Q. GIG
aLgDNHS

Blood Borne Virus Screening Service

An additional service for community pharmacy

Authors
Name Role
Louise Allen Community Pharmacy Lead (CAVUHB)

Adam Mackridge

Strategic Lead for Community Pharmacy (BCUHB)

Key dates
NESMB Working Group draft completed 5 July 2023
Community Pharmacy Wales feedback received 28 April 2023
National Extended Services Management Board approved 28 Sep 2023

Key dates

Date activated:

1 October 2023

Date to be reviewed:

30 September 2026

This document describes the specification and standards pertaining to the provision of the
above service. This document does not constitute a Service Level Agreement (SLA) although
the provisions within the document may be contained within any SLA between a Local Health
Board and pharmacy contractor for the provision of the service.

Version history

Version

Changes from previous version

Date

1 First approved version

28 Sep 2023

Page 1 of 12



1.

INTERPRETATION

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

1.2. “Contractor’” means a person lawfully conducting a retail pharmacy business.

1.3. “Harm Reduction Database Wales” (or “HRDW”) means the recording system that is
provided to contractors for the purpose of documenting activity under this service.

1.4. “Local Health Board” (LHB) means the Local Health Board from which the service
has been commissioned.

1.5. “Patient” means any person in receipt of the service.

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

1.7. “Provider” means a registered pharmacist, pre-foundation trainee pharmacist,
registered pharmacy technician, or other member of healthcare staff, who meets the
training requirements set out in 6.1 and is registered as an approved provider with
NWSSP

SERVICE AIMS

2.1. To improve access to blood borne virus screening and associated treatment and
health advice;

2.2. Toincrease the number of people tested for blood borne viruses;

2.3. Toreduce the personal and public health risks associated with infection by Hepatitis-

B, Hepatitis-C, and HIV, in line with WHC/2017/048 and WHC/2023/001

SERVICE OUTCOMES

3.1.

3.2.

3.3.

To increase knowledge and awareness in the target groups of blood borne viral
infections, screening services and treatment options;

To provide patients testing positive with appropriate information and advice and to
provide links via an established pathway to an appropriate service for treatment and
support;

To provide patients testing negative with appropriate information and advice relating
to harm reduction and regular testing.
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https://gov.wales/sites/default/files/publications/2019-07/attaining-the-who-targets-for-eliminating-hepatitis-b-and-c-as-a-significant-threat-to-public-health.pdf
https://www.gov.wales/sites/default/files/publications/2023-01/WHC%20-%20Eliminating%20Hepatitis%20B%20and%20C%20as%20a%20public%20health%20concern%20in%20Wales%20-%20Actions%20for%2022_23%20and%2023_24.doc%20%28002%29.pdf

SERVICE OVERVIEW

4.1.1. Pharmacy staff will offer a user-friendly, non-judgmental, patient-centred and
confidential service;

4.1.2. The screening service and associated support will be provided free of charge to
the patient;

4.2. Eligibility

4.2.1. The service may be provided to people aged 18 years of age and over who are
at high risk of contracting Hepatitis B or C or HIV, including injecting drug users,
sex workers, etc.;

4.2.2. Before accessing the service, an eligible person must provide consent to the
following, and consent must be documented in the HRDW:

4.2.2.1. undertake testing for hepatitis C and, where relevant, for hepatitis B and
HIV; and

4.2.2.2. the sharing of information with relevant laboratory testing services and
specialist clinicians for the purposes of continuing care; and

4.2.2.3. the sharing of information with the GP practice or person with whom the
patient is registered to provide general medical services; and

4.2.2.4. the sharing of information with any organisation(s) or person(s) with whom
the patient is engaged for the purposes of substance misuse treatment;
and

4.2.2.5. the sharing of patient name and contact details with Public Health Wales
Health Protection Team, as required by the Health Protection Legislation
(Wales) 2010.

4.3.The service may not be provided to any person who refuses to provide any of the
consent requirements set out in 4.2.2, or who lacks the capacity to consent.

4.4.Consent for testing under this service cannot be provided by a third party, including
someone holding Lasting Power of Attorney for Health and Welfare, or via a best interest
decision.
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4.5.In line with professional guidance, providers should not normally* provide the service to
people with whom they have a close personal relationship. In such circumstances, the
patient should be signposted to another appropriate testing location

4.6. Testing

4.6.1. Providers will offer appropriate advice and support to all patients pre- and post-
test, including the provision of approved blood borne virus patient information
materials that have been made available by the LHB/Public Health Wales;

4.6.2. Providers will routinely offer eligible patients either:

4.6.2.1. an Oraquick® HCV rapid antibody test, which tests for hepatitis C
antibodies; or

4.6.2.2. an NHS Wales approved dry blood spot test, (which tests for hepatitis C
RNA, hepatitis B antigen and HIV antibodies);

4.6.3. Patient consultations and tests will only be undertaken by a provider in a
consultation area meeting the requirements set out in clause 5.6;

4.6.4. Providers will make all reasonable efforts to inform patients of their test results
and to refer them to specialist services where appropriate, in line with locally
agreed processes.

4.7. Oraquick® HCV Rapid Antibody Test

4.7.1. Providers will support patients to undertake the test in line with the processes
set out in the Oraquick® HCV testing protocol;? results will be available within
20-40 minutes of completing the test;

4.7.2. If the patient wishes to leave the pharmacy prior to the result being available,
the provider will agree a means of contacting the patient to share their results
and discuss the next steps;3

1 In circumstances where refusal to provide this service would make it significantly less likely that the patient
would access testing, it may be permissible to provide the service to someone with a close personal relationship,
but this should only be done after careful consideration of the implications arising from the test result being
known and discussion with the responsible pharmacist and/or the superintendent pharmacist.

2 If the patient is unable to carry out the test themselves, the provider may take the swab, taking account of
extant infection prevention and control measures, refer the patient to another testing site, or offer a dry blood
spot test

3 The provider must ensure that the mechanism agreed will adequately preserve the confidential nature of this
information and that it is possible to confirm receipt and understanding of the result by the patient. As such, text
messages, or similar methods are unlikely to be suitable and a face-to-face discussion, or telephone call would
be most appropriate for communicating results.
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4.7.3.

4.7.4.

4.7.5.

In the unlikely event that the provider is unable to contact the patient in line with
clause 4.7.2, despite at least three attempts having been made, the result would
be added to the HRDW. On the next occasion the patient presents in a relevant
setting, this result will be discussed with the patient and a follow up test offered.

All results will be recorded promptly on the Harm Reduction Database Wales

For a negative antibody test result:

4.7.5.1. the provider will inform the patient that it is unlikely that they have been

previously exposed to the hepatitis C virus;

4.7.5.2. the provider will provide the patient with advice* relating to high risk

4.7.6.

behaviours and encourage re-testing in 6 months’ time if the patient is
considered at risk;

For a positive antibody test result

4.7.6.1. the provider will inform the patient that it is likely that they have previously

been exposed to the hepatitis C virus and advise that a dry blood spot test
should be undertaken as soon as practically possible in order to confirm
infection;

4.7.6.2. a DBST may be undertaken at the pharmacy, where available, or following

referral to an alternative local service provider.

4.8. Dry Blood Spot Test (DBST)

4.8.1.

4.8.2.

4.8.3.

4.8.4.

4.8.5.

A dry blood spot test may be offered to any eligible patient, including those who
have previously received a positive hepatitis C antibody test result e.g.
Oraquick® HCV Rapid Antibody Test;

The test will be undertaken as set out in the DBST protocol;

Upon completion of the test, the capillary card containing the dried blood sample
will be submitted with a completed blood borne virus virology form to the local
virology laboratory in a prepaid postage envelope;

Prior to the patient leaving the pharmacy, the provider will obtain contact details
for use when the test results are received back to the pharmacy;

Results will be communicated by the virology laboratory to the pharmacy, around
2 weeks following submission of the DBST card;

4 Advice should be supported with printed information, where made available by the LHB/Public Health Wales

Page 5 of 12



4.8.6. On receipt of the result, the provider will promptly record the test result on the
relevant section of HRDW;

4.8.7.

4.8.7.1.

4.8.7.2.

For a negative test result:

The provider will contact the patient, using the contact details obtained in
4.8.4, and arrange a suitable date and time to discuss the results at the
pharmacy;

The provider will inform the patient that it is unlikely that they have been
previously exposed to the hepatitis C virus. The provider will provide the
patient with advice relating to high risk behaviours and encourage re-
testing in 6 months’ time if the patient is considered at risk;

4.8.8. For a positive test result:

4.8.8.1.

4.8.8.2.

4.8.8.3.

Results will be entered on to HRDW by testing laboratory staff. This will
prompt a referral to the local BBV team, who will contact the patient to link
them onto treatment.

Where necessary, the provider will support specialist services in contacting
the patient, but results will always be conveyed by a member of the
specialist team;

After the results have been received by the patient, and where needed, the
provider will provide advice and support to patients with a positive test
result to maximise the chance that they will access treatment. This could
include promoting the benefits of the patient accessing treatment (Over
95% of hepatitis C cases can be cured with once daily oral tablets taken
for 8-12 weeks) and facilitating access to services for treatment and other
specialist support through provision of contact details and acting as a
liaison between the patient and specialist services.

4.9. All results, whether negative or positive, are confidential will only be shared directly with
the patient themselves and will not be disclosed by pharmacy staff to any other person,
without prior explicit patient consent.

5. CONTRACTOR RESPONSIBILITIES

5.1.

The contractor will ensure that, prior to entering into any agreement to provide the
service; they are satisfactorily complying with their obligation under Schedule 5 of
the National Health Service (Pharmaceutical Services) (Wales) Regulations 2020 to
provide pharmaceutical essential services and have a system of clinical governance
that is acceptable;

Page 6 of 12



5.2.

5.3.

5.4.

5.5.

5.6.

Contractors wishing to provide the service will apply to their Local Health Board,
using the required form. The service must not be provided until the pharmacy has
signed the service level agreement and returned this to the Local Health Board,

The contractor will ensure that all staff involved in the provision of the service are
aware of and operate according to suitable operating procedures;

The contractor will ensure that the pharmacy maintains quantities of testing kits
sufficient to meet expected demand and that these kits are securely stored in
conditions suitable for sterile medical equipment;

The contractor will ensure that patients are able to access appropriate health
promotion material and service information at the pharmacy;

The contractor will ensure that the service is only provided from a consultation area
which:

5.6.1. is a clearly designated area for confidential discussion which is distinct from the

general public areas of the pharmacy®

5.6.2. allows both the patient receiving the service and the provider to sit down together

and talk at normal speaking volumes without being overheard by other visitors
to the pharmacy or by any other person, including pharmacy staff;

5.6.3. ensures the dignity and privacy of the patient is maintained;

5.6.4. is of an appropriate size and layout to facilitate the safe completion of blood

borne virus screening;

5.6.5. has suitable facilities to ensure adequate hand hygiene and infection control can

be maintained;

5.6.6. has suitable arrangements for the safe disposal of sharps and clinical waste.

5.7.

5.8.

5.9.

5.10.

The contractor will ensure that appropriate arrangements are in place for the safe
use and secure storage of clinical waste containers, until their proper disposal;

The contractor will inform local substance misuse service providers and other
relevant organisations of the availability of the service;

The contractor will ensure that appropriate records are maintained within HRDW to
ensure effective ongoing service delivery and audit;

The contractor will ensure that records are kept confidential;

5 The service may be provided from another area of the pharmacy, provided that the pharmacy is closed to other
members of the public and that conditions 5.6.1 to 5.6.6 continue to be met.
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5.11.

5.12.

The contractor will ensure that all providers are appropriately covered by indemnity
insurance for all aspects that they are involved in related to the provision of the
service;

The contractor will have awareness of, and ensure the service is provided in
accordance with any relevant nationally agreed standards, this will specifically
include, but not be limited to, having appropriate procedures in place for:

5.12.1. identifying the risk of sharps injury and dealing with needle stick injuries;

5.12.2. infection prevention and control, including access to appropriate personal

protective equipment;

5.12.3. the appropriate management of sharps and clinical waste, including the

5.13.

5.14.

5.15.

5.16.

5.17.

5.18.

management of blood spillages.

The contractor will ensure that all staff involved in the provision of this service are
aware of the risks associated with provision, and are offered immunisation against
Hepatitis B. Records of vaccination for all providers will be maintained, including
where providers have declined the offer of vaccination;

The contractor will have appropriate arrangements in place to maintain service
continuity and take all reasonable steps to ensure that patients are able to access
this service. In the event of unforeseen service unavailability, the contractor will
signpost patients to alternative providers.

The contractor will notify the relevant Health Board, of circumstances which result in
the temporary unavailability of the service for any period which would preclude
patients from access to testing in that period,;

The contractor will participate in any reasonable publicity of the availability of the
service required by the Health Board and will not publicise the availability of the
service other than with the prior agreement of the Health Board;

The contractor will participate in any reasonable evaluation/review of the service
required by the Health Board, including the reporting of any incidents to the Medical
Director of the relevant Health Board.

The contractor will ensure that the service is provided only by registered
pharmacists, pharmacy technicians, trainee pharmacists or other members of staff
who meet the requirements set out in clause 6.1 and who they believe are
appropriate skilled and experienced to carry out the tasks under this service that they
have been assigned.

6. PROVIDER RESPONSIBILITIES

6.1.

Prior to providing this service, individuals will:
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6.1.1. Meet the training requirements relevant to this service, as set out by Health

Education and Improvement Wales (HEIW) within the National Clinical Service
Accreditation (NCSA) portal; and

6.1.2. Have successfully completed an enhanced Disclosure and Barring Service

check with NWSSP; and

6.1.3. Have access to the Harm Reduction Database Wales; and

6.1.4. Have been offered vaccination against Hepatitis B;® and

6.1.5. Have their names included in the All Wales Pharmacy Database for the service.

6.2.

6.3.

6.4.

6.5.

Providers will undertake appropriate continuing professional development relevant
to the provision of this service;

Providers will ensure that they are covered by appropriate indemnity insurance
arrangements covering the provision of the service;

Providers will have an awareness of relevant prescribing policies and guidance in
use in each Local Health Board area in which they provide the service so far as they
relate to the provision of blood borne virus screening.

Pharmacists, pharmacy technicians, and trainee pharmacists providing this service
will ensure that their practice complies with all relevant standards required by the
General Pharmaceutical Council.

PUBLIC HEALTH WALES AND HEALTH BOARD RESPONSIBILITIES

7.1.

7.2

7.3.

Public Health Wales, or its authorised officer, will make supplies of Oraquick® HCYV,
dry blood spot testing kits, and associated consumables available to participating
contractors;

Public Health Wales, or its authorised officer, will establish suitable arrangements to
allow the laboratory analysis of dry blood spot tests undertaken by participating
contractors;

Public Health Wales, or its authorised officer, will make relevant health promotion
material available to pharmacies;

6 The cost of vaccination against Hepatitis B may be claimed back from the LHB, on submission of evidence of
costs incurred (e.g. an invoice from a vaccine provider). Where the vaccine is provided by the employer, only the
cost of the vaccine will be reimbursed.
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7.4.

7.5.

7.6.

7.7.

7.8.

7.9.

7.10.

7.11.

7.12.

Health Boards, or their authorised officers, will establish suitable arrangements for
the collection from the pharmacy of clinical waste resulting from the provision of the
service;

Health Boards, or their authorised officers, will determine the fees and allowances
payable in respect of the service, in consultation with Community Pharmacy Wales;

Health Boards will enter into a Service Level Agreement (SLA) with all pharmacies
commissioned to provide the service. The format of the SLA will be determined
locally but its content will not contain additional requirements over and above the
provisions of this specification;

Health Boards, or their authorised officers, will provide details of relevant local
services, including any relevant telephone numbers, to which providers can signpost
patients requiring further assistance. Health Boards will also have in place
reasonable measures to ensure that pharmacies and other stakeholders are aware
of local service provision;

Health Boards/Public Health Wales will put in place appropriate arrangements to
communicate the service to the target population;

Health Boards, or their authorised officers, will ensure that procedures are in place
to facilitate effective communication and referral between providers and appropriate
local NHS services;

Health Boards/Public Health Wales, or their authorised officers, will support the
resolution of difficulties so far as they relate to issues within the control of the Health
Board;

Health Boards, or their authorised officers, will support the handling of any
complaints or issues relating to the service so far as they relate to issues within the
control of the Health Board.

Where requested, the Local Health Board will provide advice and support to
providers who have had to have difficult conversations with patients regarding their
test results, including where results have led to any adverse patient
behaviours/events.

WELSH GOVERNMENT RESPONSIBILITIES

8.1.

8.2.

The Welsh Government will provide access to the Harm Reduction Database Wales
to allow recording of relevant service information for the purposes of audit and
claiming payment

The Welsh Government will make provision for the Harm Reduction Database Wales
to be available to each pharmacy providing the service;
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10.

8.3.

8.4.

8.5.

The Welsh Government will make provision for the details of each pharmacy
providing the service to be included in the All Wales Pharmacy Database;

The Welsh Government will make provision for the details of providers of the service
to be included in the All Wales Pharmacy Database, and will ensure reasonable
access for contractors wishing to verify the inclusion of providers on this list;

The Welsh Government will make provision for an appropriate level of service
performance information to be available to the contractor, health boards, other
organisations of NHS Wales (e.g. Public Health Wales NHS Trust), and to
Community Pharmacy Wales.

CONFIDENTIALITY AND DATA PROTECTION

9.1.

9.2.

9.3.

9.4.

Contractors will ensure that any individual involved in the provision of this service
will not, whether during or after their appointment, disclose or allow to be disclosed
to any person (except on a confidential basis to their professional advisers) any
information of a confidential nature acquired by them in the course of carrying out
their duties under this agreement, except as may be required by law.

Contractors will protect personal data in accordance with the provisions and
principles of extant data protection legislation and the Confidentiality: NHS Wales
Code of Practice, and will ensure that all staff that have access to such data are
informed of, and comply with this requirement.

Contractors will, at all times, ensure that appropriate technical and organisational
security measures are taken against unauthorised or unlawful processing of
personal data and against accidental loss or destruction of, or damage to, personal
data.

Contractors will be aware that the any information held by the Welsh Government,
Local Health Boards or their authorised officers, may be subject to disclosure under
the Freedom of Information Act.

AUTHORISED OFFICERS

10.1.

10.2.

For the purpose of the service the Welsh Government, Public Health Wales, and
Health Boards will inform the provider of the details of any officer authorised to act
on its behalf.

Any notice, information or communication given by the authorised officer will be
deemed to have been given by the Welsh Government, Public Health Wales, or
Health Board as the case may be.
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11.

12.

REVIEW VARIATION AND TERMINATION

11.1. The service specification will be reviewed by the date specified on the front sheet of
this document, or at the request of Community Pharmacy Wales, or a Local Health
Board;

11.2. Variation to the service specification, competency and training frameworks or the
Choose Pharmacy application will only be made in consultation with the Welsh
Government and Community Pharmacy Wales;

11.3. Contractors will be notified of any variations to the service specification in writing. No
variation to the specification will apply until 90 days after than notice is received,
unless agreed by the contractor;

11.4. Contractors may cease to provide the service by giving 90-days’ notice in writing to
the Local Health Board.

11.5. In the event of a contractor (or provider engaged by them) failing to meet one or
more obligations set out in this document, LHBs may terminate this agreement with
immediate effect

FEES AND ALLOWANCES

12.1. Contractors will receive the professional fee set out in the Drug Tariff on each
occasion that a Hepatitis C test result is reported via the Harm Reduction Database
Wales

12.2. Contractor claims will be submitted automatically following month end, using data
recorded by the contractor on the Harm Reduction Database Wales;

12.3. Fees and allowances will be paid monthly in arrears;

12.4. Claims for payment will be subject to Health Board arrangements for Post Payment

Verification
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