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[bookmark: _Toc209518464][bookmark: _Toc209518568]Introduction
1.1. The national BCG immunisation programme is delivered as a risk-based programme. A key part of this risk-based approach is the selective neonatal programme targeted at those infants most at risk of exposure to TB. Those most at risk are defined in the Green Book as: 
1.2. [bookmark: _Hlk174362530]All infants (aged 0 to 12 months) with a parent or grandparent who was born in a country where the annual incidence of TB is 40/100,000 or greater (tuberculosis by country: rates per 100,000 people)
1.3. All infants (aged 0 to 12 months) living in areas of the UK where the annual incidence of TB is 40/100,000 or greater (TB Strategy Monitoring Indicators - Data | Fingertips | Department of Health and Social Care)
1.4. London historically had a higher annual incidence of TB. In many areas of London, the BCG immunisation programme was universally offered to newborn babies. However, the annual incidence of TB in London has been in decline, falling from a rate of over 40 per 100,000 in 2012 to a current overall rate of 17.8 per 100,000. The number of infants most at risk of exposure to TB in London has also decreased significantly. 
1.5. On the 1st September 2020, neonatal BCG immunisation in London moved to a targeted programme, delivered to those infants most at risk of exposure to TB (as defined in section 1.1). This brought the London region in line with the national programme and the rest of England.
1.6. In addition, on 1st September 2020, neonatal BCG vaccine delivery in London moved from maternity units to community vaccination clinics. This was in preparation for changes to the neonatal BCG pathway from September 2021 due to the SCID screening evaluation.
1.7. From 6th September 2021, the SCID screening evaluation has been running in pilot areas throughout the country. In pilot areas, the Newborn Bloodspot (NBBS) includes a screening test for SCID. The national neonatal BCG pathway therefore changed to allow time for the SCID screening outcome result to be checked prior to BCG vaccination. 
1.8. BCG is a live attenuated vaccine and should not be given to a baby with an immune suppressed condition without specialist clinical advice.


[bookmark: _Toc209518465][bookmark: _Toc209518569]Aim
2.9. The aim of the national neonatal BCG immunisation programme is to prevent infection from TB and reduce the risk of progression to severe disease. The London system remains committed to further reducing TB incidence through its programme of work through the London TB Control Board.
2.10. This protocol clarifies how the NHSE Neonatal BCG Immunisation Programme offers neonatal BCG vaccination to those infants aged 0-12 months in London eligible for the programme. It should be read in conjunction with the National BCG Immunisation Programme Service Specifications (see Appendix 2).
2.11. Vaccination of other eligible adults or children or of children under the age of one, who may be household contacts of someone with TB, is not covered by this protocol.


[bookmark: _Toc209518466][bookmark: _Toc209518570]
London Neonatal BCG Programme Pathway (Figure. 1)
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[bookmark: _Toc209518467][bookmark: _Toc209518571]Eligibility Assessment 
An infant is eligible for the neonatal BCG immunisation programme in London if the answer is yes to EITHER of the following two questions:
· All unvaccinated infants (aged 0-12 months) living in areas of the UK where annual incidence of TB is greater than or equal to 40/100,000 (in London currently, it is only the borough of Newham where a universal service is to be offered); 
· All unvaccinated infants (aged 0-12 months) with one or more parent or grandparent who was born in a country where the annual incidence of TB is greater than or equal to 40/100,000; and 
· All unvaccinated infants (aged 0-12 months) who were born, or resided for three months or more, in a country where the annual incidence of TB is greater than or equal to 40/100,000. A list of countries with a high rate of TB is available online[footnoteRef:2] (tuberculosis by country: rates per 100,000 people).  [2: https://worldhealthorg.shinyapps.io/tb_profiles/?_inputs_&entity_type=%22country%22&iso2=%22AF%22&lan=%22EN%22  ] 

[bookmark: _Toc209518468][bookmark: _Toc209518572]Referral Pathways
[bookmark: _Toc209518469][bookmark: _Toc209518573]Maternity Pathway
[bookmark: _Toc208411840]Babies born in London maternity units
· [bookmark: _Hlk82444230]London maternity providers are required to identify whether the baby is eligible for BCG immunisation. This process should start during the antenatal period, preferably from the initial booking appointment. Eligibility should be recorded in the maternal and neonatal notes, on the Maternity Information Systems and on the baby’s NIPE (SMaRT4NIPE) record. 
· Completion of the neonatal BCG eligibility mandatory fields in SMaRT4NIPE will ensure that the local CHIS is informed of the eligibility status. Maternity units must ensure that a clinical referral to the local BCG community provider for where the baby resides is also undertaken within 48 hours (see BCG Provider list at Appendix 1). The London CHIS also send eligibility lists to BCG providers as a triangulation/failsafe process twice weekly alongside a missing outcome summary list monthly, to enable them to cross check referrals received from maternity units and support the return of outcome data from the BCG provider.
· Babies born to private healthcare providers – private maternity providers/independent midwives - should be encouraged to assess the baby for eligibility for neonatal BCG and refer as appropriate. However, health visitors/GPs and community midwives who may also be responsible for care in the neonatal period must also ensure that they identify any eligible baby who has received non-NHS care and refer appropriately.
[bookmark: _Toc208411841]Out of Area (OOA) Babies
Babies born in London and reside outside of London
· Babies born in London hospitals but who reside outside London should be assessed for BCG eligibility by the maternity provider. Eligibility for neonatal BCG should be recorded in the relevant fields in SMaRT4NIPE. Appropriate referral must be discussed with the parents and a clinical referral must be made in accordance with the parents’ wishes. The maternity unit responsible for the birth will be responsible for funding the BCG immunisation via the maternity pathway payment.
· The maternity provider must refer the baby to the BCG provider responsible for the borough the maternity provider is based within. The BCG provider must offer the baby BCG vaccination. 
· If the parents decline the provider because they would prefer to have the BCG vaccination in their area of residence, and if they live in an area bordering London, the BCG provider must send the original maternity referral onto the local BCG provider responsible for the baby’s bordering resident area. For babies who do not live in a bordering area, they will be picked up by their local BCG provider through the CHIS failsafe.
· The CHIS team of the child’s residential area should also be notified of the baby when the child is registered with a new GP or via health visiting service or other services (such as NEMS, A&E, social services, LAC etc).
Baby born outside of London and resides in London
· Babies born outside of London but who reside in London should be assessed for BCG eligibility by the maternity provider, who if eligible will offer the BCG vaccination. 
· [bookmark: _Toc530044337]If the parents decline the provider because they would prefer to have the BCG vaccination in their area of residence, and if the baby was born in an area bordering London, the maternity provider must send a clinical BCG referral onto the local BCG provider responsible for the baby's resident borough. The local BCG provider must then offer the baby vaccination. For babies who were not born in a bordering area to London, they will be picked up by their local BCG provider through the CHIS failsafe.
[bookmark: _Toc208411842]Neonatal Unit/Special Care Babies 
· If a baby is admitted to SCBU or NICU shortly after birth, the Trust retains responsibility and there should be an organisational process in place between maternity and NICU to ensure that the baby has a clinical referral and that the information is recorded on SMaRT4NIPE and in neonatal and maternity IT systems.
· If the baby is still in SCBU or NICU when the BCG community provider makes contact to book the appointment, the BCG community provider will make arrangements to rebook at a later date.
See figure 2 for BCG pathway for babies born out of area.
[bookmark: _Toc208411843][bookmark: _Toc209518470][bookmark: _Toc209518574]Health visitor pathway
· As part of the Health Child Programme, HVs have a role to play in checking immunisation eligibility and status and encouraging parents to take up all offers of recommended vaccinations. Health visitors are required to identify which babies in their care are eligible for BCG immunisation and ensure they have been referred to their appropriate community provider.
[bookmark: _Toc208411844]Newborn babies
· Health visitors should assess eligibility for the neonatal BCG programme at the new baby review within 14 days of birth and ensure that the parents/guardians have received an appointment for BCG immunisation.
· If a baby is eligible for BCG, the health visitor should check the baby’s CHIS record to see if a BCG flag has been raised and therefore a referral to the BCG provider is unnecessary.
· If a baby is born in London, the baby should have been referred to the community BCG provider. Maternity discharge documentation and discussion with the parents/guardians should evidence this.
· For any baby born out of area but resides in London or resident out of area but was born in London or who the HV service or GP has assessed as eligible and believes has not had a clinical referral, they should make a referral to the local BCG immunisation service.
[bookmark: _Toc208411845]Movers in up to 12 months (babies born elsewhere)
· ‘Babies born elsewhere’ are defined as babies who were:
· Born in any country outside of England (includes births in other countries within the United Kingdom) and subsequently move into London after birth.
· Born in any area of England outside of London. The parents may already have been living in London prior to birth. 
· Babies born elsewhere (up to 12 months of age) and moving into the geography covered by the health visiting service should be assessed for BCG eligibility and their BCG vaccination history checked by the health visiting service.
· If the baby is eligible for neonatal BCG immunisation, has not received a BCG vaccination previously, and there is no reason that the baby cannot receive live vaccines, the health visitor should refer the baby to the community provider via the established referral route. A copy of SCID result (if available) should be included.
[bookmark: _Toc209518471][bookmark: _Toc209518575]GP Pathway
Referral Process
· GPs are required to check that eligible babies in their care, who are able to receive live vaccines, have received BCG vaccination.
· If a baby is eligible for neonatal BCG immunisation and not yet vaccinated:
· Moves into the area, or
· Changes GP practice, or
· Has not yet been referred
The GP practice must refer the baby to the local neonatal BCG immunisation service.
· At this stage: Do not code the vaccine as 'given' until the BCG provider has confirmed administration.
Recording Vaccination 
· If a baby moves into the area (as defined in section 5.2.2 and has already received the BCG vaccination elsewhere, the GP must:
· Verify the date of birth is correct.
· Code the vaccine as ‘Vaccine Given’ in the clinical system.
· Document the actual date the vaccine was administered
· It is strongly recommended that where possible, include the following in the clinical notes:
· Location where the vaccine was given.
· Any additional documentation or details related to the vaccine.
[bookmark: _Toc208411847][bookmark: _Toc209518472][bookmark: _Toc209518576]Self-referral pathway
· A baby’s parent or guardian can self-refer to the BCG prover service for assessment of eligibility, or they may request their GP or HV to assess the baby’s BCG eligibility. If appropriate, the baby can then be referred to their community BCG provider if under 1 year old, or to the ICB TB service if over 1.
[bookmark: _Toc208411848][bookmark: _Toc209518473][bookmark: _Toc209518577]Incorrect/missed referrals
· Providers should send their NHSE commissioners a monthly report of babies that were incorrectly referred or were missed by maternity units. On top of this providers should also follow the below pathways (5.5.1-5.5.5) for incorrect or missed referrals.
[bookmark: _Toc208411849]Incorrect maternity referrals
· If you receive an incorrect maternity referral that is either meant for another BCG provider or has missing/incorrect information, please go back directly to the maternity unit notifying them and asking for the additional information/for them to redirect the referral to the correct provider. All maternity units have been sent the BCG provider contact details and the boroughs they cover.
[bookmark: _Toc208411850]Babies referred who are not eligible
· If a provider receives a referral (or on the CHIS failsafe list) for a baby who is not eligible for BCG vaccination, please notify the maternity unit so they can investigate the error, and also notify CHIS so they can remove the BCG eligibility flag on the record.
[bookmark: _Toc208411851]Babies on the CHIS failsafe list that do not appear on maternity referrals
· For babies that appear on the twice weekly CHIS BCG failsafe list that providers did not also receive a separate maternity referral for, they should flag these babies to the maternity units so they can follow-up on their side and look into the reason for the delay in referral or the baby being missed. 
· It is crucial for providers to be continually checking the twice weekly CHIS BCG failsafe list in order to pick up any BCG eligible babies who have been missed and prevent any delays in providing a vaccination offer. This will also ensure there is no build-up of babies with missing outcomes on CHIS and prevent another serious incident from occurring.
[bookmark: _Toc208411852]Babies on maternity referrals not on CHIS failsafe list
· If providers receive a BCG referral from a maternity unit that has not appeared on the twice weekly CHIS BCG failsafe list, this baby needs to be notified to CHIS so they can place the BCG flag on the patient record and put the failsafe is in place for them. Providers also need to notify the maternity unit, so they can check their end that the correct eligibility criteria was followed and investigate why the baby was not marked as BCG eligible on the Smart4Nipe assessment.
[bookmark: _Toc208411853]Babies referred through other routes, not on CHIS failsafe list or Maternity referrals
· If you receive a referral for a baby eligible for BCG via other routes (e.g. GP or Health Visitor) that does not appear on the CHIS failsafe list or maternity referral, please notify CHIS so they can place the BCG flag on their record. If the baby was born in a London maternity unit, notify that unit so they can follow-up internally on why the baby was not marked as BCG eligible on the Smart4Nipe assessment.
[bookmark: _Toc209518474][bookmark: _Toc209518578]
Figure 2. BCG pathway for babies born out of area  
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[bookmark: _Toc208411855][bookmark: _Toc209518475][bookmark: _Toc209518579]BCG Community Provider Pathway
6.1 All BCG vaccinations will be offered in the community by the commissioned community providers. Details of these community providers, determined by baby’s borough of residence, are included in Appendix 1.  National service standards for community providers are in Appendix 2.
6.2 The BCG community provider must ensure that systems are in place to address health inequalities and ensure equity of access to the service. Further details are available in section 2.3 of the national BCG schedule 2 (see Appendix 2).
6.3 The London pathway in Section 3 of this protocol provides detail of the steps in the community provider pathway in London.
6.4 Community providers are required to accept referrals for all eligible babies. Eligibility for neonatal BCG vaccination in London is set out in Section 4 of this protocol and in the Green Book.
6.5 Once a referral is received, the community provider must contact the parent/guardian, confirm eligibility and offer a BCG appointment within the first 12 days of receipt of BCG referral, whilst the SCID screening outcome is pending, with BCG vaccination to take place preferably by 28 days. This appointment timeframe is to allow the baby’s NBBS results to be processed and for the SCID screening outcome result to become available. 
6.6 All babies must be invited by the preferred method of contact of the parent/guardian, and a combination of methods should be used to contact the parent/guardian, including letter, email, phone call and/or text message. If the baby has had 3 DNA’s and has been discharged as per the providers DNA policy, the outcome of this must be notified to CHIS as “discharged as per the providers DNA policy”. The parents/carer should also be sent a discharge letter, detailing how they can get in contact to ensure the infant receives a BCG vaccination.
6.7 When a baby DNA’s a 2nd time, the BCG provider must notify the infant’s Health Visitor of their 2nd DNA, so they can have a conversation with the family to ensure they understand the BCG offer and the consequences of DNA’ing a 3rd time.
6.8 Where a baby was not brough to the service a third time (i.e. 3rd DNA) the Provider should send written confirmation to the baby’s GP that the child was not brought and that the GP is now required contact the parents and make a fresh referral to the appropriate BCG service (See Appendix 1.1). 
6.9 The community provider is responsible for checking the SCID screening outcome result 48 hours before the scheduled BCG appointment. The SCID screening outcome result determines the next steps to be taken.
6.10 Neonatal BCG vaccination can only take place when the SCID screening outcome result is: 
· ‘SCID not suspected’ or 
· ‘SCID screen not offered’ (i.e. not screened as the baby is outside the area of the evaluation) or 
· ‘SCID screen declined’
Once this result is confirmed, the community provider should send an appointment reminder to the parent/guardian and vaccinate the baby preferably by day 28.
6.11 Babies who have obtained a ‘SCID suspected’ screening result will not be given the BCG vaccine until they have been reviewed by a specialist team. For these babies, the community provider is responsible for checking with the baby’s GP whether an immunology discharge letter has been received and whether live vaccines can be given. If the immunology discharge letter has not been received, vaccination cannot go ahead.
6.12 For those babies who cannot receive live vaccines, the community provider must cancel the BCG appointment and inform CHIS.
6.13 The community provider must not vaccinate if a SCID screening outcome is unavailable and should follow up with CHIS to confirm the screening outcome before vaccinating.
6.14 If the baby does not attend their vaccination appointment, the community provider must make at least two further attempts to contact the parent/guardian to rearrange the appointment. One of these attempts must be carried out by a health care professional, using contact such as telephone, or face to face. For those that do not attend for their appointments, the community provider will ensure best endeavours are made to re-invite, encourage attendance, and vaccinate as soon as is practically possible.
6.15 In all cases the community provider must update the patient record to record the actions taken and the response, including any failure to attend booked appointments.
6.16 The community provider must inform CHIS and the patient’s GP of the outcome of the vaccination offer. List of fields that must be included in the community provider report to CHIS for each baby is detailed in Appendix 3.2.
[bookmark: _Toc209518476][bookmark: _Toc209518580]Information Flows
7.1 Figure 2 below sets out the flow of information in London for the neonatal BCG programme from 1st September 2023.
7.2 The maternity provider is responsible for ensuring that the correct information on BCG eligibility is entered on SMaRT4NIPE and for referring the eligible baby to the appropriate community BCG provider within 48 hours.
7.3 The CHIS are responsible for:
· Receiving BCG eligibility information from maternity systems and sending this to:
· Health visitors on a daily basis
· BCG community providers on a twice weekly basis
· Receiving the SCID screening outcome result and sending this to:
· Health visitors on a daily basis
· BCG community providers on a twice weekly basis
· Receiving the BCG vaccination outcome from the community provider and sending this on a daily basis to the health visitor.
7.4 The community provider is responsible for: 
· [bookmark: _Hlk143791397]Receiving BCG referral from the maternity unit and contacting the parent/guardian.
· Receiving and processing the clinical referral from the maternity provider or other clinician (e.g. GP).
· Receiving the SCID screening outcome result from the CHIS and checking this prior to vaccination of the baby.
· Recording the outcome of the BCG vaccination in the provider system and in the baby’s Red Book.
· Communicating the outcome of the BCG vaccination to CHIS within 5 working days. Communicating the outcome of the BCG vaccination to GP 5 working days after notifying the CHIS.
7.5 Appendix 3 sets out the suggested list of fields in the BCG community provider patient database (Appendix 3.1), and the fields the community provider should include in the report to CHIS for each baby within 5 working days of vaccination (Appendix 3.2).
7.6 NHSE London Commissioning team will review uptake data for each community provider at contract/performance meetings and on a monthly basis using the data provided by the CHIS. Uptake data is also reviewed at the ICB Immunisation Boards.


7.7 
7.8 Figure 2 - London information flows: BCG/SCID pathway from 1st September 2023

[image: ]

Glossary
	AN
	Antenatal

	A & E
	Accident and Emergency

	BCG
	Bacillus Calmette Guerin Vaccine

	CHIS 
	Child Health Information Service

	DNA
	Did Not Attend

	GP
	General Practice

	HCP
	Healthcare Practitioner

	HV 
	Health Visitor

	ICB
	Integrated Care Board

	LAC
	Looked after child

	MW
	Midwife

	NEMS
	National Events Management System

	NBBS
	Newborn Bloodspot

	NHSE
	National Health Service England

	NICU 
	Neonatal Intensive Care Unit

	NIPE 
	Newborn Infant Physical Examination

	OOA
	Out of area

	PCHR
	Personal Child Health Record 

	SCBU 
	Special Care Baby Unit

	SCID 
	Severe Combined Immune Deficiency

	TB
	Tuberculosis





Appendix 1 - Contacts
[bookmark: _Toc208411858]Appendix 1.1 – Community Providers by Borough 
	ICB
	Borough
	Provider
	BCG email

	SEL
	Greenwich
	KRFT[footnoteRef:3] [3:  Kingston and Richmond NHS Foundation Trust (KRFT), previously Hounslow and Richmond Community Healthcare NHS Trust (HRCH)] 

	hrch.selbcg@nhs.net 

	SEL
	Bexley
	KRFT
	hrch.selbcg@nhs.net 

	SEL
	Bromley
	KRFT
	hrch.selbcg@nhs.net 

	SEL
	Lambeth
	KRFT
	hrch.selbcg@nhs.net 

	SEL
	Southwark
	KRFT
	hrch.selbcg@nhs.net 

	SEL
	Lewisham
	KRFT
	hrch.selbcg@nhs.net 

	SWL
	Croydon
	KRFT
	hrch.swlbcg@nhs.net

	SWL
	Wandsworth
	KRFT
	hrch.swlbcg@nhs.net

	SWL
	Kingston
	KRFT
	hrch.swlbcg@nhs.net

	SWL
	Richmond
	KRFT
	hrch.swlbcg@nhs.net

	SWL
	Merton
	KRFT
	hrch.swlbcg@nhs.net

	SWL
	Sutton
	KRFT
	hrch.swlbcg@nhs.net

	NEL
	Newham
	Vaccination UK
	vul.nlbcgreferrals@nhs.net 

	NEL
	Tower Hamlets
	Vaccination UK
	vul.nlbcgreferrals@nhs.net 

	NEL
	City & Hackney
	Vaccination UK
	vul.nlbcgreferrals@nhs.net  

	NEL
	Barking & Dagenham
	Vaccination UK
	vul.nlbcgreferrals@nhs.net 

	NEL
	Havering
	Vaccination UK
	vul.nlbcgreferrals@nhs.net 

	NEL
	Redbridge
	Vaccination UK
	vul.nlbcgreferrals@nhs.net 

	NEL
	Waltham Forest
	Vaccination UK
	vul.nlbcgreferrals@nhs.net 

	NCL
	Barnet
	Vaccination UK
	vul.nlbcgreferrals@nhs.net 

	NCL
	Camden
	Vaccination UK
	vul.nlbcgreferrals@nhs.net 

	NCL
	Enfield
	Vaccination UK
	vul.nlbcgreferrals@nhs.net 

	NCL
	Haringey
	Vaccination UK
	vul.nlbcgreferrals@nhs.net 

	NCL
	Islington
	Vaccination UK
	vul.nlbcgreferrals@nhs.net 

	NWL
	Harrow
	Vaccination UK
	vul.nlbcgreferrals@nhs.net 

	NWL
	Brent
	Vaccination UK
	vul.nlbcgreferrals@nhs.net  

	NWL
	Ealing
	Vaccination UK
	vul.nlbcgreferrals@nhs.net 

	NWL
	Hillingdon
	Vaccination UK
	vul.nlbcgreferrals@nhs.net 

	NWL
	Hammersmith & Fulham
	Vaccination UK
	vul.nlbcgreferrals@nhs.net 

	NWL
	Hounslow
	Vaccination UK
	vul.nlbcgreferrals@nhs.net 

	NWL
	Kensington & Chelsea
	Vaccination UK
	vul.nlbcgreferrals@nhs.net 

	NWL
	Westminster
	Vaccination UK
	vul.nlbcgreferrals@nhs.net 


[bookmark: _Toc208411859]Appendix 1.2 – CHIS Providers by ICB
	ICB
	CHIS Email Address

	SEL
	hil.selchis@nhs.net

	SWL
	swl.chis@nhs.net

	NWL
	hil.nwlchis@nhs.net

	NCL
	nelchishub@nelft.nhs.uk

	NEL
	nelchishub@nelft.nhs.uk


Appendix 1.3 – Maternity Units
	ICB
	Maternity Unit
	NHS Trust

	NCL
	North Middlesex University Hospital
	North Middlesex Hospital University Hospital

	NCL
	Barnet Hospital
	Royal Free London NHS Foundation Trust

	NCL
	Royal Free Hospital
	Royal Free London NHS Foundation Trust

	NCL
	University College Hospital
	University College London Hospitals NHS Foundation Trust

	NCL
	The Whittington Hospital
	Whittington Health Trust

	NEL
	Queen's Hospital
	Barking, Havering and Redbridge University Hospitals

	NEL
	Newham University Hospital
	Barts Health NHS Trust

	NEL
	The Royal London Hospital
	Barts Health NHS Trust

	NEL
	Whipps Cross University Hospital
	Barts Health NHS Trust

	NEL
	Homerton University Hospital
	Homerton University Hospital NHS Foundation Trust

	NWL
	Chelsea and Westminster Hospital
	Chelsea and Westminster Hospital NHS Foundation Trust 

	NWL
	West Middlesex Hospital
	Chelsea and Westminster Hospital NHS Foundation Trust 

	NWL
	Queen Charlotte's Hospital
	Imperial College Healthcare NHS Trust

	NWL
	St Mary's Hospital
	Imperial College Healthcare NHS Trust

	NWL
	Northwick Park Hospital
	London North West Healthcare NHS Trust

	NWL
	Hillingdon Hospital
	The Hillingdon Hospitals NHS Foundation Trust

	SEL
	Guy's and St. Thomas' Hospital
	Guy's and St. Thomas' Foundation Trust

	SEL
	King's College Hospital
	King's College NHS Foundation Trust

	SEL
	Princess Royal University Hospital
	King's College NHS Foundation Trust

	SEL
	Queen Elizabeth Hospital
	Lewisham and Greenwich NHS Trust

	SEL
	University Hospital Lewisham
	Lewisham and Greenwich NHS Trust

	SWL
	Croydon University Hospital
	Croydon Health Services NHS Trust

	SWL
	St. Helier Hospital
	Epsom and St. Helier University Hospitals NHS Trust

	SWL
	Epsom Hospital
	Epsom and St. Helier University Hospitals NHS Trust

	SWL
	Kingston Hospital
	Kingston Hospital NHS Foundation Trust

	SWL
	St George's Hospital
	St George's University Hospitals NHS Foundation Trust


[bookmark: _Toc208411861]


Appendix 2 – National service specifications
BCG National Service Specification: Schedule 2


BCG National Service Specification: Schedule 4


BCG National Service Specification: Schedule 6


[bookmark: _Toc208411862]

Appendix 3 – London data requirements 
[bookmark: _A3.1__Suggested]A3.1 	Suggested list of fields in BCG community provider patient database
	Data field
	Suggested field options

	Source of referral
	NIPE SMART;
Health Visitor;
GP;
Self-referral

	Baby first name
	Free text

	Baby surname
	Free text

	Baby date of birth
	dd/mm/yyyy

	Baby postcode
	Free text

	Baby NHS number
	Number

	SCID result received
	Yes
No

	SCID result
	SCID screen not offered; SCID not suspected; SCID suspected; SCID screen declined

	Vaccination can be given
	Yes
No

	Consent given
	Yes
No

	Consent given by
	e.g. parent, guardian

	21 days of age target
	dd/mm/yyyy

	1st Appointment offered
	Yes
No

	Did they attend?
	Yes
No

	2nd Appointment offered
	Yes
No
n/a

	Did they attend?
	Yes
No
n/a

	3rd Appointment offered
	Yes
No
n/a

	Final Status
	Vaccination given
Declined (include date of decline if available)
Discharged (either due to DNAs / no response to offers or parent confirmed vaccination given elsewhere but there is no record of this)
Child deceased
Moved out of area
Does not meet criteria / Not eligible (must be flagged to CHIS so they can remove the BCG flag on the record)

	If DNA or decline, reason given
	Free text

	Date BCG given
	dd/mm/yyyy

	28 day vaccine target
	dd/mm/yyyy

	Age in days when vaccine given
	XX days

	28 day vaccine standard met?
	Yes
No

	Venue code
	Free text

	Provider code
	Free text

	Site and route of administration
	Free text

	Name of immuniser
	Free text

	Vaccine name
	Free text

	Product name
	Free text

	Batch Number
	Free text

	Expiry Date
	dd/mm/yyyy

	Any contraindications to the vaccine and any alternative offered
	Free text

	Adverse reactions
	Free text

	Has the GP and CHIS been notified within 5 days
	Yes
No

	Date notification sent to GP/CHIS
	dd/mm/yyyy

	Comments
	Free text


[bookmark: _A3.2_List_of]
A3.2	List of fields in community provider report to CHIS for each baby
	Data field
	Notes

	Source of referral
	

	Baby first name
	

	Baby surname
	

	Baby date of birth
	

	Baby postcode
	

	Baby NHS number
	

	Vaccination can be given
	Contraindications included in comments

	Consent given
	Details of non-consent included in comments

	Final Status
	Vaccination given
Declined (include date of decline if available)
Discharged (either due to DNAs / no response to offers or parent confirmed vaccination given elsewhere but there is no record of this)
Child deceased
Moved out of area
Does not meet criteria / Not eligible (must be flagged to CHIS so they can remove the BCG flag on the record)

	Date BCG given
	

	Venue code
	Not available for all venues

	Site and route of administration
	

	Batch Number
	

	Any contraindications to the vaccine and any alternative offered
	Included under comments

	Comments
	


[bookmark: _A3.3_List_of]
A3.3	List of fields in CHIS data report to NHSE each month
	Data field

	Number of eligible babies missing a final BCG outcome on CHIS by month and brought from September 2020 – the final day of the month prior to reporting
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[bookmark: _Toc153288517][bookmark: _Toc177993894]Neonatal Bacillus Calmette-Guerin (BCG) vaccination programme: Schedule 2(A)

[Insert date] 

[This Schedule should be issued to Providers who participate in the vaccination programme to administer vaccinations to neonates most at risk of exposure to Bacillus Calmette-Guerin (BCG) 

[It can be used in line with the Full Length and Shorter Form NHS Standard Contracts]]

		Service name

		Neonatal Bacillus Calmette-Guerin (BCG) vaccination programme  [insert date] 



		Service specification number

		



		Population  for Services 

		All eligible Patients identified within the Service User population and as set out in paragraph 7 of this Schedule.



		Service aims and desired outcomes

		The aim of the neonatal Bacillus Calmette-Guerin (BCG) vaccination programme is to protect those who are at an increased risk from exposure to and developing human tuberculosis (TB), which may result in serious illness or premature death, by offering vaccination  as recommended by the JCVI and in accordance with the Green Book.

NHS Outcomes Framework Domains & Indicators

		

		

		Neonatal Bacillus Calmette-Guerin (BCG) vaccination



		Domain 1

		Preventing people from dying prematurely

		x



		Domain 2

		Enhancing quality of life for people with long-term conditions

		N/A



		Domain 3

		Helping people to recover from episodes of ill-health or following injury

		x



		Domain 4

		Ensuring people have a positive experience of care

		x



		Domain 5

		Treating and caring for people in safe environment and protecting them from avoidable harm

		x









		Service description and Site 

		Service description as set out below in paragraph 8.

[Site to be added by Commissioner]





1. [bookmark: _Toc153288518][bookmark: _Toc177993895]Introduction

[bookmark: _Hlk151020762]This programme is intended to ensure that Providers offer targeted vaccination to identified neonates who are at increased risk of coming into contact with Tuberculosis (TB)[footnoteRef:2] within the first year of life (the Service(s)). By doing so it is intended to: [2:  https://www.england.nhs.uk/ourwork/prevention/tuberculosis-programme/] 


reduce the number of preventable infections and their onward transmission;

reduce TB related disease and associated morbidity; 

achieve high coverage of vaccination within the eligible cohort; 

protect the health of individuals and the wider population;

Minimise the adverse physical, psychological and clinical aspects of vaccination;

Reduce hospital admissions;

Reduce the use of antimicrobials; and

Increase the number of babies receiving a timely BCG vaccination – i.e. by 28 days after birth.

The Provider has agreed to provide the Services in accordance with this Schedule 2A Service Specification of the Particulars of the NHS Standard Contract [2025/26]. This Schedule is subject to amendments from time to time as the neonatal BCG vaccination programme develops. This Schedule is not applicable to General Practitioners, Pharmacy Contractors or Providers of vaccinations in Detained Estates settings.

No part of this Schedule by commission, omission or implication defines or redefines any relevant legislative provisions that may apply.  

The vaccination programme is based on collaborative working and a system-wide approach to service delivery. There will be key interdependencies with the vaccine supply chain, Commissioner regional teams, ICSs and other Providers commissioned to support the vaccination programme. 

[bookmark: _Toc153288519][bookmark: _Toc177993896]Commonly used terms 

[bookmark: _Hlk103619440]



[bookmark: _Hlk55894867]In this Schedule:

“BCG” means the Bacillus Calmette-Guerin vaccine;

“CHIS” means Child Health Information Services;

“Clinical Lead” is the person referred to in paragraph 15.1;

“Commencement Date” means [insert date];

“Commissioner” means NHS England; 

“DHSC” is the Department of Health and Social Care;

[bookmark: _Hlk152313749]“End Date” means [insert date] unless: terminated earlier in accordance with this Schedule; or extended in accordance with paragraph 3.2;

“Green Book” is the Green Book: Immunisation against infectious disease published by UKHSA, which has the latest information on vaccines and vaccination procedures for all the vaccine preventable infectious diseases that may occur in the UK[footnoteRef:3]; [3:  https://www.gov.uk/government/collections/immunisation-against-infectious-disease-the-green-book] 


“ImmForm” means the UKHSA website used to collect data on vaccine uptake for immunisation programmes and to provide vaccine ordering facilities for the national immunisation programme;

[bookmark: _Hlk103619601]“JCVI” is the Joint Committee on Vaccination and Immunisation; 

[bookmark: _Hlk103619778]“JCVI Cohorts” means the cohorts of Patients referenced by JCVI advice;

“MHRA” is the Medicines and Healthcare products Regulatory Agency;

“Tuberculosis (TB)” is a disease that is caused by a bacterial infection called Mycobacteruim Tuberculosis;

“NICE” is the National Institute for Health and Care Excellence;

“Patient” means those Service Users who are eligible to receive the vaccination as set out at paragraph 7.1;

"PGD" means the Bacillus Calmette-Guerin (BCG) vaccine Patient Group Direction (PGD);

“Point of Care System” means the local clinical records system; 

[bookmark: _Hlk151025296]“PSD” means a Patient Specific Direction to administer a medicine to a named Patient or list of Patients, where each Patient has been individually assessed by the prescriber;

“SCID” means a Severe Combined Immune Deficiency evaluation;

“Service User” in accordance with the General Conditions, is someone for whom the Commissioner has statutory responsibility and who receives Services under the NHS Standard Contract;

"Service(s)” means the provision of BCG vaccinations to Patients only in the populations as set out in section 7; 

“Site” means the premises of the Provider where the BCG vaccine will be offered;

“Surveillance system” refers to the systems in which vaccine activity and uptake will be collected using the [service Provider specific].

[bookmark: _Hlk151218829]“Term” means the period from the Commencement Date to the End Date; and 

“UKHSA” is the UK Health Security Agency.

[bookmark: _Toc153288520][bookmark: _Toc177993897]Duration

[bookmark: _Ref55547151][bookmark: _Ref54724055]

This Schedule shall come into force on the Commencement Date and shall continue until the End Date unless it is extended in accordance with paragraph 3.2 or terminated in accordance with GC17.

[bookmark: _Hlk152313767]The Commissioner may, on no less than 21 days' notice to the Provider and no later than 21 days before the End Date, extend the Term by up to 12 months. 

The administration of vaccines will commence no earlier than the Commencement Date, and once the Provider is notified by the commissioner. Further vaccination activity will be guided by the commissioner. 

[bookmark: _Hlk103417379][bookmark: _Ref57384950][bookmark: _Hlk72850052]The Commissioner Notice Period for this Service is 42 days. The Commissioner Earliest Termination Date is [insert date 42 days after the Commencement Date].

[bookmark: _Toc153288521][bookmark: _Toc177993898]Vaccine supply and availability



4.1 	The Provider must order the BCG vaccine in accordance with the ImmForm processes and procedures. 

4.2 	The Provider must minimise BCG vaccine wastage and support the high uptake of vaccinations.  

[bookmark: _Toc151722399][bookmark: _Toc153288522][bookmark: _Toc177993899]Collaboration requirements 



5.1	The Provider will work in a collaborative manner and in accordance with the collaboration requirements of this Schedule to deliver all aspects of this specification.

The Provider will:

[bookmark: _Hlk103620829]5.2.1 Develop collaborative relationships with all the key stakeholders including any associated pathways;

5.2.2 comply with any reasonable request for information and attend any necessary meetings requested by the Commissioner relating to the provision of the Services pursuant to this Schedule;

5.2.3  have regard to all relevant guidance published by the Commissioner or referenced within this Schedule;

5.2.4 comply with all clinical guidance giving explicit consideration to contra-indications and any guidance around concurrent administration of vaccinations;

5.2.5 take reasonable steps to provide information (supplementary to national communications) to Patients’ Parent or Guardian about the Services pursuant to this Schedule, including information on how to access the Services and any changes to them; and

5.2.6 ensure that it has in place suitable arrangements to enable the lawful sharing of data to support the delivery of the Services, business administration and analysis activities. 

Site and premises requirements

6.1 	The vaccine will be delivered to the Sites. 

6.2 	Any amendments, additions or removal of a Site shall only be permitted with the agreement of the Commissioner. The Provider must notify the Commissioner of any change following this agreement.

0. From the Commencement Date to the End Date, the Commissioner shall be entitled to access and inspect the Site or any facilities used for the administration of vaccinations in accordance with paragraph 6.4, in accordance with GC15.

0. Subject to paragraph 12.1 Vaccinations may be offered where suitable Provider facilities are available, infection control standards can be maintained, and Patient confidentiality and dignity is able to be respected.  

The Provider must inform the Commissioner immediately if, for any reason, a Site ceases to meet the requirements set out in this Schedule.



[bookmark: _Toc153288524][bookmark: _Toc177993901]Patient eligibility



The Provider must offer to vaccinate eligible Service Users:

All unvaccinated infants (aged 0-12 months) living in areas of the UK where annual incidence of TB is greater than or equal to 40/100,000;

[bookmark: _Hlk186535022]All unvaccinated infants (aged 0-12 months) with one or more parent or grandparent who was born in a country where the annual incidence of TB is greater than or equal to 40/100,000;

All unvaccinated infants (aged 0-12 months) who were born, or resided for three months or more, in a country where the annual incidence of TB is greater than or equal to 40/100,000.

If a Parent or Guardian enquires about individual Service User’s eligibility for the delivery of the vaccination services, the Provider must be able to provide accurate and up to date information.

The Provider must advise the Patient’s Parent or Guardian of the vaccination schedule, including any further doses required. The Provider must ensure that any Service User who is present for vaccination is eligible for a vaccination as set out in this paragraph 7.1 and that the administration of the vaccine is clinically appropriate for that Patient, prior to administration of the vaccine. 

Service Description

The Provider will assess all pregnant women within their care for eligibility as described in section 7.1 and follow the guidance on the service provision in section 8.2 to ensure their infant is vaccinated.

The Provider must:

have a robust system in place to identify eligible Patients under their responsibility, offer access to a vaccination to 100% of eligible Patients as described in section 7.1 and encourage their Parent or Guardian to consent to have them vaccinated;

ensure that CHIS is informed of the Patient’s eligibility status within 5 working days.  This can be communicated to CHIS via SMaRT4NIPE;

give all women identified as carrying an infant that will be eligible for BCG vaccination appropriate information, either digitally or in leaflet form as appropriate, and the benefits of vaccination should be fully explained prior to the infant’s vaccination appointment;

liaise with CHIS Providers to ensure SCID screening results for all eligible Patients are available, and check these results prior to vaccination;

where Severe Combined Immune Deficiency (SCID) screening is not offered, or an offer of SCID screening has been declined, offer vaccination to eligible Patients at the earliest opportunity or by 28 days, as measured on the 28th day after birth;

following SCID screening, where the SCID evaluation result indicates SCID is NOT suspected, offer vaccination to eligible Patients within 28th days of birth or exceptionally at the earliest opportunity;

if the result of the SCID screening is unavailable by 28 days, and the vaccination is scheduled, the Provider should follow up with the local services to confirm the screening outcome before vaccinating; 

have arrangements in place to access specialist clinical advice so that vaccination is only withheld or deferred where valid contraindication exists.

Where immunology services copy the BCG Vaccination Provider into the diagnostic outcome letter for a Patient who has a SCID suspected screening outcome, the BCG Vaccination Provider must:

note that the infant will need further assessment by a specialist immunology team who will conduct further investigations and then recommend whether the BCG vaccination can go ahead;

ensure that the immunology service has up-to-date contact details for the provider to enable notification and ensure that effective communication can be maintained; 

liaise with the general practice to receive outcomes for patients who may have received an initial SCID suspected outcome but for who the diagnostic tests subsequently indicate live attenuated vaccines can now be given.

Patients should only be excluded following assessment by a suitably qualified and competent professional and on receipt of specialist clinical advice.

The Provider must: 

offer vaccinations in accordance with the recommended schedule as set out in the Green Book, including relevant details on the management of anaphylaxis and secure storage and disposal of clinical waste. The Provider must ensure that they have a process in place to check any updates to the Green Book; 

ensure that vaccinations are provided in line with an appropriate legal mechanism for administration such as a PGD; 

only administer vaccinations during the Term;

comply with any local requirements notified by the Commissioner to the Provider in relation to booking systems;

use existing recall systems where relevant to maximise the proportion of eligible Patients completing their treatment (such as SMS and/or email recall system) where the Service User’s Parent or Guardian consents.  This should include all unvaccinated infants (aged 0-12 months) who were born, or resided for three months or more, in a country where the annual incidence of TB is greater than or equal to 40/100,000;

ensure that the delivery of the vaccination services is accessible, appropriate and sensitive, including those who may have special requirements, to the needs of all Service Users including their Parent or Guardian.

make at least two attempts to contact the Patient’s Parent or Guardian where the first invitation has not resulted in a vaccination, and the Parent or Guardian has not specifically declined the vaccination. One of these attempts must be carried out by a healthcare professional, using contact such as telephone, or face to face appointment. 

for those who do not attend their appointment, the Provider will follow up as per their organisation’s DNA policy;

in all cases, update this Patient’s record, including the Personal Child Health Record (Red Book) if available, to record the actions taken and the response, including any failure to attend booked appointments and inform the Patient’s general practice and health visitor;

after following local DNA policy, inform the general practice and health visitor that the Patient's vaccination is still outstanding by including this information in a discharge letter;

inform CHIS after the final failed attempt so that the infant’s record can be updated as DNA/was not brought (WNB);

take every opportunity to check vaccination status of all Patients in their care of this service and remind Parents or Guardians of the importance of childhood vaccinations and the need to have them at the appropriate times; 

if a Patient is eligible, due or overdue for another vaccination then the Provider should encourage the Parent/Guardian to contact their general practice.

schedule sufficient clinics, as required, to ensure that Patients can be vaccinated within agreed time frames;

ensure that local catch-up arrangements are available as appropriate; 

have a robust pathway to receive referrals from other health professionals, where required; 

[Insert any local requirements on Providers in relation to establishing and communicating appointments (i.e. specific call/re-call requirements) which may be required for Provider which do not deliver the maternity care pathway.]

The Provider must follow all current guidance published by the JCVI, the Commissioner, DHSC, MHRA, NICE and/or UKHSA on BCG vaccinations, including the safe and secure handling of vaccines.

 In the event of a conflict between guidance issued by the JCVI, the Commissioner, DHSC, MHRA, NICE and/or UKHSA, the Commissioner shall confirm which guidance shall be adopted.  

Each Patients’ Parent or Guardian must be given written information about the vaccine being administered as specified by UKHSA. A copy of the manufacturer’s Patient information leaflet must also be provided to the Patient’s Parent or Guardian (or they may be directed to a web-based version of that leaflet where they agree to receive that information electronically). 

The Provider must ensure that they have in place suitable arrangements to prevent the disruption of any other services that it provides to Commissioners.

Please refer to Appendix 1 for the BCG patient flowcharts and Appendix 2 for the BCG data pathway.

[bookmark: _Toc153288526][bookmark: _Toc177993903]Patient access and service availability 



The Provider must ensure that they comply with SC13. Patients do not require an NHS number or a GP registration and should not be denied BCG vaccination on this basis. 

[bookmark: _Hlk151041724]The Provider must offer vaccinations through agreed arrangements with the Commissioner and in accordance with its obligations under SC13.7 including any Health Inequalities Action Plan. Processes must be put into place by the Provider to support the Patients’ Parent or Guardian with communication needs and/or encourage vaccination of Patient who experience other difficulties in accessing healthcare. 

The Provider must support any Commissioner communications and messaging aimed at targeting the Patients Parent or Guardian to encourage vaccination uptake taking into account local population needs. 

The Provider must promote the high uptake of vaccinations and minimise vaccine wastage by:

making the availability and access routes to vaccination known to the Service Users Parent or Guardian who are being provided with other services by the Provider as appropriate;  

offering vaccination opportunistically where appropriate, which may include signposting to a bookable clinic. 



[bookmark: _Toc151722404][bookmark: _Toc153288527][bookmark: _Toc177993904]Assessment and consent



The Provider must, in line with SC9, (or where this Schedule is included in a NHS Standard Contract (Shorter Form) the Provider must) publish, maintain and operate a Service User (including Parent or Guardian) consent policy which complies with Good Practice and the Law):

ensure that a registered healthcare professional, trained in vaccine administration and familiar with the characteristics of the vaccine being administered, assesses the Patient as eligible and suitable clinically in accordance with law and guidance prior to administering the vaccine. This assessment should include providing reasonable information that the Patient’s Parent or Guardian may require to make a final decision on whether to proceed with the vaccination; 

[bookmark: _Hlk151038870]ensure that informed Patient consent by the Parent or Guardian is obtained by a registered healthcare professional and the name of the person who gave consent to the vaccination and that person’s relationship to the Patient is recorded in the Point of Care System and in accordance with law and guidance. Should the vaccination be declined at any stage, this must also be recorded in the Point of Care System in accordance with paragraph 13;  

ensure that the Patient’s Parent or Guardian is informed about the handling of their information in relation to the provision of this arrangement including advising them that information may be anonymised and used by the Commissioner (or their agents) for the purposes of service delivery, evaluation and research.

[bookmark: _Toc151722405][bookmark: _Toc153288528][bookmark: _Toc177993905]Training 



The Provider must ensure, in line with GC5.5, (or where this Schedule is included in a NHS Standard Contract (Shorter Form) GC5.5 shall be incorporated into this paragraph 11.1) that every member of Staff has received proper and sufficient training and instruction in relation to the administration of vaccine to the Patient.

All persons involved in the provision of the Services (whether delivering vaccinations directly or supervising others providing vaccinations) must adhere to all relevant professional standards, regardless of the setting. 

Vaccines must be prepared and administered by an appropriately trained and competent member of staff who is authorised to work under a valid legal mechanism for administration (such as the nationally developed PGD or a PSD provided by an appropriately qualified prescriber).

All persons involved in the preparation of the vaccine must be appropriately trained and have appropriate workspace to do so. This process may include using standard aseptic technique and drawing up of multiple doses from vials.

[bookmark: _Hlk151044849]The Provider must ensure that all persons involved in the administration of vaccine have received appropriate and adequate training and are competent in the administration of those vaccines. All persons involved in the administration of the vaccine must:

Have the necessary experience, skills and training to administer vaccines, including completion of the general immunisation training, including those available on e-learning for healthcare and face-to-face administration training, where relevant

Have the necessary experience, skills and training including training with regard to the recognition and initial management of anaphylaxis; 

Have completed the required immunisation training and any additional BCG specific training modules, including those available on the e-learning for healthcare website; 

Have read and understood the clinical guidance available and published in the Green Book, any information for healthcare practitioners, and the PGD for administering BCG vaccine in response to TB, and administer the vaccine in accordance with that clinical advice;

Administer the vaccine in accordance with the most up to date version of the clinical guidance available including the relevant chapter of the Green Book; and

Be authorised by and understand the appropriate legal mechanism for administration of the vaccine.

The Provider must oversee and keep a record to confirm that all staff have undertaken the relevant training prior to participating in the administration of vaccines. This includes any additional training associated with new vaccines that become available during the Term.

The Provider must ensure that staff are appropriately trained and understand what their role in the delivery of this Service requires, including working within the relevant systems and processes set out by the Provider and understanding how to report concerns should any be identified. 

The Provider must ensure that staff are made aware of the risks associated with the handling and disposal of clinical waste and that correct procedures are used to minimise those risks. A needle stick injury procedure must be in place.

[bookmark: _Toc151722406][bookmark: _Toc153288529][bookmark: _Toc177993906]Vaccine handling and storage



The Provider must ensure that all vaccines are received, stored, transported and prepared in accordance with the relevant manufacturer's, the UKHSA’s[footnoteRef:4], MHRA, and the Commissioner's instructions and all associated guidance set out in the ‘Storage distribution and disposal of vaccines chapter of the Green Book’. Receipt, storage, transport and preparation of vaccines used pursuant to this Schedule must also be undertaken with appropriate cold chain management, clinical oversight and in accordance with governance arrangements in place for this Schedule.   [4:  UKHSA (previously PHE's) ordering, storing and handling protocol
https://www.gov.uk/government/publications/protocol-for-ordering-storing-and-handling-vaccines 
UKHSA ordering log in page] 


[bookmark: _Hlk151051708]Appropriate procedures must be in place to ensure adequate stock rotation, monitoring of expiry dates and appropriate use of vials to ensure that wastage is minimised. 

All centrally procured vaccines will be ordered via the ImmForm ordering system.  To minimise vaccine wastage Providers should not hold more than two to four weeks supply of BCG vaccine at any time and will place vaccine orders to meet the needs of scheduled clinics;

The Provider will be responsible for the supply of consumables as may be required (for example PPE and items related to infection prevention and control).  

The Provider must be available and trained to accept vaccine deliveries at the Site according to the delivery schedule provided by the UKHSA.

[bookmark: _Hlk57632663]The Provider will support any national, regional and system processes in relation to vaccine stock forecasting and ordering arrangements, which will include complying with the processes and requirements set out in any relevant Standard Operating Procedures or programme documents. Stock availibility may be linked to the forecasted number of eligible Patients locally.

Monitoring, reporting and record keeping

The Provider must monitor and report all activity information in accordance with the monitoring and reporting standards as published by the Commissioner. 

The Provider must ensure that staff recording the vaccination have received relevant training to be able to update records appropriately and accurately.  There must be robust user and access management processes to ensure high levels of security, including frequent updates to system access levels to add or remove accounts where staff join or leave employment.  

The Provider must adhere to defined standards of record keeping ensuring that the vaccination event is recorded as soon as possible and on the same day that it is administered and in accordance with paragraph 8.6.8. Further information on the defined standards is set out in Chapter 4 of the Green Book.

[bookmark: _Hlk151053283][bookmark: _Hlk151053326]Where the Point of Care System is unavailable due to exceptional circumstances beyond the control of the Provider, then the record of vaccination events must be added to the Point of Care System as soon as possible after the Point of Care System becomes available again. 

Where a record of the vaccination needs to be amended or has not been created on the Point of Care system, the Provider is responsible for undertaking the amendment or creation as soon as reasonably possible. 

The Provider must comply with any reasonable request for information from the Commissioner relating to the provision of the Services. 

The Provider is responsible for recording adverse events and providing the Patient with information on the process to follow if they experience an adverse event in the future after leaving the vaccination site, including signposting the Yellow Card service. The Provider must follow the UKHSA: Vaccine incident guidance, responding to errors in vaccine storage, handling and administration.

The Provider must comply with NHS Patient Safety Incident Response Framework.[footnoteRef:5] [5:  https://www.england.nhs.uk/Patient-safety/Patient-safety-insight/incident-response-framework/ ] 


[bookmark: _Hlk151053882]The Provider must maintain appropriate records to ensure effective ongoing delivery and governance. Records must be managed in line with ‘Records Management Code of Practice for Health and Social Care.[footnoteRef:6] [6:  https://www.gov.uk/government/publications/records-management-code-of-practice-for-health-and-social-care ] 


[bookmark: _Toc177993908]Sub-contracting arrangements



Any sub-contracting must be in line with GC.12.   

Governance and accountability 

The Provider must have a named Clinical Lead for this Service whose name shall be made available to the Commissioner on request. The Clinical Lead will be the lead contact for clinical and professional matters related to this Service.

The Provider must have systems in place to ensure that any key operational information provided by the Commissioner in relation to the delivery of this Service can be communicated and acted upon in a timely manner. 

This Service will operate as part of the wider NHS system in providing BCG vaccinations, and the Provider must work with the Commissioner and specialist colleagues to obtain advice and guidance where necessary. 






[bookmark: _Hlk183441749]Appendix 1. BCG Patient Flowchart September 2022









Appendix 2. BCG Data Flowchart September 2022
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[bookmark: _Toc155685359]SCHEDULE 4 - QUALITY REQUIREMENTS

[bookmark: _Toc155685360]Local Quality Requirements



This Schedule should be issued to Providers who are commissioned to administer Neonatal BCG vaccinations to Service Users in accordance with Schedule 2A

This document outlines national contracting quality requirements all Commissioned Providers must adhere to. Vaccines administered must be in line with published JCVI advice and Green Book Guidance.  The requirements outlined in this Schedule may be subject to further variations.















		Quality Requirement



		Threshold

		Method of Measurement

		Period over which the Requirement is to be achieved

		Applicable Service Specification



		1. Service User Experience

 



		Ensuring that people have a positive experience of care and appropriate environment in which to be vaccinated.



Complaints and compliments are responded to in accordance with existing NHS contractual frameworks or the national complaints policy.



Review service provision in line with Service User Parent/Guardian experience.



		Patient Parent/Guardian satisfaction survey to be developed locally.



Evidence of Patients’ Parent/Guardian input to design of service.



The Provider must demonstrate how complaints and compliments data are used to drive continuous and sustained improvement in Service User experience.

		[Please insert] 

		[Please insert] 



		2. Reducing Inequalities and barriers to access

Addressing Health inequalities Vaccination Strategy. 

		Reduction in vaccine inequalities across different communities/ group/ cohorts, including but not limited to: ethnic minorities, homeless people, vulnerable people etc.



Services are designed to meet the needs of diverse and/or underserved communities (including consideration to privacy and dignity, translation, accessibility, navigation and access).  



The vaccination experience is designed and delivered to meet the need of all individuals, including those with visible and non-visible disabilities, and/or chronic health conditions. Reasonable adjustments are offered, and individual requests considered.



The Provider must work with local systems to understand uptake and areas of health inequalities, identifying areas for improvement and taking action.



		The Provider will evidence how they have attempted to vaccinate the different populations as commissioned in accordance with Schedule 2A, including verbal updates and data collection detailing the number of vaccines administered, and the number of vaccines not given, and including evidence of reasons for vaccine refusal.  

The Provider MUST demonstrate alignment of their vaccine activity with CORE 20 plus 5 Framework (NHS England » Core20PLUS5 (adults) – an approach to reducing healthcare inequalities).

The Provider must demonstrate collaborative working with Commissioners to identify gaps [in service provision].



This may be in line with agreed regional reporting arrangements as agreed between the Commissioner and the Provider.

		

		



		3. Safety and Quality of Service





		Incidents involving vaccine errors, cold chain breaches or product quality defects are managed in line with UKHSA’s Vaccine Incident Guidance: Responding to vaccine errors 

Patient safety incidents are escalated in line with NHS contractual frameworks or the national Patient Safety Incident Response Framework (PSIRF)

Adverse reactions are reported via the MHRA (Medicines & Healthcare products Regulatory Agency) Yellow Card Scheme (Yellow Card | Making medicines and medical devices safer (mhra.gov.uk))

		All Service User safety events to be unloaded onto the Learning From Patient Safety Events platform (LFPSE) NHSE Learn from patient safety events (LFPSE) service within 7 days of safety event being identified. 

Safety events to be managed in line with Patient Safety Incident Response Plan and agreed with commissioner.  If organisation is still in transition to PSIRF, this must be addressed via Serious Incident Framework.

Quarterly report of all the above via the Patient Incident Response Plan- this must demonstrate a learning culture which incorporates compassionate involvement of staff, Patients and Parents/Guardian in the learning responses. 

Report on all the above include timeliness of incident reporting and actively demonstrate that there is a learning culture (frequency to be determined locally).



All adverse drug reactions reported to MHRA yellow card scheme.  



		

		



		4. Safeguarding Vulnerable Adults and Children 





		100% Compliance with Mental Capacity Act and Deprivation of Liberties requirements applicable to this service and compliance with the relevant provisions of Service Condition 32 (Safeguarding Children and Adults).

		Compliance with all relevant Law.



Staff training levels (local determined training thresholds).



Clear governance of safeguarding issues (locally managed).









		

		



		5. Healthcare Associated Infections 

· For further information, please refer to NHS National Standard Contract Service Condition 21 for further details. 





		100% Compliance with the relevant provisions of Service Condition 21 (Antimicrobial Resistance, Healthcare Associated Infections and Influenza Vaccination).

		Staff training levels (local determined training thresholds).

Policy in place for Healthcare Associated Infections

Incident Reporting. 

		

		



		6. Medicines Management

		· All vaccines are handled safely and effectively.

		· Evidenced in an annual report that demonstrates there are robust clinical governance, systems and processes in place to ensure the development, implementation and ongoing review of policies, procedures and tools for the safe and appropriate handling and use of vaccines from receipt through to administration, supply or disposal.  As a minimum the report should demonstrate that standards are being met for the following:

· Vaccine related incidents are reported and actions are taken to prevent recurrence.

· Staff handling vaccines work within (and maintain) their competency and have appropriate supervision and authorisations to perform their duties.

· Risk assessments are completed at points of change in service delivery (e.g. when a new or additional vaccine is deployed).

· Cold chain management is robust.

· Stock management is reliable and ensures optimisation of vaccine supply.

· Legal parameters are adhered to for all vaccine handling tasks, including supply or administration.

		

		



		BCG vaccinations:

Total eligible cohort identified;

BCG vaccination offered to all eligible cohort at birth;

Provide BCG vaccine to all eligible cohort by 28 days of age

Details of BCG vaccinations administered transferred to CHIS within 5 working days in line with Green Book requirements

Details of BCG vaccinations administered transferred to registered GP/DMS practice within 5 working days.

		

100% of cohort identified



100% of cohort offered vaccine

Minimum 80% eligible babies vaccinated by 28 days of age



100% of details of BCG vaccination administered transferred





100% of details of BCG vaccination administered transferred







		

Commissioner provided data collection worksheet for all requirements.

		

Monthly

		

Neonatal BCG Vaccination Service, Schedule 2 for all requirements.
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[bookmark: _Toc184996412]SCHEDULE 6 – NEONATAL BCG CONTRACT MANAGEMENT, REPORTING AND INFORMATION REQUIREMENTS 

[bookmark: _Toc184996413]Reporting Requirements



This Schedule should be issued to Providers who are commissioned to administer BCG vaccinations to neonatal babies in accordance with Schedule 2A

This Schedule 6A (Reporting Requirements) sets out the reporting framework to support the delivery of the Neonatal BCG Vaccination Programme. Vaccines administered must be in line with published JCVI advice and Green Book Guidance.















		

		Reporting Period

		Format of Report

		Timing and Method for delivery of Report



		Activity reporting:

The Provider must report the following data to the commissioner:





Cases of suspected vaccine preventable notifiable diseases are reported to the local UKHSA centre.



As part of COVER reporting the Provider will ensure timely reporting of data to CHIS which will be used by CHIS to report vaccine coverage as part of established surveillance systems.



		At Commissioner discretion, see embedded example spreadsheet.



Using BAU arrangements.



As and when required.



As and when required.

		At Commissioner discretion, see embedded example spreadsheet.



Using BAU arrangements.



Using BAU arrangements.



Using BAU arrangements





		Mechanism in place to enable reporting activity to commissioner at their request.



Using BAU arrangements.





Report on identification of a case.



		Governance and board attendance

The Provider shall attend any immunisation working groups/programme boards as may be required by the Commissioner.  

		TBC locally through respective governance boards.

		TBC locally through respective governance boards.

		TBC locally.



		Medicines Management 



Evidenced in an annual report that demonstrates there are robust clinical governance, systems and processes in place to ensure the development, implementation and ongoing review of policies, procedures and tools for the safe and appropriate handling and use of vaccines from receipt through to administration, supply or disposal.  As a minimum the report should demonstrate that standards are being met for the following:	

· Staff handling vaccines work within (and maintain) their competency, and have appropriate supervision and authorisations to perform their duties; 

· Risk assessments are completed at points of change in service delivery (e.g. when a new or additional vaccine is deployed);

· Cold chain management is robust;

· Legal parameters are adhered to for all vaccine handling tasks, including supply or administration.

		Annual 

		To be locally determined.







 









		Annual report



		Service User Experience

Complaints monitoring report, setting out numbers of complaints received and including analysis of key themes and trends in content of complaints.



Learning to mitigate against further same or similar complaints and actions taken should be detailed in the report as and when appropriate.



Service User satisfaction survey themes and trends including evidence of lessons learnt.

		Monthly 

To be agreed locally with commissioner.

		[For local agreement]















		Local Systems to determine timeframe and in line with existing requirements.



		Reducing Inequalities and barriers to access



The Provider will evidence how they have attempted to vaccinate the needs of the population as commissioned in accordance with Schedule 2A, including verbal updates and data collection detailing the number of vaccines administered, and the number of vaccines not given, and including evidence of reasons for vaccine refusal.

· Sites to demonstrate reasonable adjustments.

· Sites to demonstrate collaborative working with commissioners to identify gaps.

		Monthly and annual.

		Report to be locally agreed with the Commissioner.





 

 

 

		Depending on arrangements with the local commissioner, and at least annual.

To be reported to [Commissioner to insert appropriate contact details for NHS England Region].
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