nhs.net  
 
West (Shropshire, Staffordshire, Birmingham, Coventry, Dudley, Herefordshire, Sandwell, 
Solihull, Walsall, Warwickshire, Wolverhampton & Worcestershire)  
england.wmid-imms@nhs.net 



mailto:england.emids-imms@nhs.net

mailto:england.wmid-imms@nhs.net
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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: 
• 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 privately 
provided community pharmacy services) 


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


The practitioners above must also fulf il 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: 
• 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 
• must be competent in the use of PGDs (see NICE Competency 


framework for health professionals using PGDs) 
• 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 


• 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’ 


• must be competent in the recognition and management of 
anaphylaxis 


• must have access to the PGD and associated online resources 
• should fulf il 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 and/or 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. 


  


  



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/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
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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     


Criteria for inclusion Individuals aged 10 years and over who: 
• 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) 


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


• 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 


• 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 guidelines: Local and regional 
services guidelines and recommendations from the local health 
protection team. 


Criteria for exclusion2 
 
 
 


 
 
Continued over page 
 


Individuals for whom no valid consent has been received. 
Individuals who: 
• 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 
guidelines 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 


 
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 



https://www.gov.uk/government/publications/diphtheria-the-green-book-chapter-15

https://www.gov.uk/government/publications/polio-the-green-book-chapter-26

https://www.gov.uk/government/publications/tetanus-the-green-book-chapter-30

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

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

https://www.gov.uk/government/publications/tetanus-the-green-book-chapter-30

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

https://www.gov.uk/government/publications/polio-national-guidelines
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Criteria for exclusion 
(continued) 


 
 


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 


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


Cautions including any 
relevant action to be 
taken 
 
 
 
 
 


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 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 the 
preventable infection, and vaccination should be promptly given once 
the diagnosis and/or the expected course of the condition becomes 
clear. 
If a child has experienced encephalopathy or encephalitis within seven 
days of immunisation, it is unlikely that these conditions will have been 
caused by the vaccine and they should be investigated by a specialist. 
If a cause is identif ied or the child recovered within seven days, 
immunisation should proceed as recommended. In children where no 
underlying cause was found, and the child did not recover completely 
within seven days, immunisation should be deferred until the condition 
has stabilized or the expected course of the condition becomes clear. 
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 
recommended even if the antibody response might be limited. 


Action to be taken if the 
patient is excluded 


If aged under 10 years assess for immunisation with 
DTaP/IPV/Hib/HepB, DTaP/IPV or dTaP/IPV as appropriate.  
In case of postponement due to acute severe febrile illness, advise 
when the individual can be vaccinated and ensure another appointment 
is arranged. 
Seek appropriate advice from the local Screening and Immunisation 
Team, local Health Protection Team or the individual’s clinician as 
appropriate. 
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 
patient or carer 
declines treatment 
 


Continued over page 


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’. 



https://www.legislation.gov.uk/ukpga/2005/9/contents

https://www.legislation.gov.uk/ukpga/2005/9/contents

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

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
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Action to be taken if the 
patient or carer 
declines treatment 
(continued) 


Advise the individual/parent/carer about the protective effects of the 
vaccine, the risks of infection and potential complications. 
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): 
• Revaxis®, suspension for injection in a pre-filled syringe. 


Legal category Prescription only medicine (POM) 


Black triangle  No 


Off-label use 
 
 
 


 
 
 


 
 
 
 


 
 
 


 
 
 


 
 
 


 
 
 


 
 
 
 


 
 
 


 
Continued over page 


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 five 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 diphtheria 
and/or tetanus is off-label but may proceed once the cause is identif ied, 
the condition has been stabilized 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/IPVRevaxis® for 
the management of outbreak, cases or contacts 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 guidelines. 
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 five years, however, in an outbreak the vaccine would be 
given in accordance with the national guidance given in response to the 
outbreak 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. 
Vaccine 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 vaccine is 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/carer that the vaccine 



https://www.gov.uk/government/publications/diphtheria-the-green-book-chapter-15

https://www.gov.uk/government/publications/diphtheria-the-green-book-chapter-15

https://www.gov.uk/government/publications/polio-the-green-book-chapter-26

https://www.gov.uk/government/publications/tetanus-the-green-book-chapter-30

https://www.gov.uk/government/publications/diphtheria-the-green-book-chapter-15

https://www.gov.uk/government/publications/tetanus-the-green-book-chapter-30

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

https://www.gov.uk/government/publications/polio-the-green-book-chapter-26

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

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
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Off-label use 
(continued) 


is being offered in accordance with national guidance but that this is 
outside the product licence. 


Route and method of 
administration 
 
 
 
 
 
 
 
 
 
 
 
 
 


Administer by intramuscular injection, preferably into deltoid region 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 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. 
For individuals with a bleeding disorder, vaccines normally given by an 
intramuscular route should be given 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 not be used if foreign particles are present in the 
suspension. 
The SPC provides further guidance on 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) or 
historically using DTaP/IPV (Infanrix®-IPV)).  
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 three 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, 
ideally 10 years, after the first booster dose, if less than 5 doses of 
diphtheria, tetanus and polio vaccine are documented. 
Travel immunisation 
Individuals travelling should be vaccinated in accordance with the UK 
schedule.  



https://www.gov.uk/government/publications/immunisation-procedures-the-green-book-chapter-4

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

https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status

https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status
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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 (in England 
and Wales) 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 three doses at monthly 
intervals.  


Individuals who are fully immunised but have not received diphtheria 
containing vaccine in 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/wholesalers. 


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


 


 



https://www.gov.uk/government/publications/tetanus-the-green-book-chapter-30

https://www.gov.uk/government/publications/tetanus-the-green-book-chapter-30

https://www.gov.uk/government/publications/diphtheria-public-health-control-and-management-in-england-and-wales

https://www.gov.uk/government/publications/diphtheria-public-health-control-and-management-in-england-and-wales

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

https://www.gov.uk/government/publications/storage-distribution-and-disposal-of-vaccines-the-green-book-chapter-3

https://www.gov.uk/government/publications/protocol-for-ordering-storing-and-handling-vaccines
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Storage 
 


Store at +2°C to +8°C.  
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 risk assessed for suitability of 
continued off-label use or appropriate disposal, refer to Vaccine 
Incident Guidance. 


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 guidance in the technical 
memorandum 07-01: Safe management of healthcare waste 
(Department of Health, 2013). 


Drug interactions Immunological response may be diminished in those receiving 
immunosuppressive treatment. Vaccination is recommended even if the 
antibody response may be limited. 
May be given at the same time as other vaccines. 
A detailed list of drug interactions is available in the SPC, which is 
available from the electronic Medicines Compendium website. 


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 in the SPC, which is 
available from the electronic Medicines Compendium website. 


Reporting procedure of 
adverse reactions 
 
 


Healthcare professionals and individuals/parents/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.  
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 patient or 
carer 


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


Patient advice and 
follow up treatment 
 
 


Inform the individual/parent/carer of possible side effects and their 
management.  
The individual/parent/carer should be advised to seek medical advice 
in the event of an adverse reaction. 
When administration is postponed advise the individual/parent/carer 
when to return for vaccination. 



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.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/

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

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

http://yellowcard.mhra.gov.uk/

http://yellowcard.mhra.gov.uk/
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Special considerations 
and additional 
information 


Ensure there is immediate access to adrenaline (epinephrine) 1 in 
1000 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 SPCs). 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 six months of life and 
most common in the second year of life. After this age the frequency 
falls and they are rare after f ive 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.  
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. 
Intravenous drug users 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 
 


Record:  
• 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 immuniser 
• name and brand of vaccine 
• date of administration 
• dose, form and route of administration of vaccine 
• quantity administered 
• batch number and expiry date 



https://www.gov.uk/government/publications/polio-the-green-book-chapter-26

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

https://www.gov.uk/government/publications/polio-the-green-book-chapter-26

https://www.gov.uk/government/publications/polio-the-green-book-chapter-26

https://www.legislation.gov.uk/ukpga/2005/9/contents

https://www.legislation.gov.uk/ukpga/2005/9/contents
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Records 
(continued) 


• anatomical site of vaccination 
• advice given, including advice given if excluded or declines 


immunisation 
• details of any adverse drug reactions and actions taken 
• supplied via PGD 


Records should be signed and dated (or a password-controlled 
immuniser’s record on e-records).  
All records should be clear, legible and contemporaneous. 
This information should be recorded in the individual’s GP record. 
Where 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 notif ied using the appropriate 
documentation/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 
Immunisation against infectious disease - GOV.UK  


• Summary of product characteristic for Revaxis®, Sanofi Pasteur. 24 
July 2020.  
REVAXIS - Summary of Product Characteristics (SmPC)       


• Vaccination of individuals with uncertain or incomplete 
immunisation status. Updated 17 March 2022.  
Vaccination of individuals with uncertain or incomplete 
immunisation status - GOV.UK  


• Public health control and management of diphtheria (in England 
and Wales) guidelines. Published 21 June 2022. 
Diphtheria: public health control and management in England - 
GOV.UK   


• National polio guidelines: Local and regional services.  Published 
26 September 2019. 
Polio: national guidelines - GOV.UK   


General 
• Health Technical Memorandum 07-01: Safe Management of 


Healthcare Waste. Department of Health 20 March 2013.  
• NHS England » (HTM 07-01) Management and disposal of 


healthcare waste  
• National Minimum Standards and Core Curriculum for 


Immunisation Training. Published February 2018.  
Immunisation training standards for healthcare practitioners - 
GOV.UK  


• NICE Medicines Practice Guideline 2 (MPG2): Patient Group 
Directions. Published March 2017. 
Overview | Patient group directions | Guidance | NICE  


• NICE MPG2 Patient group directions: competency framework for 
health professionals using patient group directions. Updated March 
2017. 


     www.nice.org.uk/guidance/mpg2/resources 
• UKHSA Immunisation Collection 


www.gov.uk/government/collections/immunisation  
• Vaccine Incident Guidance 


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


  



https://www.gov.uk/government/publications/diphtheria-the-green-book-chapter-15

https://www.gov.uk/government/publications/diphtheria-the-green-book-chapter-15

https://www.gov.uk/government/publications/polio-the-green-book-chapter-26

https://www.gov.uk/government/publications/tetanus-the-green-book-chapter-30

https://www.medicines.org.uk/emc/medicine/15259#ORIGINAL

https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status

https://www.gov.uk/government/publications/vaccination-of-individuals-with-uncertain-or-incomplete-immunisation-status

https://www.gov.uk/government/publications/diphtheria-public-health-control-and-management-in-england-and-wales

https://www.gov.uk/government/publications/diphtheria-public-health-control-and-management-in-england-and-wales

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

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

https://www.nice.org.uk/Guidance/MPG2

http://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
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7. Practitioner authorisation sheet 
 
Td/IPV (Revaxis®) PGD v5.00 Valid from: 5 August 2022 Expiry: 4 August 2024 
 
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 I have read and understood the content of this PGD and that I am willing 
and competent to work to it within my professional code of conduct. 


Name Designation Signature Date 


    


    


    


    


    


    


    
 
Authorising manager  


I confirm that the practitioners named above have declared themselves suitably 
trained and competent to work under this PGD. I 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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COVID Vaccination Support Bulletin 
 


Issued to: Staff delivering COVID-19 and Flu Vaccination 


Programmes across the Midlands 


Please forward this bulletin to all members of the COVID-19 vaccination 
team, from vaccinators to volunteers, security and clinical staff.  


Introduction 


We in the region want to say a big thank you for all the brilliant work 


undertaken throughout the spring campaign and we hope that you can take 


some time to rest before September.  


With the arrival of August, the flu season is suddenly around the corner and 


change is in the air. This month sees the beginning of some changes for the 


bulletin. We have responded to feedback asking for a summary to use at 


handovers and team meetings- please tell us what you think of this and if it is 


helpful. The summary is on the last page. More change is to come and will 


be more noticeable in the next bulletin which will be released to coincide with 


the autumn booster campaign.  


Highlights from this issue include a quick breakdown of the CARS incidents 


thematic review for Q1 2022/23- a useful learning tool- and a contribution 


from Dr Jane Selwyn about planning for surgery and the timing for COVID 


vaccination.  


Dr Vijay Rawal  


Regional Medical Director for Primary Care (including Public Health 


Commissioning) 


NHS England and NHS Improvement- Midlands 
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COVID-19 and flu: autumn planning 


COVID-19 vaccination booster 


The JCVI have published their interim recommendations for the autumn booster 


programme, and the cohorts are: 


• All adults aged 50 and over 


• Those aged 5 to 49 in a clinical risk group (including pregnancy) 


• Those aged 5 to 49 who are household contacts of people with 


immunosuppression 


• Those aged 16 to 49 who are carers 


• Residents in a care home for older adults and staff working in care homes for 


older adults 


• Frontline health and social care workers 


The final recommendations and guidance from JCVI and announcement from 


MHRA were received as this bulletin went to publication- these will be a feature 


of the next issue. 


Flu season 2022/23 


In addition, the DHSC have announced an extension of the offer of free flu vaccine to 


include: 


• All adults aged 50 to 64 years 


• Secondary school children in years 7, 8 and 9 


Please continue to forward any clinical autumn programme related questions 


to us and we will endeavour to find the answers for you. 


New incident guidance published 


The new, revised COVID-19 vaccination programme clinical incident reporting SOP 


has been released by the national team and is available on NHS Futures. The 


document details the new process of weekly reporting of all incidents by SVOC to 


CARS via a template supplied within the SOP and reiterates the escalation 


procedures already in use.  


The document Vaccine incident guidance: Responding to errors in vaccine storage, 


handling and administration (publishing.service.gov.uk) has also recently been 


updated.  


For flu immunisation incidents or enquiries contact your local SIT team for advice 


and support: 


West Midlands: england.wmid-imms@nhs.net  


East Midlands: england.emids-imms@nhs.net  



https://future.nhs.uk/CovidVaccinations/view?objectId=94031141

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1088780/UKHSA-vaccine-incident-guidance-6-july-2022.pdf

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1088780/UKHSA-vaccine-incident-guidance-6-july-2022.pdf

mailto:england.wmid-imms@nhs.net

mailto:england.emids-imms@nhs.net
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For COVID-19 vaccination incidents or enquiries please continue to contact CARS. 


For coadministration FLU/COVID incidents or enquiries please contact CARS. 


CARS Q1 2022/23 incident thematic review 


CARS recently completed a review of all the incidents reported to CARS in Quarter 1 


of 2022/23 with the aim of identifying key themes to help inform learning to improve 


the safety of the COVID-19 vaccination programme across the region.  


Incident themes 


There were some common incident themes uncovered: 


• Legal (where vaccine was given without appropriate legal arrangement) 


• Dosing error  


• Incorrect vaccine type 


• Incorrect time interval 


• Cold chain 


Legal 


The legal category included several incidents of vaccine used beyond expiry- CARS 


would like to remind providers to check the expiry date on the box and 


familiarise themselves with current advice that all extensions are in place prior 


to delivery of the vaccine- no sites should be extending the vaccine expiry 


date.  


Dosing error 


Dosing error incidents included where the booster dose of Moderna was given 


instead of the full dose, or where vaccine was given undiluted. The rate of 


dosing errors per vaccines given is unchanged since the COVID-19 vaccination 


programme started, so CARS would remind all staff to think about how these could 


be improved and please share any ideas or processes with us to share with the 


region.   


Incorrect vaccine type 


Incorrect vaccine type errors were those where Comirnaty 10micrograms/dose or 


Comirnaty 30micrograms/dose was given to the wrong age group. These incidents 


have significantly increased in this quarter, perhaps because of the introduction of 


another vaccine into sites. There are useful resources on NHS Futures and in 


previous bulletin issues about reducing the risk when operating in multi-vaccine 


sites- please look at how the learning of others could make your own operation safer.  


Incorrect time interval 


Incorrect time interval errors were when the electronic patient record was not 


checked prior to administration of the vaccine, and the patient received a 


vaccine at too short an interval from their previous dose. On a similar note, in the 


legal category there were multiple incidents of patients receiving an extra dose of 
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vaccine because the electronic patient record was not checked prior to 


administration. CARS would like to remind all registered practitioners that according 


to the NMC standards for nurses and for midwives they have a responsibility to 


ensure safe and effective administration of medicines- which includes ensuring the 


patient is receiving their vaccine at the right time, and that a dose is not being 


duplicated. The COVID-19 vaccination programme is complex, and amazing 


things have been achieved at lightning speed in rapidly changing 


circumstances across the region but it is vital that the basics do not get 


forgotten in the rush to get needles in arms.  


The RCN website has some great resources for support with medicines 


management. 


Cold chain 


In the majority of cases cold chain incidents occurred due to circumstances beyond 


control: a power cut occurred or similar. The management of cold chain incidents 


across the region is excellent, with vaccine quarantined while advice is sought. 


CARS want to remind everyone involved to familiarise themselves with the 


manufacturers’ summaries of product characteristics (SPC), as these contain precise 


information about the temperature recommendations for each vaccine. A good place 


to find these is Home - electronic medicines compendium (emc) or via the MHRA at 


MHRA guidance on coronavirus (COVID-19) - GOV.UK (www.gov.uk).  


Other useful resources are The Green Book: Storage, distribution and disposal of 


vaccines: the green book, chapter 3 - GOV.UK (www.gov.uk) 


The Protocol for ordering storing and handling vaccines (publishing.service.gov.uk) 


is from 2014 but I am assured by UKHSA it remains valid.  


SPS also provide detailed information about cold chain management: Cold chain 


management for COVID-19 Vaccines – SPS - Specialist Pharmacy Service – The 


first stop for professional medicines advice 


Decommissioning of Vaxzevria 


Vaxzevria (Oxford-Astrazeneca) vaccine has been decommissioned from the 31st 
August: this is the date all remaining stock will expire. Detailed information about this 
decision and any implications for the small number of patients who may be affected 
can be found here or you can contact CARS who will endeavour to find the answer 
for you.  



https://www.nmc.org.uk/globalassets/sitedocuments/standards-of-proficiency/nurses/future-nurse-proficiencies.pdf

https://www.nmc.org.uk/globalassets/sitedocuments/standards-of-proficiency/nurses/future-nurse-proficiencies.pdf

https://www.nmc.org.uk/globalassets/sitedocuments/standards/standards-of-proficiency-for-midwives.pdf

https://www.rcn.org.uk/clinical-topics/medicines-management

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

https://www.gov.uk/government/collections/mhra-guidance-on-coronavirus-covid-19

https://www.gov.uk/government/publications/storage-distribution-and-disposal-of-vaccines-the-green-book-chapter-3

https://www.gov.uk/government/publications/storage-distribution-and-disposal-of-vaccines-the-green-book-chapter-3

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/300304/Protocol_for_ordering__storing_and_handling_vaccines_March_2014.pdf

https://www.sps.nhs.uk/covid-19-vaccines/general-information-and-guidance/cold-chain-management/

https://www.sps.nhs.uk/covid-19-vaccines/general-information-and-guidance/cold-chain-management/

https://www.sps.nhs.uk/covid-19-vaccines/general-information-and-guidance/cold-chain-management/

https://future.nhs.uk/CovidVaccinations/view?objectId=142148389
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Surgery and COVID-19 vaccination 


CARS received an enquiry regarding whether there should be a delay between receiving a 


COVID-19 vaccine and undergoing surgery. Jane Selwyn, GP Medical Lead for Sherwood 


Forest Hospitals Trust interrogated this, as advice continues to persist about delays: 


Please continue to raise any and all clinical queries about the programme with CARS and 


we will endeavour to find a response- or get someone else to do it for us! 


 


Further to the Clinical Leads meeting today I have asked the question as to whether 


there remains guidance regarding a suggested time interval between COVID 


vaccination and planned surgery and it appears to be unchanged. I was directed to the 


RCOS of England and have found this guidance from 22nd January 2021 which remains 


the guidance in use: 


Information for surgeons on vaccination of patients awaiting surgery 


With a number of COVID-19 vaccinations now available the UK, Surgical Royal 


Colleges have been advised the following: 


The vaccine may give some systemic events, such as a fever and chills, within 1-2 


days after vaccination, but these resolve soon after. It is reported normally to settle fully 


within a week. Such a fever is uncommon after dose 1 but occurs in about 15% after 


dose 2.  


Essential urgent surgery should take place, irrespective of vaccination status. 


Non-urgent elective surgery can also take place soon after vaccination. There is some 


rationale for separating the date of surgery from vaccination by a few days (at most 1 


week) so that any symptoms such as fever might be correctly attributed to the 


consequences of either vaccination or the operation itself. 


 



https://www.rcseng.ac.uk/coronavirus/vaccinated-patients-guidance/
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Contact us 


If you would like to contribute to future bulletins and have any 


insights to share, please contact us at: 


• briony.mason1@nhs.net  


COVID-19 Regional Immunisation Manager (CARS Lead) NHS 


England- Midlands 


 


Clinical Advice Response Service (CARS): send an email to 


england.midscovid19vacs.pmo2@nhs.net marked ‘for the 


attention of CARS’ 


 


 


 
Issued by the NHS Midlands Clinical Reference Group  
 
 
Disclaimer: While the information in this document is considered correct at the date 


of publication, changes in circumstances after the time of publication may impact on 


the accuracy of this information 


  



mailto:briony.mason1@nhs.net

mailto:england.midscovid19vacs.pmo2@nhs.net
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