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	NHS England and NHS Improvement (North East and Yorkshire)
Yorkshire and the Humber Flu Programme 2021-22

	Frequently Asked Questions & Answers

	This is a live document and will be routinely updated. This document can only reference national policy or local commissioning arrangements.  The intention is to circulate FAQs regularly. Please note that this is not an NHS England policy document; formal policies, which are worked through NHSE/PHE Gateway will be sent to you directly.  This document is a reference tool to help support local providers and stakeholders and is an effort to share, collaboratively, questions that we receive.

	This document & any information provided herein is guidance only. All information is given in good faith and is accurate at the response date listed in this document. Information may be superseded by later versions; therefore, please ensure you read/review all questions to ensure you are receiving the most up to date information. The commissioning team believe the content of this to be correct at the date of issue. 
Questions in bold are new questions added to a new version.




	No.
	Question
	Answer

	
	A: Guidance / Legislation on delivery models

	A1
	What National guidance has been issued for 21-22 Flu Programme so far?
	National flu immunisation programme plan
The annual flu letter describes the national flu immunisation programme and outlines which groups are eligible for flu vaccination. 
· 3rd Feb 2021  C1076-NHSEI-Flu-reimbursement-letter (psnc.org.uk)
· 1st April 2021 NHS England » Achievements and developments during 2020/21 flu season
· 14th July 2021 Enhanced Service Spec: Phase 3 Coronavirus Vaccination: Letter to GP’s and Phase 3 Enhanced Service Spec: Coronavirus » Enhanced Service Specification: Phase 3 coronavirus vaccination (england.nhs.uk)
· 14th July 2021  https://www.england.nhs.uk/coronavirus/wp-content/uploads/sites/52/2021/07/C1347-Letter-to-community-pharmacy-Phase-3-Expression-of-Interest-process.pdf 
· 17th July 2021 (Updated 28th July) National flu immunisation programme 2021 to 2022 letter - GOV.UK (www.gov.uk) 
· https://www.gov.uk/government/publications/national-flu-immunisation-programme-plan
· 1st September 2021 National Protocol for Inactivated Inflenza Vaccine




	A2
	Where can I find the GP Enhanced Service specification?
	NHS England » NHS England Enhanced Services Influenza Specifications

This has been updated to included co-administration and synergistic delivery of influenza vaccine with COVID-19 and vaccination of frontline primary care workers.

The PGD will be updated to include this group of staff.


	A3
	What will the pharmacy delivery be for 21/22?
	Community Pharmacy Service Specification for the upcoming 2021/22 flu season. 

This has been updated to enable community pharmacies to vaccinate primary care contractors (primary medical services, pharmaceutical services, primary dental services, or general ophthalmic services) and their frontline staff, who elect to receive their vaccination from the community pharmacy.

The PGD will be updated to include this group of staff.


	A4
	What are the issues relating to indemnity insurance for delivery of 2021/22 flu programme?

	NHSE/I cannot advise on indemnity insurance and practices should always ensure that their indemnity insurance covers them for any delivery plans.

	A5
	Can Patient Group Directions (PGD's) be used across Primary Care Networks / Clinical Commissioning Groups (PCNs / CCGs)?
	The general principle is that you can use one PGD but there must be an MOU/SLA etc to cover the governance etc. The following link states:  If a registered healthcare professional (HCP) is approved to operate under a PGD within the legislation and their own practice then it can be considered that that HCP is also authorised to operate under the same PGD for the treatment of patients across the PCN provided this has been agreed by the PCN. https://www.sps.nhs.uk/articles/patient-group-direction-use-in-primary-care-networks/.  This also applies to a CCG footprint.


	A6
	Who can deliver under a PGD - can this be extended to ALL Healthcare Professionals?
	The list of Health Care Professionals who can deliver under the NHSE/I Commissioned Flu Services PGD as follows: 

· nurses and midwives currently registered with the Nursing and Midwifery Council (NMC)
· pharmacists currently registered with the General Pharmaceutical Council (GPHC) (Note: This PGD is not relevant to the national community pharmacy seasonal influenza vaccination advanced service nor privately provided community pharmacy services)
· chiropodists/podiatrists, dieticians, occupational therapists, orthoptists, orthotists/prosthetists, paramedics, physiotherapists, radiographers and speech and language therapists currently registered with the Health and Care Professions Council (HCPC)
· dental hygienists and dental therapists registered with the General Dental Council
· optometrists registered with the General Optical Council.

This list cannot be extended to other healthcare professionals; however, the development of a national protocol is being considered.
[bookmark: _Hlk42690097]Further detail can be found at:  https://www.cqc.org.uk/guidance-providers/gps/nigels-surgery-19-patient-group-directions-pgdspatient-specific-directions;   
https://www.sps.nhs.uk/articles/doctors-dentists-and-use-of-pgds/


	A7
	Is vaccination permitted ‘off site’/away from the CQC registered premises?
	Response from CQC https://www.cqc.org.uk/guidance-providers/registration/registration-flu-vaccination-arrangements:
1. The vaccination site will be at an existing practice location already listed in my/our conditions of registration for TDDI/D&SP and I/we will be responsible for the quality and safety of the service.
· In this case, you are already registered to carry on the Registered Activities (RA’s) at the proposed location and no application is necessary. 
1. The vaccination site will be hosted at another location which is not listed in my/our conditions of registration, but already listed in the conditions of registration of another CQC registered provider (host) for TDDI/D&SP.
· If the host will be responsible, you will not need to make any application. You could update your SOP to tell us that you are helping the host. The host is already registered to carry on the RAs at the proposed location and no application is necessary. 
· If you will be responsible, you will not need to make any application. You will need to update your SOP to tell us that you are running the vaccination site as a ‘satellite’ of your own practice. There will be no separate inspection of the service, which will be included as a part of any inspection of your main practice location. 
1. You will provide vaccination and other medical services at a site, in premises which have not been used for the carrying on of a RA. The location is not listed in my/our conditions of registration or in the registration of any other CQC registered provider.
I/we will be responsible for carrying on the RA and the quality and safety of the service at the location and the location will be equipped and maintained to the standard expected for patient healthcare, i.e. surgery
· While sites ONLY used for vaccination generally don’t need to be added as a location, the other services you provide there may mean that you will need to make an application to vary your location condition by adding the location to your registration. 
· You need to speak to the local Registration Team. If the service is already in operation, you will be in breach of your location condition and you should not do that without consulting us. If the service needs to start urgently, we may be able to agree this and process your application in retrospect.
· This location may be inspected in its own right and separately to existing practice locations.  
1. The vaccination site will be in premises which have not been used for the carrying on of an RA. The location is not listed in my/our conditions of registration or in the registration of any other CQC registered provider and will only be used as a vaccination site where healthcare professionals will bring the necessary equipment and records to carry out vaccinations and removed at the end of the session, i.e. no medical equipment or storage of medicines is held on site.
You will not need to make any application. If you will be responsible, you will need to update your SOP to tell us that you are running the vaccination site as a ‘satellite’ of your own practice. 

	A8
	Can a HCSW administer a non-injectable vaccine (LAIV)?
	No
https://www.rcn.org.uk/-/media/royal-college-of-nursing/documents/publications/2019/april/007-441.pdf
https://www.england.nhs.uk/north-east-yorkshire/wp-content/uploads/sites/49/2021/08/Fluenz-Tetra.pdf 

	
	B: Cohorts

	B1
	Which cohorts are eligible for the 2021-22 Flu Immunisation Programme?





	National flu immunisation programme 2021 to 2022 letter - GOV.UK (www.gov.uk)

Additional funding is available, this season only, to vaccinate all eligible primary care contractors, primary medical services, pharmaceutical services, primary care dental services or general ophthalmic services and their frontline staff, who are either registered with the GP practice or not registered with the GP practice, and who elect to received their vaccination from the GP practice. (see A2 & A3 above).



	B2
	Will BAME be included in the Flu ‘at risk’ cohort, due to the evidence suggesting BAME are at increased risk of COVID?
	Patients in BAME communities are not a specific at-risk group, however the updated Annual flu letter 28th July 2021 reiterates:
· The need to ensure those who are living in the most deprived areas, from ethnic minority and other underserved communities, have equitable uptake compared to the population as a whole. 
· Providers are expected to ensure they have robust plans in place for tackling health inequalities for all underserved groups to ensure equality of access
· GP practices must request details of the Patient’s ethnicity status if they have not previously provided this information to the GP practice and where provided by the patient or their carer, the GP practice must record the ethnicity information in the patient record.
 

	
	C: Vaccine characteristics, supply, movement, delivery

	C1
	What vaccines are recommended for the 2021-22 Flu Immunisation Programme?
	 C1076-NHSEI-Flu-reimbursement-letter (psnc.org.uk)
 



	C2
	What is the current guidance on rules around sharing vaccines between organisations and/or PCNs Medicines and Healthcare Products Regulatory Agency (MHRA)?
	The regulations on movement of flu and COVID vaccine without a wholesale dealer licence remain current and have not been revoked and are not due to cease until April 22.
· Consultation on exemption of wholesale dealer licence for flu and COVID vaccine: Changes to Human Medicine Regulations to support the rollout of COVID-19 vaccines
· Consultation outcome document: Government response: consultation on changes to the Human Medicines Regulations to support the rollout of COVID-19 and flu vaccines
· Legislation agreed by parliament in October 2020, note the regs are applicable until 1st April 2022:  The Human Medicines (Coronavirus and Influenza) (Amendment) Regulations 2020 (legislation.gov.uk) 


	C3
	Can Injectable (inactivated) vaccine be given to children whose parents refuse on the grounds of porcine 


	Yes, for 2021/22 season no supply constraints are anticipated and the alternative offer (IM injectable/Inactivated) should be made routinely available from the start of the season where applicable. 
The British FATWA Council (Midlands office) have kindly updated their Children’s flu guidance. We are aware that other regions found this document useful last year when having conversations with Muslim parents about the Fluenz Tetra vaccine.




	C4
	Is there evidence to say that drivers who are vaccinated are safe to drive immediately, will the staff be covered to vaccinate them?

	Recipients of any vaccine should be observed for immediate Adverse Drug Reactions. There is no evidence to support the practice of keeping patients under longer observation. Onset of anaphylaxis is rapid, typically within minutes, and its clinical course is unpredictable with variable severity and clinical features. Due to the unpredictable nature of anaphylactic reactions it is not possible to define a particular time period over which individuals should be observed following immunisation to ensure they do not develop anaphylaxis. Some individuals may suffer panic attacks which should be differentiated from anaphylaxis – see Green Book. Practitioners should also refer to the summary of characteristics for the specific vaccine to check for any specific advice. A full risk assessment of the drive through facility (including time post vaccination) should be undertaken prior to commencing delivery via this model. Practices should refer to the RCGP guidance on delivering mass vaccination (see question 40) and other guidance that becomes available. It is the responsibility of the immuniser to ensure that the patient is feeling well following vaccination and feels safe to leave the premises/drive. 

	C5
	Can the nasal spray be used for people with learning disabilities where it would be difficult for them to receive the injection?  Is there any guidance on this and is it a potential offer? 
	Yes - Practices are advised of the importance to ensure patients with a learning disability are vaccinated. 
Patients with a learning disability are included in the eligibility for payment under this ES. GP’s can use their clinical discretion to offer LAIV ‘off-label’ under a PSD (from their centrally supplied vaccine stock) to patients with a needle phobia. This is not limited to those with a learning disability and may include those in a clinical risk group with a serious needle phobia who may otherwise go unimmunised if they refuse to have an injected inactivated vaccine. 

Please see the Enhanced Service Specification and link below, this is considered a reasonable adjustment. Nothing has changed in terms of the licensing of the product and it would not be eligible under the PGD, but is referenced in the PGD and can be given ‘off label’ using a PSD:
Flu vaccinations: supporting people with learning disabilities - GOV.UK (www.gov.uk)  


	C6
	Is flu nasal spray aerosol generating?  What level of PPE is required?
	No: Coughing and sneezing which may occur following administration of live attenuated influenza vaccine (LAIV) are not included as high risk aerosol generating procedures, see this link: https://www.gov.uk/government/publications/wuhan-novel-coronavirus-infection-prevention-and-control/covid-19-personal-protective-equipment-ppe however a local risk assessment should be carried out and any queries raised with the local infection prevention and control team.

	C7
	Has the agency agreement from last year been updated for use this year?
	The national community agency agreement is enclosed (dates changed for 2021/22).




[bookmark: _MON_1665312661]

	
	D: PCN / pharmacy / collaborative delivery

	D1
	If immunising as a PCN does the PCN need to be CQC registered?
	Please see  -  NHS England » Frequently Asked Questions: Third iteration

	D2
	Can practices work with a single pharmacy? Are there any competition rules etc? 
	Practices would need to seek advice from their LMC or advisory body in relation to this.  NHSE/I are unable to advise on competition rules.  We would, however, expect patients to be notified of all their available options and assumptions should not be made as to where they will find it easier to access services.  

	D3
	Do pharmacies need the permission of GP’s to immunise the residents of a care home or is it just the need to inform them? 
	Pharmacists are not required to obtain GPs permission to vaccinate patients in care homes but are required to inform the GP of this intention.  The pharmacy contractor will ensure that a notification of the vaccination is sent to the patient’s GP practice on the same day the vaccine is administered or on the following working day.
Community Pharmacy Service Specification for the upcoming 2021/22 flu season

	D4
	CQRS payments for PCN flu delivery: How do I claim payment for vaccinations if my practice has delivered this as part of a PCN model? 
	The following overview has been developed by NEY Commissioning Team.



National guidance on recording of vaccination events, and payment flows has been released (see below).




	D5
	CQRS payments. How do I claim for patients I vaccinate that are not registered at my practice?
	Where individuals who are not registered with the GP practice and elect to be vaccinated by the GP practice, the GP practice should first register the patient within their existing GP clinical systems using the Immediately Necessary Treatment (INT) registration status, then code the vaccination event as ‘needs influenza vaccine’ on or after 1 September 2021(see in the letter available via the link in A2 above).

A new GPES run is being developed so the INT records can be claimed at the end of the flu season (March 2022). No manual claims should be needed.


	
	E: Care Homes

	E1
	Can practices immunise the care home staff they are linked to, to prevent too many people going into the home and also improve staff uptake, can GP claim for these vaccines?
	Yes - please refer to the enhanced service specification and CQRS guidance


	E2
	Is there a way that registered nurses in care homes can deliver the flu vaccines to residents this year? 
	Anyone delivering/administering flu vaccine would need to provide evidence/assurance that they have completed and are up to date with the necessary immunisation training requirements.  Any agreement would need CCG approval to ensure compliance with all legal frameworks/workforce sharing agreements.

	
	F: Health and Social Care Workers

	F1
	Can other practice staff, such as receptionists, be trained to administer flu this year?
	See National Protocol for Inactivated Influenza Vaccine



	F2
	Peer-to-peer vaccination:
Can the Written Instruction used to support peer to peer vaccination be extended to include other registered clinicians (e.g. pharmacists), as this posed a problem in acute trusts where Occupational Health is external to the trust?
	The written instruction for OHS seasonal flu vaccination  has been updated and can be found at  Written Instruction for the administration of seasonal ‘flu vaccination  


	
	G: Maternity and other Secondary Care delivery

	
G1
	Where in Yorkshire and the Humber are flu vaccinations available for pregnant women through maternity units?
	All maternity providers across Yorkshire and the Humber are able to deliver vaccinations to pregnant women. Trusts have received a service specification which includes the requirements to record these vaccinations through NIVS.
Under the ES pregnant women remain the responsibility of their registered GP and should be invited by the practice. Women can also request vaccination from their registered GP.

	
	
H. Technology and Data reporting

	H1
	Data reporting - how can we ensure flu vaccinations given in Pharmacy settings are correctly recorded?
	Full details can be found in the Pharmacy Service Spec (see link in A3). Information will include:
· Routine details of vaccination i.e. patient details, route/date etc
· Eligibility
· Name of vaccine, batch number and expiry date (this is a new requirement)
· Location where vaccine given if different to the pharmacy
· Any immediate adverse reactions
Practices will need to ensure the notification is uploaded into the patient record. This will vary depending on how the notification has been sent e.g. FHIR message/PDF etc
PharmOutcomes has been commissioned regionally and all pharmacies are encouraged to use this to support effective recording and upload of vaccination details.

	H2
	Data reporting - how can we ensure flu vaccinations given in Secondary Care settings are correctly recorded?
	Work has been undertaken nationally to improve data reporting and electronic interoperability to facilitate more timely updates directly into the GP patient record. Providers are required to use the national reporting system daily which will flow automatically into the GP record. NIVS will also be used for activity monitoring and payment.

	H3
	Is there any guidance re: PRIMIS codes? How do I carry out system searches? What searches should I use?
	Please contact your local business support team for advice and support.

	H4
	How do I record vaccinations for non-registered patients?
	Please see details within the covering letting in  NHS England » NHS England Enhanced Services Influenza Specifications


	
	J. Covid requirements (inc PPE)

	J1
	Contraindications to flu vaccine in relation to COVID.
Can flu vaccination be given if patients have symptoms of COVID/are a household contact/self-isolating – or should flu vaccination be given as a priority as they would be perceived as vulnerable/at increased risk even if they feel unwell or have symptoms/temp?
	As with any vaccination, patients with any signs of infection / fever, should not be vaccinated until symptoms have fully resolved. All exclusions specified on the PGD should be observed. The Summary of Product Characteristics (SPC) should be referred to for any specific concerns/contraindications.  
In addition, all COVID requirements for self-isolation and necessary safety precautions should be adhered to, in line with provider policies and national requirements.
Full guidance will be available via PGD / Green Book.

	
	

K: Communications

	K1
	Will there be a national flu campaign this year? 
	The New Winter Vaccinations Campaign 
Download resources here Campaign Resource Centre (phe.gov.uk)
Order leaflets and posters here (free to order) Health Publications
The main winter flu leaflet accessible and translated versions: Flu Vaccination: who should have it this winter & why
Translated and accessible versions of the children and young people’s leaflets and posters.  Flu Vaccination for Children: leaflets & Posters


In addition, NHSEI will be working with local communications teams to do targeted local campaigns based on uptake, using local champions where possible.


	K2
	Is there an NHS website to allow patients to find a Flu vaccine?
	Find NHS health services (www.nhs.uk) This tool within the NHS website allows patients to find local pharmacies that provide the NHS commissioned service and check their eligibility.

	
	L: Governance

	
L1
	What is the role of the CCG/CCG Flu Lead?

	CCGs will work with and support providers to: 
· improve uptake – to meet national ambitions, 
· reduce variation and inequalities, and 
· ensure the recommended vaccines are used

CCGs will have a nominated flu lead who will:
· Provide leadership and support to providers to develop comprehensive and robust flu plans
· ensure that there are clear arrangements in place to support oversight of the delivery of the flu programme between September and March as outlined in the national flu letters and related guidance
· support general practices to target at-risk population groups to improve uptake and coverage of the flu vaccination to achieve national uptake ambitions; and 
· ensure that there are mechanisms in place to monitor the demand, supply and where permitted the movement of vaccine to drive up uptake of flu vaccine in all groups.

	L2
	Can CCG / PCN colleagues attend the ICS flu discussions? 
	CCG flu leads are part of the ICS Flu Board. PCN colleagues could / should link with their local Operational Flu Group facilitated by the CCG Flu Lead/local Screening and Immunisation Coordinator.
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Date: 07/09/2021 


 


Fatwa on Flu vaccine containing Porcine gelatine 


 


Question: 


In certain areas of Midlands, we are experiencing issues with Muslim communities refusing to 


have their children vaccinated with the influenza nasal spray due to it containing porcine as a 


stabiliser. This vaccine is used for children to protect them and the vulnerable elderly at serious 


risk of catching flu. It saves lot of pain and sicknesses in the community affecting thousands 


of people.  


 


The children’s flu vaccination programme is extremely important since it not only protects the 


child itself but also protects vulnerable family members and the wider community. This then 


has huge benefits on the local health system, 94% lower flu like illnesses in primary age 


children and 74% less visits to A &E. 


 So, in the bigger interest of the society's health can this vaccine be given to children? What do 


the scholars say about the permissibility of in flu vaccine that contains pork gelatine, is this 


allowed? 


 


From, A concerned Muslim Nurse 


Answer: Fatwa on Flu vaccine containing Porcine gelatine 


I begin with the name of Allah, the Kind the Caring 


The flu vaccine that contains porcine gelatine is a simple nasal spray that is particularly useful 


and easy to administer to children. This year the flu nasal spray will be offered to all school 


age children and 2- and 3-year olds. It is also administered to children who are susceptible to 


flu and have other problems like asthma which is exacerbated by the flu. It has been shown to 


reduce A &E admissions and other complications considerably. The flu nasal spray is the most 


effective way of protecting your child from flu but this year the NHS are offering children the 


non-porcine, injectable vaccination, as an alternative to the nasal spray. It is important that you 


accept one of the vaccines to protect your child and your family.  


Firstly, it’s important to understand the nature of the porcine gelatine. This is a pure product 


and is exactly same as the cow gelatine, goat or any other animals’ gelatine. It has same protein 


structure, same properties and same colour, texture and taste. You would not be able to 


distinguish the porcine gelatine from the others. Considering this fact, it is argued that it doesn’t 


matter what its origin is.  A similar fatwa was issued by Mufti Ali Jumma the Grand Mufti of 


Egypt about Pig products including insulin. 
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Secondly, this is for a medical purpose, it’s not consumption or eating. The nasal vaccine is 


important preventative measure that has been shown empirically to reduce lot of suffering in 


vulnerable children. This then falls under the well-known category of ‘darurah’ necessity, 


required and needed. The Quran teaches: “He has made unlawful for you the carcass, the 


blood, pork and animals over which any name other than Allah’s has been invoked. However, 


if one is dying of hunger then a small amount can be eaten in order to survive, Allah is 


Forgiver and Kind.” (Al Baqara:173) From this jurist have reasoned that when something that 


is forbidden is necessary for survival then it becomes permissible. So, if porcine gelatine was 


forbidden in this situation, it becomes permissible. The other rule from this is: "What is 


permissible for a particular need can be used according to the amount required.” 


Thirdly, my fatwa is based on this powerful principle Istihala found in books of Fiqh: 


“Istihala means the change of a substance as a result of its purification and the removal of all 


the impurities around it. Scholars are agreed that when alcohol changes into vinegar it is 


considered pure. The majority of Hanafi, Maliki scholars and Imam Ahmed said that istihala 


renders impure substance pure. As mentioned above, there is no scholarly contention on the 


purity of an alcohol that has turned into vinegar. Another example the scholars give is the 


blood of deer, when it is converted into musk it becomes an expensive fragrance. (p1738 


Encyclopaedia of Fatwa published by Dar la Ifta Al-Misriyya)  


Considering this evidence, we conclude the nasal flu vaccine containing porcine gelatine is 


permissible for use.  


On behalf of the British Fatwa Council 


Mufti Dr Hafiz M Munir Al-Azhari 


Mufti Yar Muhammed Khan Qadri 


Dr Musharraf Hussain Al-Azhari 
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AGREEMENT FOR MEDICINES ADMINISTRATION SERVICES TO BE PROVIDED BY DISTRICT OR COMMUNITY NURSES [TO BE TYPED ON HEADED NOTEPAPER OF THE NURSING PROVIDER and the text in these square brackets deleted]

Parties 

(1) [FULL TRUST / FOUNDATION TRUST NAME AND ADDRESS](“Employer”) 


(2) [FULL GP NAME AND ADDRESS](“Practice 1”) 

(3) [FULL GP NAME AND ADDRESS](“Practice 2”) 

(4) [FULL GP NAME AND ADDRESS](“Practice 3”) 

(5) [FULL GP NAME AND ADDRESS](“Practice 4”) (together the “Practices”) [DN: Please delete or add more Practice names, addresses and numbers as required]

Each a (“party”) and together the (“parties”) to this agreement.


1. BACKGROUND

The parties wish to make arrangements for District and/or Community Nurses ("DN/CN") employed by the Employer to administer seasonal influenza vaccinations / PPV (Pneumococcal Polysaccharide Vaccine) on behalf of the Practices, in accordance with the terms set out below.

In providing services on behalf of the Practices the DN/CN will be considered to be acting as an agent of the Practices.  Where appropriate Practice stock of medicinal products may be utilised by the DN/CN for the delivery of services under this agreement.


2. SERVICES TO BE PROVIDED UNDER THIS AGREEMENT


The DN/CN employed by the employer may provide the following services as an agent of the Practices in accordance with this agreement:


		Service

		Medicine

		Period of Service Delivery

		Comment



		e.g. Seasonal Influenza Vaccination 

		e.g. recommended seasonal influenza vaccine for the patient for the current season based on national guidance

		e.g. 1 September 2021 to 31 March 2022

		e.g. DN/CNs should sign PGDs provided to them by their employer to deliver this service



		e.g. Pneumococcal polysaccharide vaccination

		e.g. Pneumococcal polysaccharide 23 valent vaccine (PPV)

		e.g. 1 April 2021 to 31 March 2022,




		e.g. DN/CNs should sign PGDs provided to them by their employer to deliver this service





3. Agreed terms


4. Agreement to Administer Medicines (including vaccinations)

The parties hereby agree that the Employer shall agree to their employed DN/CNs performing the Services detailed in paragraph 2 on behalf of the Practices in accordance with the terms of this Agreement. 

The parties acknowledge and agree that this Agreement does not give rise to an employment relationship between the DN/CN and the Practices or to any other relationship between the parties other than on the terms set out in this letter.  For the avoidance of doubt, neither the DN/CN nor the Employer will be entitled to any form of payment from the Practices either during the Agreement (including expenses, sick pay or holiday pay) or upon its cessation.

The Employer acknowledges and agrees that it will at all times remain the substantive employer of the DN/CN. This Agreement will not affect the terms and conditions of the contracts of employment the Employer already holds with the DN/CN.  The Employer will immediately notify the Practices in writing should any of its contracts of employment with the DN/CN come to an end during the period of this Agreement.

5. Employer's obligations


General


The Employer shall ensure that at all times during the term of this Agreement the DN/CN shall:

(a) act towards the Practices conscientiously and in good faith and not allow his or her personal interests to conflict with the duties he or she owes to the Practices under this Agreement and the general law.


(b) except as authorised by the Practices in this Agreement or otherwise in writing, not act in a way which will incur any liabilities on behalf of the Practices.

(c) comply with the policies of the Employer and applicable professional standards.

(d) comply with all reasonable and lawful instructions of the Practices from time to time concerning the Services.


(e) keep the Practices fully informed of its activities concerning the Services and shall provide the Practices with reports on request.  The DN/CN shall notify the Practices as soon as is practicable after each administration has been completed and shall update the Patient record within 24 hours. 


(f) maintain appropriate, up-to-date and accurate records relating to the manner in which the Services were supplied.

5.2 Neither party shall demand of the other the provision of services outside the terms of this agreement.

5.3 The parties further agree that by delivering the Services set out in paragraph 2 of this agreement, CN/DNs will be administering the services under the legal mechanisms designated and authorised by the Employer.

5.4 Disputes 

Either party shall not without prior reference to the other party take part in any dispute or commence or defend any court or other dispute proceedings on behalf of the Practices or settle or attempt to settle or make any admission concerning any such proceedings.


6. Compliance with laws 


6.1 Each party shall at its own expense comply with all laws and regulations relating to its activities under this Agreement, as they may change from time to time, and with any conditions binding on it in any applicable licences, registrations, permits and approvals.

7. Data protection


Definitions


Agreed Purposes: The facilitation and administration of medicines (including vaccines), as designated in paragraph 4 of this agreement, to patients and the updating of those patients records In relation to the service provided.

Data subject, personal data, processing: as set out in the Data Protection Legislation in force at the time.


Data Protection Legislation: all legislation and regulatory requirements in force from time to time relating to the use of personal data and the privacy of electronic communications, including, without limitation (i) any data protection legislation from time to time in force in the UK including the Data Protection Act 2018 or any successor legislation, as well as (ii) the General Data Protection Regulation ((EU) 2016/679) and any other directly applicable European Union regulation relating to data protection and privacy (for so long as and to the extent that the law of the European Union has legal effect in the UK).

Data sharing 

(a) Each party shall: 


(i) process personal data only to the extent required for the Agreed Purposes;


(ii) comply with the Data Protection Legislation when processing personal data; and

(iii) assist the other in complying with the Data Protection Legislation, as reasonably requested. 

8. Professional liability and insurance


8.1 Any action or inaction taken in the course of provision of the Services by the DN/CN on behalf of the Practices and in compliance with this Agreement shall be covered by the Clinical Negligence Scheme for General Practice (CNSGP).  Cover under CNSGP extends to all GPs and others working for general practice who are carrying out activities in connection with the delivery of primary medical services. This agency agreement provides the basis under which the DN/CN is carrying out a primary medical services activity under the GP Practice contract.

9. Duration and termination


9.1 This Agreement shall commence on the 1 September 2021 and shall continue in force until the 31 March 2022 or until it is terminated by either party giving 1 month's notice, in writing, to the other party.


9.2 Termination of this Agreement shall not affect any rights, remedies, obligations or liabilities of the parties that have accrued up to the date of termination, including the right to claim damages for any breach of the Agreement which existed at or before the date of termination.


10. Assignment and other dealings

(a) The Employer shall not assign, transfer, charge, subcontract, declare a trust over or deal in any other manner with any or all of its rights and obligations under this Agreement without the Practices’ prior written consent.

(b) The Practices may at any time assign, transfer, charge, subcontract, declare a trust over or deal in any other manner with any or all of its rights under this Agreement.


Signature ……………………………………..


Date………………….


On behalf of [INSERT NAME OF TRUST] 

Signature ……………………………………..


Date………………….


 [NAME]


On behalf of [INSERT NAME OF PRACTICE 1] 

Signature ……………………………………..


Date………………….


 [NAME]


On behalf of [INSERT NAME OF PRACTICE 2]

Signature ……………………………………..


Date………………….


 [NAME]


On behalf of [INSERT NAME OF PRACTICE 3]

Signature ……………………………………..


Date………………….


 [NAME]


On behalf of [INSERT NAME OF PRACTICE 4] [DN: insert the requisite number of signature lines to allow one for each practice]
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If practices are delivering vaccinations via a shared site, they must: 


• Identify a lead practice with responsibility for CQRS payments 


• Inform the Public Health Contract Manager about which practices are participating, and which is the lead practice 


• Ensure that manual adjustments for CQRS payments are submitted within timescales (e.g. no later than six months 


after vaccination) by the lead practice only 


• Provide confirmation to Public Health Contract Managers that individual practices will not submit additional claims 


(this is to ensure there is a financial audit trail to guard against any double-payment for activity) 


 
 


Patients access PCN 
or other collaboration 


site for vaccination 
(e.g. B12345). 


 
 


 
 


 
 


 
 


Vaccination is given 
and coded to shared 


site (e.g. B12345).  
This means data 


cannot be 
automatically 
extracted by 


individual practice 
codes.  


 


 


 
 


Designated lead 
practice (e.g. B67890) 


sends screenshot 
information of all 


vaccinations at 
B12345 to Public 


Health for payment 
on CQRS. 


 


 


 
 


Public Health 
Contract Managers 


make manual 
adjustments to input 
shared vaccination 
activity on CQRS, 
against the lead 
practice code 
(e.g. B67890). 


 


 
 


Payment for all 
shared activity is 
made to the lead 


practice (e.g. B67890) 
who is then 


responsible for 
distributing the 


funding to its other 
shared practices. 
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These slides provide a high level view on how the flu vaccination services data will flow to GP systems, and how Payments for flu will be handled. This particularly covers the new processes added this season for:

Provision of Flu vaccination in a PCN grouping setting to support co-administration

Provision of Flu vaccination in a GP Practice setting for individuals not registered with the GP Practice to support vaccination of all residents and staff in Care homes





Content

High-level diagram of the Flu vaccination event flows

Scenarios for vaccine event flows for each type of site administering

Scenarios for PCH Grouping and GP payment Flows

Payment solution Notes

2021/22 Flu event and Flu Payment flows

















GP vaccinates own patient at their GP practice

GP vaccinates via Immediate Necessary Treatment

GP records vaccination from other source – other integration, patient reported, discharge notes etc.

Flu event flow







The following scenarios have been considered for the Flu Event data flows and for the Payments flows:

1) Individual’s Vaccination Data Flows

Schools flu vaccinations



Non GP Practice Point of Care flu vaccinations

Sonar and Pinnacle Systems

Other systems



GP Practice flu vaccinations

GP Practice administers to an Individual Registered with this Practice

GP Practice administers to an Individual not Registered with this Practice
a.k.a. Immediate Necessary Treatment

GP Practice records vaccination administered elsewhere
Patient Reported; Discharge Notes etc.



2) Flu Vaccination Payment Flows

Administered at a PCN Grouping Point of Care



Administered by GP Practice





Scenarios





Schools data is uploaded by into the NIVS solution using the schools specific CSV data file upload, this data is validated by the NIVS application and is then send through to the DPS solution as with any other flu vaccination.



All flu vaccination data loaded by Point of Care solutions for schools, hospitals, Pharmacies and PCN Group sites is loaded into DPS on a daily basis using the following specification. 
	NHS Digital Daily clinical vaccination specification V2.2 – seasonal flu 2021-22.docx



Flu events captured by Local Pharmacies using the Pinnacle and Sonar Solutions are sent directly to the appropriate GP using the standard FHIR digimeds specification. All other flu captured in a non-GP setting are then forwarded to the GP in FHIR digimeds or condensed CSV formats by the DPS solution. 

The Flu FHIR digimeds specification can be found here -> NHS Digital to GP Practice Vaccinations Data flow csv to FHIR mapping v1.0

The Flu CSV specification can be found here -> NHSD to GP System Suppliers – Covid and Winter Flu Vaccinations CSV Specification v2.0



Schools and Non-GP Vaccination Flows





















Schools provider captures the events



Upload data files into NIVS PoC system directly (or using the CHIS)



Flow data to DPS



Where GP can be identified flow these records to the appropriate GP Practice Systems

Schools













Sonar for Local Pharmacy, Pinnacle for Local Pharmacy and PCN Grouping LVS delivery



PoC Captures vaccination event



Send event direct to EMIS / TPP GPs



PoC sends event to Vision by PDF/e-mail initially, THEN

Switch to sending data for Vision via DPS as more reliable











Sonar and Pinnacle



















NIMS Web App conceptually works like this but is actually build directly on NIMS



TPP PCN PoC conceptually works like this but is capable of writing direct to the TPP Patient record.



PoC solution captures the Vaccination event



Flow data to DPS



Where GP can be identified flow these records to the appropriate GP Practice Systems







This rule prevents records already stored direct to TPP from being also sent by DPS

Other non-GP systems





The following diagrams show how the flu vaccination data will flow for Flu vaccinations captured in the GP Systems. Three scenarios have been considered:

GP is vaccinating their own patient registered at their GP Practice

GP is vaccinating an individual registered at a different GP Practice

GP is recording that a vaccination has been given elsewhere



In all of the scenarios the data captured will be flowed to DPS so it can be used for the NIMS service and the Foundry Reporting services.



In Scenario 1, GPs will capture Flu events the same way as they have done in previous years, and payment will be achieved in the same way.

When these are received by DPS as they are already recorded in the GP systems they are not sent back to the GP.



In Scenario 2, GPs will be asked to use the Immediate Necessary Treatment (INT) method for capturing vaccinations for those not registered with their practice.

Guidance on how to do this, including details supplied by the GPIT providers on how this is specifically done in their Systems, will be provided.

Payments for INT will be handled by a new specific end of season payment process from a new GPES extract for this purpose – it will not be paid through the normal monthly process for the Item of Service Charges.

When these are received by DPS as the Patient is noted as having a different GP from the Practice that delivered the Vaccine, these are sent through to the patient’s registered GP.



In Scenario 3, GPs are simply recording that a flu vaccination has occurred but was not given by them. For example where the Patient has reported it themselves to the GP or it was noted on a discharge note etc.

Vaccinations not given by this GP are not included in the counts of Vaccination Given by the GP Practice, so no payment will occur for these

When these are received by DPS, they are noted as not PRIMARY_SOURCE, and so DPS will not send these on to any other GP system.



The following slides show these three scenarios for the vaccination event Data Flows and the rules used.

GP systems Flows











Example based on TPP but same for EMIS and Vision



GP Practice captures the event and stores it direct to the Patient record



Flow data to DPS



Data does not need to flow back to GP as it’s already stored there.















This rule prevents records already stored in the GP system  being routed back to that GP

This rule ensures Own Patients are sent to DPS

GP Practice registered

















This rule prevents records already stored in the GP system  being routed back to that GP











Example based on TPP but same for EMIS and Vision



GP Practice captures the event and stores it as a patient registered for Immediate Necessary Treatment (INT)



Flow data to DPS



Where GP can be identified flow these records to the appropriate GP Practice Systems





This rule ensures INT Patients are sent to DPS

GP Immediate Necessary Treatment











This rule prevents records that are not administered by the GP from flowing to other GPs







Example based on TPP but same for EMIS and Vision



GP Practice records the event as noting as recorded elsewhere



Flow data to DPS



Not Primary Source so don’t flow to any GP





This rule ensures records already known are not resent.





This rule ensures flags administered elsewhere as not Primary source



GP recorded as administered elsewhere





Flu Payments are strictly segregated between those delivered by PCN Groupings, or Community Pharmacies, and those delivered by GP Practices.

PCN Grouping Payment Flows

Claims made from the PCN Grouping setting (flu given under the co-administration provision), are made by PoC systems direct to the BSA API, noting that the Lead practice for the PCN grouping is the entity to be paid.

When the Flu Vaccine events data flows to the GP record they are noted as being given by the PCN grouping ODS code so they are clearly distinguishable from those given by a GP Practice. 

Claims made from Local Pharmacy systems (using Sonar and Pinnacle) continue to use the BSA API for claim as they do today.



GP Practice Systems Payment Flows

Vaccines given by the GP Practice itself to their own registered patients are paid via the GPES Extract as they are today. This is done via counts of eligible individuals. As the counts are based on the individual not the vaccination event, any duplicate vaccinations are only paid once per person.

Any flu vaccinations recorded on the GP Practice Patient Record for their registered patients, but given by another organisation are not included in the Counts that drive the item of service payment.
Note that are also counts for patients who have had the flu vaccine regardless of who administered it which drive the target payments.



The Detailed flow slides have been validated across Payments Group stakeholders w/c 26th July 2021

PCN Grouping and GP Payments Scenarios





The following slides show the flow of data for the Item of Service Payments associated with these scenarios.



Note that the solution does not automatically cater for the Remuneration of Flu vaccine doses. This will continue to use the existing FP34D process, but GP Practices will need to ensure they have the appropriate process in place for handling the remuneration claims for any flu doses purchased but used in a Group PCN context, and doses used for Immediate Necessary Treatment (INT), and ensuring they exclude any doses they may have received from central supplies, as would have been the case last year. 



In order to support GPs PPV and Commissioners in this activity as regards INT, a new report is being created in foundry to show both the number of Vaccination Given by a GP Practice to it’s own registered patients, and also a separate figure to show the number of vaccinations given by that GP Practice to individuals not registered at that GP Practice.



ISSUE: and issue was noted that as the provider ODS code is not included in the GPES extracts that are available to Payments verification teams it may be challenging for them to validate if the claims are correct, or if there is any variance from the totals provided by the GPIT providers via the GPES extract totals. This data for all Flu vaccinations is available in the DPS solution as it does store the appropriate ODS codes. If the simple count report mentioned above is not sufficient, it should be possible to create a DPS based report using it’s Tableau Reporting solution to show the detail of the Vaccinations given by GPs to their own or other GP patients. A CR will be needed for this report and the details clearly specified.

Longer term for next season a full review is needed to ensure there is a single coordinated approach addressing all the concerns, and not needed additional one off reporting.

PCN Grouping and GP Payments Scenarios





PCN Grouping Site / Community Pharmacy Site payments flows



NHS England and NHS Improvement



The following slides show the flow of data and process flows for the Item of Service Payments associated with these scenarios.



There is no change to the payment related to Schools, Hospitals and Prisons, so they have not been included in these slides



The Process for Claims for Community Pharmacies remains unchanged from previous years and so is not detailed in these slides



The Process for Claims for PCN Groupings, has been based on the existing process for Community Pharmacies, and the process currently in place for COVID vaccination Claims. 



These slides do not cover the detail on how GP Practices who are contributing flu vaccination stock into their PCN Grouping should organise to share data on who is to claim for these via the FP34D reimbursement process.



PCN Grouping / Community Pharmacy Payments Scenarios – BSA / MYS Claims









After each flu record is entered, a call is made to the BSA API to request Payment if delivered in a PCN setting



Schools, Hospital Trusts, and HJIS do not make BSA Claims



Local Pharmacies do not claim private vaccinations via BSA



TPP, when used in the PCN Grouping setting, records the payment against the PCN grouping Site code



BSA API

BSA API


BSA






PCN Site payments – High Level view





As-is – existing COVID process flow

Monthly dashboard generated and is displayed to user upon login to MYS

MYS figures reconcile – PCN therefore make the payment claim

PCN

Clinician

BSA







Clinician records COVID vaccination events in PoC

Valid activity sent from PoC system to BSA via MYS

Report reconciled by PCN using PoC system reporting tools and MYS dashboard

Third party organization pays lead practice

PCN distribute payments to correct clinicians based on vaccinations administered

Post Payment Verification Activities take place

BSA calculate final payment amount

PCN identifies any records that require corrections

Corrected in source system and flows back through once accurate



PCSE

Clinician gets paid

BSA liaise with NHSE finance to ensure there are no adjustments required to the final payment file

BSA send payment file to PCSE





Monthly dashboard generated and is displayed to user upon login to MYS

MYS figures reconcile – PCN therefore make the payment claim

PCN

Clinician

BSA







Clinician records COVID and Flu vaccination events in PoC

Valid activity sent from PoC system to BSA via MYS

Report reconciled by PCN using PoC system reporting tools and MYS dashboard

Third party organization pays lead practice

PCN distribute payments to correct clinicians based on vaccinations administered

Post Payment Verification activities take place

BSA calculate final payment amount

PCN identifies any records that require corrections

Corrected in source system and flows back through once accurate



PCSE

Clinician gets paid

BSA liaise with NHSE finance to ensure there are no adjustments required to the final payment file

BSA send payment file to PCSE

To-be – allowing for Coadministration payments: Flu and COVID vaccines administered by clinicians in a PCN context. BSA route rather than CQRS route

Clinician records both FLU and COVID vaccination events in Pinnacle

2 calls to the same API, differentiating between flu and COVID. The API already differentiates between Primary and Booster doses for COVID

Changes to be made to allow for separate FLU and COVID payments.

Work required for the BSA to develop a dashboard that can differentiate between vaccine and payment types.

Potential requirements to provide a report where duplicates might exist. Reconciliation reporting needs to be available for all the different types of vaccines.

Consideration around resourcing requirements to deliver additional coadministration PPV

This must include an audit trail of each vaccine prescribed by each individual prescriber – amendments to the API will require providers and BSA to alter systems

Need to establish whether PCSE can take in more than one line from a payment file

To establish: is this expected to be FLU and COVID in the same tab?

Are we showing Flu to PCNs in a separate tab?

Do we need to add a further line into the dashboard around COVID boosters?

Are there additional supplements as per phase 2? 

FLU and COVID item of Service payments may be paid separately





GP Practice Site payments flows



NHS England and NHS Improvement



The following slides show the flow of data and process flows for the Item of Service Payments associated with these scenarios.



Note the main GPES extract used contains a number of Counts for the flu vaccinations at the GP Practice, but does not provide the detailed line items per individual.

There are multiple counts included for each flu cohort, in each case there is:

a count for the number of individuals Vaccinated by the GP Practice
Those Given by the GP to their own patients – will not include INT records or records noted a given by another organisation.
This figure is used for the Item of Service Payment

a count of the number of individuals at the GP Practice that have had a flu vaccination regardless of source
This figure is used for the target based payments.

GP Payments Scenarios – GPES Extracts









GPES specification requests a count of flu vaccination given “by the GP practice”



GPIT extract rules ensure this does not include vaccinations given elsewhere, and does not include vaccinations given at the PCN Grouping site



GPES Extract does not include a count for items given under Immediately Necessary Treatment (see next slide)



GPES Extract does not include a count for items given under a Temporary Registration
(see next slide)

















GP Practice Payments – High Level view





Key

As-is – existing FLU Item of Service and vaccine reimbursement process flow

GPES physical counts are flowed through to CQRS for checks and assurance

PCN

Clinician

CQRS







Clinician records FLU vaccination events in GP systems

Valid activity sent from PoC system to GPES

PCN views GPES extract to ensure correct figures are captured

PCN distribute payments to correct clinicians based on vaccinations administered

Post Payment Verification Activities take place



PCSE / ISFE

Clinician gets paid

Payment file received by PCSE and sent to PCNs via ISFE

CQRS create monthly report for FLU item of Service payments for each PCN

Clinician orders flu stock

BSA



Clinician prescribes for each vaccine, submitting paper reimbursement claim via FP34D form

Processing division assesses each claim, applying necessary refunds.

Missing information identified and sent back to GP where necessary

FP34D claim input onto the system, and the rules engine automatically calculates fees

FP34D corrections made my GP and re-sent to BSA 

Extract is created for each individual GP, and sent to PCSE

Extract is received and paid directly to GP

No limit on flu that can be ordered. Only prescribed vaccines can be claimed for reimbursement

Each GP has to have a line on the form that says which vaccine they have administered and how many. This is not just flu. Discounts are dependent on how many vaccines each GP prescribes

Lots of corrections are often required, Corrections are made following a corrections call made via a help desk to the correct GP

PCN collates claim and sends to BSA for processing

Each practice must state what was locally procured, what was coadmin, what was DHSC

Reimbursement process

Item of service process





As Immediate Necessary Treatment (INT) records are not included in the current GPES extract, a new GPES run is being developed so the INT records can be claimed at the end of the flu season (March 2022)
No manual claims should be needed.
This extract must only extract records recorded as INT and delivered by that GP Practice, it must not include any INT records that are noted as having been delivered at a different GP Practice.

This solution does not impact on the current issue where a GP cannot claim an item of service charge for Temporary Registrations. This is an existing issue and is not exacerbated by the new processes for this flu season, however teams are looking to see if this might be included alongside the INT extract mentioned above.





Payments for Covid Vaccinations remain unchanged, and are independent of the flu payments processes.



These scenarios do not include TPP HJIS as a GP as this does not start until October 2021 at the earliest, we will need to review and add this capability later.

Additional payment process notes
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GP Extract Rules
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GP Administered Flu: Own Patients and INT* (PRIMARY_SOURCE = TRUE)
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EXCLUDE Flu records ingested directly from Pinnacle, Sonar and DPS.
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