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Community Pharmacy Advanced Service

Service specification for the Distribution of Lateral Flow Tests patients via Community

Pharmacy
Key dates
Community Pharmacy Working Group comments received 12 October
(virtual) 2023
Community Pharmacy Wales comments received ggzosctober
National Enhanced Services Management Board approved 9 November
(virtual) 2023
Active from: 1 December 2023

: _ 31 November
Date to be reviewed: 2027

Version history

Version Changes from previous version Date
5 First approved version 2021
Specification updated to reflect changes to supply of
6 lateral flow tests to patients who have a have a 16 October
health condition which makes them eligible 2023

for COVID-19 treatment (2023 criteria).
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1.

Interpretation

1.1

1.2.

1.3.
1.4

1.5.

1.6.

1.7.

1.8.

1.9.

1.10.

1.11.

1.12.

The definitions set out in The Pharmaceutical Services (Clinical Services)
(Wales) Directions 2022 (or subsequent iterations of this document) apply
to this specification.

All Wales Pharmacy Database means the database held by the NHS Wales
Shared Services Partnership that contains details of the clinical services
that each Pharmacy is commissioned to provide and of the services that
individual Service Providers are accredited to provide. This definition
includes any subsequent databases that replace the AWPD in the future.

Contractor means a person lawfully conducting a retail pharmacy business.

Local Health Board (LHB) means the Local Health Board that the pharmacy
in which the service is being provided is located.

National Electronic Claims and Audit Form (NECAF) means the software
system developed and managed by the NHS Wales Shared Services
Partnership, where records of supply for this service are maintained, with
records being used to generate data for service payment.

National Extended Services Management Board (NESMB) means the
Board that has been established by LHBs to facilitate national discussion
around community pharmacy extended services. In the event that the name
of this board changes, this definition will be taken to mean the replacement
board.

Patient means any person in receipt of one or more components of the
service.

Pharmacist means a person who is listed in Part 1 of the Register of
Pharmacists held by the General Pharmaceutical Council under the
Pharmacists and Pharmacy Technicians Order 2007.

Pharmacy means any premises included on a health board pharmaceutical
list where a Pharmacist provides drugs or services as part of
pharmaceutical services.

Pharmacy Staff means any person or persons employed or engaged by a
Contractor, who provides, or has an ancillary role in respect of, any part of
the service.

Service Availability Tool means a nationally agreed reporting system that
allows pharmacies to report the availability of key components of CCPS
and PIPS in their premises.

Service Provider means a suitably trained individual providing any
component of this service.
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1.13. Temporary Resident means a patient who is away from home and

temporarily resident in Wales for at least the next 24 hours and needs to
access one or more components of this service.

2. Background

2.1.

2.2.

2.3.

2.4.

2.5.

NHS COVID-19 rapid lateral flow tests (LFTs) are available to patients who
have a have a health condition which makes them_eligible for COVID-19
treatment.

Access to COVID-19 community-based treatment will continue to be based
on a confirmed COVID-19 infection, achieved by a positive LFT test.

Given the short efficacy window for treatment and practical implications of
point of care testing, tests need to be available for eligible patients to
access in advance of developing symptoms.

Within Wales, LFTs will be available for collection from community
pharmacies for those patients who meet the eligibility criteria for supply
(see 4.1).

Community pharmacies will make the supply of LTFs to patients or their
representatives for the tests to be self-administered by the patient away
from the pharmacy. The pharmacy will not be involved in the generation or
communication of results. Pharmacy staff will not be required to support the
communication of results or next steps to the person taking the test.

3. Service aim

3.1.

To offer access to LFTs for patients who have a health condition that
makes them eligible for COVID-19 treatment (see 4.1), to enable testing at
home for COVID-19, following symptoms of infection. A positive LFT test
result will be used to inform a clinical assessment to determine whether the
patient is suitable for and will benefit from NICE recommended COVID-19
treatments.

4. Eligibility criteria

4.1.

Patients who have a have a health condition which makes them_eligible
for COVID-19 treatment and are resident (including Temporary Residents
and those of no fixed abode), or registered with a GP practice located, in
Wales! are eligible to receive this service.

1In exceptional circumstances, where the pharmacist is satisfied that the patient would be unable to
access care in a timely manner, the service may be provided to other patients who entitled to NHS

services.
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4.2. Contractors should make sure that they are referring to the latest version of
the eligibility risk factors to confirm a patient’s eligibility to access the
service.

4.3. The pharmacy should take reasonable steps to confirm the patient’s
eligibility for a supply of LFTs, for example by referring to the pharmacy
PMR system, seeing a letter confirming eligibility, having a discussion with
the patient or their representative.

. Service Delivery — general principles

5.1. Contractors wishing to provide this service will indicate this through
submission of a Premises Listing Form to the NHS Wales Shared Services
Partnership available from electronic listing form.

5.2. Contractors must ensure that:

5.2.1. All Pharmacy Staff will be fully informed and competent in relation to
their involvement in the service and have up to date knowledge on the
criteria for eligibility for treatment (see 4.1); and

5.2.2. there is a suitable place within the pharmacy, away from members of
the public to store test kits ordered from the supplier.

5.3.  Pharmacies participating in the service will have their details included in the
All Wales Pharmacy Database and will be able to be identified as providing
LFTs on the Pharmacy section of NHS 111 Wales’ website.

5.4. The Contractor will participate in any reasonable publicity of the service
required by the Local Health Board or Welsh Government.

5.5. The Contractor must have a standard operating procedure (SOP) for
provision of the service and all pharmacy staff involved in the provision of
the service must be familiar with the SOP.

5.6. Contractors wishing to withdraw from providing the service should inform
NWSSP via email nwssp-primarycareservices@wales.nhs.uk giving at
least 30 days notice.

5.7. Local Health Boards wishing to withdraw from commissioning the service
from a contractor should inform the contractor of the intention of doing so,
giving at least 30 days notice.

5.8. Any variation to this service specification by Health Boards or Community
Pharmacy Wales must be discussed and mutually agreed by the National
Extended Services Management Board (NESMB) and Community
Pharmacy Wales Board.
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Obtaining LFT kits

5.9. Pharmacy staff will need to order LFTs from the agreed NHS Wales
supplier. Details of the supplier and process for obtaining supplies will be
published on the NWSSP NECAF website.

5.10. LFTs will be supplied free of charge to pharmacies providing the service by
NHS Wales.

5.11. To comply with Medicines and Healthcare products Regulatory Agency
(MHRA) product recall provisions, on receipt of cartons from the supplier,
contractors should retain appropriate records of:

e LOT/Batch Number (e.g. A1234567)

e Quantity of cartons (xx Cartons)
e Supplier (NWSSP)
e Date of receipt (DD/MM/YY)

The NWSSP National Electronic Claim and Audit Form (NECAF) system
will include functionality to retain this information electronically.

Storage of LFTs

5.12.LFTs need to be stored in conditions that will preserve the integrity of the
swab. Test kits should be stored in a designated area away and in
accordance with manufacturers guidance (e.g. away from direct sunlight,
between 2°C and 30°C).

Supplying LFTs to the public (general provisions)

5.13. LFTs will be provided free of charge to eligible patients or their
representatives requesting them.

5.14. When supplying LFTs, pharmacies can make a supply of to an individual
person for:

5.14.1. A maximum of two boxes (of 7 individual tests?) of LFTs per eligible
patient in a single transaction.

5.14.2. A maximum of two eligible patients in a single transaction

5.15. The minimum recommended age for a person to collect LFTs is 16 years,
but where necessary professional judgement can be applied by pharmacy
staff making the supply to a person under the age of 16 years.

2 Number of individual tests within a box may vary on supplier contracted to supply LFTs within NHS
Wales as determined by national procurement processes.
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5.16. Tests must be self-administered by patients at home and positive results
reported to the appropriate NHS Wales Local Health Board, as explained in
the patient information resources that are available.

5.17. Pharmacy staff should be able to respond to basic queries from patients or
their representative by to appropriate information to support them in;

e Whentouse LFTs
e Reporting problems with LFTs and

e How to access assessment for COVID-19 treatment in the event of a
positive test.

This may include direction to the patient leaflet that is provided with LFTs
or national online information resources (e.g. gov.uk, NHS Wales National
Antiviral Service)

Managing patient safety incidents/defective products

5.18. The pharmacy is required to report any patient safety incidents in line with
the agreed normal processes used within the pharmacy for reporting safety
incidents.

5.19. The pharmacy should make Yellow Card reports to the Medicines and
Healthcare products Regulatory Agency (MHRA), as necessary (see
guidance at https://coronavirus-yellowcard.mhra.gov.uk).

5.20. Pharmacy contractors must respond appropriately to any relevant MHRA
product recall requirements relating to LFTs.

6. Service Availability

6.1. The contractor must seek to ensure that the service is available throughout
the pharmacy’s core and supplementary opening hours.

6.2. The contractor must ensure the service is accessible, appropriate and
sensitive to the needs of all service users.

6.3. The Contractor will have appropriate business continuity arrangements in
place to maintain service continuity and take all reasonable steps to ensure
that patients are able to access this service.

6.3.1. In the event of the service being temporarily unavailable, pharmacy
staff should provide advice on the location of alternative pharmacy
collection sites. These will be available on the Pharmacy section of NHS
111 Wales’ website.
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7. Data and information management

7.1. The pharmacy contractor must advise the patient or the patient’s
representative of the following information sharing that will take place, this
may be verbally or as part of the pharmacy’s privacy notice.

7.1.1. The sharing of information about the service with NHS Wales as part
of service monitoring and evaluation.

7.1.2.  The sharing of information about the service with NWSSP and NHS
Wales for the purpose of contract management and as part of post-
payment verification.

7.2. The following information must be collected for each LFT transaction and
recorded on the NWSSP National Electronic Claim and Audit Form
(NECAF) system:

e Date of supply
e Name of person/GPhC number for registrants submitting claim
e Demographic information for each eligible person provided with LFTs

e PMR number/other unique identifier

e Patient Name

e Date of birth

e Gender

e Postcode (first part)

e LOT/batch number

e Confirmation of the patient’s eligibility for a supply of LFTs

e Total number of boxes of LFTs provided (maximum of 2 per
eligible person)

e Demographic information for person collecting LFTs (if not for
themselves).

7.3.NECAF will enable a single transaction record to be completed for a person
collecting LFTs to up to two individual eligible patients.

8. Payments

8.1. Payments for this service will be calculated from NECAF claims made by
the pharmacy.

8.2. Fees shall be paid monthly in arrears at the relevant service fee per eligible
patient, as set out in the Drug Tariff.
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8.2.1. Where a person collects LFTs for two patients in a single transaction, a
service fee will be paid for each individual patient.

8.3. Contractors shall submit all claims using the NECAF or any replacement
mechanism that is made available to each pharmacy providing the service.

8.4.Claims should ideally be submitted within 4 weeks of patients completing the
service but must be made no later than the 5th May following the end of the
relevant financial year. Claims made after this date will not normally be paid.

. Monitoring and review

9.1. Post Payment Verification (PPV) will be undertaken by health board officers,
or its representatives as required to meet external audit requirements and
ensure proper use of public funds.

9.2.Where such monitoring and review activity identifies discrepancies, further
steps may be taken as set out in The National Health Service
(Pharmaceutical Services) (Wales) Regulations 2020

9.3.In the event of problems with service provision by a pharmacy contractor, the
Health Board will assess the ongoing ability of the pharmacy to provide the
service.
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