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1. Introduction
 
· There are a comprehensive list of documents supporting the national COVID-19 vaccination programme. There is also advice in the Roving and Mobile model access, to make sure there are clear protocols in place to control access, both for staff and patients attending vaccinations. This protocol intends to signpost to the key national documents that should be read and followed, as well as provide guidance on the governance arrangements that should be in place with partner organisations such as the PCNs and the LVS sites

· East London NHS Foundation Trust (ELFT) and its staff are committed to the safe, effective and timely provision of COVID-19 vaccines to patients in its care and health and social care staff. 
 
Related Policies 
· Medicines policy 
· SOP for Fridge and Clinical room temperature monitoring for safe storage of medicines 
· Resuscitation Policy 
· Anaphylaxis recognition and treatment policy  
· Infection prevention and Control Policy Manual 
· Covid-19 IPC Policy 
· Cardio-pulmonary resuscitation COVID-19 (Exceptional) SOP 
· Mental capacity policy 
· Medicines Reconciliation Policy 
 
2. Purpose 
To outline processes for management of inpatient vaccinations via mobile teams from hospital hub clinics and safe governance and medicines management principles for COVID-19 vaccine use. 
3. Inpatient prioritisation
· All inpatients who consent will be offered the vaccine as inpatients.  

	Area 
	Patient group 

	Fothergill, Sally Sherman, Cazaubon 
East Ham Care Centre, Shrewsbury Rd, Forest 
Gate, London E7 8QP 
	Older adults  
All current inpatients  

	Leadenhall 
Tower Hamlets Center for Mental Health, Mile End Hospital, E1 4DG 
	Older adults 
All current inpatients  

	Fountains Court (Limited numbers due to Covid positive cases) 
Merton Road, 
Bedfordshire Bedford  MK40 3AF 
	Older adults 
All current inpatients 

	Cedar House 
Bedford Health Village, 
3 Kimbolton Road, Bedfordshire MK40 2NT 
	Mental Health Rehabilitation – care home all current inpatients  

	Poplars  
Mayer Way, Off Houghton Road, Houghton 
Regis, Bedfordshire LU5 5BF 
	Older adults 
All current inpatients 

	Learning difficulties ward  
John Howard Centre, 12 Kenworthy Rd, 
Homerton, London E9 5TD 
	Older adults 
All current inpatients 

	Inpatient wards 
Wolfson House, Posnanski Court, 311-315 
Green Lanes, Finsbury Park, London N4 2ES 
	Identified at risk patients according to cohort 

	Inpatient wards 
John Howard Centre, 12 Kenworthy Rd, 
Homerton, London E9 5TD 
	Identified at risk patients according to cohort 

	All adult mental health 
 
	At risk patients  


 
4. Model – Mobile Vaccinations (see Appendix 1 Patient Pathway and Appendix 2 Staff Pathway)

· Ward MDT is responsible for identifying inpatients eligible for receiving COVID-19 vaccine. 
· Mobile vaccinators will be deployed from Mile End Hospital - East London NHS FT on ELFT inpatient wards and premises. 
· Vaccinations will occur in an allocated room on the ward, large enough to accommodate up to three roving vaccination team members (1 Vaccination lead RHCP, 1 admin, 1 vaccinator) as well as the patient and ward staff member
· Roving vaccination team must be assigned a member of the ward team to support with escorting patients to the clinic, and summoning support if required (i.e. rapid response team, crash team or emergency services).
· Experienced vaccinators and administration staff will vaccinate eligible inpatients at ward level. 
· Authority to administer will be by individual patient prescription or Patient Group Direction (PGD) if the patient is consented by vaccination lead nurse on EPMA or on a paper drug chart (EHCC Fothergill and Sally Sherman only). 
· Patients will be provided with information leaflet and vaccination card. 
· Administration will be documented on JAC and entered on NIVS 
· Mobile vaccine team will follow guidance and SOP on safe transfer of vaccine maintaining the cool chain – see attached SOP Roving and Mobile models

                 

· Pharmacy Department – Mile End Hospital will be the only central site within ELFT storing the Covid-19 vaccines 
· Movement of stock will be within ELFT directorate premises  
· All appropriate measures to prevent contamination of the vials once punctured will be applied. See Appendix 7 for further information.       
· Once the ward patients are vaccinated, staff who wish can also have their vaccine         

5. Workforce 
· Ward doctor or Vaccination lead nurse to undertake health questionnaire, obtain patient consent and prescribe vaccine on JAC or paper chart.  They will also assist in any medical emergencies. 
· Ward pharmacist to advise on governance, undertake clinical screening, offer appropriate advice, and organise supply. A dedicated pharmacist to have responsibility for daily stocktake at each site. 
· Ward admin/lead  
· Care coordinator 
· Roving clinics will have the following staff: 
· Registered experienced COVID-19 nurse vaccinator  
· Experienced administration staff 
· Local vaccinator (training) 
Responsibilities: 

	Ward doctor and/or Vaccination Lead Nurse
	Health questionnaire 
Patient consent 
Prescription/documenting on EPMA 

	Ward doctor 
	Documentation on RIO 
Documentation on discharge notification form (NODF) 
Contact GP if needed regarding administration of vaccine 
Assist any medical emergencies

	Ward pharmacist 
	Vaccine governance 
Clinical screening 
Clinical advice 
Ordering vials for mobile clinic 
Stocktake 
Screening NODF to ensure details included 

	Ward lead / admin 
	Ensure second dose added to ward diary Ensure second dose plan included in discharge planning/CPA 

	Care coordinator 
	Involved to coordinate additional dose planning 

	Mobile team nurse 
	Preparation vials 
Administering dose on EPMA 

	Mobile team admin 
	Entering data on NIVS 


 

6. Training 
COVID-19 specific training, BLS and anaphylaxis 
· All registered nursing staff running COVID-19 Clinics and administering COVID-19 vaccines require specific training according to their vaccination experience: 
· Experienced and competent vaccinators who have vaccinated within the past 12 months 
· Registered Health Care Professionals new to, or returning to vaccination after a prolonged period 
· See document to access required training checklist:
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/969903/Core_competency_assessment_tool_March2021.pdf

Standard operating procedures (SOPs) 
· All nurses undertaking preparation and administration of the vaccine must read and sign that they have understood SOP PCBV3 for Spikevax® XBB.1.5
· All nurses undertaking stocktake and waste of the vaccine must read and sign that they have understood SOP for Disposal of Damaged, Used or Expired COVID-19 Vaccine at the Hospital hub clinic, SOP PCBV4 Stocktaking and Reconciliation of Spikevax® XBB.1.5
· Clinic Lead to hold log of vaccinators signed off for above SOPs. Pharmacy team to have oversight of this. 
 
7. Medicines supply 
Allocation of vaccine to hospital hub 
· Allocations are made via a central mechanism from UKHSA and ICB
· Standard Operating Procedure (SOPs) for stock control, management of waste and reporting structures are required for central teams to manage allocations.  Therefore, it is important to keep tight control over these areas. 
Presentation of vaccine 
Spikevax® XBB.1.5 – (Only from 18 years of age and older)

· This is a multidose vial that contains 5 doses of 0.5 ml each.
· One dose (0.5 mL) contains 50 micrograms of andusomeran, a COVID-19 mRNA Vaccine (embedded in lipid nanoparticles).
· Andusomeran is a single-stranded, 5'-capped messenger RNA (mRNA) produced using a cell-free in vitro transcription from the corresponding DNA templates, encoding the viral spike (S) protein of SARS-CoV-2 (XBB.1.5).



Pharmacy Site contact details:
	City and Hackney Centre for Mental Health 
	City and Hackney Pharmacy 
Office Lead named contact – Susana Fontelo
	elft.pharmacycityandhackney@nhs.net
 	  
 

	Tower Hamlets Centre for Mental Health 
	Mile End Hospital Pharmacy 
Lead named contact – Bhavin Karania, Iffah Salim and Jennifer Clifford 
	elft.pharmacytowerhamlets@nhs.net 

	Newham Centre for Mental 
Health  
	Newham pharmacy office 
Lead named contact - Veena Shivnath 
	elft.pharmacynewham@nhs.net 
 

	Wolfson House (Forensics) 
	Mile End Hospital Pharmacy 
Lead named contact - Bhavin Karania, Iffah Salim and Jennifer Clifford
	elft.pharmacytowerhamlets@nhs.net 

	John Howard Centre (Forensics) 
	Mile End Hospital Pharmacy 
Lead named contact -  Bhavin Karania, Iffah Salim and Jennifer Clifford
	elft.pharmacytowerhamlets@nhs.net 

	Luton Wellbeing Service, Calnwood Court 
	Luton pharmacy office 
Lead named contact - Natasha Patel 
	elft.pharmacyluton@nhs.net 


 
How to order from your pharmacy team 
· Teams need to liaise with pharmacy in advance to ensure vaccinations are prescribed for allocated roving clinic day 
· Pharmacy staff to prepare and issue number of doses required for the mobile clinic.  
· Nursing staff to collect consumables and cool box containing the vaccines from pharmacy team 
 
Collecting stock from Pharmacy at the Vaccination Centre and receiving stock in clinic  
 
· Pharmacy will prepare the cool box to hold the vials requested for transport to inpatient ward. 
· Pharmacy will issue the administrations logs for each vial 
· Pharmacy will supply 5 syringes for 5 dose vials for Spikevax® XBB.1.5
· Pharmacy will supply Patient Information Leaflets and Vaccination record cards for the number of doses issued. 
· Cold chain to be maintained 2-8oC for non-punctured vials of Spikevax® XBB.1.5
· After first dose withdrawal, use the vial as soon as practically possible and within 6 hours (stored at temperature of 8⁰C to 30⁰C).
· Follow the trust SOP on fridge and room temperature management 
· Once at the clinic, cool box should be opened as close to the fridge as possible, and vials placed in the fridge. NB Vials need to be kept in the original manufacturer packaging. 
· Should not be stacked more than two boxes high 

Cool boxes 
• 	See best practice for cool boxes https://www.sps.nhs.uk/wp-content/uploads/2021/03/Cool-boxes-for-Covid-19-vaccine-quick-reference-guide-08.06.22-v3.pdf

Stock remaining at end of clinic 
· Ideally all doses should be used from vials issued that day. 
· All remaining partially used or unused vials needs to be returned to pharmacy, only if the cold chain has been maintained 
· Implement a temperature monitoring remote system that ensures cold chain and alerts pharmacy team that excursion has occurred. 
· For Spikevax® XBB.1.5: See SOP PCBV4 Stocktaking and reconciliation of vials

8. At admission 
• 	At admission, the patient must have a medicines reconciliation by a pharmacist/pharmacy technician which states whether the patient has received the COVID-19 vaccine already or not (ward doctor at weekends) this will be communicated to the MDT. 
 
9. Prescribing 
· The ward doctor or vaccination lead nurse will be responsible for prescribing or consenting using a PSD or PGD Spikevax® XBB.1.5 (for 18yrs+) to inpatients on the relevant site. 
· National protocols for vaccinations can found; https://www.england.nhs.uk/coronavirus/covid-19-vaccination-programme/legal-mechanisms/national-protocols-for-covid-19-vaccines/
· The prescription needs to be written for administration on the agreed roving clinic day or patients can be consented by the roving vaccination lead nurse on arrival to ward.  
· Up to date information on the vaccine can be found: The green book, chapter 14a https://assets.publishing.service.gov.uk/media/65d50a1f2197b2001d7fa70e/Greenbook-chapter-14a-20240220.pdf
· COVID-19 Vaccination information for healthcare practitioners
          https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment
_data/file/951155/COVID-
19_vaccination_programme_guidance_for_healthcare_workers_11_January_2021_V3.1.pd f 
· The prescription will be made on JAC - See Appendix 5
· For Fothergill, Sally Sherman, Archer unit and for SMI community prescribe on an inpatient drug chart in the once only section: 
· At the time of the first prescription the second dose should be added as a place holder on EPMA (see Appendix 5) and the date added to the ward diary. 
· The ward doctor or vaccination lead nurse will undertake health assessment for eligibility of COVID-19 vaccine and consent the patient.  This will be documented in the patient RIO progress notes 
· Inpatients only who meet eligibility and are within recommended JVCI cohorts should be vaccinated. 
Consent 
· Consent must be obtained from inpatients prior to prescribing and documented on RIO. Where a patient lacks capacity to provide informed consent to vaccination a best interest decision will need to be determined and decision fully documented on RIO. 
· The Consultant doctor is responsible for best interest decisions and these must be documented. 
· Where appropriate, the person’s advocates or those with power of attorney should be consulted, and if there is a deputy or attorney with relevant authority then consent must be sought from them to be able to make a decision on the person’s behalf to receive the vaccination. 
· See Government guidance https://www.gov.uk/government/publications/coronaviruscovid-19-looking-after-people-who-lack-mental-capacity/the-mental-capacity-act-2005mca-and-deprivation-of-liberty-safeguards-dols-during-the-coronavirus-covid-19-pandemicadditional-guidancea 
· Useful reading and guidance on capacity and COVID-19 vaccinations can be found: 
Obtaining consent is discussed in Chapter 2 of “Immunisation against infection disease” (the Green Book). https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment _data/file/144250/Green-Book-Chapter-2-Consent-PDF-77K.pdf  
 
https://www.mentalcapacitylawandpolicy.org.uk/covid-19-vaccination-and-the-mca-thefirst-court-of-protection-judgment/  
 
https://1f2ca7mxjow42e65q49871m1-wpengine.netdna-ssl.com/wpcontent/uploads/2020/12/Mental-Capacity-Guidance-Note-COVID-19-vaccination-andcapacity-v3.pdf 
 
10. Preparation and administration 
· Ensure the Spikevax® XBB.1.5 vaccine has been prescribed correctly on EPMA and vaccinator is satisfied that the prescription is safe. 
· Ensure preparation checklist is complete before each vaccine session.
· Ensure the Lateral Flow Test has been done before each administration
· Prepare and administer vaccine according to SOP PCBV3 for Spikevax® XBB.1.5

· Each vial contains at least the number of 5 doses stated. It is normal for liquid to remain in the vial after withdrawing the final dose. Where a full 0.5ml dose cannot be extracted, the remaining volume should be discarded.  
· Complete sign out sheet (Appendix 4) for each vial taken out of the cool box, these must be returned to the pharmacist/pharmacy at the end of each day. 
· Administration and administering nurse to complete the NIVS entry including repeating the health questionnaire with the patient. 
· Patient information leaflet should be provided to the patient post dose. See Public Health England Covid-19 Vaccination, ‘ What to expect after your vaccination patient information leaflet: 
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_ data/file/951769/PHE_COVID-
19_vaccination_guide_what_to_expect_after_your_vaccination_English_v2.pdf  
· Information on the Spikevax® XBB.1.5 Covid-19 vaccine can be found in the Green Book

11. Incident reporting and Adverse drug reactions 
· DATIX Reporting –All incidents and near misses relating to any aspect of the process of end to end deployment of COVID-19 vaccines must be reported on the DATIX system. Within the ‘incident description’ section, the keyword “COVIDVACC” must be included.  
 
· Adverse Drug Reaction reporting - Suspected adverse reactions following administration of COVID-19 vaccine should be reported on the DATIX (if uncommon, serious or significant) and to the MHRA using the specially established Coronavirus Yellow Card reporting scheme (https://coronavirus-yellowcard.mhra.gov.uk/or call 0800 731 6789). As a new vaccine product, MHRA have a specific interest in the reporting of adverse drug reactions for the new COVID-19 vaccines. 
 
· Common/minor side effects – DO NOT report on DATIX. You can report these to the MHRA via the Coronavirus Yellow Card reporting scheme. 
 
· Uncommon/Serious/Significant side effects - Report on DATIX and to the MHRA via the Coronavirus Yellow Card reporting scheme.  
 
· Adverse Drug Reactions: 
Very common side effects include: 
· Having a painful, heavy feeling and tenderness in the arm where you had the injection. 
This tends to be worst around 1-2 days after the vaccine 
              o Feeling tired 
· Headache 
· General aches or mild flu like symptoms 
Although feeling feverish is not uncommon for 2-3 days, a high temperature is unusual and may indicate you have COVID-19 or another infection. Advise the person the normal dose of paracetamol (follow the advice in the packaging) to help with common side effects. These side effects usually last less than a week.  
 
12. Medical emergencies 
· All staff will have BLS and anaphylaxis training
· The Roving vaccination team will supply: 
· 2 x Anaphylaxis Kit. 
· 3 x Glucose 40% Oral Gel 25g tube. 
(The ward must have the equipment noted in Appendix 3. The vaccination team may be able to provide some equipment if prior notice is given)
· As much as possible the team on the ward where the patient is vaccinated should be prepared for possible adverse events. There should be at least 2 registered nurses on duty when the vaccine is given, at least one of whom should have completed Immediate Life Support and is available to support the patient if adverse event occurs. In the event of a medical emergency, additional support should be provided by the Duty Senior Nurse, Rapid Response Team/Emergency Nursing Team and Duty Doctor.  
· Anaphylaxis – See Appendix 6 and Resus Council Guidance 
https://www.resus.org.uk/about-us/news-and-events/anaphylaxis-guidance-vaccination-settings
· Dial 999 for medical emergencies, or 2222 if applies to site. 
 
13. Documentation 
· Documentation of administration is completed in the National Immunisation Vaccination System (NIVS)   
· JAC EPMA see Appendix 5. 
· Ward nurse in charge responsible for documenting on RIO progress notes and specify whether it is first, second or booster dose.
· All vaccine administration information and plans for second doses must be included in the Discharge notification to the GP (NODF) 

14. Stocktake 
· Clinic and pharmacy staff to be involved in daily stocktake 
· For Spikevax® XBB.1.5: Follow SOP PCBV4 Stocktaking and reconciliation of vials


15. At discharge 
· Information must be included in the discharge notification 
· If the patient has not received the second dose, and the patient is due for discharge before the 8-week interval, review to administer second dose prior to leaving hospital 
· If this is not possible, co-ordination with the GP directly is required, in particular with regard to receiving the Spikevax® XBB.1.5

 

Where can I find more information? 
As information is constantly being reviewed and updated nationally as more information is identified, staff are advised to look at the latest information on the gov.uk websites  

See the Green book, chapter 14a, COVID-19 Vaccines
https://assets.publishing.service.gov.uk/media/65d50a1f2197b2001d7fa70e/Greenbook-chapter-14a-20240220.pdf

See the Green book, chapter 8, Vaccine safety and the management of adverse events following immunisation https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file /147868/Green-Book-Chapter-8-v4_0.pdf 

· See the National Protocol for Spikevax® XBB.1.5 (for 18yrs+)


             

· See the National PGD for Spikevax® XBB.1.5 (for 18yrs+)



        



Appendix 1

Pathway 1: Mobile Vaccination Outreach Patient COVID and Flu Vaccination Pathway 

[image: ]

1: The vaccination team will bring:  
· Vaccines stored in cool box and temperatures checked hourly. 
· Spare Ice packs. 
· Syringes, needles, plasters, alcohol gel, alcohol swaps, cotton buds. 
· Dilution packs. 
· Information Leaflets and vaccination cards. 
2: Support required from the ward staff member assigned to the vaccination team: 
· Escorting patient to the clinic. 
· Escorting vaccine staff to patient rooms if required. 
· Summoning support if required (rapid response team, crash team or emergency services). 
3: The vaccination team will supply: 
· 2 x Anaphylaxis Kit. 
· 3 x Glucose 40% Oral Gel 25g tube. 
The ward must have the equipment noted in appendix. The vaccination team may be able to provide some equipment if prior notice is given.   

4: The vaccination team will be responsible for any post vaccination monitoring if required. In the event of an adverse reaction the ward team may be required to assist.  



Appendix 2

Pathway 2: Mobile Vaccination Outreach Staff COVID and Flu Vaccination Pathway 
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1: The vaccination team will bring:  
· Vaccines stored in cool box and temperatures checked hourly. 
· Spare Ice packs. 
· Syringes, needles, plasters, alcohol gel, alcohol swaps, cotton buds. 
· Dilution packs. 
· Information Leaflets and vaccination cards. 
 
2: The vaccination team will supply: 
· 2 x Anaphylaxis Kit. 
· 3 x Glucose 40% Oral Gel 25g tube. 
The ward must have the equipment noted in appendix. The vaccination team may be able to provide some equipment if prior notice is given.  
 
3. The vaccination team will be responsible for any post vaccination monitoring if required. In the event of an adverse reactions the ward team may be required to assist.  







Appendix 3: RESUSCITATION EQUIPEMENT. ROVING TEAM

Roving vaccination team will bring; he vaccination team will supply: 
2 x Anaphylaxis Kit. 
3 x Glucose 40% Oral Gel 25g tube. 
The ward must have the equipment noted in appendix. The vaccination team may be able to provide some equipment if prior notice is given. 

Vaccination Team lead checks that the ward had the required equipment for managing a medical emergency. 

	No.
	Ward stock

	
	

	1
	Defibrillator (AED) - pads pre-attached

	1
	Spare Hands Free Defibrillator Pads in AED case lid (compatible with AED)

	1
	Spare defibrillator battery in AED case lid (compatible with AED)

	1
	AED Starter Kit (prep-kit)

	1
	Sharps Bin (empty)

	1
	Pocket Mask

	1
	Oxygen Cylinder (minimum 3/4 full, seals removed, main valve opened)

	1
	Stethoscope

	1
	Fingertip pulse oximeter

	1
	Large First Aid (Please complete separate audit)

	1
	Pen torch

	1
	Blood Glucose Monitor

	1
	Blood Glucose Test Strips

	5
	Lancets

	1
	Electronic Blood Pressure Machine (Batteries installed and working)

	1
	Infrared Thermometer

	2
	Adult non-rebreathe mask

	1
	Adult Bag Valve Mask. 

	
	

	
	Roving Vaccination Team

	
	

	2
	Anaphylactic Shock Kit

	3
	Glucose 40% Oral Gel 25g tube

























Appendix 4: 
· This can be used for Spikevax® XBB.1.5 Vaccine (ONLY for 18yrs+)

· 5 DOSE VIAL SPIKEVAX® XBB.1.5 Vaccine Log (use a separate log for each vial) 

Only have 1 vial in use at any time. Following first puncture, the vial can be used for up to 6 hours (stored at 2⁰C to 25⁰C).
Date:  
Ward mobile clinic: 
Vial batch Number:  
Time vial taken out of fridge: 
Expiry Time (6 hours after first dose has been withdrawn): 


	Dose withdrawn 
	Volume drawn up 
	Time drawn up 
	Drawn up by 
	Checked by 
(if applicable) 
	

	1 
	0.5ml 
	 
	 
	 
	     Patient
      Staff

	2 
	0.5ml 
	 
	 
	 
	     Patient
      Staff

	3 
	0.5ml 
	 
	 
	 
	     Patient
      Staff

	4 
	0.5ml 
	 
	 
	 
	     Patient
      Staff

	5 
	0.5ml 
	 
	 
	 
	     Patient
      Staff



Please scan and RETURN this Vaccine log to PHARMACY email address at the end of clinic  









Appendix 5: How to prescribe COVID-19 vaccine on JAC

Prescribing a COVID-19 Spikevax XBB.1.5 mRNA Vaccine (for 1st, 2nd and/or Booster dose)

1. 	Select ‘Add Drug’ and search for ‘COVID-19’. Select ‘COVID-19 Spikevax XBB.1.5 mRNA Vaccine’.
[image: A screenshot of a computer
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2.	On selecting ‘COVID-19 Spikevax XBB.1.5 mRNA Vaccine’ the below drug note will appear.

[image: A screenshot of a computer
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3. 	On the ‘Order Entry’ page, ensure all the details are correct. The dose will be set to a STAT Order and will default to be administered on the day of prescribing. It is therefore important to ensure ‘start on’ date and time are correct. Select ‘Next’ 

[image: A screenshot of a computer
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4. 	Ensure the details are correct on the ‘Confirmation’ tab and select ‘Confirm’.
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5. 	Once the dose has been prescribed, it will appear on ‘Inpatient Rx’ as per the screenshot below 
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 Appendix 6: Management of Anaphylaxis in the vaccination setting
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Appendix 7: Risk reduction measures for preventing contamination of vials 
The roving model is based on a single site administration; however, the vials may be moved within that site for administration to patients on different wards. 
Follow these risk reduction measures to prevent harm through administration of a contaminated dose of vaccine. 
Risk reduction measures: 
· Aseptic technique is of paramount importance. 
· Minimise the time between the first and last puncture within the maximum time period of 6 hours. 
· Ensure the vial is transported and stored within a validated cool box for the 6 hour period. 
· Remove the vial from a validated cool box immediately before withdrawing the first dose and replace it immediately after withdrawing the last dose to be administered on any 1 ward. 
· Swab the entire vial and then the bung, with 70% alcohol swab after removal from the validated cool box. 
· Swab the entire vial with alcohol swab before replacing it in the cool box. 
· If failure of aseptic technique is suspected, discard punctured vials. 
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COVID-19 Vaccine (Adults) National Protocol v5.00  Valid from: 8 April 2024 Expiry: 30 June 2024 Page 1 of 25 


 
Publications gateway number: GOV-16167 


National protocol for COVID-19 vaccine (adults) 


Reference no: COVID-19 vaccine (adults) protocol  
Version no:   v5.00 
Valid from:  8 April 2024 
Expiry date:  30 June 2024 
 
This protocol is for the administration of COVID-19 vaccine to individuals 18 years and over in 
accordance with the national COVID-19 vaccination programme. 


This protocol is for the administration of COVID-19 vaccines by appropriately trained persons in 
accordance with regulation 247A of the Human Medicines Regulations 2012 (HMR 2012), 
inserted by The Human Medicines (Coronavirus and Influenza) (Amendment) Regulations 2020  


The UK Health Security Agency (UKHSA) has developed this protocol for authorisation by 
or on behalf of the Secretary of State for Health and Social Care to facilitate the delivery of 
the national COVID-19 vaccination programme commissioned by NHS England (NHSE)  


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


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


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


A clinical supervisor, who must be a registered doctor, nurse or pharmacist trained and competent 
in all aspects of the protocol, must be present and take overall responsibility for provision of 
vaccination under the protocol at all times and be identifiable to service users. The drawing up of 
the vaccine has its own supervision requirements in accordance with Part 1 of the HMR 2012 and 
will need to be done by, or under the supervision of a registered doctor, nurse or pharmacist. If a 
vaccination service is being provided at scale, the clinical supervisor should only take on specific 
supervision requirements in relation to the drawing up of the vaccine if this can be done safely 
alongside their overarching role. Any time the protocol is used, the name of the clinical supervisor 
taking responsibility and all the people working under different stages of the protocol must be 
recorded for the session. The clinical supervisor has ultimate responsibility for safe care being 
provided under the terms of the protocol. Staff working under the protocol may be supported by 
additional registered healthcare professionals, but the clinical supervisor retains overall 
responsibility. Staff working to the protocol must understand who the clinical supervisor for their 
practice at any time is and can only proceed with their authority. The clinical supervisor may 



https://www.legislation.gov.uk/uksi/2020/1125/regulation/14/made

https://www.legislation.gov.uk/uksi/2012/1916/contents

https://www.legislation.gov.uk/uksi/2020/1125/contents/made

https://www.legislation.gov.uk/uksi/2012/1916/part/1
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withdraw this authority for all members of staff or individual members of staff at any time and has 
authority to stop and start service provision under the protocol as necessary. Every member of 
staff has a responsibility to and should, report immediately to the clinical supervisor any concerns 
they have about working under the protocol in general or about a specific individual, process, 
issue or event. 


Operation under this protocol is the responsibility of service providers or contractors. Provider 
organisations or contractors using this protocol should retain copies, along with the details of those 
authorised to work under it, for 8 years after the protocol expires.     


Individual users must check that they are using the current version of this protocol and current 
versions of any documents this protocol refers to. Amendments may become necessary prior to 
the published expiry date. Current versions of national protocols for COVID-19 vaccines, 
authorised by or on behalf of the Secretary of State for Health and Social Care in accordance with 
regulation 247A of the HMR 2012, can be found via: COVID-19 vaccination programme 


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



https://www.gov.uk/government/collections/covid-19-vaccination-programme

mailto:immunisation@phe.gov.uk
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Change history  


 
  


Version  Change details Date 


v1.00 
and 
v2.00 


See previous versions for this protocol for details of the change history.  27 March 2023 to 
7 September 2023 


v3.00 UKHSA combined (adults) COVID-19 vaccine protocol updated to:  


 include dose, handling, administration and storage details for 
Comirnaty® Omicron XBB.1.5 (30 micrograms/dose) dispersion for 
injection 


 reflect change in manufacturer shelf life from 18 months to 24 
months and change in licensing for Comirnaty® Original/Omicron 
BA.4-5 (15/15 micrograms)/dose dispersion for injection 


 clarify that individuals about to commence or undergo new or 
intensified immunosuppressive treatment should receive a dose 
under PSD (added to Criteria for exclusion)  


19 September 
2023 


v4.00 UKHSA combined (adults) COVID-19 vaccine protocol updated to:  


 include dose, handling, administration and storage details for 
Spikevax® XBB.1.5 (0.1mg/ml) dispersion for injection  


4 October 2023  


v5.00 UKHSA combined (adults) COVID-19 vaccine protocol updated to:  


 include eligible cohorts for the Spring 2024 campaign 


 reflect changes in recommended vaccines; removal of Comirnaty® 


Original/ Omicron BA.4-5, Spikevax® bivalent Original/Omicron 
BA.4-5 and VidPrevtyn Beta® 


 remove publications withdrawn since the last seasonal vaccination 
campaign 


 reflect increased transportation limits for Spikevax® XBB.1.5 
(0.1mg/ml dispersion for injection); previously capped at 12 hours 


 reflect the new title of NHSE (HTM 07-01) guidance 


25 March 2024 



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


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


On 25 March 2024, Department of Health and Social Care Ministers approved this protocol in 
accordance with regulation 247A of HMR 2012.  


Any provider or contractor administering COVID-19 vaccines under this protocol must work strictly 
within the terms of this protocol and contractual arrangements with the commissioner, for the 
delivery of the national COVID-19 vaccination programme.   


Assembly, final preparation and administration of vaccines supplied and administered under this 
protocol must be subject to NHS governance arrangements and standard operating procedures 
which ensure that the safety, quality or efficacy of the product is not compromised. The assembly, 
final preparation and administration of the vaccines should also be in accordance with the 
manufacturer’s instructions in the product’s UK Summary of Product Characteristics (SPC) and in 
accordance with official national recommendations.  


Note: The national COVID-19 vaccination programme may also be provided under patient group 
direction or on a patient-specific basis (that is, by or on the directions of an appropriate 
independent prescriber, such as under a patient-specific direction (PSD)). Supply and 
administration in these instances should be in accordance with contractual arrangements with the 
Commissioner for the delivery of the national COVID-19 vaccination programme and are not 
related to this protocol. 


 
 
  



https://www.legislation.gov.uk/uksi/2020/1125/regulation/14/made

https://www.legislation.gov.uk/uksi/2012/1916/contents

https://www.legislation.gov.uk/uksi/2020/1125/contents/made

https://www.legislation.gov.uk/uksi/2020/1125/regulation/14/made

http://www.medicines.org.uk/
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2. Characteristics of staff 


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


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


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


The clinical supervisor must be a registered doctor, nurse or pharmacist trained and competent in 
all aspects of the protocol and provide clinical supervision (see page 1 and 2), for the overall 
provision of clinical care provided under the legal authority of the protocol. 


Table 1: Operational stages of activity under this protocol 


Stage 1 a. Assessment of the individual presenting for vaccination 
b. Provide information and obtain informed consent1 
c. Provide advice to the individual 


Specified registered 
healthcare professionals 
only (see Table 2) 


Stage 2  Vaccine preparation Registered or non-
registered persons 


Stage 3  Vaccine administration Registered or non-
registered persons 


Stage 4  Record keeping Registered or non-
registered persons 


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


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


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


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


Table 2: Protocol stages and required characteristics of persons working under it 


 
Persons working to this protocol must meet the following criteria, as 
applicable to undertake their assigned stage(s) of activity under this protocol: 
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must be authorised by name as an approved person under the current terms of this 
protocol before working to it, see Section 4 


Y Y Y Y 


must be competent to assess individuals for suitability for vaccination, identify any 
contraindications or precautions, discuss issues related to vaccination and obtain 
informed consent1 and must be an appropriately qualified prescriber or one of the 
following registered professionals who can operate under a PGD or as an 
occupational health vaccinator in accordance with HMR 2012: 


Y N N N 


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



https://www.legislation.gov.uk/uksi/2012/1916/contents

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

https://www.gov.uk/government/publications/consent-the-green-book-chapter-2
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 nurses, nursing associates and midwives currently registered with the Nursing 
and Midwifery Council (NMC) 


 pharmacists currently registered with the General Pharmaceutical Council 
(GPhC)  


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


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


 optometrists registered with the General Optical Council. 


must be a doctor, nurse or pharmacist or a person who is under the supervision of, a 
doctor, nurse or pharmacist (see Page 1) 


N Y N N 


must be competent in the handling of the vaccine product and use of the correct 
technique for drawing up the correct dose 


N Y N N 


must be familiar with the vaccine product and alert to any changes in the 
manufacturer’s Summary of Product Characteristics (SPC) and familiar with the 
national recommendations for the use of this vaccine 


Y Y Y N 


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


Y Y Y N 


must be familiar with and alert to changes in the relevant Standard Operating 
Procedures (SOPs) and commissioning arrangements for the national COVID-19 
vaccination programme 


Y Y Y N 


must have undertaken training appropriate to this protocol and relevant to their role, 
as required by local policy and national SOPs and in line with the Training 
recommendations for COVID-19 vaccinators 


Y Y Y N 


must have completed the national COVID-19 vaccination e-learning programme, 
including the relevant vaccine specific session and/or locally-provided COVID-19 
vaccine training 


Y Y Y N 


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


N Y Y N 


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


N N Y N 


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


Y N Y N 


must have access to the protocol and relevant COVID-19 vaccination programme 
online resources such as the Green Book, particularly Chapter 14a of the Green 
Book and the COVID-19 vaccination programme: Information for healthcare 
practitioners document 


Y Y Y N 


must understand the importance of making sure vaccine information is recorded on 
the relevant data system, meeting relevant competencies of the COVID-19 
vaccinator competency assessment tool 


Y Y Y Y 


must have been signed off as competent using the COVID-19 vaccinator 
competency assessment tool if new to or returning to immunisation after a prolonged 
period (more than 12 months), or have used the tool for self-assessment if an 
experienced vaccinator (vaccinated within past 12 months) 


Y Y Y Y 


should fulfil any additional requirements defined by local or national policy Y Y Y Y 


     
 


  


 


  



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

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

https://www.gov.uk/government/publications/covid-19-vaccinator-training-recommendations/training-recommendations-for-covid-19-vaccinators

https://www.gov.uk/government/publications/covid-19-vaccinator-training-recommendations/training-recommendations-for-covid-19-vaccinators

https://www.e-lfh.org.uk/programmes/covid-19-vaccination/

https://www.gov.uk/government/collections/covid-19-vaccination-programme

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

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-vaccination-programme-guidance-for-healthcare-practitioners

https://www.gov.uk/government/publications/covid-19-vaccination-programme-guidance-for-healthcare-practitioners

https://www.gov.uk/government/publications/covid-19-vaccinator-competency-assessment-tool

https://www.gov.uk/government/publications/covid-19-vaccinator-competency-assessment-tool

https://www.gov.uk/government/publications/covid-19-vaccinator-competency-assessment-tool

https://www.gov.uk/government/publications/covid-19-vaccinator-competency-assessment-tool
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Stage 1: Assessment of the individual presenting for vaccination 


 


Activity stage 1a: 
Assess the individual presenting for vaccination. If they are not eligible for 
vaccination or need to return at a later date, advise them accordingly. 


Clinical condition or 
situation to which 
this protocol applies 


COVID-19 vaccination is indicated for the active immunisation of individuals for the          
prevention of coronavirus disease (COVID-19) caused by the SARS-CoV-2                  virus. 
Immunisation is indicated in accordance with the national COVID-19 vaccination 
programme (see COVID-19 vaccination programme page), recommendations given  in 
Chapter 14a of the Immunisation Against Infectious Disease: the Green Book (hereafter 
referred to as Chapter 14a), and subsequent correspondence and publications from the 
UKHSA and NHSE.   


Criteria for inclusion 


  
 


 


 


 


 


 


 


 


 


COVID-19 vaccination should be offered to individuals aged 18 years and over, in 
accordance with the recommendations in Chapter 14a. 


The following criteria apply to all individuals irrespective of prior COVID-19 
immunisation status.  


Individuals who have not already received a dose during the current seasonal 
campaign, who are:  


 aged 75 years and over, including those due to turn 75 years of age on or before 30 
June 2024 


 residents in a care home for older adults  


 individuals aged 18 to 74 years who are immunosuppressed, as defined in the 
immunosuppression section of Table 3, Chapter 14a 


 included in the recommended cohort(s) for vaccination, if and when JCVI, DHSC or 
other appropriate authority recommend an emergency surge vaccine response is 
required  


Criteria for 
exclusion2 


 


 


 


 


 


 


 


 


 


 


 


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


 are under 18 years of age 


 do not meet any of the criteria for inclusion, irrespective of prior vaccination status or 
previous vaccine eligibility 


 have received a dose of COVID-19 vaccine in the last 3 months 


 have had a previous systemic allergic reaction (including immediate-onset 
anaphylaxis to a previous dose of a COVID-19 vaccine or to any component or 
residue from the manufacturing process3 in the vaccine  


 have experienced myocarditis or pericarditis determined as likely to be related to 
previous COVID-19 vaccination 


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


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


3 Refer to the product’s SPC for a full list of excipients. 



https://www.gov.uk/government/collections/covid-19-vaccination-programme

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

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

https://www.gov.uk/government/publications/consent-the-green-book-chapter-2
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Cautions, including 
any relevant action 
to be taken 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 
(continued over page) 


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


The 15 minute observation period following vaccination with COVID-19 vaccines has 
been suspended for individuals who have no history of an allergic reaction (see off-label 
use section and Chapter 14a).  


Following COVID-19 vaccine administration, individuals without a history of allergy should 
be: 


 observed for any immediate reactions whilst they are receiving any verbal post-
vaccination information and exiting the premises 


 informed about the signs and symptoms of anaphylaxis and how to access immediate 
healthcare advice in the event of displaying any symptoms. In some settings, for 
example domiciliary vaccination, this may require a responsible adult to be present for 
at least 15 minutes after vaccination.  
 


Individuals with a personal history of allergy should be managed in line with Chapter 14a 
Table 5.  


Special precautions, such as those outlined in Chapter 14a (flowchart for managing 
patients who have allergic reactions to a previous dose of COVID-19 vaccine) are 
advised for individuals with a personal history of allergy, including a: 


 prior non-anaphylaxis allergic reaction to COVID-19 vaccine 


 history of immediate anaphylaxis to multiple different drug classes, with the trigger 
unidentified (this may indicate polyethylene glycol (PEG) allergy) 


 history of anaphylaxis to a vaccine, injected antibody preparation or a medicine likely 
to contain PEG (such as depot steroid injections, laxatives) 


 history of idiopathic anaphylaxis 
 
Individuals with undiagnosed PEG allergy often have a history of immediate-onset 
unexplained anaphylaxis or anaphylaxis to multiple classes of drugs. Unless at least one 
dose of the same vaccine has been previously tolerated, it is advisable to seek advice 
from an allergy specialist (for further information see Chapter 14a).  


Where individuals experienced a possible allergic reaction to a dose of COVID-19 
vaccine, follow the guidance in Chapter 14a in relation to the  administration of 
subsequent doses.  


Individuals with non-allergic reactions (vasovagal episodes, non-urticarial skin reaction 
or non-specific symptoms) to a COVID-19 vaccine can receive subsequent doses of 
vaccine in any vaccination setting. Observation for 15 minutes is recommended for these 
individuals. 


No specific management is required for individuals with a family history of allergies. 


Syncope (fainting) can occur following, or even before, any vaccination 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. 


As fainting can occur following vaccination, all those vaccinated with any of the COVID-
19 vaccines should be advised not to drive for 15 minutes after vaccination. 


Individuals with a bleeding disorder may develop a haematoma at the injection site. 
Individuals with bleeding disorders may be vaccinated intramuscularly if, in the opinion of 
a doctor familiar with the individual's bleeding risk, vaccines or similar small volume 
intramuscular injections can be administered with reasonable safety by this route. If the 
individual receives medication or other treatment to reduce bleeding, for example 
treatment for haemophilia, intramuscular vaccination can be scheduled shortly after such 
medication or treatment is administered. Individuals on stable anticoagulation therapy, 
including individuals on warfarin who are up to date with their scheduled INR testing and 



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

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

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a
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Cautions including 
any relevant action 
to be taken  


(continued) 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


whose latest INR was below the upper threshold of their therapeutic range, can receive 
intramuscular vaccination. A fine needle (23 or 25 gauge) should be used for the 
vaccination, followed by firm pressure applied to the site (without rubbing) for at least 2 
minutes. If in any doubt, consult with the clinician responsible for prescribing or 
monitoring the individual’s anticoagulant therapy. 


If the registered professional clinically assessing the individual is not the vaccinator, they 
must ensure the vaccinator is aware of the individual’s increased risk of haematoma and 
the need to apply firm pressure to the injection site for at least 2 minutes. The individual 
or carer should be informed about the risk of haematoma from the injection.  


Very rare reports have been received of Guillain-Barré Syndrome (GBS) following 
COVID-19 vaccination (further information is available in Chapter 14a). Healthcare 
professionals should be alert to the signs and symptoms of GBS to ensure correct 
diagnosis and to rule out other causes, to initiate adequate supportive care and 
treatment. Individuals who have a history of GBS should be vaccinated as recommended 
for their age and underlying risk status. In those who are diagnosed with GBS after the 
first dose of vaccine, the balance of risk-benefit is in favour of vaccination. On a 
precautionary basis, where GBS occurred within 6 weeks of an Astra Zeneca© vaccine, 
mRNA COVID-19 vaccines are preferred for subsequent doses. Where GBS occurs 
following either of the mRNA vaccines, further vaccination can proceed as normal, once 
recovered. 


Guidance produced by the UK Immune Thrombocytopenia (ITP) Forum Working Party 
advises discussing the potential for a fall in platelet count in individuals with a history of 
ITP receiving any COVID-19 vaccine and recommends a platelet count check 2 to 5 days 
after the vaccine is given (British Society for Haematology-COVID-19). 


Past history of COVID-19 infection 


There are no safety concerns from vaccinating individuals with a history of COVID-19 
infection, or with detectable COVID-19 antibody.  


Vaccination of individuals who may be infected or asymptomatic or incubating COVID-19 
infection is unlikely to have a detrimental effect on the illness, though those with 
suspected COVID-19 infection should not attend vaccination sessions to avoid infecting 
others. There is no need to defer immunisation in individuals after recovery from a recent 
episode of compatible symptoms, whether or not they are tested for COVID-19.  


During care home outbreaks, vaccination of residents with confirmed COVID-19 can 
proceed, provided that individuals are clinically stable and infection control procedures                       
can be maintained. These populations are likely to be highly vulnerable and  this 
approach maximises vaccination coverage without the need for multiple visits. 


Having prolonged COVID-19 symptoms is not a contraindication to receiving COVID-19 
vaccine but if the individual is seriously debilitated, still under active investigation, or has 
evidence of recent deterioration, deferral of vaccination may be considered to avoid 
incorrect attribution of any change in the person’s underlying condition to the vaccine. 


Dose and frequency 
of administration 


 


 


 


 


 


(continued over page)  


Vaccination should be offered to individuals eligible for the current campaign as part of 
the national COVID- 19 vaccination programme in accordance with the recommendations 
from the JCVI and in Chapter 14a, at a minimum interval of 3 months from the previous 
dose of COVID-19 vaccine.  


In line with Chapter 14a, there is no requirement to administer the same vaccine brand as 
previously administered.  


 


 


 



https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://b-s-h.org.uk/about-us/news/covid-19-updates/

https://www.gov.uk/government/publications/covid-19-spring-2024-and-future-vaccination-programmes-jcvi-advice-4-december-2023/jcvi-statement-on-covid-19-vaccination-in-spring-2024-and-considerations-on-future-covid-19-vaccination-4-december-2023#considerations-on-future-covid-19-vaccination-programmes-beyond-spring-2024

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a
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Dose and frequency 
of administration 


(continued)  


 


 


 


 


 


 


 
 


Table 3: Summary of dosing regimes 


Note: use of alternative variant vaccines is not covered by this protocol and requires a 
PSD.  


Vaccination in incompletely vaccinated or previously unvaccinated individuals  


If the primary course was interrupted or delayed before the current vaccination campaign, 
doses should neither be repeated or the course resumed, in line with JCVI 
recommendations to change to a single dose regime. Previously unvaccinated individuals 
should be offered a single dose of COVID-19 vaccine as recommended in Table 3 above.  


The main exception would be for those about to commence immunosuppressive 
treatment (see Special considerations and additional information).  


Vaccine4 Recommended dose 


Comirnaty® Omicron XBB.1.5 (30 micrograms/ dose)  
0.3ml 


Spikevax® XBB.1.5 (0.1mg/ml) 
 


0.5ml 


Action to be taken if 
the individual is 
excluded   


 
 
 
 
 
 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


  


(continued over page) 


The risk to the individual of not being immunised must be considered. The indications 
for risk groups are not exhaustive and the healthcare practitioner should consider the risk 
of COVID-19 exacerbating any underlying disease that an individual may have, as well as 
the risk of serious illness from COVID-19 itself. Where appropriate, such individuals 
should be referred for assessment of clinical risk. Where risk is identified as equivalent to 
those currently eligible for immunisation, vaccination may only be provided by an 
appropriate prescriber or on a patient-specific basis, under a PSD. 


For individuals who have had a previous systemic allergic reaction (including immediate-
onset anaphylaxis) to a previous dose of COVID-19 mRNA vaccine, or any component of 
the vaccine, advice should be sought from an allergy specialist. Any subsequent dose 
should be provided by an appropriate prescriber, under a PSD.  


Individuals who have experienced myocarditis or pericarditis following COVID-19 
vaccination should be assessed by an appropriate clinician to determine whether it is 
likely to be vaccine related. As the mechanism of action and risk of recurrence of 
myocarditis and pericarditis are being investigated, the current advice is that an 
individual’s subsequent doses should be deferred pending further investigation. Following 
investigation, any subsequent dose should be provided by an appropriate prescriber or 
on a patient-specific basis, under a PSD (see Chapter 14a for further details). 


Individuals who have never received a dose of COVID-19 and do not meet inclusion 
criteria, or who were previously eligible for a booster during previous campaigns but not 
the present one, should be reassured (or their carer reassured) that the evidence does 
not currently support a need to vaccinate them. If new evidence means that they are 
considered to be at high risk during a future campaign, they will then be invited for 
vaccination.  


When the seasonal vaccination campaign has ended, individuals with severe 
immunosuppression (as defined in Box 1 of Chapter 14a) can be considered for 
vaccination outside of campaign periods, as described in the Green Book. A decision to 
proceed would be subject to individual clinical decision and therefore a PSD should be 
used to administer the vaccine  


                                                           
4 As outlined in the Green Book, vaccines that target the latest variant are preferable. However, an available, 
authorised and age-appropriate vaccine should be offered without delay, in preference to a substantial delay to 
vaccination with a slightly better matched vaccine 



https://www.gov.uk/government/publications/covid-19-autumn-2023-vaccination-programme-jcvi-advice-26-may-2023/jcvi-statement-on-the-covid-19-vaccination-programme-for-autumn-2023-26-may-2023

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a
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Action to be taken if 
the individual is 
excluded   


(continued)    


If COVID-19 vaccine has been given in the preceding                   3 months, advise the individual to 
return when they are next invited forward for vaccination, which may coincide with the 
next seasonal COVID-19 campaign.  


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


Document the reason for exclusion and any action taken. 


Action to be taken if 
the individual or 
carer declines 
treatment 


 


  


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


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


Document advice given and the decision reached.  


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


Arrangements for 
referral 


As per local policy. 


 


  



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

https://www.gov.uk/government/publications/consent-the-green-book-chapter-2
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Stage 1b: Description of treatment  


Activity stage 1b: 
Consider any relevant cautions, interactions or adverse drug reactions.  
Provide advice to the individual and obtain informed consent1 
Record individual’s consent1 and ensure the vaccinator (if another person) is 
informed of the vaccine product and dose to be administered. 


Name, strength and 
formulation of drug 


 


 


 


 


 


 


Comirnaty® Omicron XBB.1.5 (30 micrograms/dose) dispersion for injection 
COVID-19 mRNA vaccine (nucleoside modified)  


One dose (0.3ml) contains:  


30 micrograms of raxtozinameran (embedded in lipid nanoparticles)   


 


Spikevax® XBB.1.5 (0.1mg/ml) dispersion for injection  


One dose (0.5ml) contains:  


50 micrograms of andusomeran (embedded in SM-102 lipid nanoparticles). 


Legal category Prescription only medicine (POM). 


Black triangle All recommended COVID-19 vaccines are currently black triangle products. As new 
vaccine products, the Medicines and Healthcare products Regulatory Agency 
(MHRA) has a specific interest in the reporting of adverse drug reactions for these 
products. 


 
Off-label use 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
(continued over page)  


Allergy  


According to the Comirnaty® SPCs, it is recommended that all recipients of COVID-
19 vaccines are kept for observation and monitored for a minimum of 15 minutes. 
Following careful review of the safety data by the MHRA and advice from the 
Commission on Human Medicines, the 15 minute observation period following 
vaccination with all COVID-19 vaccines has since been suspended  for individuals 
who have no history of an allergic reaction. However, vaccinated individuals should 
be informed about the signs and symptoms of anaphylaxis and how to access 
immediate healthcare advice in the event of displaying any symptoms. In some 
settings, for example domiciliary vaccination, this may require a responsible adult to 
be present for at least 15 minutes after vaccination.  


As fainting can occur following vaccination, all those vaccinated with any of the 
COVID-19 vaccines should be advised not to drive for 15 minutes after vaccination. 


Individuals with a personal history of allergy, should be managed in line with 
Chapter 14a Table 5. No specific management is required for individuals with a 
family history of allergies. 


The MHRA will continue to closely monitor anaphylaxis post-COVID-19 vaccination; 
reporting of adverse events via the Coronavirus Yellow Card reporting scheme is 
strongly encouraged. 


Storage 


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


In the event that available data supports extension to the vaccine shelf life, any 
resulting off-label use of expiry extended vaccine under this protocol should be 
supported by NHS operational guidance or standard operating procedures. 



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

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

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

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


Drug interactions  


 
 
 
 
 
 
  
 
  


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


Although no data for co-administration of COVID-19 vaccine with other vaccines 
exists, in the absence of such data, first principles would suggest that  interference 
between inactivated vaccines with different antigenic content is likely to be limited. 
Based on experience with other vaccines, any potential interference is most likely 
to result in a slightly attenuated immune response to                          one of the vaccines. There is 
no evidence of any safety concerns, although it may make the attribution of any 
adverse events more difficult.  


Similar considerations apply to co-administration of inactivated (or non-replicating) 
COVID-19 vaccines with live vaccines such as MMR. In particular, 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.  


For further information about co-administration with other vaccines, see  Additional 
Information section. 


Identification and 
management of 
adverse reactions 


 


 


 


 


 


 


 


  


The most frequently reported adverse reactions are injection-site pain, swelling or 
redness, fatigue, headache, myalgia, arthralgia, chills, pyrexia, nausea, diarrhoea 
and vomiting. These reactions are usually mild or moderate in intensity and resolve 
within a few days after vaccination.  


Very rare cases of myocarditis and pericarditis have been observed following 
vaccination with both Comirnaty® and Spikevax®. These cases have primarily 
occurred within 14 days following vaccination, more often after the second 
vaccination and more often in younger men. Available data suggest that the course 
of myocarditis and pericarditis following vaccination is not different from myocarditis 
or pericarditis in general. Healthcare professionals should be alert to the signs and 
symptoms of myocarditis and pericarditis. Vaccinated individuals should be 
instructed to seek immediate medical attention if they develop symptoms indicative 
of myocarditis or pericarditis such as acute and persisting chest pain, shortness of 
breath, or palpitations following vaccination. Healthcare professionals should 
consult guidance and/or specialists to diagnose and treat this condition. 


Heavy menstrual bleeding has been reported after COVID-19 vaccination. In most 
cases, this is self-limiting. 


Individuals should be provided with the advice within the leaflet What to expect 
after your COVID-19 vaccination, which covers the reporting of adverse reactions 
and their management, such as with analgesic and/or antipyretic medication.  


A detailed list of adverse reactions is available in the product’s SPC.  


Reporting procedure 
of adverse reactions 


 


  


 


 


 


As new products, MHRA has a specific interest in the reporting of all  adverse 
drug reactions for all COVID-19 vaccines.  


Healthcare professionals, individuals and carers should report suspected adverse 
reactions to the MHRA using the Coronavirus Yellow Card reporting scheme or by 
searching for MHRA Yellow Card in the Google Play or Apple App Store. 


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


The Green Book Chapter 8 and Chapter 14a  provide further details regarding the 
clinical features of reactions to be reported as anaphylaxis. Allergic reactions that 
do not include the clinical features of anaphylaxis should be reported as an allergic 
reaction. 



https://www.gov.uk/government/publications/covid-19-vaccination-myocarditis-and-pericarditis-information-for-healthcare-professionals

https://www.gov.uk/government/publications/covid-19-vaccination-what-to-expect-after-vaccination

https://www.gov.uk/government/publications/covid-19-vaccination-what-to-expect-after-vaccination

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

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

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

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a





            


COVID-19 Vaccine (Adults) National Protocol v5.00     Valid from: 8 April 2024  Expiry: 30 June 2024    Page 14 of 25 
 


Written information 
to be given to 
individual or carer 


 
 
 


Ensure the individual or carer has been provided appropriate written information 
such as the: 


 patient information leaflet (PIL) for Comirnaty® Omicron XBB.1.5 (30 
micrograms/dose) or Spikevax® XBB.1.5 (0.1mg/ml) COVID-19 vaccine 
as applicable 


 COVID-19 vaccination record card  


 what to expect after your COVID-19 vaccination  


 COVID-19 vaccination: women who are pregnant or breastfeeding 
 


For resources in accessible formats and alternative languages, please visit Home-
Health Publications. Where applicable, inform the individual or carer that large 
print, Braille or audio CD PILs may be available from emc accessibility (freephone 
0800 198 5000) by providing the medicine name and product code number, as 
listed on the electronic Medicines Compendium.  


Advice and follow 
up treatment 


 


 


 


 


 


 


 


 
  


The 15 minute observation period following vaccination with COVID-19 vaccines 
has been suspended for individuals who have no history of an allergic reaction (see 
off-label use section).  


Following COVID-19 vaccine administration, individuals without a history of allergy 
should be: 


 observed for any immediate reactions whilst they are receiving any verbal post- 
vaccination information and exiting the premises 


 informed about the signs and symptoms of anaphylaxis and how to access 
immediate healthcare advice in the event of displaying any symptoms (see the 
leaflet What to expect after your COVID-19 vaccination) 
 


Individuals with a personal history of allergy should be managed in line with 
Chapter 14a Table 5. 


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


As fainting can occur following vaccination, all those vaccinated with any of the 
COVID-19 vaccines should be advised not to drive for 15 minutes after vaccination. 


The individual or carer should be advised to seek appropriate advice from a 
healthcare professional in the event of an adverse reaction. In some settings, for 
example domiciliary vaccination, this may require a responsible adult to be present 
for at least 15 minutes after vaccination. 


Vaccinated individuals or their carers should be advised to seek immediate medical 
attention should the vaccinated individual experience new onset of chest pain, 
shortness of breath, palpitations or arrhythmias.  


Advise the individual or carer that they can report side effects directly via the 
national reporting system run by the MHRA known as the Coronavirus Yellow Card 
reporting scheme or by searching for MHRA Yellow Card in the Google Play or 
Apple App Store. By reporting side effects, they can help provide more information 
on the safety of medicines. 


As with all vaccines, immunisation may not result in protection in all individuals. 
Immunosuppressed individuals should be advised that they may not make a full 
immune response to the vaccine.  


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


Special 
considerations and 
additional 
information 


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



https://www.medicines.org.uk/emc/product/15042/pil#about-medicine

https://www.medicines.org.uk/emc/product/15042/pil#about-medicine

https://www.medicines.org.uk/emc/product/15085/pil#about-medicine

https://www.healthpublications.gov.uk/ViewArticle.html?sp=Scovidvaccinerecordcard2doses

https://www.gov.uk/government/publications/covid-19-vaccination-what-to-expect-after-vaccination

https://www.gov.uk/government/publications/covid-19-vaccination-women-of-childbearing-age-currently-pregnant-planning-a-pregnancy-or-breastfeeding

https://www.healthpublications.gov.uk/

https://www.healthpublications.gov.uk/

https://www.medicines.org.uk/emc/xpil#gref

https://www.gov.uk/government/publications/covid-19-vaccination-what-to-expect-after-vaccination

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

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

https://coronavirus-yellowcard.mhra.gov.uk/
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Special 
considerations and 
additional 
information 


(continued)  


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


(continued over page) 


Minor illnesses without fever or systemic upset are not valid reasons to postpone 
vaccination. If an individual is acutely unwell, vaccination should be postponed until 
they have fully recovered. This is to avoid confusing the differential diagnosis of 
any acute illness (including COVID-19) by wrongly attributing any signs or 
symptoms to the adverse effects of the vaccine. 


Pregnancy 


There is no known risk associated with being given a non-live vaccine during 
pregnancy (see Chapter 14a).  


In December 2021, following the recognition of pregnancy as a risk factor for 
severe COVID-19 infection and poor pregnancy outcomes during the Delta wave, 
pregnancy was added to the clinical risk groups recommended for COVID-19 
vaccination. Because of wider experience with mRNA vaccines, these are the 
preferred vaccines to offer to those who are pregnant.  


Breastfeeding 


There is no known risk associated with being given a non-live vaccine whilst 
breastfeeding. JCVI advises that breastfeeding women may be offered any suitable 
COVID-19 vaccine. Emerging safety data is reassuring: mRNA was not detected in 
the breast milk of recently vaccinated women and protective antibodies have been 
detected in breast milk. 


The developmental and health benefits of breastfeeding are clear and should be 
discussed with the woman, along with her clinical need for immunisation against 
COVID-19. 


Previous incomplete vaccination 


Vaccination can be resumed provided a minimum interval of 3 months has been 
observed and the individual continues to be eligible for the current seasonal 
campaign. There is no need to administer extra doses to compensate for previously 
missed doses, even if the individual was previously eligible.  


Participants in clinical trials  


Trial participants who are eligible for a booster dose should be offered vaccination 
in line with the general population, at least 3 months after any previous doses. 


Individuals vaccinated abroad 


Individuals who have been vaccinated abroad are likely to have received an mRNA 
or vector vaccine based on the spike protein, or an inactivated whole viral vaccine. 
Specific advice may be found in COVID-19 vaccination programme: information for 
healthcare practitioners.  


Co-administration with other vaccines 


Where individuals in an eligible cohort present having recently received one or 
more inactivated or live vaccines, COVID-19 vaccination should still be given. The 
same applies for other live and inactivated vaccines where COVID-19 vaccination 
has been received first or where an individual presents requiring 2 or more 
vaccines. It is generally better for vaccination to proceed to avoid any further delay 
in protection and avoid the risk of the individual not returning for a later 
appointment. This includes but is not limited to vaccines commonly administered 
around the same time or in the same settings including influenza, shingles and 
pneumococcal polysaccharide vaccine in those aged over 65 years and pertussis-
containing vaccines and influenza vaccines in pregnancy. 


Where co-administration does occur, individuals should be informed about the likely 
timing of potential adverse events relating to each vaccine.  


 


 



https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-vaccination-programme-guidance-for-healthcare-practitioners

https://www.gov.uk/government/publications/covid-19-vaccination-programme-guidance-for-healthcare-practitioners
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Special 
considerations and 
additional 
information  
(continued) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


 
 
 
 
 
 
 


Immunosuppressed 


Immunological response may be lower in immunocompromised individuals, but they 
should still be vaccinated.  


Individuals who had received brief immunosuppression (≤40mg prednisolone per 
day) for an acute episode (such as asthma or COPD) and individuals on 
replacement corticosteroids for adrenal insufficiency are not considered severely 
immunosuppressed sufficient to have prevented response to vaccination.  


Individuals with severe immunosuppression 


Regardless of the time of year or previous vaccination history, additional doses of 
COVID-19 vaccine may be considered for individuals with severe 
immunosuppression (as defined by Box 1: Criteria for additional doses of COVID-
19 vaccine in those aged 12 years and above, Chapter 14a). 
The need for additional doses and the optimal dose intervals should be at the 
discretion of the individual’s specialist. In such circumstances, the dose should be 
given under a PSD. More information on timing of additional doses may be found in 
Chapter 14a.  


Due consideration must be given to the risk of delaying COVID-19 vaccination 
against that of delaying treatment.   


Individuals who have received a bone marrow transplant after vaccination should 
be considered for a re-immunisation programme for all routine vaccinations and for 
COVID-19 (see Chapter 7 of the Green Book). Revaccination with COVID-19 
vaccine is not covered by this protocol and should be provided on a patient-specific 
basis, such as a PSD.  


 



https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/immunisation-of-individuals-with-underlying-medical-conditions-the-green-book-chapter-7
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Stage 2: Vaccine preparation 


Activity stage 2: Vaccine preparation 


Vaccine 
presentation 


Comirnaty® Omicron XBB.1.5 (30 micrograms/dose) dispersion for injection COVID-
19 mRNA vaccine (nucleoside modified)  


2.25 ml ready to use dispersion is contained in a 2ml clear multidose vial (type 1 glass) 
with a stopper (synthetic bromobutyl rubber) and a grey flip-off plastic cap with aluminium 
seal. Each vial contains 6 doses of 0.3ml.  


Spikevax® XBB.1.5 (0.1mg/ml) dispersion for injection 


2.5ml dispersion in a multidose vial (type 1 or type 1 equivalent glass) with a stopper 
(chlorobutyl rubber) and a blue flip-off plastic cap with aluminum seal. Each vial 
contains 5 doses of 0.5ml.  


Supplies Providers will receive COVID-19 vaccines via the nationally appointed supply route for 
delivery of NHS-commissioned services.  


NHS standard operating procedures should be followed for appropriate supply, storage, 
handling, preparation, administration and waste minimisation of COVID-19 vaccines and to 
ensure use is in accordance with the product’s SPC and official national recommendations. 
Further information is also available in the Green Book Chapter 3.  


Storage 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


(continued over 
page) 


General advice  


Store at 2°C to 8°C. Do not freeze. Thawed vials should not be re-frozen.  


Store in original packaging to protect from light if not in use.  


Manufacturer storage details relate to storage requirements and available stability data at 
the time of product authorisation. Refer to NHS standard operating procedures for the 
service and the most up to date manufacturer’s recommendations in the product’s SPC. 
The SPC also contains further information on stability to guide  healthcare professionals 
only in case of temporary temperature excursion.  


Table 4: Summary of vaccine handling and storage (thawed product)  


Vaccine product  
Transportation 


time 


Product shelf life 


Thawed vial 


(unopened) 
Punctured 


vial 
Temperature 


deviations 


Comirnaty® 
Omicron XBB.1.5 


(30 
micrograms/dose) 


Up to 10 weeks 


at 2°C to 8°C 


(within the 18 


month shelf life) 


Punctured vial: 


up to 6 hours at 


2°C to 30°C 


10 weeks at 


2°C to 8°C 


 


Up to 12 
hours 


at 
2°C to 30°C 


Up to 24 
hours 


at 
8°C to 30°C  
(includes up 
to 12 hours 


following first 
puncture)  


Spikevax® XBB.1.5 
(0.1mg/ml)   


Up to 36 hours  


at 2°C to 8°C 


(within the 30  


day* post-thaw 


expiry) of which 


30 hours is by 


road 


30 days* at  


2°C to 8°C 


Up to 6 


hours at 


2°C to 25oC   


Up to 24 
hours 


at 
8°C to 25°C 


*where Spikevax® XBB.1.5 has been stored at -50°C to -15°C for between 9 to 12 months, the 


unopened vial must be used within a maximum of 14 days and not exceeding a total storage time of 



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

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

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





            


COVID-19 Vaccine (Adults) National Protocol v5.00     Valid from: 8 April 2024  Expiry: 30 June 2024    Page 18 of 25 
 


Storage 
(continued) 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


12 months, provided once thawed, the vial is protected from light and stored at 2°C to 8°C 


throughout.  


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. 


Specific directions pertinent to each vaccine are outlined below.  


a) Comirnaty® XBB.1.5 (30 micrograms/dose) dispersion for injection COVID-19 
mRNA vaccine  


Thawed vial  


Thawed unopened vials have a 10 week shelf-life at 2°C to 8°C, including for 
transportation. 


If the vaccine is received at 2°C to 8°C it should be stored at 2°C to 8°C. Except where a 
shelf-life extension applies, the 10 week shelf life should not exceed the printed 
manufacturer’s expiry date (EXP) on the outer carton.  


Prior to use, the unopened vials can be stored for up to 12 hours at  temperatures 
between 8°C to 30°C. 


Thawed vials can be handled in room light conditions. 


Once thawed, the vaccine cannot be re-frozen. 


Punctured vial 


Shelf life of the punctured vial is 12 hours at 2°C to 30°C, which includes up to 6 hours 
transportation time.  


From a microbiological point of view, the product should be used as soon as practicably 
possible  once opened. 


Special precautions for storage 


Store in original packaging to protect from light. 


During storage, minimise exposure to room light and avoid exposure to direct sunlight and 
ultraviolet light. 


b) Spikevax® XBB.1.5 (0.1mg/ml) dispersion for injection  


Thawed vial 
Thawed unopened vials must be stored at 2°C to 8°C and used within the post thaw 
expiry date, indicated on the outer packaging. (Note: vials kept in a frozen state for 
between 9 and 12 months will be given a reduced 14 day thaw expiry). 


Within this period, up to 36 hours may be used for transportation; a maximum of 30 hours 
by road and 6 hours by airfreight. The post thaw expiry should not exceed the 
manufacturer printed expiry date (EXP) on the outer carton, except where a shelf-life 
extension is advised.  


Prior to use, the unopened vial can be stored for up to 24 hours at 8°C to 25°C.  


Once thawed at 2°C to 8°C, vials must not be refrozen. 


Punctured vial 


After initial puncture, the shelf life of the punctured vial is 6 hours at 8°C to 25°C, within a 
24 hour expiry if stored unopened between 8°C to 25°C and not exceeding the post-thaw 
expiry date.  From a microbiological point of view, the product should be used as soon as 
practicably possible. In-use storage times and conditions are the responsibility of the user.   



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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Vaccine 
preparation 
 
 
 
 
 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


(continued over 
page)  


Vaccines should be prepared in accordance with the manufacturer’s recommendations as 
per the product SPC and NHS standard operating procedures for the service. 


The vial should be inspected for foreign particulate matter and other variation of expected 
appearance before preparation and administration. Should either occur, discard the vial in 
accordance with local procedures.  


The vaccine should not be mixed in the same syringe with any other vaccines or medicinal 
products. 


Check product name, batch number and expiry date. 


Aseptic technique should be used to withdraw each dose of vaccine from the vial, using a 
new sterile needle and syringe for each injection to prevent transmission of infectious 
agents from one person to another. The dose in the syringe should be used promptly. 


The vaccine may be drawn up and administered by the same person or separate persons 
with the required competence and supervision. If the vaccine is to be administered by a 
person other than the person preparing it, ensure that there are clear procedures for 
transferring the vaccine to the vaccinator in a safe way, allowing for appropriate checks of 
vaccine particulars, batch number and expiry by both parties.  


Specific handling requirements of each vaccine are outlined below.  


a) Comirnaty® XBB.1.5 (30 micrograms/dose) dispersion for injection COVID-19 
mRNA vaccine  


Verify that the vial has a grey plastic cap and the product name reads as Comirnaty® 
Omicron XBB.1.5 (30 micrograms/dose) dispersion for injection.  


The vaccine should be used or discarded by the post-thaw expiry date. Thawed vials can 
be handled in room light conditions. 


Gently mix by inverting vials 10 times prior to use. Do not shake. 


Do not dilute the vial contents.  


Prior to mixing, the vaccine may contain white to off-white opaque amorphous particles. 
After mixing, the vaccine should present as a white to off-white dispersion with no 
particulates available.  


Using aseptic technique, cleanse the vial stopper with a single-use antiseptic          
swab. Withdraw 0.3 ml of Comirnaty® Omicron XBB.1.5. The vaccine dose should be 
drawn up from the vial immediately prior to administration. Each dose must contain 0.3 
ml of vaccine. 


Low dead-volume syringes and/or needles should be used to extract 6 doses from a 
single vial. The low dead-volume syringe and needle combination should have a dead 
volume of no more than 35 microlitres. If standard syringes and needles are used, there 
may not be sufficient volume to extract a sixth dose from a single vial.  


If the amount of vaccine remaining in the vial cannot provide a full dose of 0.3 ml, discard 
the vial and any excess volume. Do not pool excess vaccine from multiple vials. 


Record the date and time of first puncture on the vial and discard unused vaccine within 12 
hours of puncture (if stored between 2°C and 30°C).  From a microbiological point of view, 
the product should be used as soon as practicably possible  once opened.  


b) Spikevax® XBB.1.5 (0.1mg/ml) dispersion for injection  


Verify the vial has a blue flip-off cap and bears the correct name. Each vial contains 5 
doses of 0.5ml.   


Thawed vials and filled syringes may be handled in room light conditions.  


After removing the flip-off cap, using aseptic technique, cleanse the vial stopper with a 
single-use antiseptic swab. Do not shake or dilute – the vial should be gently swirled after 
thawing and before each administration.  



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


(continued) 


Prior to injection, inspect each dose to confirm the vaccine is white to off-white in colour in 
both vial and syringe. The vaccine may contain white or translucent product-related 
particulates.  


Withdraw 0.5ml of Spikevax® XBB.1.5. The dose should be used immediately.  


Once the vial is punctured, the vial should be discarded after 6 hours.  


Record the date and time the vial is to be discarded onto the vial label. From a 
microbiological point of view, the product should be used as soon as practicably possible  
once opened.  


An additional overfill is included in each vial to ensure 5 doses of 0.5ml can be delivered. 
Any remaining should be discarded in line with local procedures.  


Where possible, the stopper should be pierced at a different site each time, to minimise the 
chances of dislodging a fragment of the bung.   


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


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



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/
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Stage 3: Vaccine administration 


Activity stage 3: Before administering the vaccine, ensure: 


1. The individual has been assessed in accordance with stage one of this protocol. 
2. The vaccine to be administered has been identified, by the registered practitioner 


consenting the individual.  
3. Consent for vaccination has been provided and documented.1 


 
Administer the COVID-19 vaccination recommended by the assessing practitioner. 
Provide any post-vaccination advice. 


Vaccine to be 
administered 


Comirnaty® Omicron XBB.1.5 (30 micrograms/dose) dispersion for injection COVID-
19 mRNA vaccine (nucleoside modified)  


One dose (0.3ml) contains:  


30 micrograms of raxtozinameran (embedded in lipid nanoparticles).  


 


Spikevax® XBB.1.5 (0.1mg/ml) dispersion for injection  


One dose (0.5ml) contains:  


50 micrograms of andusomeran (embedded in SM-102 lipid nanoparticles). 


Quantity to be 
supplied and  
administered 


As per Table 3 
 


Route and 
method of 
administration 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


General principles 


Administer the required dose of COVID-19 vaccine (as indicated in Table 3 above) by 
intramuscular injection only, preferably into the deltoid muscle of the upper arm. 


Vaccinators should prepare the dose in accordance with Stage 2 and as advised by the 
registered practitioner consenting the individual. Where it is within their competence, 
experienced vaccinators may draw the required dose from a vial diluted by another person, 
under the supervision of a doctor, nurse or pharmacist.  


If vaccine is not drawn up by the vaccinator, safe procedures must be in place for the 
vaccinator to safely receive, check and use the vaccine immediately after preparation.  


Where the individual has been identified by the assessing registered professional as being 
at increased risk of bleeding, a fine needle (equal to 23 gauge or finer calibre such as 25 
gauge) should be used for the vaccination, followed by firm pressure applied to the site 
(without rubbing) for at least 2 minutes. The individual or carer should be informed about 
the risk of haematoma from the injection.   


Care should be taken to ensure a full 0.3ml or 0.5ml is administered. Where a full dose 
cannot be extracted, the remaining vial volume must be discarded. Do not pool excess 
vaccine from multiple vials.  


Recheck the product name, batch number and expiry date prior to administration.  


Specific handling requirements of each vaccine is outlined in the Storage and Vaccine 
preparation sections above.   


Disposal 


 
(continued over 
page)  


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


Equipment used for immunisation, including used vials, ampoules, or discharged vaccines in 
a syringe or applicator, should be disposed of safely and securely according to local 
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Disposal 


 
(continued) 


authority arrangements and NHSE guidance  (HTM 07-01): safe and sustainable 
management of healthcare waste  


Post-vaccination 
advice 


 
 
 


Ensure the individual or carer has been provided with appropriate written information such 
as the: 


 patient information leaflet for Comirnaty® Omicron XBB.1.5 (30 micrograms/dose) or 
Spikevax® XBB.1.5 (0.1mg/ml)  


 COVID-19 vaccination record card  


 what to expect after your COVID-19 vaccination  


 COVID-19 vaccination: women who are pregnant or breastfeeding 


For resources in accessible formats and alternative languages, please visit Home-Health 
Publications. Where applicable, inform the individual or carer that large print, Braille or 
audio CD PILs may be available from emc accessibility (freephone 0800 198 5000) by 
providing the medicine name and product code number, as listed on the electronic 
Medicines Compendium.  


 


 


  



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/product/15042/pil#about-medicine

https://www.medicines.org.uk/emc/product/15085/smpc

https://www.healthpublications.gov.uk/ViewArticle.html?sp=Scovidvaccinerecordcard2doses

https://www.gov.uk/government/publications/covid-19-vaccination-what-to-expect-after-vaccination

https://www.gov.uk/government/publications/covid-19-vaccination-women-of-childbearing-age-currently-pregnant-planning-a-pregnancy-or-breastfeeding

https://www.healthpublications.gov.uk/

https://www.healthpublications.gov.uk/

https://www.medicines.org.uk/emc/xpil#gref

https://www.medicines.org.uk/emc/xpil#gref
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Stage 4: Recording vaccine adminstration 


Activity stage 4: Complete a record of vaccination for the individual and in accordance with local 
policy. 


The required records should be completed by the person who is undertaking the 
recorded activity or a designated record keeper who is a witness to the activity 
undertaken. 


Records 


 
 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 
 


The practitioner must ensure the following is recorded:  


 that valid informed consent was given or a decision to vaccinate was 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 supervisor, immuniser and, where different from the immuniser, ensure the 
professional assessing the individual, person preparing the vaccine and person 
completing the vaccine record are identified 


 name and brand (including variant) of vaccine 


 date of administration 


 dose, form and route of administration of vaccine 


 quantity administered 


 batch number and expiry date 


 anatomical site of vaccination 


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


 details of any adverse drug reactions and actions taken 


 supplied via national protocol 


Records should be signed and dated (or password-controlled on e-records).  


All records should be clear, legible and contemporaneous. 


It is important that vaccinations are recorded in a timely manner on appropriate health care 
records for the individual. Systems should be in place to ensure this information is returned 
to the individual’s general practice record in a timely manner to allow clinical follow up and 
to avoid duplicate vaccination. 


A record of all individuals receiving treatment under this protocol should also be kept for 
audit purposes in accordance with local and national policy.  


 


  



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


Key references   Summary of Product Characteristics, Comirnaty® Omicron XBB.1.5 (30 
micrograms/dose) dispersion for injection COVID-19 mRNA vaccine, last 
updated 8 January 2024 


 Summary of Product Characteristics, Spikevax® XBB.1.5 (0.1mg/ml) dispersion 
for injection, last updated 21 February 2024 


 Immunisation Against Infectious Disease: The Green Book, Chapter 14a. Updated 
21 February 2024 
https://www.gov.uk/government/collections/immunisation-against-infectious-disease-
the-green-book 


 UK Chief Medical Officers Report; suspension of the 15 minute wait for vaccination 
with mRNA vaccine for COVID-19. 14 December 2021 


 Joint Committee on Vaccination and Immunisation (JCVI) statement on COVID-19 
vaccination in spring 2024 and considerations on future COVID-19 vaccination, 4 
December 2023. Published 7 February 2024 


 COVID-19 vaccination programme. Updated 9 February 2024 
https://www.gov.uk/government/collections/covid-19-vaccination-programme  


 Training recommendations for COVID-19 vaccinators. Updated 20 October 2022 
https://www.gov.uk/government/publications/covid-19-vaccinator-training-
recommendations/training-recommendations-for-covid-19-vaccinators  


 National COVID-19 vaccination e-learning programme 
https://www.e-lfh.org.uk/programmes/covid-19-vaccination/ 


 COVID-19 vaccinator competency assessment tool. Updated 20 October 2022 
https://www.gov.uk/government/publications/covid-19-vaccinator-competency-
assessment-tool 


 COVID-19 vaccination programme: information for healthcare practitioners. 
Updated 9 May 2023 
https://www.gov.uk/government/publications/covid-19-vaccination-programme-
guidance-for-healthcare-practitioners 


General 


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


 UK Statutory Instrument 2012 No. 1916 The Human Medicines Regulations 2012 
https://www.legislation.gov.uk/uksi/2012/1916/regulation/247A  


 UK Statutory Instrument 2020 No. 1125, The Human Medicines (Coronavirus and 
Influenza) (Amendment) Regulations 2020 
https://www.legislation.gov.uk/uksi/2020/1125/contents/made  


 UK Statutory Instrument 2020 No. 1594, The Human Medicines (Coronavirus and 
Influenza) (Amendment) Regulations 2020 
https://www.legislation.gov.uk/uksi/2020/1594/regulation/4/made 


 Vaccine Incident Guidance: responding to errors in vaccine storage, handling and 
administration. Updated 7 July 2022. 
https://www.gov.uk/government/publications/vaccine-incident-guidance-responding-
to-vaccine-errors 


 


 


 


 



https://www.medicines.org.uk/emc/product/15042/smpc#about-medicine

https://www.medicines.org.uk/emc/product/15042/smpc#about-medicine

https://www.medicines.org.uk/emc/product/15085/smpc

https://www.medicines.org.uk/emc/product/15085/smpc

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

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/suspension-of-the-15-minute-wait-for-vaccination-with-mrna-vaccine-for-covid-19-uk-cmos-opinion/suspension-of-the-15-minute-wait-for-vaccination-with-mrna-vaccine-for-covid-19-uk-cmos-opinion

https://www.gov.uk/government/publications/covid-19-spring-2024-and-future-vaccination-programmes-jcvi-advice-4-december-2023/jcvi-statement-on-covid-19-vaccination-in-spring-2024-and-considerations-on-future-covid-19-vaccination-4-december-2023

https://www.gov.uk/government/publications/covid-19-spring-2024-and-future-vaccination-programmes-jcvi-advice-4-december-2023/jcvi-statement-on-covid-19-vaccination-in-spring-2024-and-considerations-on-future-covid-19-vaccination-4-december-2023

https://www.gov.uk/government/publications/covid-19-spring-2024-and-future-vaccination-programmes-jcvi-advice-4-december-2023/jcvi-statement-on-covid-19-vaccination-in-spring-2024-and-considerations-on-future-covid-19-vaccination-4-december-2023

https://www.gov.uk/government/collections/covid-19-vaccination-programme

https://www.gov.uk/government/publications/covid-19-vaccinator-training-recommendations/training-recommendations-for-covid-19-vaccinators

https://www.gov.uk/government/publications/covid-19-vaccinator-training-recommendations/training-recommendations-for-covid-19-vaccinators

https://www.e-lfh.org.uk/programmes/covid-19-vaccination/

https://www.gov.uk/government/publications/covid-19-vaccinator-competency-assessment-tool

https://www.gov.uk/government/publications/covid-19-vaccinator-competency-assessment-tool

https://www.gov.uk/government/publications/covid-19-vaccination-programme-guidance-for-healthcare-practitioners

https://www.gov.uk/government/publications/covid-19-vaccination-programme-guidance-for-healthcare-practitioners

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.legislation.gov.uk/uksi/2012/1916/regulation/247A

https://www.legislation.gov.uk/uksi/2020/1125/contents/made

https://www.legislation.gov.uk/uksi/2020/1594/regulation/4/made

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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4. Practitioner/ staff authorisation sheet 


COVID-19 Vaccine protocol (adults) v5.00 
Valid from: 8 April 2024   Expiry: 30 June 2024 
 
This authorisation sheet should be retained to serve as a record of those persons authorised to 
work under this protocol.  


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


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


It is the responsibility of each person operating under this protocol to do so within the bounds of 
their own competence. 


I confirm that I have read and understood the content of this protocol and that I am willing and competent to work to it. 


Name Designation Activity stage: Signature Date 


  1 2 3 4   


        


        


        


        


        


        


        


 


Authorising registered healthcare professional 


I confirm that I, as a registered healthcare professional who is familiar with the competence required in all 
aspects of this protocol, provide authority on behalf of the below named provider organisation, that the 


persons named above are competent to work under this protocol and may provide vaccination in accordance 
with this protocol in the course of working for                                insert name of organisation / service                                                                                                


Name Designation Signature Date 


    


Note to authorising registered healthcare professional 


Score through unused rows in the list of persons to prevent additions post authorisation. 


If the clinical supervisor is also the authorising registered healthcare professional, they may make 
a self-declaration of competency above.  
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Publications approval reference: PRN01272 


COVID-19 vaccine (adults) Patient Group Direction 


This Patient Group Direction (PGD) is for the administration of COVID-19 vaccines to individuals 18 
years and over, in accordance with the national COVID-19 vaccination programme. 


This PGD is for the administration of COVID-19 vaccine by registered healthcare practitioners 
identified in Section 3. 


The national COVID-19 vaccination programme may also be provided under national protocol or on 
a patient-specific basis (that is by or on the direction of an appropriate independent prescriber). 
Supply and administration in these instances are not covered by this PGD. 


Reference no: COVID-19 vaccine (adults) PGD 
Version no: v5.00 
Valid from: 8 April 2024 
Expiry date: 30 June 2024 


The UK Health Security Agency (UKHSA) has developed this PGD for authorisation by NHS 
England (NHSE) to facilitate the delivery of the national COVID-19 vaccination programme in 
England. 


NHSE and those providing services in accordance with this PGD must not alter, amend or add to 
the clinical content of this document (sections 3, 4, 5 and 6); such action will invalidate the clinical 
sign-off with which it is provided. Section 2 may be amended only by the person(s) authorising the 
PGD, in accordance with Human Medicines Regulations 2012 (HMR2012)1 Schedule 16 Part 2, on 
behalf of NHSE. Section 7 is to be completed by registered practitioners providing the service and 
their authorising manager. 


Operation of this PGD is the responsibility of NHSE and service providers. The final authorised              copy 
of this PGD should be kept by NHSE for 8 years after the PGD expires. Provider organisations 
adopting authorised versions of this PGD should also retain copies for the period                                specified above. 


Individual registered practitioners must be authorised by name to work according to the 
current version of this PGD by signing section 7. A manager with the relevant level of 
authority should also provide a countersignature, unless there are contractual arrangements 
for self-declaration. 


Providers 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 developed 
COVID-19 vaccine PGDs can be found via: COVID-19 vaccination programme.  
 
The most current national recommendations should be followed. This may mean that a Patient 
Specific Direction (PSD) is required to administer the vaccine in line with updated recommendations 
that are outside the criteria specified in this PGD. 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/covid-19-vaccination-programme

mailto:immunisation@ukhsa.gov.uk
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Change history 
 


Version Change details Date 


v1.00 and 
v2.00  


See previous versions of this PGD for details of the change 
history. 


27 March 2023 to 
5 September 2023 


v3.00 UKHSA COVID-19 vaccine (adults) PGD updated to:  


• include dose, handling, administration and storage details for 
Comirnaty® Omicron XBB.1.5 (30 micrograms/dose) 
dispersion for injection  


• reflect change in manufacturer shelf life from 18 months to 
24 months for Comirnaty® Original/Omicron BA.4-5 (15/15 
micrograms)/dose dispersion for injection 


• reflect change in licensing for Comirnaty® Original/Omicron 
BA.4-5 (15/15 micrograms)/dose dispersion for injection 


• clarify that individuals about to commence or undergo new or 
intensified immunosuppressive treatment should receive a 
dose under PSD (see Criteria for exclusion)  


13 September 
2023  


v4.00  UKHSA COVID-19 vaccine (adults) PGD updated to:  


• include dose, handling, administration and storage details for 
Spikevax® XBB.1.5 (0.1mg/ml) dispersion for injection 


26 September 
2023  


v5.00 UKHSA COVID-19 vaccine (adults) PGD updated to:  


• define individuals in scope for the Spring 2024 seasonal 
vaccination campaign 


• reflect changes in recommended vaccines; removal of 
Comirnaty® Original/ Omicron BA.4-5, Spikevax® bivalent 
Original/Omicron BA.4-5 and VidPrevtyn Beta® 


• remove publications withdrawn since the last seasonal 
vaccination campaign 


• reflect increased transportation limits for Spikevax® XBB.1.5 
(0.1mg/ml dispersion for injection); previously capped at 12 
hours 


• reflect the new title of NHSE (HTM 07-01) guidance  


20 March 2024 


 
 


  



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


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


Developed by: Name Signature Date 


Pharmacist 


(Lead Author) 


Christina Wilson 


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


   
 


 
19 March 2024 


Doctor Dr Mary Ramsay CBE 


Director of Public Health Programmes and 
Consultant Epidemiologist, Immunisation 
and     Vaccine Preventable Diseases Division, 
UKHSA 


 
 


 
 


19 March 2024 
 


Registered Nurse 


(Chair of Expert  
Panel) 


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


 
 


 19 March 2024 


In addition to the signatories above, the working group included: 
 


Name Designation 


Alex Allen 
Consultant Epidemiologist, Immunisation and Vaccine Preventable 
Diseases Division, UKHSA  


Jane Devenish Head of Implementation– adult vaccinations, NHSE 


Naveen Dosanjh Senior Clinical Advisor- Medicines and Pharmacy (Vaccinations), NHSE  


Jane Freeguard Deputy Director of Vaccination – Medicines and Pharmacy, NHSE 


Jo Jenkins 
Lead Pharmacist Patient Group Directions and Medicines Mechanisms, 
NHS Specialist Pharmacy Service 


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


This PGD has been peer reviewed by the UKHSA Immunisations PGD Expert Panel (see over 
page) in accordance with the UKHSA PGD Policy. It has been ratified by the UKHSA Medicines  
Governance Committee.   
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Expert panel 


 


Name Designation 


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


Alison Campbell  Screening and Immunisation Coordinator, Clinical, NHSE Midlands  


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


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


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


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


Jacqueline Lamberty  Medicines Governance Consultant Lead Pharmacist, UKHSA 


Elizabeth Luckett Senior Screening & Immunisation Manager, NHSE South West 


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


Nikki Philbin  
Screening and Immunsation Manager, Vaccination and Screening 
Programmes, NHSE Midlands.  


Tushar Shah Lead Pharmacy Adviser, NHSE London 


Laura Smeaton 
IDPS Programme Projects Manager and Registered Midwife, NHS 
Infectious Diseases in Pregnancy Screening (IDPS) Programme, NHS 
England (NHSE) 
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2. Organisational authorisation 


This PGD is not legally valid until it has had the relevant organisational authorisation from NHSE,  
completed below. 


NHSE accepts responsibility for governance of this PGD. Any provider delivering the national 
COVID-19 vaccination programme under PGD must work strictly within the terms of this PGD,  
relevant NHS standard operating procedures (SOPs) and contractual arrangements with the 
Commissioner for the delivery of the national COVID-19 vaccination programme. 


NHSE authorises this PGD for use by the services or providers delivering the national COVID-19 
vaccination programme. 


 
 


Organisational approval (legal requirement) 
 


Role 
 


Name Signed Date 


 
Director of Vaccination, 
NHSE 


 Caroline Temmink     


 


 


 19 March 2024 


 
Section 7 provides a practitioner authorisation sheet. Individual practitioners must be authorised       by 
name to work to this PGD. Alternative practitioner authorisation records, specifying the PGD and 
version number, may be used where appropriate in accordance with local policy. This may include 
the use of electronic records. 


Assembly, final preparation and administration of vaccines supplied and administered under this 
PGD must be subject to NHS governance arrangements and standard operating procedures which 
ensure that the safety, quality or efficacy of the product is not compromised. The assembly, final 
preparation and administration of the vaccines should also be in accordance with the manufacturer’s 
instructions in the product’s UK Summary of Product Characteristics (SPC) and in accordance with 
official national recommendations. 


 


 
 
 
 
 
  



http://www.medicines.org.uk/
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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 use them): 


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


• pharmacists currently registered with the General Pharmaceutical                Council (GPhC) 


• 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 of the Additional requirements. 


Additional 
requirements 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


(continued over 
page)  


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 and 
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, alert to changes in the  SPC and familiar 
with the national recommendations for the use of this vaccine 


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


• must be familiar with and alert to changes in the relevant NHS standard operating 
procedures (SOPs) and commissioning arrangements for the national COVID-19 
vaccination programme 


• must have undertaken training appropriate to this PGD as required by  local policy 
and SOPs and in line with the Training recommendations for COVID-19 vaccinators   


• must have completed the national COVID-19 vaccination e-learning  programme, 
including the relevant vaccine specific session and/or locally provided COVID-19 
vaccine training 


• must be competent to assess individuals for suitability for vaccination,  identify any 
contraindications or precautions, obtain informed consent  (or a ‘best interests’ 
decision in accordance with the Mental Capacity Act 2005) and discuss issues 
related to vaccination. For further information on consent see Chapter 2 of the Green 
Book 


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


• must be competent in the handling of the vaccine product and use of the correct 
technique for drawing  up the correct dose 


• must be competent in the intramuscular injection technique 


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


• must have access to the PGD and relevant COVID-19 vaccination programme online 
resources such as the Green Book and COVID-19  vaccination programme: 
information for healthcare practitioners 


• must have been signed off as competent using the COVID-19 vaccinator 
competency assessment tool if new to or returning to immunisation after a prolonged 
period (more than 12 months) or have  used the tool for self-assessment if an 



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.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/covid-19-vaccinator-training-recommendations/training-recommendations-for-covid-19-vaccinators

https://www.e-lfh.org.uk/programmes/covid-19-vaccination/

https://www.e-lfh.org.uk/programmes/covid-19-vaccination/

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/covid-19-vaccination-programme

https://www.gov.uk/government/collections/covid-19-vaccination-programme

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

https://www.gov.uk/government/publications/covid-19-vaccination-programme-guidance-for-healthcare-practitioners

https://www.gov.uk/government/publications/covid-19-vaccination-programme-guidance-for-healthcare-practitioners

https://www.gov.uk/government/publications/covid-19-vaccination-programme-guidance-for-healthcare-practitioners

https://www.gov.uk/government/publications/covid-19-vaccinator-competency-assessment-tool

https://www.gov.uk/government/publications/covid-19-vaccinator-competency-assessment-tool

https://www.gov.uk/government/publications/covid-19-vaccinator-competency-assessment-tool
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Additional 
requirements 


(continued)  


experienced vaccinator (vaccinated within past 12 months) 


• should fulfil any additional requirements defined by local or national  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 vaccination and management of anaphylaxis.  


Practitioners should be constantly alert to any subsequent recommendations from the 
UKHSA, NHSE and other sources of  medicines information.  
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4. Clinical condition or situation to which this PGD applies 
 


Clinical condition or 
situation to which 
this  PGD applies 


COVID-19 vaccination is indicated for the active immunisation of individuals for the              
prevention of coronavirus disease (COVID-19) caused by the SARS-CoV-2  virus. 
Immunisation is indicated in accordance with the national COVID-19 vaccination 
programme (see COVID-19 vaccination programme page), recommendations given  in 
Chapter 14a of Immunisation Against Infectious Disease: the ‘Green Book’ (hereafter 
referred to as Chapter 14a), and subsequent correspondence and publications from the 
UKHSA and NHSE.                                            


Criteria for inclusion COVID-19 vaccination should be offered to individuals aged 18 years and over in 
accordance with the recommendations in Chapter 14a.  


The following criteria apply to all individuals irrespective of prior COVID-19 
immunisation status.  


Individuals who have not already received a dose during the current seasonal 
campaign, who are:  


• aged 75 years and over, including those due to turn 75 years of age on or before 30 
June 2024 


• residents in a care home for older adults 


• individuals aged 18 to 74 years who are immunosuppressed, as defined in the 
immunosuppression section of Table 3, Chapter 14a 


• included in the recommended cohort(s) for vaccination, if and when JCVI, DHSC or 
other appropriate authority recommend an emergency surge vaccine response is 
required  


Criteria for exclusion2 Individuals for whom valid consent, or a ‘best-interests’ decision in accordance with 
the Mental Capacity Act 2005, has not been obtained (for                      further information on 
consent see Chapter 2 of the Green Book). Several UKHSA resources are available 
to  inform consent (see written information to be given to individual or carer section). 


Individuals who: 


• are under 18 years of age 


• do not meet any of the criteria for inclusion, irrespective of prior vaccination status or 


previous vaccine eligibility 


• have received a dose of COVID-19 vaccine in the last 3 months 


• have had a previous systemic allergic reaction (including immediate-onset 
anaphylaxis) to a previous dose of a COVID-19 vaccine or  to any component or 
residue3 from the manufacturing process in the vaccine  


• have experienced myocarditis or pericarditis determined as likely to be  related to 
previous COVID-19 vaccination 


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


 
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 
 


3 Refer to the product SPC for a full list of excipients.  



https://www.gov.uk/government/collections/covid-19-vaccination-programme

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

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

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

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


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 
(continued over page)  


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


The 15 minute observation period following vaccination with the COVID-19 vaccines 
has been suspended for individuals who have no history              of an allergic reaction (see 
off-label use section below and Chapter 14a). 


Following COVID-19 vaccine administration, individuals without a history of               allergy 
should be: 


• observed for any immediate reactions whilst they are receiving any  verbal 
post-vaccination information and exiting the premises 


• informed about the signs and symptoms of anaphylaxis and how to access 
immediate healthcare advice in the event of displaying any symptoms. In some 
settings, for example domiciliary vaccination, this  may require a responsible 
adult to be present for at least 15 minutes                                 after vaccination. 


Individuals with a personal history of allergy should be managed in line with                                Chapter 
14a, Table 5.  


Special precautions, such as those outlined in Chapter 14a (flowchart for managing 
patients who have allergic reactions to a previous dose of COVID-19 vaccine) are 
advised for individuals with a personal history of                       allergy including a: 


• prior non-anaphylaxis allergic reaction to COVID-19 vaccine 


• history of immediate anaphylaxis to multiple, different drug classes, with  the trigger 
unidentified (this may indicate polyethylene glycol (PEG) allergy) 


• history of anaphylaxis to a vaccine, injected antibody preparation or a medicine 
likely to have a polyethylene glycol (PEG) component (such as  depot steroid 
injections, laxatives) 


• history of idiopathic anaphylaxis 


Individuals with undiagnosed PEG allergy often have a                history of immediate-onset 
unexplained anaphylaxis or anaphylaxis to multiple classes of drugs. Unless at least 
one dose of the same vaccine has been previously tolerated, it is advisable to seek 
advice from an allergy                                specialist (for further information see Chapter 14a).  


Where individuals experienced a possible allergic reaction to a dose of COVID-19 
vaccine, follow the guidance in Chapter 14a in relation to the  administration of 
subsequent doses. 


Individuals with non-allergic reactions (vasovagal episodes, non-urticarial skin reaction 
or non-specific symptoms) to a COVID-19 vaccine can receive             subsequent doses of 
vaccine in any vaccination setting. Observation for 15 minutes is recommended for 
these individuals. 


No specific management is required for individuals with a family history of          allergies. 


Syncope (fainting) can occur following, or even before, any vaccination 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.  


As fainting can occur following vaccination, all those vaccinated with any of                                  the COVID-
19 vaccines should be advised not to drive for 15 minutes after                              vaccination. 


 


 



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

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

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

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a
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Cautions, including 
any relevant action 
to  be taken 
(continued) 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


 


Individuals with a bleeding disorder may develop a haematoma at the injection site. 
Individuals with bleeding disorders may be vaccinated intramuscularly if, in the opinion 
of a doctor familiar with the individual's bleeding risk, vaccines or similar small volume 
intramuscular injections can be administered with reasonable safety by this route. If 
the individual receives medication or other treatment to reduce bleeding, for example 
treatment for  haemophilia, intramuscular vaccination can be scheduled shortly after 
such medication or treatment is administered. Individuals on stable anticoagulation 
therapy, including individuals on warfarin who are up to date with their scheduled INR 
testing and whose latest INR was below the upper threshold of their therapeutic range, 
can receive intramuscular vaccination. A fine needle (23 gauge or 25 gauge) should 
be used for the vaccination, followed by firm pressure applied to the site (without 
rubbing) for at least 2 minutes. If  in any doubt, consult with the clinician responsible for 
prescribing or monitoring the individual’s anticoagulant therapy. The individual or carer                              
should be informed about the risk of haematoma from the injection. 


Very rare reports have been received of Guillain-Barré Syndrome (GBS) 
following COVID-19 vaccination (further information is available in Chapter 14a). 
Healthcare professionals should be alert to the signs and symptoms of GBS to ensure 
correct diagnosis and to rule out other causes, in order to initiate adequate supportive 
care and treatment. Individuals who have a history of GBS should be vaccinated as 
recommended for their age and underlying risk status. In those who are diagnosed 
with GBS after the first dose of vaccine, the balance of risk-benefit is in favour of 
vaccination. On a precautionary basis, where GBS occurred within 6 weeks of an 
Astra Zeneca vaccine, mRNA COVID-19 vaccines are preferred for subsequent 
doses. Where GBS occurs following either of the mRNA vaccines, further vaccination 
can  proceed as normal, once recovered. 


Guidance produced by the UK Immune Thrombocytopenia (ITP) Forum Working Party 
advises discussing the potential for a fall in platelet count in  individuals with a history 
of ITP receiving any COVID-19 vaccine and recommends a platelet count check 2 to 5 
days after the vaccine is given (British Society for Haematology-COVID-19). 


Past history of COVID-19 infection 


There are no safety concerns from vaccinating  individuals with a past history of COVID-
19 infection, or with detectable COVID-19 antibody. 


Vaccination of individuals who may be infected, asymptomatic or incubating COVID-
19 infection is unlikely to have a detrimental effect on the  illness, though those with 
suspected COVID-19 infection should not attend vaccination sessions to avoid 
infecting others. There is no need to defer immunisation in individuals after recovery 
from a recent episode of compatible symptoms, whether or not they are tested for 
COVID-19.  


During care home outbreaks, vaccination of residents with confirmed COVID-19 can 
proceed, provided that individuals are clinically stable and infection control procedures                                   
can be maintained. These populations are likely to be highly vulnerable and                           this 
approach maximises vaccination coverage without the need for multiple visits. 


Having prolonged COVID-19 symptoms is not a contraindication to receiving       COVID-19 
vaccine but if the individual is seriously debilitated, still under active investigation, or 
has evidence of recent deterioration, deferral of vaccination may be considered to avoid 
incorrect attribution of any change  in the person’s underlying condition to the vaccine. 


 



https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://b-s-h.org.uk/about-us/news/covid-19-updates/
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Action to be taken if  
the patient is excluded 


The risk to the individual of not being immunised must be considered. The 
indications for risk groups are not exhaustive and the healthcare practitioner should 
consider the risk of COVID-19 exacerbating any underlying disease that an individual 
may have, as well as the risk of serious  illness from COVID-19 itself. Where 
appropriate, such individuals should be referred for assessment of clinical risk. Where 
risk is identified as equivalent  to those currently eligible for immunisation, vaccination 
may be provided by an appropriate prescriber or on a patient-specific basis, under a 
PSD. 


For individuals who have had a previous systemic allergic reaction (including 
immediate-onset anaphylaxis) to a previous dose of COVID-19 mRNA vaccine, or any 
component of the vaccine, advice should be sought from an allergy specialist. Any 
subsequent dose should be provided by an appropriate prescriber, under a PSD. 


Individuals who have experienced myocarditis or pericarditis following COVID-19 
vaccination should be assessed by an appropriate clinician to determine whether it is 
likely to be vaccine related. As the mechanism of action and risk of recurrence of 
myocarditis and pericarditis are being investigated, subsequent doses should be 
deferred pending further investigation. Following investigation, any subsequent dose 
should be provided by an appropriate prescriber or on a patient-specific basis, under a  
PSD (see Chapter 14a for further details). 


Individuals who have never received a dose of COVID-19 vaccine and do not meet 
inclusion criteria, or who were previously eligible for a booster dose during previous 
campaigns but not the present one, should be reassured that the evidence does not 
currently support a need to vaccinate them. If new evidence means that they are 
considered to be at high risk of COVID-19 during a future campaign, they will then be 
invited for vaccination.  


When the seasonal vaccination campaign has ended, individuals with severe 
immunosuppression (as defined in Box 1 of Chapter 14a) can be considered for 
vaccination outside of campaign periods, as described in the Green Book. A decision 
to proceed would be subject to individual clinical decision and therefore a PSD should 
be used to administer the vaccine.  


If COVID-19 vaccine has been given in the preceding                   3 months, advise the individual 
to return when they are next invited forward for vaccination, which may coincide with 
the next seasonal COVID-19 campaign.  


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


Document the reason for exclusion and any action taken. 


Action to be taken 
if                    the individual or 
carer declines 
treatment 


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


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


Document advice given and the decision reached. 


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


Arrangements for 
referral 


As per local policy. 


 
 
 


 



https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

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

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


Name, strength and 
formulation of drug 


 


 


 


 


 


 


Comirnaty® Omicron XBB.1.5 (30 micrograms/dose) dispersion for injection 
COVID-19 mRNA vaccine (nucleoside modified)  


One dose (0.3ml) contains:  


30 micrograms of raxtozinameran (embedded in lipid nanoparticles)   


 


Spikevax® XBB.1.5 (0.1mg/ml) dispersion for injection  


One dose (0.5ml) contains:  


50 micrograms of andusomeran (embedded in SM-102 lipid nanoparticles). 


Legal category  Prescription only medicine (POM) 


 


Black triangle▼ All recommended COVID-19 vaccines are black triangle products. As new vaccine 
products, the Medicines and Healthcare products Regulatory Agency (MHRA) has a 
specific interest in the reporting of adverse                        drug reactions for these products. 


Off-label use 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


  


Allergy 


According to the Comirnaty® SPC, it is recommended that all recipients are kept for 
observation and monitored for a minimum of 15 minutes. Following careful review of the 
safety data by the MHRA and advice from the                           Commission on Human Medicines, the 
15 minute observation requirement has since been suspended for individuals who have 
no history of allergy following vaccination with all COVID-19 vaccines. However, 
vaccinated individuals should be informed about the signs and symptoms of 
anaphylaxis and how to access immediate healthcare advice in the event of displaying 
any symptoms. In some  settings, for example domiciliary vaccination, this may require 
a responsible adult to be present for at least 15 minutes after vaccination.  


As fainting can occur following vaccination, all those vaccinated with any of the                   COVID-
19 vaccines should be advised not to drive for 15 minutes after vaccination. 


Individuals with a personal history of allergy should be managed in line with Chapter 
14a, Table 5. No specific management is required for individuals with a  family history of 
allergies. 


The MHRA will continue to closely monitor anaphylaxis post-COVID-19                     vaccination; 
reporting of adverse events via the Coronavirus Yellow Card reporting scheme is                                
strongly encouraged. 


Storage 


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


In the event that available data supports extension to the vaccine shelf life, any  
resulting off-label use of expiry extended vaccine under this PGD should be supported 
by NHS operational guidance or standard operating procedures. 


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



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

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

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

https://www.gov.uk/government/publications/vaccine-incident-guidance-responding-to-vaccine-errors
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Route and method                  of 
administration 
 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


   


(continued over page) 


General principles 


Administer the required dose of COVID-19                       vaccine (as outlined in Table 1) by 
intramuscular injection only, preferably into the deltoid muscle of the upper arm. 
Vaccines should be prepared in accordance with manufacturer’s recommendations 
(see the product’s SPC) and NHS standard operating                      procedures for the service. 


The vial should be inspected for foreign particulate matter and other variation of 
expected appearance before preparation and administration. Should either occur, 
discard the vial in accordance with local procedures.  


The vaccine should not be mixed in the same syringe with any other vaccines or 
medicinal products.  


Care should be taken to ensure a full 0.3 or 0.5ml dose is administered. If a full dose 
cannot be extracted, the remaining vial volume must be discarded. Do not pool excess 
vaccine from multiple vials.  


Where the individual has been assessed as being at increased risk of bleeding, 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 or 
carer should be informed about this risk of haematoma from the injection. 


Recheck the product name, batch number and expiry date prior to administration.  


Specific handling requirements of each vaccine is outlined below.  
 


a) Comirnaty® XBB.1.5 (30 micrograms/dose) dispersion for injection COVID-19 
mRNA vaccine  
 


Verify that the vial has a grey plastic cap and the product name reads as 
Comirnaty® Omicron XBB.1.5 (30 micrograms/dose) dispersion for injection.  


The vaccine should be used or discarded by the post-thaw expiry date. 


Thawed vials can be handled in room light conditions. 


Gently mix by inverting vials 10 times prior to use. Do not shake. 


Do not dilute the vial contents.  


Prior to mixing, the vaccine may contain white to off-white opaque amorphous 
particles. After mixing, the vaccine should present as a white to off-white dispersion 
with no particulates available.  


Using aseptic technique, cleanse the vial stopper with a single-use antiseptic          
swab.  


Withdraw 0.3 ml of Comirnaty® Omicron XBB.1.5. The vaccine dose should be 
drawn up from the vial immediately prior to administration. Each dose must contain 
0.3 ml of vaccine. 


Low dead-volume syringes and/or needles should be used to extract 6 doses from a 
single vial. The low dead-volume syringe and needle combination should have a dead 
volume of no more than 35 microlitres. If standard syringes and needles are used, 
there may not be sufficient volume to extract a sixth dose from a single vial. If the 
amount of vaccine remaining in the vial cannot provide a full dose of 0.3 ml, discard the 
vial and any excess volume. Do not pool excess vaccine from multiple vials. 


Record the date and time of first puncture on the vial and discard unused vaccine within 
12 hours of puncture (if stored between 2°C and 30°C). From a microbiological point of 
view, the product should be used as soon as practicably possible  once opened.  


 



http://www.medicines.org.uk/
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Dose and 
frequency of 
administration 


 


 


 


 


 


 


 


 


 


 


 


 


 


  


Vaccination should be offered to individuals eligible for the current campaign as part of 
the national COVID- 19 vaccination programme in accordance with the 
recommendations from the JCVI and in Chapter 14a, at a minimum interval of 3 months 
from the                    previous dose of COVID-19 vaccine. 


 In line with Chapter 14a, there is no requirement to administer the same vaccine brand 
as previously administered. 


Table 1: Summary table of dosing regimes 


 


Vaccine4 Dose 


Comirnaty® Omicron XBB.1.5 (30 
micrograms/ dose) 


0.3ml 


Spikevax® XBB.1.5 (0.1mg/ml)  0.5ml 


Note: use of alternative variant vaccines is not covered by this PGD and requires a 
PSD 


Vaccination in incompletely vaccinated or previously unvaccinated individuals  
If the primary course was interrupted or delayed before Autumn 2023, doses should 
neither be repeated or the course resumed, in line with JCVI recommendations to 
change to a single dose regime. Previously unvaccinated individuals should be 
offered a single dose of COVID-19 vaccine as recommended in Table 1.  


The main exception would be for those about to commence immunosuppressive 
treatment (see special considerations and additional information).  


Duration of 
treatment 


See Dose and frequency of administration above. 


 
4 As outlined in the Green Book, vaccines that target the latest variant are preferable. However, an available, authorised 
and age-appropriate vaccine should be offered without delay, in preference to a substantial delay to vaccination with a 
slightly better matched vaccine 


Route and method  of 
administration 
(continued) 


 


 


 


 


 


 


 


 


 


 


 


b) Spikevax® XBB.1.5 (0.1mg/ml) dispersion for injection 


Verify the vial has a blue flip-off cap and bears the correct name. Each vial contains 5 
doses of 0.5ml.  


Thawed vials and filled syringes may be handled in room light conditions.  


After removing the flip-off cap, using aseptic technique, cleanse the vial stopper with a 
single-use antiseptic swab. Do not shake or dilute – the vial should be gently swirled 
after thawing and before each administration.  


Prior to injection, inspect each dose to confirm the vaccine is white to off-white in colour 
in both vial and syringe. The vaccine may contain white or translucent product-related 
particulates.  


Withdraw 0.5ml of Spikevax® XBB.1.5. The dose should be used immediately.  


Once the vial is punctured, the vial should be discarded after 6 hours.  


Record the date and time the vial is to be discarded onto the vial label. From a 
microbiological point of view, the product should be used as soon as practicably possible  
once opened.  


An additional overfill is included in each vial to ensure 5 doses of 0.5ml can be 
delivered. Any remaining should be discarded in line with local procedures.  


Where possible, the stopper should be pierced at a different site each time, to 
minimise the chances of dislodging a fragment of the bung.  



https://www.gov.uk/government/publications/covid-19-spring-2024-and-future-vaccination-programmes-jcvi-advice-4-december-2023/jcvi-statement-on-covid-19-vaccination-in-spring-2024-and-considerations-on-future-covid-19-vaccination-4-december-2023#considerations-on-future-covid-19-vaccination-programmes-beyond-spring-2024

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-autumn-2023-vaccination-programme-jcvi-advice-26-may-2023/jcvi-statement-on-the-covid-19-vaccination-programme-for-autumn-2023-26-may-2023
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Quantity to be 
supplied and 
administered 


As per Table 1.  


Supplies Providers will receive COVID-19 vaccines via the national appointed supply route for 
delivery of NHS-commissioned services. 


NHS standard operating procedures should be followed for appropriate supply, 
storage, handling, preparation, administration and waste minimisation  of COVID-19 
vaccines and to ensure use is in accordance with the product’s SPC and official 
national recommendations. Further information is also available in the Green Book 
Chapter 3. 


Storage  


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


(continued over page)  


General advice 


Store at 2°C to 8°C. Do not freeze. Thawed vaccines should not be re-frozen.  
Store in original packaging to protect from light if not in use. 


Manufacturer storage details relate to storage requirements and available stability 
data at the                time of product authorisation. Refer to NHS standard operating procedures 
for  the service and the most up to date manufacturer’s recommendations in the 
product’s SPC. The SPC also contains further information on stability to guide  
healthcare professionals only in case of temporary temperature excursion. 


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. 


Table 2: Summary of vaccine handling and storage (thawed product)  


Vaccine 
product  


Transportation time Product shelf life 


Thawed vial 
(unopened) 


Punctured vial Temperature 
deviations 


Comirnaty® 
Omicron 
XBB.1.5 
(30 


micrograms


/dose) 


Up to 10 weeks at 2°C 


to 8°C (within the 18 


month shelf life) 


 


Punctured vial: up to 6 


hours at 2°C to 30oC 


10 weeks at 


2°C to 8°C 


 


Up to 12 hours 


at 


2°C to 30°C 


Up to 24 


hours 


at 


8°C to 30°C 


(includes up 


to 12 hours 


following first 


puncture) 


Spikevax® 


XBB.1.5 


(0.1mg/ml)  


Up to 36 hours at 2°C 


to 8°C (within the 30 


day* post-thaw expiry) 


of which 30 hours is by 


road 


30 days* at  


2°C to 8°C 


Up to 6 hours 


at 2°C to 25oC   


Up to 24 
hours 


at 
8°C to 25°C 


*where Spikevax® XBB.1.5 (0.1mg/ml)  has been stored at -50°C to -15°C for between 9 to 12  
months, the unopened vial must be used within a maximum of 14 days and not exceeding a total 


storage time of 12 months, provided once thawed, the vial is protected from light and stored at  


2°C to 8°C throughout.  


Specific directions pertinent to each vaccine are outlined below.  


a) Comirnaty® XBB.1.5 (30 micrograms/dose) dispersion for injection COVID-19 
mRNA vaccine  


Thawed vial  


Thawed unopened vials have a 10 week shelf-life at 2°C to 8°C, including for 
transportation. 


If the vaccine is received at 2°C to 8°C it should be stored at 2°C to 8°C. Except where 



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

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

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

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


(continued)  


a shelf-life extension applies, the 10 week shelf life should not exceed the printed  


manufacturer’s expiry date (EXP) on the outer carton.  


Prior to use, the unopened vials can be stored for up to 12 hours at  temperatures  
between 8°C to 30°C. 


Thawed vials can be handled in room light conditions. 


Once thawed, the vaccine cannot be re-frozen. 


Punctured vial 


Shelf life of the punctured vial is 12 hours at 2°C to 30°C, which includes up to 6 hours 
transportation time.  


From a microbiological point of view, the product should be used as soon as  


practicably possible  once opened. 


Special precautions for storage 


Store in original packaging to protect from light. 


During storage, minimise exposure to room light and avoid exposure to direct sunlight  


and ultraviolet light. 


b) Spikevax® XBB.1.5 (0.1mg/ml) dispersion for injection  


Thawed vial 
Thawed unopened vials must be stored at 2°C to 8°C and used within the post-thaw 
expiry date, indicated on the outer packaging. (Note: vials kept in a frozen state for 
between 9 and 12 months will be given a reduced 14 day thaw expiry).  


Within this period, up to 36 hours may be used for transportation; a maximum of 30 
hours by road and 6 hours by airfreight. The post thaw expiry should not exceed the 
manufacturer printed expiry date (EXP) on the outer carton, except where a shelf-life 
extension is advised.  


Prior to use, the unopened vial can be stored for up to 24 hours at 8°C to 25°C 


Once thawed at 2°C to 8°C, vials must not be refrozen. 


Punctured vial 
After initial puncture, the shelf life of the punctured vial is 6 hours at 8°C to 25°C, within 
a 24 hour expiry if stored unopened between 8°C to 25°C and not exceeding the post-
thaw expiry date. From a microbiological point of view, the product should be used as 
soon as practicably possible.  
In-use storage times and conditions are the responsibility of the user.  


 


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


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


Drug interactions 


 


 


 


 


 


 


(continued over page)  


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


Although no data for co-administration of COVID-19 vaccine with other vaccines exists, 
in the absence of such data, first principles would suggest that  interference between 
inactivated vaccines with different antigenic content is likely to be limited. Based on 
experience with other vaccines, any potential interference is most likely to result in a 
slightly attenuated immune response to               one of the vaccines. There is no evidence of 
any safety concerns, although it may make the attribution of any adverse events more 
difficult.  


Similar considerations apply to co-administration of inactivated (or non-replicating) 



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/
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Drug interactions 


(continued) 


COVID-19 vaccines with live vaccines such as MMR. In particular, 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. 


For further information about co-administration with other vaccines, see                Additional 
Information section. 


Identification and 
management of 
adverse reactions 


The most frequently reported adverse reactions are injection-site pain, swelling or 
redness, fatigue, headache, myalgia, chills,  arthralgia, pyrexia, nausea, diarrhoea and 
vomiting. These reactions are usually mild or moderate in intensity and resolve within 
a few days after vaccination. 


Very rare cases of myocarditis and pericarditis have been observed following 
vaccination with both Comirnaty® and Spikevax®. These cases have primarily occurred 
within 14 days following vaccination, more often after the second vaccination, and 
more often in younger men. Available data suggest that the course of myocarditis and 
pericarditis following vaccination is not different from myocarditis or pericarditis in 
general. Healthcare professionals should be alert to the signs and symptoms of 
myocarditis and pericarditis. Vaccinated individuals should be instructed to seek 
immediate medical attention if they develop symptoms indicative of myocarditis or 
pericarditis such as acute and persisting chest pain, shortness of breath, or palpitations 
following vaccination. Healthcare professionals should                  consult guidance and/or 
specialists to diagnose and treat this condition. 


Heavy menstrual bleeding has been reported after COVID-19 vaccination. In most 
cases, this is self-limiting.  


Individuals (or their carers) should be provided with the advice within the leaflet What 
to expect after your COVID-19 vaccination  which covers the reporting of adverse 
reactions and their management, such as with analgesic and/or antipyretic medication. 


A detailed list of adverse reactions is available in the product’s SPC. 


Reporting 
procedure of 
adverse reactions 


 


As new products, MHRA has a specific interest in the reporting of all  adverse drug 
reactions for all COVID-19 vaccines.  


Healthcare professionals, individuals and carers should report suspected adverse 
reactions to the MHRA using the Coronavirus Yellow Card reporting scheme or by 
searching for MHRA Yellow Card in the Google Play or Apple App Store.  


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


Chapter 8 and Chapter 14a provide further details regarding  the clinical features of 
reactions to be reported as anaphylaxis. Allergic reactions that do not include the 
clinical features of anaphylaxis should be  reported as an allergic reaction.  


Written information 
to be given to 
individual or carer 


 


 


 


 


 


 


Ensure the individual or carer has been provided with appropriate written information 
such              as the: 


• patient information leaflet (PIL) for Comirnaty® Omicron XBB.1.5 (30 
micrograms/dose), or Spikevax® XBB.1.5 (0.1mg/ml) COVID-19 vaccine as 
applicable 


• COVID-19 vaccination record card 


• what to expect after your COVID-19 vaccination 


• COVID-19 vaccination: women who are pregnant or breastfeeding 


 


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


Health Publications. Where applicable, inform the individual or carer that large print, 


Braille or audio CD PILs may be available from emc accessibility (freephone 0800 198 


5000) by providing the medicine name and product code number, as listed on the 


electronic Medicines Compendium.  



https://www.gov.uk/government/publications/covid-19-vaccination-myocarditis-and-pericarditis-information-for-healthcare-professionals

https://www.gov.uk/government/publications/covid-19-vaccination-what-to-expect-after-vaccination

https://www.gov.uk/government/publications/covid-19-vaccination-what-to-expect-after-vaccination

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

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

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

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.medicines.org.uk/emc/product/15042/pil#about-medicine

https://www.medicines.org.uk/emc/product/15042/pil#about-medicine

https://www.medicines.org.uk/emc/product/15085/smpc

https://www.healthpublications.gov.uk/ViewArticle.html?sp=Scovidvaccinerecordcard2doses

https://www.gov.uk/government/publications/covid-19-vaccination-what-to-expect-after-vaccination

https://www.gov.uk/government/publications/covid-19-vaccination-women-of-childbearing-age-currently-pregnant-planning-a-pregnancy-or-breastfeeding

https://www.healthpublications.gov.uk/

https://www.healthpublications.gov.uk/

https://www.medicines.org.uk/emc/xpil#gref
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Advice and follow 
up treatment 


The 15 minute observation period following vaccination with COVID-19 vaccines has 
been suspended for individuals without a history of allergy (see off-label use section). 


Following COVID-19 vaccine administration, individuals without a history of   allergy 
should be: 


• observed for any immediate reactions whilst they are receiving any verbal                        post-
vaccination information and exiting the premises 


• informed about the signs and symptoms of anaphylaxis and how to access  
immediate healthcare advice in the event of displaying any symptoms (see the  
leaflet What to expect after your COVID-19 vaccination).   


• individuals with a personal history of allergy should be managed in line with  
Chapter 14a Table 5. 


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


As fainting can occur following vaccination, all those vaccinated with any of the  COVID-
19 vaccines should be advised not to drive for 15 minutes after vaccination.  


The individual or carer should be advised to seek appropriate advice from                  a 
healthcare professional in the event of an adverse reaction. In some settings,  for 
example domiciliary vaccination, this may require a responsible adult to be present for 
at least 15 minutes after vaccination. 


Vaccinated individuals or their carers should be advised to seek immediate medical 
attention  should the vaccinated individual experience new onset of chest pain, 
shortness of breath, palpitations or arrhythmias. 


Advise the individual or carer that they can report side effects directly via the national 
reporting system run by the MHRA known as the Coronavirus Yellow Card reporting 
scheme or by searching for MHRA Yellow Card in the Google Play or Apple                App Store. 
By reporting side effects, they can help provide more information on  the safety of 
medicines. 


As with all vaccines, immunisation may not result in protection in all individuals. 
Immunosuppressed individuals should be advised that they may not make a full 
immune response to the vaccine. 


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



https://www.gov.uk/government/publications/covid-19-vaccination-what-to-expect-after-vaccination

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

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

https://coronavirus-yellowcard.mhra.gov.uk/
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Special 
considerations and 
additional 
information 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


 
(continued over page) 
 


Ensure there is immediate access to an anaphylaxis pack including 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 
vaccination. If an individual is acutely unwell, vaccination should be  postponed until 
they have fully recovered. This is to avoid confusing the differential diagnosis of any 
acute illness (including COVID-19) by wrongly attributing any signs or symptoms to the 
adverse effects of the vaccine. 


Pregnancy 


There is no known risk associated with being given a non-live vaccine during     pregnancy 
(see Chapter 14a). 


In December 2021, following the recognition of pregnancy as a risk factor for severe 
COVID-19 infection and poor pregnancy outcomes during the Delta wave, pregnancy 
was added to the clinical risk groups recommended for COVID- 19 vaccination. Because 
of wider experience with mRNA vaccines, these are the preferred vaccines to offer to 
those who are pregnant.  


Breastfeeding 


There is no known risk associated with being given a non-live vaccine whilst 
breastfeeding. JCVI advises that breastfeeding women may be offered any suitable 
COVID-19 vaccine. Emerging safety data is reassuring; mRNA was                  not detected in the 
breast milk of recently vaccinated women and protective  antibodies have been detected 
in breast milk. 


The developmental and health benefits of breastfeeding are clear and should  be 
discussed with the woman, along with her clinical need for immunisation against 
COVID-19. 


Participants in clinical trials 


Trial participants who are eligible for a booster dose should be offered vaccination in 
line with the general population, at least 3 months after any previous doses.  


Individuals vaccinated abroad 


Individuals who have been vaccinated abroad are likely to have received an mRNA or 
vector vaccine based on the spike protein, or an inactivated whole viral vaccine. 
Specific advice may be found in COVID-19 vaccination programme: information for 
healthcare practitioners.  


Co-administration with other vaccines 


Where individuals in an eligible cohort present having recently received one or more 
inactivated or live vaccines, COVID-19 vaccination should still be given. The same 
applies for other live and inactivated vaccines where COVID-19 vaccination has been 
received first or where an individual presents requiring  2 or more vaccines. It is 
generally better for vaccination to proceed to prevent any further delay in protection and 
avoid the risk of the individual not returning for a later appointment. This includes but is 
not limited to vaccines commonly administered around the same time or in the same 
settings, including influenza, shingles and pneumococcal polysaccharide vaccines in 
those aged  over 65 years and pertussis-containing and influenza vaccines in 
pregnancy. 


Where co-administration does occur, the individual or carer should be informed about 
the likely timing of potential adverse events relating to each vaccine.  


Previous incomplete vaccination 


Vaccination can be resumed provided a minimum interval of 3 months has been 
observed and the individual continues to be eligible for the current seasonal campaign. 
There is no need to administer extra doses to compensate for previously missed doses, 
even if the individual was previously eligible.  


 



https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-vaccination-programme-guidance-for-healthcare-practitioners

https://www.gov.uk/government/publications/covid-19-vaccination-programme-guidance-for-healthcare-practitioners
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Special 
considerations and 
additional 
information 
(continued)  


Immunosuppressed 


Immunological response may be lower in immunocompromised individuals, but  they 
should still be vaccinated. 


Individuals who had received brief immunosuppression (≤40mg prednisolone per day) 
for an acute episode (for example, asthma / COPD / COVID-19) and individuals on 
replacement corticosteroids for adrenal insufficiency are not considered severely 
immunosuppressed sufficient to have prevented response to the primary vaccination.  


Individuals with severe immunosuppression 


Regardless of the time of year or previous vaccination history, additional doses of 
COVID-19 vaccine may be considered for individuals with severe immunosuppression 
(as defined by Box 1: Criteria for additional doses of COVID-19 vaccine in those aged 
12 years and above, Chapter 14a).  


The need for additional doses and the optimal dose intervals should be at the discretion 
of the individual’s specialist. In such circumstances, the dose should be given under a 
PSD. 


More information on timing of additional doses may be found in Chapter 14a.  


Due consideration must be given to the risk of delaying COVID-19 vaccination against 
that of delaying treatment.  


Individuals who have received a bone marrow transplant after vaccination should be 
considered for a re-immunisation programme for all routine vaccinations, including 
COVID-19 (see Chapter 7 of the Green Book). Revaccination with COVID-19 vaccine is 
not covered by this PGD and should be provided on a PSD.  


Records 
 


 
 
 
 
 
 
 


 


 The practitioner must ensure the following is recorded: 


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


• 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 


• anatomical site of vaccination 


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


immunisation 


• details of any adverse drug reactions and actions taken 


• supplied via PGD 


 


Records should be signed and dated (or password-controlled on e-records).  


All records should be clear, legible and contemporaneous. 


It is important that vaccinations are recorded in a timely manner on appropriate       
healthcare records for the individual. Systems should be in place to ensure this 
information is returned to the individual’s general practice record in a timely                      manner to 
allow clinical follow up and to avoid duplicate vaccination. 


A record of all individuals receiving treatment under this PGD should also be  kept for 
audit purposes. 


 
 
 
 



https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

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

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

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


 
Key references 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
(continued over page)  
 


• Summary of Product Characteristics, Comirnaty® Omicron XBB.1.5 (30 
micrograms/dose) dispersion for injection COVID-19 mRNA vaccine, last 
updated 8 January 2024 


• Summary of Product Characteristics, Spikevax® XBB.1.5 (0.1mg/ml) dispersion 
for injection, last updated 21 February 2024 


• Immunisation Against Infectious Disease: The Green Book, Chapter 14a. Updated 
21 February  2024 
COVID-19: the green book, chapter 14a - GOV.UK 


• UK Chief Medical Officers Report; suspension of the 15 minute wait for 
vaccination with mRNA vaccine for COVID-19, 14 December 2021 


• Joint Committee on Vaccination and Immunisation (JCVI) statement on COVID-19 
vaccination in spring 2024 and considerations on future COVID-19 vaccination, 4 
December 2023. Published 7 February 2024  


• COVID-19 vaccination programme. Updated 9 February 2024 
www.gov.uk/government/collections/covid-19-vaccination-programme 


• Training recommendations for COVID-19 vaccinators. Updated 20 October 2022 
www.gov.uk/government/publications/covid-19-vaccinator-training-
recommendations/training-recommendations-for-covid-19-vaccinators 


• National COVID-19 vaccination e-learning programme 
www.e-lfh.org.uk/programmes/covid-19-vaccination/ 


• COVID-19 vaccinator competency assessment tool. Updated 20 October 
2022 www.gov.uk/government/publications/covid-19-vaccinator-competency- 
assessment-tool 


• COVID-19 vaccination programme: information for healthcare 
practitioners. Updated 9 May 2023 
www.gov.uk/government/publications/covid-19-vaccination-programme- 
guidance-for-healthcare-practitioners 


General 


• NHSE Health Technical Memorandum 07-01: safe and sustainable management 
of healthcare waste. NHS England. Updated 7 March 2023 
www.england.nhs.uk/publication/management-and-disposal-of-healthcare-waste- 
htm-07-01/ 


• 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 4 January 2018 
www.nice.org.uk/guidance/mpg2/resources 


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


• UK Statutory Instrument 2012 No. 1916, The Human Medicines Regulations 
2012 www.legislation.gov.uk/uksi/2012/1916/contents 


• UK Statutory Instrument 2020 No. 1125, The Human Medicines (Coronavirus and 
Influenza) (Amendment) Regulations 2020 
www.legislation.gov.uk/uksi/2020/1125/contents/made 


• UK Statutory Instrument 2020 No. 1594, The Human Medicines (Coronavirus and 
Influenza) (Amendment) Regulations 2020 
https://www.legislation.gov.uk/uksi/2020/1594/regulation/4/made 


• Vaccine Incident Guidance: responding to errors in vaccine storage, handling and 
administration. Updated 7 July 2022 



https://www.medicines.org.uk/emc/product/15042/smpc#about-medicine

https://www.medicines.org.uk/emc/product/15042/smpc#about-medicine

https://www.medicines.org.uk/emc/product/15085/smpc

https://www.medicines.org.uk/emc/product/15085/smpc

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/suspension-of-the-15-minute-wait-for-vaccination-with-mrna-vaccine-for-covid-19-uk-cmos-opinion/suspension-of-the-15-minute-wait-for-vaccination-with-mrna-vaccine-for-covid-19-uk-cmos-opinion

https://www.gov.uk/government/publications/covid-19-spring-2024-and-future-vaccination-programmes-jcvi-advice-4-december-2023/jcvi-statement-on-covid-19-vaccination-in-spring-2024-and-considerations-on-future-covid-19-vaccination-4-december-2023

https://www.gov.uk/government/publications/covid-19-spring-2024-and-future-vaccination-programmes-jcvi-advice-4-december-2023/jcvi-statement-on-covid-19-vaccination-in-spring-2024-and-considerations-on-future-covid-19-vaccination-4-december-2023

https://www.gov.uk/government/publications/covid-19-spring-2024-and-future-vaccination-programmes-jcvi-advice-4-december-2023/jcvi-statement-on-covid-19-vaccination-in-spring-2024-and-considerations-on-future-covid-19-vaccination-4-december-2023

http://www.gov.uk/government/collections/covid-19-vaccination-programme

http://www.gov.uk/government/publications/covid-19-vaccinator-training-recommendations/training-recommendations-for-covid-19-vaccinators

http://www.e-lfh.org.uk/programmes/covid-19-vaccination/

http://www.gov.uk/government/publications/covid-19-vaccinator-competency-assessment-tool

http://www.gov.uk/government/publications/covid-19-vaccinator-competency-assessment-tool

http://www.gov.uk/government/publications/covid-19-vaccination-programme-guidance-for-healthcare-practitioners

http://www.gov.uk/government/publications/covid-19-vaccination-programme-guidance-for-healthcare-practitioners

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.nice.org.uk/guidance/mpg2

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

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

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

http://www.legislation.gov.uk/uksi/2012/1916/contents

http://www.legislation.gov.uk/uksi/2020/1125/contents/made

https://www.legislation.gov.uk/uksi/2020/1594/regulation/4/made
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Key references 
(continued)  


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 
 


COVID-19 vaccine (18 years and over) PGD                          v5.00  
Valid from: 8 April 2024   Expiry: 30 June 2024  
 
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 registered healthcare professionals 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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Standard Operating Procedure: 


Roving and mobile models   


 


 


Updates made to this document are highlighted in yellow 


 


This guidance is correct at the time of publishing. However, as it is subject to 
updates, please use the hyperlinks to confirm the information you are 
disseminating is accurate.    
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1. Scope and purpose 
This standard operating procedure (SOP) describes how to operate roving and mobile 


vaccination models. These models enable the administration of COVID-19 vaccines at 


identified locations outside of vaccination ‘base’ sites: vaccination centres; hospital hubs; 


designated PCN-led sites; and designated community pharmacy-led sites. They include 


care homes, vaccination for housebound patients, other residential settings or settings of 


multiple occupancy, temporary vaccination clinics (e.g. pop-ups), vaccination buses and 


drive-through clinics.  


The aim of roving and mobile models is to improve access and maximise vaccine uptake in 


communities or among groups where uptake is low. 


1.1 General guidance and advice   


This SOP must be read in conjunction with: 


For Phase 3: Joint Committee on Vaccination and Immunisation (JCVI) regarding a 


COVID-19 booster vaccine programme for winter 2021 to 2022 (published 14 September 


2021).  


For the evergreen offer:  


• JCVI guidance defining eligible cohorts from December 2020 and April 2021. 


• The Green Book, particularly chapter 14a and chapter 2, and the UK Health Security 


Agency’s COVID-19 vaccination programme webpage.   


• Vaccine-specific guidance should be followed. COVID-19 vaccines have different 


characteristics with specific handling requirements which are a condition of 


temporary authorisation under Regulation 174 of the Human Medicines Regulations 


2012. Vaccine-specific SOPs are on the Specialist Pharmacy Service website.  


• Maximising vaccine uptake in underserved communities: a framework for systems, 


sites and local authorities leading vaccination delivery provides a problem-solving 


framework, best practice and practical guidance for implementing a range of 


interventions to ensure equitable access.  


• Legal mechanisms for administration of COVID-19 vaccine. 


• JCVI guidance on vaccinating children aged 12 to 15 years (3 September). 


In addition, the following documents apply: 


• Vaccination Centres (VC): Vaccination Centre Operating Framework and POD 


definition document.  


• Local Vaccination Services (LVS): SOP COVID-19 local vaccination services 


deployment in community settings. 



https://www.gov.uk/government/publications/jcvi-statement-september-2021-covid-19-booster-vaccine-programme-for-winter-2021-to-2022/jcvi-statement-regarding-a-covid-19-booster-vaccine-programme-for-winter-2021-to-2022

https://www.gov.uk/government/publications/jcvi-statement-september-2021-covid-19-booster-vaccine-programme-for-winter-2021-to-2022/jcvi-statement-regarding-a-covid-19-booster-vaccine-programme-for-winter-2021-to-2022

https://www.gov.uk/government/publications/priority-groups-for-coronavirus-covid-19-vaccination-advice-from-the-jcvi-30-december-2020/joint-committee-on-vaccination-and-immunisation-advice-on-priority-groups-for-covid-19-vaccination-30-december-2020

https://www.gov.uk/government/publications/priority-groups-for-phase-2-of-the-coronavirus-covid-19-vaccination-programme-advice-from-the-jcvi/jcvi-final-statement-on-phase-2-of-the-covid-19-vaccination-programme-13-april-2021

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

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

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

https://www.gov.uk/government/collections/covid-19-vaccination-programme

https://www.gov.uk/government/collections/covid-19-vaccination-programme

https://www.gov.uk/government/collections/covid-19-vaccination-programme

https://www.gov.uk/government/collections/covid-19-vaccination-programme

https://www.gov.uk/government/collections/mhra-guidance-on-coronavirus-covid-19

https://www.legislation.gov.uk/uksi/2012/1916/regulation/174/made

https://www.legislation.gov.uk/uksi/2012/1916/regulation/174/made

https://www.legislation.gov.uk/uksi/2012/1916/regulation/174/made

https://www.legislation.gov.uk/uksi/2012/1916/regulation/174/made

https://www.legislation.gov.uk/uksi/2012/1916/regulation/174/made

https://www.legislation.gov.uk/uksi/2012/1916/regulation/174/made

https://www.legislation.gov.uk/uksi/2012/1916/regulation/174/made

https://www.sps.nhs.uk/home/covid-19-vaccines/

https://www.england.nhs.uk/coronavirus/publication/maximising-vaccine-uptake-in-underserved-communities-a-framework/

https://www.england.nhs.uk/coronavirus/publication/maximising-vaccine-uptake-in-underserved-communities-a-framework/

https://www.england.nhs.uk/coronavirus/covid-19-vaccination-programme/legal-mechanisms/

https://www.england.nhs.uk/coronavirus/covid-19-vaccination-programme/legal-mechanisms/

https://www.gov.uk/government/publications/jcvi-statement-september-2021-covid-19-vaccination-of-children-aged-12-to-15-years

https://future.nhs.uk/COVID19VaccinationCentres/view?objectId=106236293

https://www.england.nhs.uk/coronavirus/publication/standard-operating-procedure-covid-19-local-vaccination-services-deployment-in-community-settings/

https://www.england.nhs.uk/coronavirus/publication/standard-operating-procedure-covid-19-local-vaccination-services-deployment-in-community-settings/
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• COVID-19 Vaccination Programme – Service Specifications: Vaccination Centres 


(including Hospital Hubs); Enhanced Service Specification: COVID-19 vaccination 


programme for general practice (GP-led vaccinations only); Enhanced Service 


Vaccination Collaboration Agreement; Local Enhanced Service Agreement: COVID-


19 vaccination programme for community pharmacy (community pharmacy-led 


vaccinations only). 


• Resources for communicating with the public are available to sites, including in 


accessible formats. Further resources are on the FutureNHS Communications and 


Engagement pages.  


• Additional training materials for COVID 19 vaccinators and volunteers provide tips on 


communicating with people with a learning disability and autistic people and 


reasonable adjustments that should be considered.  


• NHS England’s guidance is on our website and on the FutureNHS workspace.1  


 


 


2. Preparing for roving and mobile vaccination  


Vaccines, vaccine-related consumables and equipment will continue to be delivered to the 


respective vaccination base sites (e.g. for LVS sites the designated site) and need to be 


transported from there to the mobile vaccination site or end-user location. Section 4.1 


outlines the requirements for moving and transporting the different vaccines.  


Equipment (including IT/hardware) to support the vaccination process should be ordered by 


the designated vaccination base site, further guidance outlined in section 4.2.  


Sections 3.1 to 3.3 and appendices A-C outline the different operating models in more 


detail. 


2.1 Governance 


Regions, ICSs and providers will work together to assure roving and mobile vaccination 


services, in line with the requirements in this SOP.  


Regions and ICSs must have a roving and mobile vaccination delivery strategy, including 


target cohorts, cohort vaccination penetration objectives, and a clear assurance process. 


An Equality and Health Inequalities Impact Assessment (EHIA) should be completed to 


assess the strategy. 


 
1 New users can join FutureNHS by emailing P_C_N-manager@future.nhs.uk from an NHS email address (or 
similar work email address of eligible users). Guidance, support and resources to help teams to ensure 
equality of access to the vaccine are available on the COVID-19 Vaccine Equalities Connect and Exchange 
Hub on Future NHS. 



https://ppds.palantirfoundry.co.uk/workspace/compass/view/ri.compass.main.folder.373b3417-dfcc-4af3-ad35-6274180efc75

https://ppds.palantirfoundry.co.uk/workspace/compass/view/ri.compass.main.folder.373b3417-dfcc-4af3-ad35-6274180efc75

https://www.england.nhs.uk/coronavirus/publication/ess-vaccination-programme/

https://www.england.nhs.uk/coronavirus/publication/ess-vaccination-programme/

https://www.england.nhs.uk/publication/covid-19-vaccination-programme-2020-21-covid-19-enhanced-service-vaccination-collaboration-agreement/

https://www.england.nhs.uk/publication/covid-19-vaccination-programme-2020-21-covid-19-enhanced-service-vaccination-collaboration-agreement/

https://www.england.nhs.uk/coronavirus/publication/community-pharmacy-local-enhanced-service-coronavirus-vaccination/

https://www.england.nhs.uk/coronavirus/publication/community-pharmacy-local-enhanced-service-coronavirus-vaccination/

https://coronavirusresources.phe.gov.uk/covid-19-vaccine/resources/

https://future.nhs.uk/connect.ti/P_C_N/view?objectID=24040464

https://future.nhs.uk/connect.ti/P_C_N/view?objectID=24040464

https://www.england.nhs.uk/learning-disabilities/improving-health/reasonable-adjustments/

https://www.england.nhs.uk/learning-disabilities/improving-health/reasonable-adjustments/

https://www.england.nhs.uk/learning-disabilities/improving-health/reasonable-adjustments/

https://www.england.nhs.uk/coronavirus/covid-19-vaccination-programme/
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Interventions should be designed and adapted locally in partnership with local authorities, 


community networks, faith groups, community leaders and other partners. Operational 


delivery requirements should be confirmed during the set-up phase to maximise 


vaccinations, minimise vaccine waste and increase uptake where this is low (<75 per cent  


of the eligible cohort), as per JCVI guidance.  


Providers must have a signed-off assurance process document prior to administering 


vaccinations, and work through their existing contractual arrangements where needed. 


For VCs and HHs, the assurance process should be endorsed by the Regional Senior 


Responsible Officer (SRO)/Regional Director of Commissioning (RDC) after a 


recommendation from the Vaccination Lead within the Integrated Care System (ICS). 


Clinical assurance of the service should be led by a named responsible pharmacist. The 


regional Chief Pharmacist should assure themselves that the appropriate clinical checklists 


on Foundry have been completed, that the Specialist Pharmacy Service (SPS) guidance 


has been followed, and that the Standard Operating Procedures on handling multiple 


vaccines and cold chain management have been complied with.  


For LVSs, section 4.6 sets out further contractual and operational requirements. 


Once assured, calendars can be opened on the National Booking Service (NBS), where 


applicable. Details are in the NBS SOP. Call/recall and booking arrangements should follow 


the normal process in accordance with JCVI eligibility criteria for vaccination.  


All designated vaccination base sites should consider:  


• Capacity planning: how roving and mobile site teams will contribute to vaccinating 


eligible cohorts in their local population and identify targets for the outreach programme.  


• Inequalities in vaccination uptake: as a minimum, regions, ICSs and vaccination base 


sites should have used the inequalities tool/s i.e. SHAPE/ geospatial analysis and 


consulted with local communities to determine the site location. Equality and Health 


Inequalities Impact Assessments (EHIAs) should be conducted both regionally and at 


the provider level. 


• The workforce plan needed, expected vaccination throughput and respective 


requirements to deliver vaccinations (e.g. additional skill sets such as languages and 


knowledge of local communities).  


• Site configurations for different roving and mobile models (see section 3.1 to 3.3 and 


appendices A-C). Ensuring a robust system for maintaining the cold chain and recording 


any movement of vaccines from base sites and vaccine wastage.  


• Planning service delivery in line with stock forecasting and ordering arrangements 


including: 


- planning mobile clinics or roving team schedules according to expected vaccine 


supply 



https://www.gov.uk/government/publications/priority-groups-for-phase-2-of-the-coronavirus-covid-19-vaccination-programme-advice-from-the-jcvi/jcvi-final-statement-on-phase-2-of-the-covid-19-vaccination-programme-13-april-2021

https://www.sps.nhs.uk/home/covid-19-vaccines/general-information-and-guidance/

https://www.sps.nhs.uk/articles/safe-practice-for-handling-multiple-covid-19-vaccines/

https://www.sps.nhs.uk/articles/safe-practice-for-handling-multiple-covid-19-vaccines/

https://www.sps.nhs.uk/home/covid-19-vaccines/general-information-and-guidance/cold-chain-management/

https://www.england.nhs.uk/coronavirus/publication/covid-19-vaccination-centres-information-and-guidance-on-setting-up-and-managing-the-booking-capacity-of-each-vaccination-centre/
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- co-ordinating the trained staff required 


- ordering required vaccine and consumables supply within required timeframes  


- monitoring vaccination uptake within their local communities, in particular within 


ethnic minority, marginalised, and deprived communities.  


 


Table 1: an overview of mobile and roving models 


 
2 The patient is classed as housebound due to being unable to leave their home at all or requires significant 
assistance to leave the house due to illness, frailty, surgery, mental ill health or nearing end of life. 
 


Delivery model Location Eligible and target cohorts 


Roving model  
 
Delivery of vaccine to end-user location 
through roving teams. 
 
Roving models to distinguish single and 
multiple movements of vaccine during 
one shift following supply from 
vaccination base site (e.g. the 
designated PCN/ CP-led sites).  


Service 
provided to 
small groups or 
individuals in 
both NHS and 
non-NHS sites.  
 


Eligible individuals living within 
residential sites, including care 
and nursing homes and non-older 
adult care homes including care 
homes for people with a learning 
disability etc.  


Health and social care staff 
working within residential sites 
referred to above.  


Settings of multiple occupancy 
including, but not limited to, 
secure mental health and mental 
health inpatient units.  


Individuals in settings of single 
occupancy who are 
housebound2.  


People who may experience 
barriers to accessing health 
services, including, but not limited 
to, people experiencing 
homelessness and traveller 
communities. 


Mobile model 
 
Targeted vaccinations at locations 
temporarily installed outside of base 
sites e.g. vaccination ‘buses’ or 
vaccination ‘satellite’ sites  
 
For LVS providers, this model is 
commonly referred to as temporary 
vaccination clinics (or ‘pop-ups’) in 
community settings.  
 


NHS and non-
NHS sites 


Communities identified with low 
vaccination uptake (<75 per cent 
of the eligible cohort). 
 
Cohorts and groups at higher risk 
of serious disease and 
hospitalisation, including groups 
associated with an increased risk 
and occupational groups at 
higher risk of exposure as 
defined in JCVI guidance. 



https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/951928/uk-covid-19-vaccines-delivery-plan-final.pdf

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/951928/uk-covid-19-vaccines-delivery-plan-final.pdf
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2.2 Security 


Providers should take proactive steps to develop and maintain a strong security culture 


within their vaccination sites and this includes roving and mobile sites.  


To achieve this, providers should take steps to make sure that staff and volunteers have a 


consistent approach to site security: 


• there should be a clear and regularly revised understanding of the main risks 


• staff and volunteers should have a clear understanding of what is required of them. 


2.21 Security plan 


For roving and mobile models, providers should review their security plan, including 


arrangements to manage the following risk areas: 


• site inductions – making sure that all personnel involved in the site are made aware 


of the security arrangements and responsibilities 


• awareness – making time available for site staff and volunteers to undertake relevant 


security training, including Action Counter Terrorism (ACT) e-learning 


• briefings – involving all site staff and volunteers in regular briefings about the 


operation of the site and the associated security arrangements 


• reporting – creating a culture where site staff and volunteers can easily report any 


security concerns and making sure that learning and feedback is shared from these. 


Providers of roving and mobile units should consider the nature of the site and work with 


the local police and, if appropriate, local resilience forum (LRF) partners to inform security-


focused SOPs required to ensure the safe operation of the site. Providers should complete 


a site security risk assessment for the roving and mobile site as part of their preparation for 


readiness. Site leads are required to follow the guidance on the security of premises and 


the personal safety of staff available here. Guidance on managing challenging behaviour is 


available here.  


The site-specific risk assessment should include as a minimum: 


Single movement of vaccine during 
shift from base site to temporary 
vaccination clinic. 


Drive-throughs 


Drive-through clinics can be operated 
either at the respective base site or 
from appropriate locations other than 
those which have been specifically 
designated for COVID-19 vaccination.  


NHS and non-
NHS sites 


Eligible cohorts as defined in 
JCVI guidance. 



https://www.gov.uk/government/publications/coronavirus-covid-19-vaccination-site-security/coronavirus-covid-19-vaccination-site-security

https://future.nhs.uk/connect.ti/COVID19VaccinationCentres/view?objectId=28459824

https://future.nhs.uk/CovidVaccinations/view?objectId=109012229
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• site security roles and responsibilities, including engagement with local police 


partners 


• site access and external controls. Depending on the nature of the site, this might 


include issues such as traffic and queue management 


• vaccine storage, movement and access to vaccine stores 


• emergency responses to a range of possible scenarios, including procedures for site 


evacuation and to instigate a lockdown of the site 


• waste management arrangements (for COVID-19 vaccine products) 


• information security  


• out-of-hours security arrangements (especially where vaccine products will be stored 


on-site overnight). 


 


Roving and mobile model access: Make sure there are clear protocols in place to control 


access, both for staff and patients attending vaccinations. There is a risk that protestors 


may try and pose as either patients or staff.   


Staff security: Consider protocols to minimise the risks to staff when on location and 


conducting vaccination operations. 


Incident protocols: Ensure there are clear protocols in place to respond to any security 


incident. This should include clear roles and responsibilities, including how sites would be 


locked down in the event of a security incident.  


Security staffing: Determine requirements for on-site security presence, and make sure 


that any contracted security staff are SIA accredited. Review levels of security staffing to 


determine whether it is commensurate with the risk presented to the roving and mobile 


programme.  
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3. Roving and mobile operating models 


3.1 Roving models 


Roving models deploy small vaccination teams to one or multiple sites, including: 


• care homes e.g. for older adults or non-adults, adult care homes including care 


homes for people with learning disabilities or Serious Mental Illness (SMI)  


• secure mental health facilities and mental health inpatients 


• other residential settings or settings of multiple occupancy e.g. hostels/hotels for 


people experiencing homelessness 


• in the homes of people who are housebound and patients with additional access 


needs.  


 


The type of vaccine used depends on whether the model is to ‘multiple sites’ or ‘one site’ 


during one shift, as set out in section 4.1, Table 2.  


PCN groupings and CP contractors can administer COVID-19 vaccines from locations other 


than their designated site where the local commissioner approves this and MHRA 


guidelines on the movement of vaccine are followed. A checklist for LVS sites is included as 


Appendix D. LVS providers should work with their CCG, ICS, local authorities and other 


community partners to establish the most effective ways to reach different groups and 


determine the most appropriate vaccination delivery model. Contractual and other 


requirements are set out in section 4.6.  


Site configurations: key considerations for roving teams include: 


• venue set-up with appropriate location for the cool box, a sterile area for vaccine 


preparation (dilution / reconstitution of vials), an area for administering vaccines 


while maintaining patient confidentiality and privacy, and an area and system for 


post-observation of patients 


• transport requirements and the maximum time the vaccine can be safely stored in 


the cool box, as set out in section 4.1.  


 


Key operational considerations include: 


• Workforce: the composition of the roving vaccination team should reflect the skill-mix 


required in the National Protocols, PGDs and local PSD, the number and age of 


patients to be vaccinated, and any specific requirements of patients or the roving 


site. An example visit schedule and workforce set-up for care homes are in Appendix 


A.  


• Consideration should be given to reflect local/target population diversity in the 


workforce and/or volunteers supporting roving and mobile vaccination delivery. 



https://www.england.nhs.uk/coronavirus/covid-19-vaccination-programme/legal-mechanisms/national-protocols-for-covid-19-vaccines/

https://www.england.nhs.uk/coronavirus/covid-19-vaccination-programme/legal-mechanisms/patient-group-directions-pgds-for-covid-19-vaccines/
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• The consent discussion (see section 5.1). Additional preparation may be needed to 


support those who live alone, lack mental capacity, young people and children. 


Additional considerations for people with Serious Mental Illness (SMI), dementia, a 


learning disability or autistic people can be found here. 


• Clinical review: an initial clinical review to assess patients’ suitability for vaccination 


prior to the roving visit should be considered. A clinical assessment prior to 


vaccination must be carried out (see section 5.2).  


• Post-vaccine observation periods should follow normal arrangements for observation 


after vaccination and pharmacovigilance, as set out in the Green Book.  
•  


3.2 Mobile models 


Mobile models include the temporary installation of stationary vaccination clinics at 


locations other than the established vaccination base site (e.g. the designated PCN/CP-led 


site).  


A mobile treatment centre or a vaccination bus are considered static/stationary if they 


remain at the identified location during a shift. For mobile vaccination clinics such as 


vaccination buses, an assurance checklist developed for the St John Ambulance mobile 


treatment centres pilot is in Appendix B.  


Mobile clinics can be on a one-off or rolling basis (e.g. weekly) depending on demand and 


outreach strategic objectives. They should meet community access needs, including 


flexibility in operating hours as well as delivery model.  


 


The vaccination base site will provide appropriate governance and be responsible for the 


deployment and logistics. For VCs and HHs, the assurance processes will be set out by 


clinical leads and regional leads.  


Considerations for PCN groupings and Community Pharmacy Contractors 


PCN groupings and CP contractors can administer vaccines from locations other than those 


which have been specifically designated for COVID-19 vaccination in specific 


circumstances as set out in our guidance and subject to local commissioner agreement. 


Sites must comply with the latest rules on the movement of vaccines; see section 4.1. 


Section 3.4 sets out further requirements for the vaccination of children and young adults 


through mobile and roving models. 


For PCN groupings, the commissioner will need to approve and confirm the arrangements 


in writing, including clarifying who the PCN grouping can vaccinate at the temporary 


vaccination clinic. Commissioners should clarify whether the PCN grouping could vaccinate 


an eligible patient registered with another PCN grouping at the clinic. PCN groupings that 


have been approved to vaccinate cohorts 10-13 are able to vaccinate any eligible patient in 


those cohorts including those not registered with a practice in the PCN grouping. 



https://future.nhs.uk/NationalCOVID19VaccineEquality/viewdocument?docid=102201797&done=DOCCreated1&fid=26444592

https://www.gov.uk/government/publications/covid-19-the-green-book-chapter-14a

https://www.england.nhs.uk/coronavirus/publication/further-opportunities-for-pcn-and-community-pharmacy-vaccination-sites-to-partner-with-community-venues-to-deliver-temporary-vaccination-clinics/
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Site configuration: 


For PCN and CP-led vaccination sites, Appendix D sets out further guidance, including a 


checklist for the venue with minimum requirements.  


The venue should have an appropriate area for i) arrival and check-in, ii) clinical 


assessment, and iii) vaccine administration that allows for:  


• vaccine preparation i.e. a sterile area for dilution / reconstitution of vials;  


• maintaining patient confidentiality, privacy, and social distancing;  


• an area and system for post-observation of patients.  


 


A clinical area is required to draw up the vaccine, and the registered healthcare practitioner 


operating under the respective National Protocol, PGD or PSD will supply the clinicians 


assessing and administering the vaccination. The suitability of a location to maintain 


infection prevention and control as well as social distancing requirements needs to be 


considered. The appointment is expected to take no longer than 10 minutes. Depending on 


vaccine type, driving status and outcome of the clinical assessment, a 15 min post-


vaccination period may be required.  


Mobile vaccination vehicles such as buses must not be left on site overnight unattended; 


the vehicle will be taken back for cleaning / servicing at the end of each operational clinic 


day.  


For LVS providers, local commissioners should visit the venue to ensure it meets minimum 


requirements and should discuss site configuration with the venue manager in advance.  


Key considerations: 


• Providers must ensure compliance with any requirements for the storage, 


preparation, administration and disposal of the vaccine and associated 


consumables. 


• Providers must have a process in place to manage patient flow, follow Infection 


Prevention and Control (IPC) requirements, and social distancing, and ensure 


eligibility of service users in line with JCVI guidance.  


• Contractual and other requirements are set out in section 4.6. 


 


3.3 Drive-through vaccination clinics 


Drive-through clinics are an additional or expanded offer. Occasional drive-through clinics 


at an alternative location are not considered as new sites. Drive-through clinics can be 


operated either at the respective vaccination base site (e.g. the designated PCN/CP-led 


site) or from appropriate locations other than those which have been specifically 


established for COVID-19 vaccination. If drive-throughs at an alternate site are a regular 


feature, these should go through programme assurance. 
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Local commissioners are encouraged to work with existing contractors to establish drive-


through clinics where this will help access to vaccination services and increase capacity.  


Regions and providers should continue to liaise with local authorities and Local Resilience 


Forums (LRFs) as drive-through clinics are mobilised. The LRFs will also have a key role in 


determining location suitability. 


Site configuration:  


- providers should ensure the drive-through clinics do not negatively impact on the 


provision of other healthcare services delivered at that site.  


- The local police should be informed of the drive-through clinic location and activity. 


Locations selected should be accessible to emergency services vehicles in the event of 


an incident.  


- The provider should ensure that appropriate provisions are in place for vehicles to 


remain stationary for the 15-min post-vaccination observation period required after 


vaccination with Pfizer (Comirnaty ®) or Moderna without interrupting the flow of 


subsequent vehicles. The vehicle must remain in-situ post-vaccination for the 


recommended time period. One solution is the provision of one or more parking areas 


where patients will receive their vaccination and that are separate from and will not 


block entrance and exit points. 


Commissioners should visit the location to ensure it meets the requirements in this SOP, in 


the following two scenarios: 


• Where the drive-through is being delivered from the designated site, but this was not 


agreed as part of clinical assurance of the site originally.  


• Where the drive-through is being delivered from an alternative location to the 


designated site.  


Drive-through clinics at the designated site 


Service providers may deliver drive-through clinics at the base site i.e. the site car park: 


• For PCN groupings and CP contractors, drive-through clinics at the designated site 


can be delivered under the terms of existing contracts, the Enhanced Service 


Specification and Local Enhanced Service respectively, if agreed as part of the 


original clinical assurance of the site.  


• If this was not agreed as part of the original clinical assurance process, providers 


should inform the commissioner in writing of their intention to use the designated site 


in this way and seek approval from their local commissioner. 
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• For VCs and HHs, drive-through clinics can be delivered under the terms of the 


existing contracts. Appendix D includes an example configuration and key operating 


processes for a drive-through at VCs. 


Drive-through clinics at an alternative location 


Where the clinic is proposed at an alternative location there are additional considerations to 


ensure good governance and operational policy: 


• For VCs and HHs, the trust chief pharmacist will need to approve and confirm the 


arrangements in writing. 


• CP contractors must be approved by NHS England and NHS Improvement to 


provide vaccinations at drive-through clinics at venues other than the designated 


site.  


• PCN Groupings must also be approved by NHS England and NHS Improvement to 


provide vaccinations at drive-through clinics at venues other than their designated 


site. 


• LVS providers must extend their CQC licence under the temporary provision to 


register the additional venue. 


Other key considerations 


• If the drive-through clinic is at the base site, providers must inform their insurer that 


they are changing the nature of the service being provided and request to extend the 


existing insurance policy. 


• If the drive-through clinic is at an alternative location, providers will need to inform 


their insurer of the location at which they intend to hold the drive-through clinic and 


request an extension of their existing insurance policy. Individual insurers will need to 


determine whether this extended activity is already covered by the existing insurance 


policy, or whether additional insurance will be required. 


• Workforce: the provider must ensure that appropriate policies, procedures and 


training are in place prior to a drive-through clinic going live, with compliance 


demonstrated in the run up to the clinic launch, and with follow-up reviews.  


• The key processes for drive-through vaccination clinics include: 


o Site stewarding 


o Site security 


o Site registration and front of house 


o Safe storage and management of vaccines 


o Vaccine preparation 


o Waste management 


o Clinical supervision 


o Vaccine administration 
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o Vaccine data recording 


o IPC lead 


o Overall site management. 


 


3.4 Vaccination of children and young people 


Pfizer/BioNTech BNT162b2 (Comirnaty®) is the recommended vaccine for vaccinating 


patients under 18 years. The PGD and National Protocol have been updated for this 


vaccine.  


The guidance outlined in section 3.4 applies to the vaccination of children aged 12 to 15 


years who are clinically vulnerable or household contacts. While this section does not cover 


guidance for the universal vaccination of all children aged 12 to 15 years into all delivery 


models, the principles and requirements equally apply. The universal vaccination of all 


young people aged 12-15 (who are not already covered by JCVI advice) is being provided 


predominantly by the Schools Aged Immunisation Service (SAIS). Only those existing 


vaccination sites who have been sub-contracted or reached agreement with their NHS 


England regional team should commence vaccinating this cohort. This includes PCN 


Groupings. 


For the vaccination of children aged 12 to 15 years with underlying health conditions or who 


are household contacts of severely immunosuppressed patients, and young people aged 


16 to 17 years, the following applies to roving and mobile models: 


 


• All providers must meet the same requirements (including contractual, those set out 


in the workforce consideration and clinical red lines document, and the self-


assessment readiness checklist Part A and Part B) for vaccinating children and 


young people in the roving and mobile models as these apply to the designated 


vaccination base site. 


• Vaccination of children aged 12-15 who are clinically extremely vulnerable 


(CEV) or household contacts of severely immunosuppressed patients3 (cohort 


xiii): The Green Book states that "in secondary school age children, information 


leaflets should be available for the young person’s own use and to share with their 


parents prior to the date that the immunisation is scheduled". This information 


standard requirement currently means that the information must be shared in 


advance with patients and their parents/carers/guardians before they attend the 


vaccination pop-up or walk-in site. Roving vaccination of housebound children 


cohorts is permitted subject to meeting the information standard as well as clinical, 


and contractual requirements.  


 
3 Eligibility criteria for children and young people aged 12 to 15 years outlined in this JCVI guidance from 4 
August 2021 and JCVI guidance on vaccination of children aged 12 to 15 years old with underlying health 
conditions (3 September) in which the definition of underlying health conditions was expanded. 



https://www.gov.uk/government/publications/regulatory-approval-of-pfizer-biontech-vaccine-for-covid-19/summary-of-product-characteristics-for-covid-19-vaccine-pfizerbiontech

https://future.nhs.uk/CovidVaccinations/view?objectId=108802789

https://future.nhs.uk/CovidVaccinations/view?objectId=111688741

https://future.nhs.uk/CovidVaccinations/view?objectId=111688709

https://www.gov.uk/government/publications/jcvi-statement-august-2021-covid-19-vaccination-of-children-and-young-people-aged-12-to-17-years

https://www.gov.uk/government/publications/jcvi-statement-august-2021-covid-19-vaccination-of-children-and-young-people-aged-12-to-17-years

https://www.gov.uk/government/publications/jcvi-statement-september-2021-covid-19-vaccination-of-children-aged-12-to-15-years/jcvi-statement-on-covid-19-vaccination-of-children-aged-12-to-15-years-3-september-2021#annex-a-jcvi-advice-on-vaccination-of-children-aged-12-to-15-years-with-underlying-health-conditions-31-august-2021
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• Vaccination of children and young people aged 16-17 ¾. LVS sites (CP and 


PCN-led sites), Hospital Hub/Hospital Hub+ and Vaccination Centres can 


vaccinate young people aged 16-17 ¾ and 17 ¾ to 18 years at a roving/pop up site 


subject to the agreement of the local commissioner and meeting contractual 


requirements.  


 


3.5 Phase 3 – Booster vaccinations   


The JCVI issued guidance on a booster vaccine dose that is to be offered “no earlier than 6 


months after completion of the primary vaccine course, in the same order as during Phase 


1, with operational flexibility exercised where appropriate to maximise delivery”. 


As outlined in our letter (15 September 2021), the booster programme will be delivered 


alongside existing requirements of an evergreen offer to those who have not yet had their 


first or second dose, vaccinations for eligible 12-15 year olds and third doses as part of the 


third primary vaccination course for immunosuppressed individuals. For the provision of the 


evergreen offer and Phase 3, the Enhanced Service Specification: COVID-19 vaccination 


programme for general practice (GP-led vaccinations only), Local Enhanced Service 


Agreement: COVID-19 vaccination programme for community pharmacy (community 


pharmacy-led vaccinations only) and the Service Specifications: Vaccination Centres 


(including Hospital Hubs) define the scope of the vaccination offer to be provided through 


the respective delivery model. 


Sites that have been regionally assured and are compliant with the contractual, clinical and 


prescribing requirements can consider delivering booster vaccinations via roving and 


mobile models. Further requirements for Phase 3 are in our letter. 


 


  



https://www.gov.uk/government/publications/jcvi-statement-september-2021-covid-19-booster-vaccine-programme-for-winter-2021-to-2022

https://www.england.nhs.uk/coronavirus/publication/immediate-action-required-for-phase-3-booster-vaccinations/

https://www.england.nhs.uk/coronavirus/publication/ess-vaccination-programme/

https://www.england.nhs.uk/coronavirus/publication/ess-vaccination-programme/

https://www.england.nhs.uk/coronavirus/publication/community-pharmacy-local-enhanced-service-coronavirus-vaccination/

https://ppds.palantirfoundry.co.uk/workspace/compass/view/ri.compass.main.folder.373b3417-dfcc-4af3-ad35-6274180efc75

https://ppds.palantirfoundry.co.uk/workspace/compass/view/ri.compass.main.folder.373b3417-dfcc-4af3-ad35-6274180efc75

https://www.england.nhs.uk/coronavirus/publication/immediate-action-required-for-phase-3-booster-vaccinations/
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4. Additional considerations for all roving and mobile 
models  


 


4.1 Vaccines 


All vaccine movements must be in line with the MHRA conditions of authorisation or 


summary of product characteristics for the product and the Specialist Pharmacy Service 


SOPs such as the transportation SOP, conditions set out in the position statements and 


with the oversight of the chief pharmacist and under the guidance of the pharmacy team. 


Movement of vaccines - hierarchy of risk 


When considering the use of Pfizer/BioNTech (Comirnaty®) or Moderna (SpikeVax®) in 


these delivery models, it is critical to ensure the integrity of the vaccine. Transport should 


always be kept to an essential minimum, cold chain maintained during transport and vials 


should be packed securely to minimise movement and shaking and to ensure they remain 


upright and protected from light. Staff at all sites should discuss their plans with their clinical 


leads and responsible pharmacists as appropriate prior to undertaking transportation of any 


vaccine type.  
 


Microbial contamination  


The movement of punctured vials of COVID-19 vaccine between multiple sites presents a 


greater risk of microbiological contamination and proliferation than a single site delivery. 


The SPS SOPs aim to balance the need to protect vaccine quality, minimise the risk of 


harm to the patient and minimise vaccine wastage so these should be followed.  


When planning a vaccination session in a roving or mobile model, risk reduction measures 


should be put in place and further information is available here; these measures apply to all 


COVID-19 vaccines.  
 


Cold Chain Management 


Some vaccines are inherently unstable when unfrozen or when agitated so maintaining the 


correct cold chain, preparation technique and transport requirements is critical to 


maintaining the integrity and effectiveness of all vaccines.  


Vaccines must be transported only in approved and validated cool boxes. The temperature 


of the cool box and contents must be monitored by continuously use of a data logger and 


reviewed before use. Means of detecting when a temperature excursion has occurred are 


required and all temperature excursion recordings must be addressed promptly and 


appropriately, and a full audit trail maintained.  


Freezers, gel packs and cool boxes (roving Supply Inventory List ‘SIL’) will be provided 


from national stock to the base site. A fridge to hold the vaccine (for VC sites depending on 


regional arrangements) will be provided to maintain the cold chain during the duration it is 



https://www.sps.nhs.uk/articles/transporting-the-covid-19-vaccine-astrazeneca-from-pcn-designated-sites-to-end-user-locations-patients-homes-and-within-the-pcn-grouping/

https://www.england.nhs.uk/coronavirus/publication/position-statement-for-reducing-microbial-risk-when-transporting-covid-19-vaccines-in-pop-up-roving-and-mobile-models/

https://www.gov.uk/government/publications/regulatory-approval-of-pfizer-biontech-vaccine-for-covid-19

https://www.england.nhs.uk/coronavirus/publication/position-statement-for-reducing-microbial-risk-when-transporting-covid-19-vaccines-in-pop-up-roving-and-mobile-models/

https://www.england.nhs.uk/coronavirus/publication/appendix-3e-pcn-roving-items/
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stored at the mobile or roving site. In order to prepare for the cool boxes, the freezer must 


be active for 24 hours before use. In addition, gel packs require 24 hours cooling before 


use. Sites should prepare for 48 hours for cold chain preparation (24 hours, freezer 


commissioning, and 24 hours for gel packs).  


Further information on cold chain management: Cold chain SOP & recommendations 


around transporting in a cool box, and Cool Box Quick Reference Guide: COVID-19 


Vaccines.        


Avoiding waste is a high priority. Vaccines that have not been transported or stored 


correctly may be ineffective or in the case of incorrect preparation technique, harmful; they 


must not be used. This stock should be quarantined at the appropriate temperature and 


reported through PHE Clinical Advice Response Service. 


 


Unopened vials of vaccine 


Returning any unopened vials of vaccine into stock at the designated vaccination base site 


at the end of the day is only permissible if the following are in place:  


• It has been agreed specifically in advance by the base site Lead pharmacist and the 


system lead pharmacist.    


• Every effort is made to minimise the need to return vials to stock by proactively 


matching the number of vials sent to site against the number of patients booked to 


attend each day. 


• The designated vaccination base site lead pharmacist understands they are 


assuming personal responsibility and accountability for ensuring cold chain integrity 


and robust stock management for the entire supply chain at all times. 


• Both sites can evidence previous successful cold chain management of the vaccine.  


• If there have been any previous cold chain breaches on either site, the regional chief 


pharmacist has adequate assurance that steps have been taken to minimise the risk 


of recurrence. 


Multiple vaccine handling requirements  


The SOP for the safe practice for handling multiple vaccines describes how to manage the 


different vaccines safely. For roving and other mobile vaccination delivery models, the use 


of the COVID-19 vaccine must be assured through the site lead pharmacist and the system 


with the region. 


COVID-19 Vaccine Oxford/AstraZeneca (AZ) 


The JCVI guidance on the booster vaccine outlines the use of AZ in the booster 


programme. 



https://www.sps.nhs.uk/home/covid-19-vaccines/general-information-and-guidance/cold-chain-management

https://www.sps.nhs.uk/home/covid-19-vaccines/general-information-and-guidance/cold-chain-management

https://www.sps.nhs.uk/wp-content/uploads/2020/12/Cool-boxes-for-Covid-19-vaccine-quick-reference-guide-31.12.20.pdf

https://www.sps.nhs.uk/wp-content/uploads/2020/12/Cool-boxes-for-Covid-19-vaccine-quick-reference-guide-31.12.20.pdf

https://www.england.nhs.uk/coronavirus/publication/standard-operating-procedure-management-of-covid-19-vaccination-clinical-incidents-and-enquiries/

https://www.sps.nhs.uk/home/covid-19-vaccines/general-information-and-guidance/cold-chain-management/

https://www.sps.nhs.uk/articles/safe-practice-for-handling-multiple-covid-19-vaccines/

https://www.gov.uk/government/publications/jcvi-statement-september-2021-covid-19-booster-vaccine-programme-for-winter-2021-to-2022
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The MHRA conditional marketing authorisation for the AZ vaccine must be met. The AZ 


vaccine should be stored at +2 to 8°C until first use. After the vial has been punctured, the 


vaccine should be used as soon as practically possible and within 6 hours. The vaccine 


may be stored between 2°C and 25°C during this in-use period. Guidance for transporting 


this vaccine is available in the SPS SOP: transporting vaccine from PCN designated sites 


to end user locations.  


CP providers wishing to move vaccine between designated sites must have the advance 


permission of their commissioner (and the commissioner of the receiving site if that is 


different). The commissioner needs to record this and inform the national team. 


COVID-19 Pfizer/BioNTech (Comirnaty®)  


Updated handling and storage requirements now allow the transport of Pfizer/BioNTech for 


mobile or roving delivery models across PCNs, VCs, and HHs. In order to transport the 


vaccine safely the following criteria should be in place: 


1. Transport of undiluted vaccine: Pfizer/BioNTech is to be transported within the 


one month (31 days) timeframe, at 2-8°C, provided that the travel does not exceed a 


journey time of 12 hours. There is now no limit on the number of journeys. The one-


month (31 day) shelf life starts when the frozen vaccine is removed from the 


wholesaler’s ULT freezer. For PCN and CP-led sites, this calculation needs to 


include the journey time from the wholesaler to the site. After first delivery at 2-8oC to 


the NHS by the Specialist logistics provider, onward transport should always be kept 


to an essential minimum and vials should be packed securely to minimise movement 


and shaking. See this guidance for transporting the Pfizer/BioNTech COVID-19 


vaccine from PCN-designated sites to end user locations. To help sites understand 


the remaining travel time available for use within the NHS, our Specialist logistics 


providers will typically deliver all Pfizer products to primary care sites within 10 hours 


maximum and will inform sites if their transit time has exceeded 6 hours. This leaves 


a minimum of 2 hours for onward transportation of undiluted vaccine within the NHS 


if required (e.g. to pop up sites).   


2. Transport of diluted vaccine: If it is essential to transport a vial after dilution, such 


as when moving it between the homes of housebound patients, it should be in a cool 


box at 2-8oC and the vial must be used within 6 hours of dilution. If a vaccinator has 


in their possession diluted (punctured) and undiluted vials it is essential that they are 


stored and transported separately to avoid the risk of confusion. 


3. Compliance with the storage and handling MHRA conditions of authorisation or 


conditional marketing authorisation (for the Comirnaty® product) must be met.  


4. Cold chain management requirements – see below. 


5. No previous cold chain breaches have been recorded for the base site. If the site 


has experienced any cold chain breaches, further checks are required before 


vaccine delivery through the mobile operating model can be approved. The lead 



https://www.gov.uk/government/publications/regulatory-approval-of-covid-19-vaccine-astrazeneca/information-for-healthcare-professionals-on-covid-19-vaccine-astrazeneca

https://www.sps.nhs.uk/articles/transporting-the-covid-19-vaccine-astrazeneca-from-pcn-designated-sites-to-end-user-locations-patients-homes-and-within-the-pcn-grouping/

https://www.sps.nhs.uk/articles/transporting-the-covid-19-vaccine-astrazeneca-from-pcn-designated-sites-to-end-user-locations-patients-homes-and-within-the-pcn-grouping/

https://www.gov.uk/government/publications/national-protocol-for-covid-19-mrna-vaccine-bnt162b2-pfizerbiontech

https://www.gov.uk/government/publications/regulatory-approval-of-pfizer-biontech-vaccine-for-covid-19

https://www.gov.uk/government/publications/regulatory-approval-of-pfizer-biontech-vaccine-for-covid-19

https://www.sps.nhs.uk/articles/transporting-covid-19-vaccine-pfizer-biontech-from-pcn-designated-sites-to-end-user-location/

https://www.sps.nhs.uk/articles/transporting-covid-19-vaccine-pfizer-biontech-from-pcn-designated-sites-to-end-user-location/
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responsible pharmacist (according to site type, this can be the CCG chief pharmacist 


for PCNs, or the provider trust chief pharmacist) has the responsibility to provide 


oversight and assurance that steps have been taken to minimise the risk of further 


cold chain breaches and that the vaccine is able to be transported safely.  


In order to carry out roving vaccinations in care homes in the first instance, 6-dose vials 


from the 1170-dose vaccine pack of COVID-19 mRNA Vaccine Pfizer/BioNTech 


(Comirnaty® mRNA Covid-19 Vaccine) can be extracted. In due course, we may be able to 


offer your site the opportunity to order 90-dose packs of vaccine to visit a single large care 


home. 


mRNA Covid-19 Vaccine Moderna (SpikeVax®)  


The summary of product characteristics for the Moderna vaccine have now been updated 


and allow transport of the vaccine as per the storage and handling requirements. The 


above criteria outlined for the Pfizer vaccine would apply to the Moderna vaccine also. 


Transportation at 2-8oC of unopened vials in multiple journeys up to 12 hours in total is now 


permitted. If it is essential to transport a vial after first puncture it should be in a cool box at 


2-8oC and the vial must be used within 6 hours of first puncture. If a vaccinator has in their 


possession punctured and unpunctured vials it is essential they are stored and transported 


separately to avoid the risk of confusion. 


Table 2: summary of delivery models and vaccine options 


Models Mobile models Roving model Drive-through 


Storage of 
vaccine 
following 
supply by 
base site (e.g. 
the 
designated 
PCN/CP-led 
site) 


Provision of validated 
vaccine storage, 
preparation and 
administration areas 


Vaccines transported 
and stored in 
continuously monitored 
cool boxes packed at 
the base site 


Provision of validated 
vaccine storage, 
preparation and 
administration areas 


Preparation Dedicated preparation 
area 


Dedicated preparation 
area  


 Dedicated preparation 
area 


Administration Dedicated 
administration area 


Administration in end-
user location 


Administration in service 
user car 


Onward 
transport of 
vaccine 


Single vaccine 
movement from 
vaccine site base 


Multiple movements 
during shift following 
supply from vaccine 
site base 


Single vaccine movement 
from vaccine site base; 
Movement within site 


Appropriate 
vaccine 


• AZ 


• Pfizer/BioNTech or 
Comirnaty®  


• AZ 


• Pfizer BioNTech (or 
Comirnaty®)  


• AZ 


• Pfizer/BioNTech or 
Comirnaty®  



https://www.gov.uk/government/publications/national-protocol-for-covid-19-mrna-vaccine-bnt162b2-pfizerbiontech

https://www.gov.uk/government/publications/regulatory-approval-of-covid-19-vaccine-moderna
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(NB additional 
preparation space and 
waiting area required) 


• Moderna  
(NB additional waiting 
area required)  


(NB additional 
preparation space and 
waiting area required)  


• Moderna  
(NB additional waiting 
area required)  


(NB. additional preparation 
space and waiting area 
required) 


• Moderna  
(NB additional preparation 
and waiting area required) 


    
    


 


 


4.2 Equipment, consumables and personal protective 


equipment (PPE)  


For LVS sites, for Phase 1 and 2 of the vaccination programme, vaccine-related and non-


vaccine-related consumables are supplied nationally free of charge. 


For LVS sites for Phase 3 all non-vaccine related consumables must be sourced and 


funded by individual vaccination groups (Primary Care Network / Community Pharmacy). 


CP- and PCN-led sites that have not signed-up for Phase 3 will get nationally sourced 


consumables until the end of October. If sites require additional items not on the centrally 


supplied lists, they should discuss this with their commissioner who may be able to provide 


the items or reimburse reasonable costs from central funding, where these have been 


agreed in advance. Further guidance on funding is available for PCN and CP providers on 


FutureNHS. 


The Supply Inventory List (SIL) is a centrally supplied generic equipment and vaccine-


related consumables list, providing what is needed to effectively administer 


vaccinations. The volume of vaccine-related consumables supplied is proportionate to the 


number of vaccines and is replenished automatically with each vaccine delivery; designated 


sites are not required to order items on the SIL. Sites are required to order non-vaccine 


related consumables. 


For Vaccination Centres/Hospital Hubs for Phase 3, sites will switch on to a new pull model 


to order consumables and PPE via the BAU supply channels of their trusts. If required, a 


provider can request an additional roving SIL from NHS England via the Unipart Helpdesk. 


For drive-through clinics, the items required will depend on whether the drive-through clinic 


will be held at the vaccination base site or at an alternative location. If the latter, some of 


the additional items provided with the roving Supply Inventor List (SIL) will be required. 


Additional materials that may be necessary to operationalise drive-through clinics e.g. 


canopies, drive-through clinic-specific PPE e.g. hi-vis jackets will not be supplied by the 


national team and should be sourced locally, for example by commissioners seeking mutual 


aid. 


 



https://future.nhs.uk/system/login?nextURL=%2Fconnect%2Eti%2FP%5FC%5FN%2Fview%3FobjectId%3D88259013
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4.3 Infection prevention and control (IPC) 


IPC precautions must be maintained by all staff in all settings at all times. Please refer to 


the latest PHE IPC guidance, the Health and Safety Executive guidance on making your 


workplace COVID-secure, government guidance on working safely during coronavirus 


(COVID-19), guidance on how to stay safe and help prevent the spread and guidance on 


the wearing of face coverings.  


For roving vaccinations to the homes of housebound patients, there are additional IPC 


considerations: 


• teams must put on appropriate PPE before accessing the home, and follow 


guidance on guidance on how to stay safe and help prevent the spread.  


• on leaving the site, PPE should be removed and disposed of as outlined in the 


COVID-19 waste management SOP. 


4.4 Reporting  


Vaccinations in roving and mobile models should be reported through the base vaccination 


site (e.g. the designated PCN/CP-led site), as part of their normal reporting requirements. 


Additional considerations might be required for reporting vaccination events, e.g. for people 


without an NHS number to aid Point of Care (PoC) entry.   


 


 


4.5 Quality assurance 


Building on the initial site and service assurance, the effectiveness of outreach measures 


should be monitored. It is advised that this draws on different sources of information 


including from systems and local authorities to monitor performance and maximise 


effectiveness of roving and mobile models to increase vaccination uptake (e.g. among 


people who may experience barriers to accessing health services). 


 


4.6 Contractual and other requirements 


• Vaccinations administered should be recorded via the usual PoC system (for example 


Pinnacle/Outcomes for Health) 


• Sites should use the same ODS code that is used to record vaccinations from the 


respective vaccination base site. For LVS sites, the base site is referred to as the 


‘designated site’. 


o For LVS sites this will be the vaccination site ODS code. Additional flags such as 


‘other residential settings’ can only be used in appropriate circumstances – for further 



https://www.gov.uk/government/publications/wuhan-novel-coronavirus-infection-prevention-and-control

https://www.hse.gov.uk/coronavirus/working-safely/index.htm

https://www.hse.gov.uk/coronavirus/working-safely/index.htm

https://www.gov.uk/guidance/working-safely-during-coronavirus-covid-19

https://www.gov.uk/guidance/working-safely-during-coronavirus-covid-19

https://www.gov.uk/guidance/covid-19-coronavirus-restrictions-what-you-can-and-cannot-do

https://www.gov.uk/government/publications/face-coverings-when-to-wear-one-and-how-to-make-your-own/face-coverings-when-to-wear-one-and-how-to-make-your-own

https://www.gov.uk/guidance/ppe-portal-how-to-order-covid-19-personal-protective-equipment

https://www.gov.uk/guidance/covid-19-coronavirus-restrictions-what-you-can-and-cannot-do

https://www.england.nhs.uk/coronavirus/publication/covid-19-waste-management-standard-operating-procedure/





22 
 


guidance see the PCN Finance and Payments Guidance 2021/22 and the Community 


Pharmacy Financial Guidance COVID Vaccination Programme.  


o For HH/HH+/VCs, for temporary or mobile non-residential sites, PoC accounts of the 


parent site should be used. If pop-ups are a regular feature, these should be 


encouraged to go through programme assurance as satellite sites, and will be offered 


standard T&D onboarding. 


o For VCs, if the VC Lead Provider sub-contracts a mobile or roving service out of a VC, 


site Leads/Providers using Pinnacle will need to produce/use POC reports to identify 


the activity undertaken by the roving sub-contractor. This is to ensure that sub-


contractor activity as part of the financial reimbursement or any associated contractual 


performance management can be recorded. 


o An exception to the above is that for SAIS providers, Foundry and site management 


may necessitate allocation of additional ODS codes and accounts. 


• To reduce errors, paper-based recording of vaccination, with subsequent transfer of 


data, is only to be used by exception when there is no alternative. 


• Security and insurance: providers must follow the usual requirements set out for the 


respective delivery operating model. They should liaise with the host site, local resilience 


forums and the police to put in place any reasonable security requirements for the 


provision of the vaccination service. The host site will be responsible for maintaining 


public liability insurance for the host venue. Vaccine and related consumables should not 


be stored at the venue overnight. 


• State indemnity (non LVS providers) in relation to clinical negligence for NHS trusts and 


independent members of CNST which have agreed arrangements with NHS Resolution 


applies to vaccines given as part of the national COVID-19 vaccine deployment 


programme regardless of location, and extends to Phase 3. Please note exceptions for 


Independent Sector (IS) providers. Where clinical negligence indemnity is provided by 


another provider, confirmation must be sought to confirm that this extends to 


vaccinations in other locations.    


• Indemnity: For PCN-led sites where vaccinations are administered in line with the 


General Practice Enhanced Service specification, indemnity for clinical negligence will be 


provided under the Clinical Negligence Scheme for General Practice (CNSGP). This 


applies to all staff who are employed or engaged by a general practice to deliver the 


vaccination programme. This indemnity is not dependent on the location in which the 


services are being delivered. 


• Indemnity: For Community pharmacy-led sites state indemnity is not available for Phase 


3. Providers should ensure they have appropriate cover. Where clinical negligence 


indemnity is provided by another provider confirmation must be sought to confirm that 


this extends to vaccinations in other locations. 



https://future.nhs.uk/connect.ti/P_C_N/view?objectId=88259013

https://future.nhs.uk/P_C_N/view?objectId=90124613

https://future.nhs.uk/P_C_N/view?objectId=90124613
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Additional considerations for LVS providers 


For the movement of vaccines, for PCN- and CP-led sites the contractual and operational 


principles set out in the letter of 7 January apply. 


Movement of vaccine beyond the Designated site is possible but should only be undertaken 


where permitted and to increase access and equity of uptake. Circumstances in which this 


is possible include vaccination of care home patients and staff, vaccination of housebound 


patients, or temporary vaccination clinics being run by the PCN grouping. Other limited 


movements of vaccine to third party NHS organisations may also be undertaken in line with 


the NHS England Mutual Aid policy. Sites must ensure they follow the advice set out in 


the NHS Specialist Pharmacy Service SOPs. 


For all LVS sites, the administration of COVID-19 vaccinations at these locations will only 


occur where there is a specific reason for the location, which may include (but is not limited 


to):  


• eligible patients are unable to travel to the Designated site 


• the population being accessed would otherwise be defined as hard to reach 


• to reduce health inequalities. 


LVS providers may agree with the Commissioner to deliver a “pop-up” clinic, and the written 


agreement with the commissioner should include agreement on:  


• responsibility for transport/storage of the vaccine 


• responsibility for the clinical model, and  


at all times, the provisions set out in the General Practice COVID-19 Enhanced Service 


Specification and PCN Collaboration Agreement remain in force including that the practices 


are operating as a temporary single medical practice and they are considered joint and 


several owners of the vaccine. 
 


Co-administration of COVID-19 vaccine and influenza vaccine 


Where the Primary care contractor considers that it is operationally expedient and clinically 


appropriate to do so and the contractor is signed up to the relevant enhanced services, the 


COVID-19 vaccine and the seasonal influenza vaccine may be co-administered. Co-


administration must at all times be in line with the provisions set out in the Green Book. The 


JCVI have advised that “the COVID-19 booster vaccine programme should not disrupt or 


delay deployment of the annual influenza vaccination programme”. Therefore, it is important 


individuals are offered their COVID-19 and influenza vaccine as soon as they are eligible, 


rather than delaying for the purpose of co-administration. We recognise there will be some 


instances where a short delay will ensure that more individuals receive both vaccines, for 


example in care homes, and sites should use their discretion to maximise these 


opportunities.    



https://www.england.nhs.uk/coronavirus/publication/covid-19-vaccine-oxford-astrazeneca-movement-vaccine/

https://www.england.nhs.uk/coronavirus/publication/mutual-aid-and-the-transfer-of-covid-19-vaccines-between-hospital-hubs-vaccination-centres-and-local-vaccination-services/

https://www.sps.nhs.uk/home/publications/standard-operating-procedures/

https://www.england.nhs.uk/coronavirus/publication/enhanced-service-specification-phase-3-coronavirus-vaccination/

https://www.england.nhs.uk/coronavirus/publication/enhanced-service-specification-phase-3-coronavirus-vaccination/
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For roving vaccinations in older adult care homes and other residential settings: 


• CP contractors may be asked by commissioners to vaccinate in care home settings 


and vaccinate housebound patients where they identify a gap in likely provision. 


• The Phase 3 Enhanced Service for General Practice allows a PCN grouping to 


vaccinate eligible patients registered with another PCN grouping in a residential 


setting e.g. care home for people with a learning disability. PCN groupings, and in 


some cases community pharmacies when requested by NHS England, will need to 


deliver vaccinations in other residential settings where it would not be possible for 


these patients to attend vaccination sites, as per the General practice phase 3 


enhanced service specification and community pharmacy local enhanced service 


specification. In addition to the £12.58 Item of Service fee, a £10 supplement is 


payable to LVS providers for each vaccination dose administered to the following 


groups as per the terms set out in the Phase 3 General Practice enhanced service 


specification and the community pharmacy local enhanced service specification: 


• Residents in older adult care homes who receive the vaccination at a care home  


• Eligible residents in other residential settings such as care homes for people with 


learning disabilities or mental health problems, where it is not possible for these 


patients to attend vaccination clinics    


• Staff in older adult care homes and other residential settings such as care homes 


for people with learning disabilities or mental health problems or hostel/hotel 


accommodation for the homeless who receive the vaccination at that care home 


or residential setting  


• Housebound patients.  


More information is in the finance guidance for PCN- and Community Pharmacy-led sites 


and in our letter of 4 February 2021. 


For setting up temporary vaccination clinics: 


• For practices/PCNs, the operation of temporary vaccination clinics will be covered under 


the COVID-19 Vaccination Programme 2020/21 Enhanced Service Specification, and 


payment for the delivery of this service model will be under the terms of the COVID-19 


vaccination enhanced service specification and conditional on meeting the requirements 


set out during the assurance process. Practices/PCN groupings must continue to meet 


the requirements of the COVID-19 vaccination enhanced service specification.   


• CP contractors must be approved by their regional team and commissioner to provide 


vaccinations at a venue other than the Designated Site within their LES agreement. 


NHSEI will amend the LES document to ensure that the nature of those additional 


venues is at the discretion and approval of the commissioner. CP contractors must 


continue to meet the requirements of the Local Enhanced Service in place at that time.  



https://www.england.nhs.uk/coronavirus/publication/enhanced-service-specification-phase-3-coronavirus-vaccination/

https://www.england.nhs.uk/coronavirus/publication/enhanced-service-specification-phase-3-coronavirus-vaccination/

https://www.england.nhs.uk/coronavirus/publication/enhanced-service-specification-phase-3-coronavirus-vaccination/

https://www.england.nhs.uk/coronavirus/publication/community-pharmacy-local-enhanced-service-coronavirus-vaccination/

https://www.england.nhs.uk/coronavirus/publication/community-pharmacy-local-enhanced-service-coronavirus-vaccination/

https://www.england.nhs.uk/coronavirus/publication/enhanced-service-specification-phase-3-coronavirus-vaccination/

https://www.england.nhs.uk/coronavirus/publication/enhanced-service-specification-phase-3-coronavirus-vaccination/

https://www.england.nhs.uk/coronavirus/publication/community-pharmacy-local-enhanced-service-coronavirus-vaccination/

https://future.nhs.uk/P_C_N/view?objectId=88259013

https://future.nhs.uk/P_C_N/view?objectId=90124613

https://www.england.nhs.uk/coronavirus/publication/making-the-universal-offer-of-vaccination-to-jcvi-cohorts-1-4-ahead-of-february-15-and-additional-funding-for-vaccination-of-housebound-patients/

https://www.england.nhs.uk/coronavirus/publication/enhanced-service-specification-phase-3-coronavirus-vaccination/

https://www.england.nhs.uk/coronavirus/publication/enhanced-service-specification-phase-3-coronavirus-vaccination/

https://www.england.nhs.uk/coronavirus/publication/enhanced-service-specification-phase-3-coronavirus-vaccination/

https://www.england.nhs.uk/coronavirus/publication/enhanced-service-specification-phase-3-coronavirus-vaccination/
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• For drive-through clinics at an alternative location other than the designated site, and 


temporary vaccination clinics (‘pop-ups’), providers will also need to extend their CQC 


licence under the temporary provision to register the additional venue. Further guidance 


for local commissioners can be found in our letter (24 February 2021). 


• CP contractors must ensure they can comply with General Pharmaceutical Council 


(GPhC) standards and should refer to the GPhC guidance for providing COVID-19 


vaccination. 


 


5. Vaccinations 


5.1 Consent 


The legal position and standards expected of healthcare professionals by their regulatory 


bodies on obtaining consent before administration of all vaccines are in Chapter 2 of the 


Green Book. 


Further information on vaccine safety and effectiveness is available from the MHRA 


website. Information for the public is available here.  


Where it has been established that the person lacks capacity to consent, a best interests 


decision should be taken in line with the checklist in section 4 of the Mental Capacity Act. 


There is no legal requirement for consent to the vaccination to be in writing, however, the 


consent process and any decision must be documented to serve as a record of the decision 


and the discussions that have taken place. Relevant consent forms, other supporting forms 


and associated information are on the GOV.UK website.  


 


The Consent briefing has been updated to include the requirements around consenting 


children and young people and specific information around consent within the national 


protocol framework. The guidance is available here. 


  


 


5.2 Clinical review and delivery of vaccination 


Prior to vaccination, the patient must be assessed for their suitability for vaccination. The 


Green Book: Immunisation against infectious disease, JCVI guidance and any COVID-19 


vaccine specific guidance should be followed. Screening questions are included in the Point 


of Care IT systems to support the clinical assessment and consent process.  


All clinical teams should ensure they have completed the relevant vaccine training including 


familiarising themselves with the contraindications and cautions for each of the vaccines 


being administered and ensure that patients who present for vaccination are asked about 



https://www.england.nhs.uk/coronavirus/publication/further-opportunities-for-pcn-and-community-pharmacy-vaccination-sites-to-partner-with-community-venues-to-deliver-temporary-vaccination-clinics/

https://www.england.nhs.uk/coronavirus/publication/further-opportunities-for-pcn-and-community-pharmacy-vaccination-sites-to-partner-with-community-venues-to-deliver-temporary-vaccination-clinics/

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/144250/Green-Book-Chapter-2-Consent-PDF-77K.pdf

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/144250/Green-Book-Chapter-2-Consent-PDF-77K.pdf

https://www.gov.uk/government/collections/mhra-guidance-on-coronavirus-covid-19#vaccines-and-vaccine-safety

https://coronavirusresources.phe.gov.uk/covid-19-vaccine/resources/

https://www.legislation.gov.uk/ukpga/2005/9/section/4

https://www.gov.uk/government/publications/covid-19-vaccination-consent-forms-and-letters-for-care-home-residents

https://future.nhs.uk/CovidVaccinations/view?objectId=110086501

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/immunisation-against-infectious-disease-the-green-book
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any relevant risk factors. Screening questions that include the contraindications and 


cautions for each of the vaccines are included in the point of care systems (PoC) and 


therefore it is recommended that the PoC IT systems are used during a patient consultation 


and not completed afterwards. Further information is available in the MHRA Summary of 


Product Characteristics for each vaccine. The provider must ensure that appropriate 


policies, procedures and training requirements are met, and staff should be present on-site 


during operating hours to discharge these functions.  


Providers must ensure all staff are aware of the escalation processes for clinical incidents 


and enquiries. This should include reporting any suspected vaccine side effects or adverse 


incidents to the MHRA via the Coronavirus Yellow Card reporting site.  


NHS.UK provides advice on clotting symptoms for vaccine recipients. 


 


 


5.3 First aid and resuscitation preparation 


Vaccination teams should reasonably anticipate three medical emergencies associated with 


vaccination: fainting, hyperventilation, and anaphylaxis.  


For the vaccination of children and young people, providers need to ensure that additional 


requirements are met as outlined in the self-assessment readiness checklist Part A and 


Part B. 


All mobile teams should at a minimum include a registered healthcare professional trained 


within the previous 18 months in the management of anaphylaxis and cardiopulmonary 


resuscitation.  


Access to an automated external defibrillator (AED) for roving vaccinators is unlikely to be 


required in most cases, but this should be based on a local risk assessment considering the 


following: 


• Population at risk; the numbers and types of patients being vaccinated, with older 


patients likely to be at higher risk of cardiac arrest in general.  


• Distance from medical support and the ability to deploy a defibrillator in a very short 


time (minutes), i.e. location of the nearest publicly available AED which can be found 


at https://www.heartsafe.org.uk/aed-locations. Where a public access defibrillator is 


available, all staff should be trained in how to use it. 


Access to oxygen for roving vaccinators should be determined by individual risk 


assessments, and considering the number of patients to be vaccinated during the visit. 


The provider must ensure that basic lifesaving equipment and supplies for the management 


of potential adverse drug reactions (including anaphylaxis) are present during all hours of 



https://www.england.nhs.uk/coronavirus/publication/standard-operating-procedure-management-of-covid-19-vaccination-clinical-incidents-and-enquiries/

https://www.england.nhs.uk/coronavirus/publication/standard-operating-procedure-management-of-covid-19-vaccination-clinical-incidents-and-enquiries/

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

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

https://www.nhs.uk/conditions/coronavirus-covid-19/coronavirus-vaccination/safety-and-side-effects/

https://future.nhs.uk/CovidVaccinations/view?objectId=111688741

https://future.nhs.uk/CovidVaccinations/view?objectId=111688709

https://www.heartsafe.org.uk/aed-locations
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operation. All mobile teams will be provided with resuscitation equipment and medications 


via the Supply Inventory List (SIL). 


Some teams may wish to have additional equipment or medicine as recommended by the 


Resuscitation Council UK and can complete a local resuscitation risk assessment. PHE has 


included resuscitation training within its COVID-19 vaccination programme training 


resources.  


 


 


5.4 Patient experience  


Providers should make information available for patients who wish to compliment, 


comment, or complain about the service.  


Providers should provide opportunities for patients from all communities to discuss 


vaccination concerns ahead of their vaccinations. This should be supported by access to 


translation services to support the patient experience.  



https://www.england.nhs.uk/coronavirus/publication/appendix-1-supply-inventory-list-sil/

https://www.gov.uk/government/collections/covid-19-vaccination-programme

https://www.gov.uk/government/collections/covid-19-vaccination-programme
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Appendices 


Appendix A: Roving visit schedule and workforce set-up for care 


homes  


Visit schedule: providers should seek to minimise the number of unnecessary visits to care 


homes to mitigate potential risk to residents. A minimum 4 visit schedule is recommended:  


• Dose 1 – all (or most) residents and staff on site. 


• 2nd visit - to capture staff or residents who were unavailable on the day and who 


have not had their 1st dose. 


• 3rd visit - dose 2 vaccinations offered to residents and staff within the JCVI 


recommended interval following the 1st dose. New residents and staff who have not 


had their 1st dose should also be offered the vaccine at this visit. 


• 4th visit – to capture outstanding 2nd doses one week later. 


• 3rd primary dose visit – JCVI guidance advises that a third primary dose be offered 


to individuals aged 12 years and over with severe immunosuppression 


• Booster visit – to vaccinate residents and eligible staff on site, at least 6 months 


following the completion of the primary dose vaccination course  


• Evergreen offer – regular follow-up visits may be required to vaccinate any new 


residents or social care workers not previously vaccinated.  Providers should agree 


an ongoing rolling process with care homes 


 


1st Visit - Dose 1  


all (or most) residents 
and staff on site


2nd Visit – Dose 1


to capture staff or 
residents who have not 


had their 1st dose


3rd Visit – Dose 2


Vaccinations offered to 
residents and staff 


within the 77-84 day 
window following dose 


1


4th Visit - Dose 2


to offer 2nd dose 
vaccinations to all 


remaining residents 
and staff


3rd  Dose Visit


To offer 3rd dose 
vaccinations to those 
eligible residents and 


staff


Booster Visit 


to vaccinate residents 
and eligible staff at 


least 6 months 
following the 


completion of the 
primary vaccination 


course


Evergreen Offer


To vaccinate any new 
residents or staff not 
previously vaccinated
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Guidance on vaccinating in care homes with COVID-19 cases is here. The Social Care 


Workers SOP provides further guidance here. 


The following set-up is recommended for care homes and, as a guide, a single vaccinator 


may achieve 30 vaccinations per half-day: 


• 2 x vaccinators (1 lead & 1 support) 


• 1 x vaccine manager (nurse or pharmacist leading vaccine reconstitution and cold 


chain management) 


• 1 x Post vaccine observer (paramedic or nurse) 


• 1 x team admin (admin support as required).   


 


  



https://www.england.nhs.uk/coronavirus/publication/guidance-for-covid-19-vaccination-in-care-homes-that-have-cases-and-outbreaks/

https://www.england.nhs.uk/coronavirus/publication/vaccinating-frontline-social-care-workers/
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Appendix B: Assurance checklist developed for the St John 


Ambulance mobile treatment unit pilot 
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Appendix C: Drive-through configuration for a vaccination centre  


For vaccination centres, an example drive-through configuration could be: 


i) Fridge 2-8 ° (in secure 


area)  


ii) Back-up fridge in case of 


power/fridge failure 


iii) (Separate fridges in case 


of multiple vaccines) 


Drive-through with a small pharmaceutical fridge housed in 


a powered marquee. Fridge to remain in marquee, but 


vaccines removed overnight (ensure vaccine doses are 


used up before this). 


Appropriate number of vaccines to be transported to drive-


through site from base site each morning in cool bags as 


outlined in the clinical SOP on maintaining COVID-19 


vaccines cold chain.  


Security  


 


24/7 security; Police should be informed about drive-


through, site security including OOH. 


Toilets and handwashing 


facilities  


Solutions such as porta-cabin with toilets required at site.  


Workforce In line with requirements set out in legal mechanisms for 


administering a Prescription Only Medicine (POM), 


National Protocols; PGDs; and local PSDs, including 


appropriate supervision of non-registered vaccinators; 


workforce welfare and OOH requirements.  


Protocol for emergency 


response  


Guidance in section 5.3, considerations for availability of 


oxygen, defibrillator and anaphylaxis packs, emergency 


access for ambulance, training requirements for RHCPs. 


Advising people to unlock their car doors in advance in 


case clinical team needs to provide any clinical support – 


this may require signage at check in. 


Internet access and availability 


of IT/Equipment  


Ensure Point of Care system access, patient care records 


access, 4G/Wi-Fi availability. 


Robust consent and recording 


process 


As outlined in section 5.1. 


Process and flows 


Signage  Cars will be triaged and directed into drive through 


ensuring confirmation of eligibility of service user. 


Separate entrance/exit  One-way system in place. 


Check-In  Confirmation booking and eligibility. 


Space for post-vaccination 


observation for 15 mins+ 


Provision made for post-vaccination observation; separate 


lanes to ensure flow will not be disrupted.  


Post-vaccination  Information provided to patient, including information on 


next appointment (if applicable), adverse event reporting, 



https://www.sps.nhs.uk/articles/maintaining-the-covid-19-vaccines-cold-chain/

https://www.sps.nhs.uk/articles/maintaining-the-covid-19-vaccines-cold-chain/

https://www.england.nhs.uk/coronavirus/covid-19-vaccination-programme/legal-mechanisms/national-protocols-for-covid-19-vaccines/
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and additional vaccine specific information (i.e. leaflet 


informing about rare events of blood clots for AZ). 


Equity of access  


Additional needs  Any service user with additional needs is to be re-directed 


to base site, i.e. vaccination centre.  


For vaccination centres, an example end-to-end user journey for adult cohorts could 


be4: 


Access: all users will enter the site through the designated entrance where eligible patients 


will be identified. Signs and marshals can assist in guiding patients. 


Check-In: in line with existing processes outlined in the VC Operating Framework.  


• For drive-through clinics, screening processes to identify patients visiting for their 


first or second dose, and eligibility for drive-through vaccination, can support the 


operational flow.  


• Following check-in, users will be directed to join a queue. Users will be asked to 


unlock their car doors to facilitate immediate access in the event of a clinical 


emergency. Registered healthcare professionals will work their way down the queue, 


completing the clinical assessment. 


Screening and recording of vaccination event data in line with existing guidance. 


Consent discussion in line with existing guidance summarised in section 5.1. 


Clinical review: Providers should consider completing an initial clinical review to assess 


the individual’s suitability for vaccination prior to attending the clinic if possible; this should 


be repeated prior to vaccination as set out in section 5.2.  


Vaccination will be in accordance with existing guidance and as set out in section 3.  


Clinicians and vaccinators can use trollies, with each having a small sharps bin for the 


secure and safe disposal of needles post vaccination.  


Post-vaccination observation and adverse reactions: Follow guidance in section 4.1.  


For the AZ vaccine, there is no requirement for the vehicle or its occupants to remain in-situ 


post vaccination. Unless clinical assessment indicates it or when the driver of the vehicle 


has been vaccinated.  


 
4 Guidance informed by SOP RD&E VC drive-through 
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For the Pfizer/BioNTech (Comirnaty®) vaccine, a 15-minute period of post-vaccination 


observation is required for everyone, regardless of driving status. The vehicle must remain 


in-situ post-vaccination for the recommended time period.  


For the Moderna (SpikeVax®) vaccine, a 15-minute period of post-vaccination observation 


is required for everyone, regardless of driving status. The vehicle must remain in-situ post-


vaccination for the recommended time period. 


The provider should ensure that appropriate provisions are in place for vehicles to remain 


stationary for this period without interrupting the flow of subsequent vehicles. One solution 


is the provision of one or more parking areas where patients will receive their vaccination 


and that are separate from and will not block entrance and exit points.  


An on-site ambulance is not a pre-requisite for a drive-through clinic, but the provider 


should ensure the appropriate provision of facilities in the event of an adverse reaction.  


For providers not electing to have paramedic or ambulance provision on site it is 


recommended that the local ambulance provider is sighted during the planning phase.   
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Appendix D – Checklists for temporary vaccination clinics 


operated by PCN-led and community pharmacy led sites 


This guidance was communicated to vaccination sites on 24 February 2021 here. 


NHS England through its regional teams may commission the temporary vaccination clinic 


under the terms of the Enhanced Service Specification (for GP practices collaborating in a 


PCN grouping) or the Local Enhanced Service Specification (for Community Pharmacy) 


and will confirm in writing with the provider the arrangements, which should include: 


• A definition of the population who will be invited to take up vaccinations at the 


temporary vaccination clinic and which must be restricted to currently eligible and 


authorised cohorts. If this is likely to include eligible patients who are registered with 


another practice outside the PCN grouping that is being commissioned, the 


commissioner should try to inform the practices concerned that this additional choice 


is being made available to enhance uptake levels. 


• Confirmation of how patients will be invited to the clinic.  


• Confirmation of any other providers who will be vaccinating at the venue and the 


agreed schedule they will work to. The capacity of individual venues and preferred 


local arrangements will guide whether multiple providers can use the space at the 


same time but this is unlikely to be advisable.  


• A definition of the timeframe for when the clinic will be set up, on which dates and 


the agreed stand down date. 


• Assurance that where required, equipment will be provided locally. 


If a provider is commissioned to deliver COVID-19 vaccinations from a temporary 


vaccination clinic: 


• The provider would receive £12.58 per vaccination delivered at these clinics under 


the terms of the Enhanced Service Specification and Local Enhanced Service 


Specification (for community pharmacies). 


• Second dose clinics will also need to be scheduled at the same venue within the 


required time period.  


• It is anticipated that the venue itself would, in most cases, be available free of charge 


but some running costs may be reimbursable if VFM requirements are met. These 


costs will be funded through the Reasonable Additional Costs funds which must be 


agreed by CCGs and local commissioners and paid through regions. The guidance 


for these payments for PCN sites can be found here on the FutureNHS Collaboration 


Platform. The guidance for Community Pharmacy sites can be found here.  


Providers are encouraged to use the Licence to Occupy template available on NHS 


Futures. Buildings insurance will be covered by landlords, contents insurance should be 


taken out by tenants. 


Providers are also encouraged to consider whether they need to undertake a security risk 


assessment. A template is available on NHS Futures. 



https://www.england.nhs.uk/coronavirus/publication/further-opportunities-for-pcn-and-community-pharmacy-vaccination-sites-to-partner-with-community-venues-to-deliver-temporary-vaccination-clinics/

https://www.england.nhs.uk/coronavirus/publication/enhanced-service-specification-phase-3-coronavirus-vaccination/

https://www.england.nhs.uk/coronavirus/publication/community-pharmacy-local-enhanced-service-coronavirus-vaccination/

https://www.england.nhs.uk/coronavirus/publication/enhanced-service-specification-phase-3-coronavirus-vaccination/

https://www.england.nhs.uk/coronavirus/publication/community-pharmacy-local-enhanced-service-coronavirus-vaccination/

https://www.england.nhs.uk/coronavirus/publication/community-pharmacy-local-enhanced-service-coronavirus-vaccination/

https://future.nhs.uk/connect.ti/P_C_N/view?objectId=88259013

https://future.nhs.uk/P_C_N/view?objectId=90124613
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If the venue is only available for a short period (i.e., 1-2 day), providers would need to use 


their existing roving kits to deliver the clinics and no further equipment would be provided. If 


the venue is available and commissioned for a longer period (eg., once a week for 5 


months), the provider may request an additional roving SIL from NHS England but should 


only do so where existing equipment cannot be used. Where it is possible to provide an 


additional roving SIL, providers should allow 10 days for the SIL to be delivered. If 


equipment/chairs/tables/screens are needed, commissioners should seek to provide this 


through mutual aid.  


Commissioners should also undertake a visit to ensure the venue meets minimum 


requirements. 


LVS venue checklist  


Venues being used for temporary vaccination clinics will not be formally designated as 


vaccination sites but will still need to meet a set of requirements to ensure they are suitable 


for vaccine delivery. As a minimum, the venues should be:  


• Accessible.  


• Available for exclusive use on days agreed with local commissioner for the period 


they will be in use as a temporary vaccination clinic.  


• Able to provide at least c350sqm plus staff/public facilities (ideally, ground floor), with 


parking on site or close by. 


• Able to provide separate entrance and exit points to assist with social distancing and 


support a natural flow of patients through the building to comply with social 


distancing guidance.  


• Wi-Fi enabled – the venue will need appropriate Wi-Fi connectivity depending on the 


use of the venue. 


• Well-ventilated. 


• Accessible via local transport or in the local community. 


 All venues will be assessed on their ability to provide three key areas:  


1. Arrival and check-in  


2. Clinical assessment  


3. Delivery of vaccination – there are minimum space requirements for each area. 
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