Emergency Response to Critical Staffing
Purpose
The purpose of this guidance is to expand the existing emergency response to critical staffing guidance to include the option for establishments suffering acute staffing shortages to apply to use the exceptional contact isolation reasonable excuse for critical workers. This has now been approved to include all operational staff in HMPPS Prisons and Approved Premises (APs). This guidance is for prisons only and separate guidance has been published for use in probation settings. 
This guidance does not replace the recently published Resource Support Guidance which continues to set out what resource support is available and how it can be accessed from July 2021 and describes the circumstances in which payment plus (PP) can be approved, the reporting and assurance requirements, and the point at which additional help can be sought from the Operational Resourcing and Stability Panel. 
This guidance provides additional guidance around the options available to establishments in scenarios where a critical staffing position is reached and the options in the resource support guidance have been exhausted. 
Overview
If an establishment reaches a critical staffing position (often seen through rapid deterioration of staffing overnight with contact from a positive case(s)) the following protocol should guide decision making.   This RAG rated protocol denotes the route of escalation.
	

	· Use of existing TOIL within the prison to cover shortfall.
· Use of Payment Plus within the establishment to cover shortfall. 
· Review regime provided considering safety, stability and National Framework stages in line with the Regime Management Plan.
· PGD response within Group via redeployment/ detached duty.

	

	· Request to Operational Resource and Stability Panel for national support.

	

	· Consider Operational Emergency and staffing extensions with confirmation from Gold.
· Use of Exceptional Contact Isolation Reasonable Excuse for critical workers, approved by Executive Director/Gold and confirmed by the Chief Operating Officer.



National Detached Duty
Please refer to the National Detached Duty Guidance.
This can be accessed at: https://hmppsintranet.org.uk/ersd-guidance/2020/05/29/cross-site-working/

Exceptional Contact Isolation Reasonable Excuse for critical workers
Ahead of the 16 August changes when all fully vaccinated contacts will no longer have to self-isolate in limited and very specific circumstances where there is a serious risk to public welfare and critical infrastructure as a result of individuals being unable to work, a reasonable excuse from contact isolation can be granted.  This will only apply to fully vaccinated staff (defined as someone who is 14 days post-second dose – and where other controls are in place ie. PCR and LFD testing).  This is not a complete excusal from self-isolation: employees would still be required to self-isolate unless at work or travelling to and from it. 
When sourcing volunteer staff, consideration should be given to specialist tasks which may only be executed by appropriately trained staff.  For example, ECR staff and Category A drivers.  
This excusal will require each person identified to be named and approval given by the Chief Operating Officer or an SCS2 grade in her absence.  This request for excusal will be made with Executive Director/Gold approval and effectively will seek authority from the COO for the prison to act with the excusal. This must be reviewed after 7 days.
Once an establishment is cleared to use this measure, Health Resilience Leads (contact tracing leads) in establishments will contact staff who are named contacts requesting that they return to work if they are not symptomatic, they consent to the required testing regime, and they choose to do so. Staff who do not choose to volunteer to return to work must not suffer any repercussions as a result of their decision. 

Establishments should consult Gold for advice around avenues of support available. 

The central guidance around the excusal is quickly evolving and developing and therefore it may be necessary for us to update our guidance in the near future. Establishments are advised to remain alert for any future updates to the policy position.

Approval Process

To seek approval the PGD will request Executive Director authority for a site and they will confer with Gold to seek national validation and the COO’s authority.  This decision will be entered into the Gold log. The staff identified locally will be written to formally by the prison using Annex A (which gives them authority to not isolate when attending work) and their details in Annex B will be submitted to Gold who will in turn submit this to the DHSC lead at Critical.Workforce.Request@dhsc.gov.uk on behalf of the COO.

Establishments applying to use the reasonable excusal should use the form provided below. 






Conditions

Staff who agree to volunteer to work during their isolation period are subject to a number of conditions: 

a. The individual would have to self-isolate until a negative PCR test result. It may be reasonable if strictly necessary to go to work before receiving the results of the PCR test, but only if they have taken an LFD test just before doing so and received a negative result.
b. The individual would take daily LFD tests, report the results daily to the line manager and self-isolate immediately if they test positive.
c. The individual would have to self-isolate if they show any Covid-19 symptoms, no matter how mild and get a new PCR test. They would then need to self-isolate and could only go to work if the new PCR test was negative.
d. The individual would only leave self-isolation to attend - and travel to and from – work for specific, named purposes. 
e. The individual could, if strictly necessary, travel on public transport or with others to and from work but would have to wear a face covering at all times.
f. Social distancing should be optimised and, wherever possible, maintained at all times in the workplace. Face coverings should be worn at all times.
g. Individuals would be advised to avoid breaks/meals with other staff and other social contact in enclosed spaces with other staff. Establishments are asked to consider deployment of volunteer staff to avoid close working to vulnerable colleagues or prisoners. 

Establishments must refer to the Reasonable Excuse for Isolation Testing guidance for the operational Guidance and further details around the operation of daily testing. 





If staff develop symptoms or test positive, they will need to self-isolate immediately, wait for the results of their follow-up PCR test, and follow the standard Government Covid guidelines.



















Annex A
Dear XXemployeeXX
HMP XXX

Self-isolation remains an essential tool in the country’s efforts to reduce the spread of coronavirus. However, there are situations where self-isolation of close contacts can result in disruption to critical services. I consider that your case, the impact of that disruption presents a reasonable excuse for you as a key individual to leave self-isolation for the purposes of undertaking critical work. In reaching this view, I have followed a process and criteria agreed with the Department of Health and
Social Care.

I therefore consider that, subject to you being fully vaccinated (14 days post second dose of an MHRA-approved vaccine), that you have a reasonable excuse not to self-isolate for a 7 day period in order to enable you to perform the critical tasks as a Prison Officer at HMP XX

At all other times you must continue to self-isolate. Having a reasonable excuse not to self-isolate for a limited period and for limited purposes does not remove the requirement for you to comply with the legal duty to self-isolate at all other times. It remains an offence not to self-isolate in breach of the duty. It is ultimately for those enforcing the duty to determine what is and is not a “reasonable excuse”. However, it is our firm opinion where an individual leaves self-isolation for the purposes, and in accordance with the terms set out in this letter, that you have legitimate ground for arguing that they have a reasonable excuse. You may wish to show this letter to any enforcing body if challenged.

To mitigate against the risk of onward transmission, the following conditions will
apply:
● You will self-isolate until a negative PCR test result is obtained. It may be reasonable if strictly necessary to go to work before receiving the results of the PCR test, but only if an LFD test is taken just before doing so and you receive a negative result.
● You will take daily LFD tests, report the results daily to your establishment and self-isolate immediately if you test positive and PCR twice weekly.
● You will have to self-isolate if you show any Covid-19 symptoms, no matter how mild.
● You will only leave self-isolation to attend – and travel to and from – work for specific, named purposes.
● You may, if strictly necessary, travel on public transport or with others to and from work but should wear a FRSM face covering at all times.
● Social distancing should be optimised and, wherever possible, maintained at all times in the workplace and face coverings/masks should be worn at all times.
● You will have only limited/essential access to shared areas, such as canteens and staff rooms.
●You will be deployed to lower risk or lower contact roles wherever possible.

This position will be reviewed on [insert date no more than 7 days after date of issue]

Signed: GOVERNOR HMP XX
On Behalf of Michelle Jarman-Howe, Chief Operating Officer, HMPPS


Annex B
To Ministry of Justice Workplace Lead (Prisons)

Self-isolation remains an essential tool in the country’s efforts to reduce the spread of coronavirus. However, there are situations where self-isolation of close contacts can result in disruption to critical services. I consider that in this case, the impact of that disruption presents a reasonable excuse for key individuals to leave self-isolation for the purposes of undertaking critical work. In reaching this view, I have followed a process and criteria agreed with the Department of Health and Social Care.
I therefore consider that, subject to their being fully vaccinated (14 days post second dose of an MHRA-approved vaccine), the following individuals have a reasonable excuse not to self-isolate. However, that reasonable excuse will only apply for the period during which it is necessary for the individual not to self-isolate so that they can perform the critical tasks set out below.
● [Individual’s name / task to be completed]
● [Individual’s name / task to be completed]
● [Individual’s name / task to be completed]

At all other times the individual should continue to self-isolate. Having a reasonable excuse not to self-isolate for a limited period and for limited purposes does not remove the need for the individual to self-isolate if they have been instructed to do so by NHS Test and Trace or by the NHS Covid-19 app. Where an individual is under a legal duty to self-isolate, it will remain      an offence not to self-isolate in breach of the duty.
Where an individual has been instructed to self-isolate by NHS Test and Trace, it is ultimately for those enforcing the duty to determine what is and is not a “reasonable excuse”. However, it is our firm opinion where an individual leaves self-isolation for the purposes, and in accordance with the terms set out in this letter, they will have legitimate ground for arguing that they have a reasonable excuse. We will provide a letter to be sent to the named individuals explaining this for them to show an enforcing body if necessary.
To mitigate against the risk of onward transmission, the following conditions will apply:
· The individual will self-isolate until a negative PCR test result is obtained. It may be reasonable if strictly necessary to go to work before receiving the results of the PCR test, but only if the individual has taken an LFD test just before doing so and received a negative result.
· The individual will take daily LFD tests, report the results daily to the line manager and self-isolate immediately if they test positive.
· The individual will have to self-isolate if they show any Covid-19 symptoms, no matter how mild.
· The individual will only leave self-isolation to attend – and travel to and from – work for specific, named purposes.
· The individual may, if strictly necessary, travel on public transport or with others to and from work but should wear a face covering at all times.
· Social distancing should be optimised and, wherever possible, maintained at all times in the workplace and face coverings should be worn at all times.
· Individuals should have only limited/essential access to shared areas, such as canteens and staff rooms.

At all times the employer remains responsible for assessing all health and safety implications of permitting the individual to attend work.


This position will be reviewed on [insert date no more than 7 days after date of issue]

On Behalf of Michelle Jarman-Howe, Chief Operating Officer, HMPPS
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Exceptional Contact Isolation Reasonable Excusal for Critical Workers  Establishment Request 

In line with the revised ‘Emergency Response to Critical Staffing ‘ document, ahead of the 16 August changes when all fully vaccinated contacts will no longer have to self-isolate in limited and very specific circumstances where there is a serious risk to public welfare and critical infrastructure as a result of individuals being unable to work an excusal from contact isolation can be granted.  

Where establishments have exhausted the Green and Amber protocol options listed in the document, they are able to make a request to the Chief Operating Officer, via the Executive Director and Gold to utilise the exceptional contact isolation reasonable excusal for critical workers. 

This will only apply to fully vaccinated staff (defined as someone who is 14 days post-second dose – and where other controls are in place ie. PCR and LFD testing).  This is not a complete excusal from self-isolation: employees would still be required to self-isolate unless at work or travelling to and from it. 

Establishments should complete this form and submit it to the Executive Director and then COVID-19 Gold for approval. Gold will then submit it to the Chief Operating Officer for final approval. Once approved, this will provide authority from the COO for the prison to act with the excusal.  This must be reviewed after 7 days.

SECTION 1: ESTABLISHMENT INFORMATION

		Establishment Information



		Establishment Name:

		



		Governor Name: 

		



		Date of Request: 

		



		Date reasonable excusal requested for (note the excusal must be reviewed after 7 days):

		



		Current National Framework Regime Stage:

		



		Current Outbreak Status: 



*If site is in outbreak, please include detail on the number of positive cases.

		



		Details about staffing constraints and requirements for staffing cover:

		Please include information on Staffing figure, Current absences, Current absences due to test and trace, Impact of absences on regime delivery and Any other local intelligence. 















SECTION 2: REASONABLE EXCUSAL REQUEST INFORMATION

To be completed by establishment.

		Requirement	

		Check



		Green Emergency Staffing Protocol Options

		



		Has the establishment made use of all existing TOIL and Payment Plus schemes within the prison to cover shortfalls?

		☐



		Comments: 





		

		



		



		Has the PGD explored supporting the establishment within group via redeployment/detached duty?

		☐



		Comments:



		



		Has the establishment reviewed their regime provision considering safety, stability and National Framework stages?

		☐



		Comments:

		



		Amber Emergency Staffing Protocol Options

		



		Has the establishment made a request to the Operational Resource and stability panel for National support?

		☐



		Comments:









SECTION 3: VOLUNTEER STAFF INFORMATION

The reasonable excusal applies to fully vaccinated staff only (defined as someone who is 14 days post-second dose. Establishments are required to ensure that volunteer staff who have agreed to work shifts have self-declared their fully vaccinated status. Establishments are only able to utilise volunteer staff who have agreed to come work shifts during their isolation period and cannot direct staff to come in who do not volunteer. 

Establishments are asked to list below the names of staff who have agreed to volunteer to work with the reasonable excusal. Establishments can add lines to the table below to cover all the staff who have volunteered and are asked to supply information about the shifts they have agreed to work during the excusal period. 

		Staff Member	

		Check



		1. Name:

		



		Self-declared fully vaccinated:

		☒



		Agreed shift information: 





		2. Name:

		



		Self-declared fully vaccinated:

		☒



		Agreed shift information: 





		3. Name:

		



		Self-declared fully vaccinated:

		☒



		Agreed shift information: 





		4. Name:

		



		Self-declared fully vaccinated:

		☒



		Agreed shift information: 









SECTION 4: PGD and Executive Director Sign Off

PGD Name: 

Date:

PGD Comments:

		







Executive Director Name:

Date:

Executive Director Comments:

		







SECTION 5: Gold Command Sign Off 

Gold Command Name:

Date: 

Gold Command Comments:

		







SECTION 6: Chief Operating Officer

COO Name*:

Date: 

COO Comments:

		





*Where the Chief Operating Officer is unavailable, an SCS2 grade can approve requests in her absence. 

This application has been:

APPROVED 	☐

DECLINED	☐

Sign off date: 

Reasonable Excusal Commencement Date:

Reasonable Excusal Commencement Time:

The reasonable excusal period must be reviewed after 7 days. If the establishment requires further staff following this period, a separate request must be made. 



SECTION 7: INFORMATION SHARING 

HMPPS have a responsibility to inform DHSC whenever we operate the reasonable excusal from self-isolation for our staff. HMPPS COVID-19 Gold will formally update DHSC when an establishment is approved to operate the reasonable excusal. 

COVID-19 Gold: 

DHCS Informed ☐

Date Informed: 
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[bookmark: Introduction]Introduction

The Reasonable Excuse from Isolation Testing (REIT) model is supported by the critical worker assessment which is available to a range of settings in exceptional circumstances, including prisons, approved premises and healthcare. The assessment process allows public health officials to undertake a risk assessment and withdraw a notification to self-isolate if a contact self-isolating, and not working, creates a greater public health risk than them attending work where appropriate mitigations are in place. The document ‘Emergency Response to Critical Staffing‘ supports the methodology for the reasonable excuse for fully vaccinated close contacts to leave self-isolation to perform critical work



This model of testing is designed to support establishments to offer a programme of testing known as ‘Reasonable Excuse from Isolation Testing’ (REIT) to staff who have been instructed by NHS Test and Trace or their HMPPS Health Resilience Lead (HRL) to isolate following a close contact with a person who has tested positive for Covid-19. The LFD testing is to assist in safely getting staff back to work.



This model will involve the consenting member of staff undertaking 1 PCR test and then daily  LFD tests in their own home throughout a 10-day period (usually the isolation period following a positive contact after notification from NHS Test and Trace or an HRL) to enable them to safely attend the workplace if the results are negative. The individual would only leave self-isolation to attend - and travel to and from – work for specific, named purposes. Having a reasonable excuse not to self-isolate for a limited period and for limited purposes does not remove the requirement for the individual to comply with the legal duty to self-isolate at all other times. There will be some further exemptions to this, and this is explained further on in this guidance. 



This model can be implemented at a qualifying prison provided they meet the threshold requirements and have been through the outlined approval route (provided within this document).



If implemented, REIT will be available to all staff that are deemed essential to the running of the prison, that have received both doses of the Covid-19 vaccine (plus 14 days) and consent to undertaking testing to support attend the workplace - this is not grade/role specific and will be a local decision as to who will be eligible. 



What is a Lateral Flow Device (LFD)? A Lateral Flow Device (LFD) test is a throat and nose swab which is placed into a developing fluid and then on to a testing strip. Results are received within 20-30 minutes of the test being developed

What is a PCR test? A PCR test is a throat and nose swab which is then sent to a laboratory for testing.



Roles and Responsibilities



The Governor/Director 

One of the biggest risks to the organisation is staffing resilience. Absences can escalate through the pandemic and can impact the stability of regimes and safety.  Governors/Directors should monitor their staffing position and consider whether REIT is required. The Governor should request authorisation to implement REIT from HMPPS Gold command. 

Governors/Directors will be responsible for deciding which roles/grades are deemed essential to the safe running of the prison and who should be eligible to take up the option of REIT when offered according to the criteria outlined in the testing model.  

Governors/Directors are to consult with recognised trade unions when deciding the best approach for implementing REIT locally. 

This role requires a SPOC to be responsible for organising, agreeing and overseeing the testing arrangements and ensure this is implemented and communicated effectively. The Governor should delegate this task to the Health Resilience Lead. 

The Health Resilience Lead (HRL) 

The role of the HRL will be to work with the HMPPS Testing Team to ensure they have everything ready to set up the REIT programme. They will need to have full knowledge of the requirements and to keep up to date with and implement any new actions. 

The HRL will be expected to work with the Governor to identify staff to volunteer to assist them with this work, if necessary. This role can be delegated to an appropriate trained person, but the HRL will have oversight of the process, ensuring that Infection Prevention Controls are in place and that the programme maintains the Covid Secure environment requirements. For the purposes of this document, tasks that are attributed to the HRL can be carried out by an appropriate delegate. 

IMPORTANT: HRLs should read through this, and all associated documents to ensure that they are familiar with the process and the required actions. They should be proactive in their approach to seeking clarification from the HMPPS Testing team if there is anything that is unclear. 

There will be an element of administrative work required, although this is not thought to be extensive - this must be accurate and timely as this will involve tracking and reporting on the testing of consenting participants and collating and reporting the results of tests to the HMPPS Testing team on a weekly basis. 

Some engagement work may be required to monitor engagement rates and encourage participation. 

Staff can volunteer locally to be part of the REIT testing team, and such tasks will be completed within work hours. 

HMPPS Testing Team

The HMPPS Testing Team are the HRL’s point of contact for any question or queries on REIT. We will:



· Support HRLs as they co-ordinate the programme across their areas 

· Communicate any programme changes as directed by HMPPS, PHE or the Department of Health and Social Care (DHSC)

· Maintain programme documentation and ensure updated versions are made available



If you aren’t sure who your contact is in our team, email us directly on HMPPSTesting@justice.gov.uk 

Documentation

This guidance and associated annexes (see last page) are underpinned by the documents below which are provided by the Department of Health and Social Care (DHSC)

DHSC Clinical Standard Operating Procedure (SOP)

This programme is underpinned by the clinical SOP for Self-Collect which is provided by DHSC and must be used alongside this HMPPS document. This SOP is regularly updated to reflect any changes in policy and procedure. As new iterations are released, the HMPPS Testing team will share these with you and will highlight any changes. 

It is the responsibility of the HRL to ensure that they are familiar with the content of the most up to date DHSC SOP and that they and their team are adhering to the required standards. 

Local Authorisation to Implement REIT 



Governors/Directors should monitor their staffing position and consider whether REIT  is required. The Governor should request authorisation to implement REIT from HMPPS Covid Gold command. 

This request to HMPPS Covid Gold should be made in line with the guidance and form provided in the Emergency Response to Critical Staffing Guidance. 

HMPPS Gold command will communicate their decision to the Governor/Director within 24 hours of the request. 

The Testing Model



Who does this model apply to?

In order to mitigate the increased risk associated with attending work, the following mitigations must be implemented:



· The staff member must be fully vaccinated, defined as having received both doses of an MHRA approved vaccination, with 14 days having elapsed since the final dose. 

· The staff member should undertake a PCR test and self-isolate until they receive the result. It may be reasonable if strictly necessary to go to work before receiving the results of the PCR test, but only if they have taken and LFD test just before doing so and received a negative result.

· They should undertake daily LFD tests prior to starting work each day. Test results should be reported to NHS Test and Trace via the web portal and to the line manager. Any staff member who has a positive LFD test during this period should not attend work and should isolate immediately.

· The individual would have to self-isolate if they show any Covid-19 symptoms, no matter how mild and get a new PCR test. They would then need to self-isolate and could only go to work if the new PCR test was negative. 

· The individual would only leave self-isolation to attend – and travel to and from – work for specific, named purposes. 

· The individual could, if strictly necessary, travel on public transport, or with others to and from work but would have to wear a face covering at all times. 

· Social distancing should be optimised and, wherever possible, maintained at all times in the workplace. Face coverings should be worn at all times. 

· Individuals should be advised to avoid breaks/meals with other staff and other social contact in enclosed spaces with other staff. 

· The staff member should not work with clinically extremely vulnerable staff, patients or residents, as determined by the organisation



This model supports a member of staff who has received both doses of the Covid-19 vaccine (plus 14 days) in being permitted to return to work sooner than the outlined mandated isolation period. This model does not apply if a member of staff has had a positive test in the past 90 days (Either LFD or PCR. This model also does not apply to those that have only received one dose of the vaccine). 

Staff will be expected to self-declare their vaccination status in order to take part in this programme. They will not be asked to provide proof. 

This model will rely on agreement from the prison and the member of staff that the individual can return to perform critical duties. The individual would be within their rights to refuse to return to work.  

At all other times the individual must continue to self-isolate. Having a reasonable excuse not to self-isolate for a limited period and for limited purposes does not remove the requirement for the individual to comply with the legal duty to self-isolate at all other times. It remains a criminal offence not to self-isolate in breach of the duty. What this means is that isolation can only be broken to attend work duties. This exemption from isolation does not apply to any social activities and isolation rules must still be observed outside of scheduled work duties.

A letter providing legal explanation for breaking isolation early is to be issued to the participants. (Provided within the ‘Emergency Response to Critical Staffing’ document). Participating staff must carry this letter with them when breaking isolation so that in the event they are stopped by the police they can show the letter and avoid the fixed penalty fine being issued.

Undertaking REIT testing is by consent and is voluntary. This model should only be implemented by consent. If the member of staff does not wish to take part in this model, the full isolation period should be observed. (See exemptions below). 

Frequency and Timing of Testing 

Members of staff who have been contact traced, are considered eligible and consent to participating in REIT will follow the timeline for testing as below. A flow chart has also been provided as Annex G.



The individual will be required to self-isolate until a negative PCR test result has been received. It may be reasonable if strictly necessary to go to work before receiving the results of the PCR test, but only if they have taken an LFD test just before doing so and received a negative result.



		The REIT Testing Regime



		Day

		Action



		2 days previous

		Contact likely to have happened between member of staff and positive case

(contact tracing can take 2 days)





		1 day previous



		



		Day 0 



		The member of staff is contacted (by HRL or the NHS Test and Trace) and informed of potential contact. The member of staff is then instructed to isolate in line with Government guidelines and given opportunity to take part in REIT. If possible, PCR test to be taken. PCR test to be returned to the laboratory using Royal Mail.  Isolation continues until the PCR result is known. 

It may be reasonable if strictly necessary to go to work before receiving the results of the PCR test, but only if they have taken and LFD test just before doing so and received a negative result.





		Day 1 

 

		The member of staff takes 1 X PCR test (if not taken the day before) and 1 X LFD test at home. PCR test to be returned to the laboratory using Royal Mail.  Isolation continues until the PCR result is known. 

It may be reasonable if strictly necessary to go to work before receiving the results of the PCR test, but only if they have taken and LFD test just before doing so and received a negative result.





		Days 2-10

		The member of staff takes an LFD at home. If the PCR result has been returned as negative AND if the LFD result is negative and they are due to work that day, they can attend the workplace. If either the LFD of the PCR result is positive, 10 days isolation must commence. 

If the PCR result is still outstanding, LFD testing should continue but the member of staff will not be able to attend the workplace. 

(It may be reasonable if strictly necessary to go to work before receiving the results of the PCR test, but only if they have taken and LFD test just before doing so and received a negative result.)









If any result is POSITIVE or if the member of staff becomes symptomatic (even mild symptoms) – the member of staff must isolate for the full 10 days from the day of the positive test /becoming symptomatic and inform the prison HRL.  A confirmatory PCR should be carried out as instructed by NHS Test and Trace in order to identify new positive contacts. No further LFD tests will be required. 

Exemptions



Recent positive tests

Staff who have had a positive PCR result within the last 90 days; will not be able to participate in this programme until after the 90 days has lapsed. This is due to residue of the virus remaining in their system which may lead to false positive results. If they become symptomatic; they are to seek medical advice.

Staff who do not consent

Members of staff who have been identified as a positive contact but who do not wish to participate and consent to REIT must observe the full isolation period as outlined by the Government guidelines. 





Staff vaccine status

This model is not open to those that have not had any covid vaccinations OR have only received one dose of the vaccine OR have received their second dose within the past 14 days. 

Setting up the REIT testing



Ordering and storage 



Your current ordering process of PCR and LFD kits for staff weekly testing should be adjusted according to demand.



The LFD test kits come in boxes with 7 tests which are to be handed out to individuals participating in REIT.  Two boxes of 7 will be required for each participant as they will be required to take 10 LFD tests through the course of the programme. These can be taken from current workplace collect stock levels and re-orders placed in the usual way. 



LFD Test kits must be stored between 2°C and 30°C whilst in storage and between 15°C and 30°C when testing. 



Training

Some Mandatory training is required to undertake any of the roles in the testing team (Not required for individuals undertaking the testing). 

1. DHSC have provided a webinar which walks through the end-to-end process of kit distribution. All staff who will be involved in the distribution of testing kits must watch this. 

This can be accessed as many times as needed. The webinar can be accessed here: https://event.webcasts.com/viewer/event.jsp?ei=1444723&tp_key=aac65016fd

2. Additional Mandatory training is required. All staff involved in the test distribution process should undertake the mandatory training for the Workplace Collect Model. You can access the online part of the training requirement through the following link. 

https://go.tessello.co.uk/TestDeviceTraining/.

Initial registration is via token 3wkcVi4UTX then you’ll be prompted to set up an individual account and password (which is very quick and easy to do). Once an account is set up, test site staff will be able to access the online training at any time.

Issuing of kits to participants



If the member of staff does not have any LFD test kits at home, consenting and eligible staff that have commenced their isolation period are to be sent the correct amount of testing kits required for REIT by Royal Mail next day delivery to their home address (2 x Boxes of 7 LFD test kits and 1 x PCR test kit).  Staff are to follow the testing guides enclosed in the test kits. The HRL should request the member of staff’s home address from the member of staff in order to organise for the testing kits to be posted to the member of staff. This information should not be used for any other reason and must be handled securely. 



If a member of staff is contacted by the HRL or Test and Trace whilst at work; they can collect their test kits prior to leaving work (2 x Box of 7 LFD test kits and 1 x PCR test kit). 



The issuing of the LFD test kits should be recorded under the prison’s ‘Workplace collect’ programme and this should be followed to ensure the test kits are handed over safely and are recorded on the distribution log to ensure swift tracing in the event that a batch recall is instigated. 



Recording LFD kit distribution

The HRL will record the details of all test kits issued to each staff member on the Test Kit Issuing Log through the workplace collect programme (example at Annex H). 

· Sites must capture a record of which participant receives which LFD test kit set. This enables devices to be tracked through the distribution network in case of recalls.

· This record must be captured every time test kits are given to a member of staff. 

· The file name format should be: [Site Location Identifier] -YYMMDD –COVID-19 Test Kit Log v[x]. 

· This will help with the identification of data if a recall is required.



Risk Assessment

HRLs will be responsible for referring to the Generic Risk assessment to ensure that all risks and mitigating actions have been considered. 



PPE

Staff involved in issuing the testing kits will be required to wear the correct PPE and adhere to infection prevention control measures (IPC) as outlined in the SOP.  

 

All staff need to be reminded of the importance of IPC guidance. Regular handwashing and consistent social distancing are key to ensuring safety for all.



This is enabled and supported by frequent cleaning of the Collection Point and high touchpoint areas. Sites should ensure they have sufficient stock of PPE on site for the staff 



Communications and Engagement



Communicating REIT to staff 



A number of documents have been provided to help you to promote this programme to your staff. You may wish to carry out staff briefings to outline the process, set expectations and answer any questions. It is sensible to make all staff aware of the option to undertake REIT at the outset so that staff are already aware of REIT in the event of contact from the tracing lead.

You have been provided with a Notice to Staff (Annex B) which you should display in the establishment to inform staff of this testing programme.  A Participation Information Sheet and Consent form (Annex C) has also been provided that should be shared with the member of staff in the event of a positive case contact. These should be made available to staff alongside the privacy notice so that a choice to participate can be made by the individual. 

The HRL should advise staff of the testing process and provide them with the Participation Information Sheet and Consent form (Annex C) taking time to explain and answer any questions they may have

Informed Consent 

Undertaking testing is by consent and is voluntary. Testing will take place in the consenting member of staff’s home address and documents can be sent electronically to the member of staff as well as to be included in the parcel of test kits being sent to member of staff. 



If the staff member does not give consent, they cannot be tested. Testing is voluntary and member of staff will have to remain in isolation. 



If consent is given, collect the signed consent form and store securely as per local arrangements. Consent forms can be returned electronically by the member of staff to the prison.



Registration of test kits and results 



Registering LFD tests



The participating member of staff will be required to report the results of each LFD test taken under REIT to two places









1. Staff will report their own LFD results to the NHS. (Positive, Negative and Void)

Results of the tests must be registered on the NHS T&T portal by the individuals using them. https://www.gov.uk/report-covid19-result 

On the portal the participant should select that they are registering their test kit ‘for an employer’ and then use the sites Unique Organisation Number (UON).  This should be clearly communicated to all staff so that they have the number to hand when registering their test kits. It is recommended that you clearly display your site’s UONs on the participation information sheet so that staff know this number when registering.

If participants bypass this step by selecting ‘none of the above’ the data will not be tied to the site itself (Test & Trace don’t have access to any patient identifiable data)

If participants do not have access to IT at home, an alternative method of reporting results by phone is available. Simply call 119- (free from mobiles and landlines)- Lines are open every day, 7am to 11pm.

2. Staff must report the result of each LFD taken to the HRL

The process for this will be a local decision but it must follow the principles of GDPR in handling personal sensitive information. The member of staff will be required to report the results of every LFD test taken under REIT to the HRL. The HRL should record this securely using Annex A. The HRL will be responsible for following up on any missing results that haven’t been reported by the member of staff. 



Registering PCR tests

The SPOC will arrange for the staff PCR test to be registered as per the current weekly staff testing process.   

PCR test barcodes must be reported by the member of staff to the SPOC on the day that they are taken so that the bulk registration can be carried out. It will be a local decision as to how this is reported. 



The PCR kit should then be posted to the laboratory by the member of staff using a local priority post box as no travel to prison whilst in isolation is permitted. The nearest priority post box to the member of staff can be found here: https://www.royalmail.com/services-near-you#/



HRLs should not instruct staff to take it the PCR test to a Post Office or to post it in a non-priority post-box.



Reporting



You will need to provide weekly reporting to the HMPPSTesting@justice.gov.uk on Annex D. This looks similar to Annex A but doesn’t contain any personal information. Returns should cover the data running from the previous Wednesday to the Tuesday which should then be submitted each Wednesday by 1pm 



Information Management



All copies of the local records containing personal information MUST be stored in a secure, restricted and password protected location.





Please see the next page for all related annexes




Annexes



		



		Annex A- REIT Testing Record







		Annex E- Privacy notice









		Annex B- Notice to staff 





		Annex G- REIT flow chart







		Annex C- Participation Information Sheet and consent form 





		Annexe H- Example Workplace Collect (LFD) distribution log







		Annex D- Weekly return sheet REIT
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Prison Use Only





									Please note that this copy should not be submitted to HMPPS Testing- please transfer weekly data to Annex D





			Local Reference number (For use on Annex D) 


tc={EF5A6FD2-14E5-4655-9642-D352BF1F5F99}: [Threaded comment]

Your version of Excel allows you to read this threaded comment; however, any edits to it will get removed if the file is opened in a newer version of Excel. Learn more: https://go.microsoft.com/fwlink/?linkid=870924

Comment:
    Using a reference number (any naming convention that suits your prison) will help you to transfer the data over to annex D without reporting any personal data			Date			Surname			First name			Staff ID number			Home Address  (for posting kits only) 			Contact details			Symptomatic Yes/No?			Date contacted by HMPPS HRL and offered REIT (If eligible)			Has staff member consented to REIT? (if no, remaining cells should read N/A)			Day 1 test date			Initial PCR result			Day 1 LFD result			Day 2 LFD result			Day 3 LFD result			Day 4 LFD result			Day 5 LFD result			Day 6 LFD result			Day 7 LFD result			Day 8 LFD result			Day 9 LFD result			Day 10 LFD result			Date of positive LFD test (if applicable) and isolation commences			Have any symptoms developed within 14 days of start of isolation. If so please note date of symptoms being detected.			Have any contacts developed symptoms or tested positive?			Was this staff member a known contact to any confirmed positive cases in the prison? Staff/Prisoner


			Ref 1			1/1/21			OTHER			Example			#####			7 Highstreet
Randomshire			0800001066			No			7/10/21			Yes			7/11/21			Neg			Neg			Neg			Neg			Neg			Pos			n/a			n/a			n/a			n/a			n/a			7/14/21			No			No			Staff 


			Ref 2			1/2/21			OTHER			Example			#####			8 Highstreet
Randomshire			0800001066			No			7/14/21			No			n/a			n/a			n/a			n/a			n/a			n/a			n/a			n/a			n/a			n/a			n/a			n/a			n/a			n/a			n/a			Staff 














































































































































































































Using a reference number (any naming convention that suits your prison) will help you to transfer the data over to annex D without reporting any personal data
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HM Prison &
Probation Service

Privacy Notice
Prison and Probation Staff COVID-19 Testing

Purpose of this Notice

This Privacy Notice is to tell you what information we are collecting as part of the Covid-19 testing
programme, why we are collecting it, how we will protect your privacy, and what you can do if you think that
this has not been done properly.

This notice applies to the data that will be controlled or processed by the MoJ and HMPPS in the Covid
Testing programme. The Department of Health and Social Care (DHSC) are the data controller and The
Ministry of Justice (MoJ) and Her Majesty’s Prison and Probation Service (HMPPS) are the data
processors.

COVID 19 Testing Programme

HM Prison and Probation Service (HMPPS) are working in conjunction with the Department of Health and
Social Care (DHSC), the National Health Service (NHS) and Public Health England (PHE) to implement an
ongoing testing programme.

This testing programmeis voluntary so you do not have to take part, however your participation will help
HMPPS to keep those living, accessing and working in prisons and probation, and their families, safe by
reducing the spread of the virus.

The testing programme may consist of different types of self-administered test:

. Lateral Flow device (LFD)- results are known within 30 minutes.
. PCR test- This is sent to alaboratory and results are known within afew days
. Other- As new technologies develop, we may be able to offer different types of testing

All types of test will be labelled with a unique reference number that is linked to personal information which
you will be required to provide.

The information collected from you will be used to register test kits with DHSC, enabling themto process
and/or log your test. The information will also allow us to effectively manage and monitor the spread of
Covid-19 within prisons, probation and approved premises. This will help to improve our understanding of
the prevalence of Covid-19in each setting; to take prompt and effective action when necessary; and to
provide appropriate and targeted support to staff, prisoners, people living in Approved Premises and people
on probation.

Information we get directly from you

If you agree to participate, you will be asked to sign a consent form. Throughout the process you will be
asked to provide the following personal information which may include all, or some of the details below;

first and last name

date of birth

gender

ethnicity

mobile phone number (if necessary)

email address (if necessary)

home address, including postcode (if necessary)

NHS number, if known (applicable for English residents. Welsh residents may need to provide a
different local identifier, which will be specified upon registering for a test)

e details and date of onset of symptoms







After your COVID-19 tests, we will receive and process your test results (positive, negative or unclear), so
that we can inform you of your result (if this isn’t provided directly to you) and outline what steps you should
take next.

If PCR testing is offered on-site, the local testing team/manager at your site/prison will receive a copy of all
PCR test results from DHSC by secure email (showing your name, DOB, NHS number, if provided, and the
result of the test). For LAMP testing, only positive results will be shared with your local testing team.

When your tests are registered, your personal details are provided to the Department of Health and Social
Care (DHSC). Their full privacy notice for coronavirus testing is available here:

https://www.gov.uk/government/publications/coronavirus-covid-19-testing-privacy-information/testing-for-
coronavirus-privacy-information

For certain testing streams, results are shared with other partners and additional Privacy Notices will be
provided where necessary.

MoJ Prison and Probation Analytical Services (PPAS) will receive data from DHSC. We need to know who
has been tested and so, will process identifiable data that you have provided when registering your tests.
The purpose of this is so that we know who has been tested and the results of these tests with accurate
and up to date data to support the leadership in making strategic and operational decisions.

This data will allow us to effectively manage and monitor the spread of Covid-19 within prisons, probation
and approved premises. This will help to improve our understanding of the prevalence of Covid-19in each
setting; to take prompt and effective action when necessary; and to provide appropriate and targeted
support to staff, prisoners and service-users.

The ‘lawful basis’ and reason for us to collect and use theinformation

HMPPS’ legal basis for processing your personal datais: GDPR Article 6(1)(e)- processing is necessary for
the performance of atask carried out in the public interest or in the exercise of official authority vested in
the controller

An additional legal basis for processing your personal datais: GDPR Article 9(2)(i) — the processing is
necessary for reasons of public interest in the area of public health

Yourrights as a data subject

GDPR
By law, you have a number of rights as a data subject and this testing programme does not take away or
reduce these rights.

These rights are:
e your right to get copies of your information — you have the right to ask for a copy of any information
about you that is used
e your right to get your information corrected — you have the right to ask for any information held
about you that you think is inaccurate to be corrected
e your right to limit how your information is used — you have the right to ask for any of the information
held about you to be restricted, for example, if you think inaccurate information is being used

If you wish to exercise any of your rights as outlined above or if you have any questions or wish to complain
about how your personal data is used as part of this programme, you should contact HMPPS in the first
instance to resolve your issue. The team can be contacted by writing to or emailing the HMPPS Regime
Recovery Testing Team or the MoJ Data Protection Officer as detailed below. HMPPS may have to work
with partner organisations to resolve your query.

If you are still not satisfied, you can complain to the Information Commissioner’s Office. Their contact
details are also below.

Sharing information outside of HMPPS




https://www.gov.uk/government/publications/coronavirus-covid-19-testing-privacy-information/testing-for-coronavirus-privacy-information


https://www.gov.uk/government/publications/coronavirus-covid-19-testing-privacy-information/testing-for-coronavirus-privacy-information


https://ico.org.uk/





As HMPPS register some types of test kits with DHSC, we may be required to collect your personal
information as provided when you consent to undertake Covid testing. This information is entered in to the
testing portal in order to register your test and to provide results. A copy of the privacy notice for this portal
accompanies this notice.

The testing is being taken forward jointly by several organisations, who work in partnership with us. This
means that different points in the process, different organisations will be processing your personal data. All
processing of personal datais being done in compliance with data protection legislation. Each organisation
will require a different level of information about you, but all will use the minimum necessary to do what they
are required to deliver for their part of the Programme

These organisations include but are not limited to:

¢ The NHS (including University Hospital Southampton NHS Foundation Trust Southampton Primary
Care Limited, Southampton City Clinical Commissioning Group for LAMP testing)
NHS Test and Trace and the local Health Protection Team
The Department of Health and Social care

Where additional parties are also included, we will provide you with a copy of their privacy notice to explain
how the data will be shared

We will never give your personal information to amember of the public or to anyone else who is not one of
our partners; for example, we will not give out your personal information in response to a Freedom of
Information request.

Storing your information

The site that you have registered your information with (i.e. prison, probation or approved premises) will
handle and store your information securely. Your personal information will only be used for the purposes
described above, stored securely with restricted access, be held for no longer than is necessary and will be
destroyed in line with the HMPPS Records, Retention and Deposition schedule.

Your Personal details will be held for aperiod of 8 years from the closure of the Covid 19 pandemic.
Consent forms will be held for a period of 8 years from the closure of the Covid 19 pandemic.

Contacts
For further details about About otherinformation that Forindependent advice
the Covid Testing HMPPS may hold aboutyou: about data protection, e.g. if
programme and how we you are concerned about
use the information you how yourinformation is
give us: being handled:
MoJ Data Protection Officer = MoJ Data Protection Officer Information Commissioner's
3rd Floor, Post Point 3.20 3rd Floor, Post Point 3.20 Office
10 South Colonnades 10 South Colonnades Wycliffe House
London London Water Lane
E14 4PU E14 4PU Wilmslow

Cheshire SK9 5AF

Email: Email:
HMPPSRegimeRecoveryTest data.privacy@justice.gov.uk Tel: 03031231113

ingTeam@justice.gov.uk www.ico.org.uk





mailto:HMPPSRegimeRecoveryTestingTeam@justice.gov.uk


mailto:HMPPSRegimeRecoveryTestingTeam@justice.gov.uk


mailto:data.privacy@justice.gov.uk
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			Coronavirus Testing: Reasonable Excuse from Isolation Testing (REIT)


Template Notice to Staff (for local use) 











[bookmark: _GoBack]You will be aware that testing for Covid 19 (Coronavirus) is ongoing both in the community and within prisons.  Reasonable Excuse from Isolation Testing (REIT) is a new testing programme which is now being offered to prisons on an exceptional basis for those who are experiencing difficulty in supporting the regime due to high levels of staff absence. This will be made available to eligible staff who have been instructed to isolate under Test and Trace requirements either through the community or through local HMPPS Health Resilience Leads (HRLs).


This model of testing is designed to support eligible prisons to offer a programme of) testing known as ‘REIT’ to staff who have been instructed by NHS Test and Trace or their HRL to isolate following a close contact with a person who has tested positive for Covid-19. This model will involve the consenting member of staff undertaking 1 initial PCR test and then daily LFD tests in their own home throughout a 10-day period (usually the isolation period following a positive contact after notification from NHS Test and Trace or an HRL) to enable them to safely attend the workplace if the results are negative. The individual would only leave self-isolation to attend - and travel to and from – work for specific, named purposes. Having a reasonable excuse not to self-isolate for a limited period and for limited purposes does not remove the requirement for the individual to comply with the legal duty to self-isolate at all other times. There will be some exemptions to this, and this is explained in the participation information sheet.  


If any of the tests results are positive or the individual becomes symptomatic they will have to isolate for the full 10 days from the day of the test was undertaken or from when they became symptomatic.


The reason for testing is important because it will:


· Help reduce the spread of the virus both in prisons and in the community


· Allow the establishment to help and support staff who test positive;


· Enable staff to safely return to work early.


· Help us keep residents, staff and your families safe and protected.  


To do this important test we need your help!


Taking part in the testing is voluntary. This means that it is your choice to take part or not. Your HRL for this programme will be INSERT NAME HERE and they will be in contact with you if you become eligible for this programme but is also available to answer questions in the meantime.  
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[bookmark: _GoBack]Reasonable Excuse from Isolation Testing (REIT) for Prison Staff


Day 0 


Staff member contacted by test & trace or HMPPS Health Resilience Lead and informed to isolate. 





Day 0- The member of staff is contacted (by HRL or the NHS Test and Trace), is informed of potential contact. The member of staff is then instructed to isolate in line with Government guidelines. Member of staff is given opportunity to take part in REIT. PCR taken if available.


Day 1 - The member of staff takes 1 X PCR test (if not taken the day before) and 1 X LFD test at home. Isolation continues until the PCR result is known*. 


Days 2 to 10 - The member of staff takes an LFD at home. If the PCR result has been returned as negative AND if the LFD result is negative and they are due to work that day, they can attend the workplace. If either the LFD of the PCR result is positive, 10 days isolation must commence. 


If the PCR result is still outstanding, LFD testing should continue but the member of staff will not be able to attend the workplace*.


*It may be reasonable if strictly necessary to go to work before receiving the results of the PCR test, but only if they have taken and LFD test just before doing so and received a negative result.


Does not consent or is exempt


Staff member remains on isolation


Negative LFD result- (and negative initial PCR) member of staff can attend work that day and continue testing


Positive LFD result and/or is symptomatic – member of staff must isolate for 10 days from first day of positive test/displaying symptoms. Confirmatory PCR to be taken if LFD is positive. 


Day 11- End of Isolation period


Willing to Participate


HRL provides testing kits to member of staff (recording the barcodes of LFD tests issued as per WPC guidelines)


HRL asks staff if they are willing to undertake REIT testing to enable them to return to work early.  Testing is voluntary.
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be taken if LFD is positive. 




 








Reasonable Ex cuse   f rom  Isolation Testing (REIT)  for  Prison Staff      



Day 0    Staff member contacted by test & trace   or HMPPS Health Resilience Lead   and informed to isolate.   



Does not consent or is  exempt   Staff member remains on isolation   Willing to  Participate   HRL   provides   testing kits   to member of  staff   (recording the barcodes of   LFD   tests  issued   as per WPC guidelines )  



HRL   ask s   staff if they are willing to undertake  REIT   test ing   to enable them to  return to work early.  Testing is voluntary.  



Day 0 -   The member of staff is contacted (by HRL or the  NHS Test and Trace), is informed of potential contact.  The member of staff is then instructed to isolate in line  with Government guidelines. Member of staff is given  opportunity to take part in  REIT .   PCR take n if available.   Day 1  -   The member of staff takes 1 X PCR test (if not  taken the day before) and 1 X LFD test at home.  Isolation continues until the PCR result is known * .    Days  2   to 10  -   The member of staff takes an LFD at  home. If the PCR result has been  returned as negative  AND   if the LFD result is negative and they are due to  work that day, they can attend the workplace. If either  the LFD of the PCR result is positive, 10 days isolation  must commence.    If the PCR result is still outstanding, LFD testing  should  continue but the member of staff will not be able to  attend the workplace*.   * It may be reasonable if strictly necessary to go to work  before receiving the results of the PCR test, but only if  they have taken and LFD test just before doing so and  rec eived a negative result.  



Day 1 1 -   End of Isolation period  



Negative LFD result -   (and  negative initial PCR)  member of  staff can attend work that day   and continue  testing  



Positive LFD result and/or is  symptomatic  –   member of staff  must isolate for 10 days from  first   day of positive test/displaying  symptoms . Confirmatory PCR to  be taken if LFD is positive.   
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			Unique Organisation Number UON:


			


INSERT HERE





			Your Health Resilience Lead is: 


			


INSERT HERE








 


What is Reasonable Excuse from Isolation Testing?





This model of testing is designed to support eligible prisons to offer a programme of testing known as ‘Reasonable Excuse from Isolation Testing’ (REIT) to staff who have been instructed by NHS Test and Trace or their HMPPS Health Resilience Lead (HRL) to isolate following a close contact with a person who has tested positive for Covid-19. 





This model will involve the consenting member of staff undertaking an initial PCR test and then daily LFD tests in their own home throughout a 10-day period (usually the isolation period following a positive contact after notification from NHS Test and Trace or an HRL) to enable them to safely attend the workplace if the results are negative. The individual would only leave self-isolation to attend - and travel to and from – work for specific, named purposes. Having a reasonable excuse not to self-isolate for a limited period and for limited purposes does not remove the requirement for the individual to comply with the legal duty to self-isolate at all other times.  There will be some exemptions to this, and this is explained further on in this guidance. 





What am I being asked to do?


You are being asked to undertake testing at home.  Members of staff who have been contact traced and consent to participating in REIT will be issued with testing kits for use at home and will follow the timeline for testing as below.





			The REIT Regime





			Day


			Action





			2 days previous


			Contact likely to have happened between member of staff and positive case


(contact tracing can take 2 days)








			1 day previous





			





			Day 0 





			The member of staff is contacted (by HRL or the NHS Test and Trace) and informed of potential contact. The member of staff is then instructed to isolate in line with Government guidelines and given opportunity to take part in REIT. If possible, PCR test to be taken. PCR test to be returned to the laboratory using Royal Mail.  Isolation continues until the PCR result is known. 


It may be reasonable if strictly necessary to go to work before receiving the results of the PCR test, but only if they have taken and LFD test just before doing so and received a negative result.








			Day 1 


 


			The member of staff takes 1 X PCR test (if not taken the day before) and 1 X LFD test at home. PCR test to be returned to the laboratory using Royal Mail.  Isolation continues until the PCR result is known. 


It may be reasonable if strictly necessary to go to work before receiving the results of the PCR test, but only if they have taken and LFD test just before doing so and received a negative result.








			Days 2-10


			The member of staff takes an LFD at home. If the PCR result has been returned as negative AND if the LFD result is negative and they are due to work that day, they can attend the workplace. If either the LFD of the PCR result is positive, 10 days isolation must commence. 


If the PCR result is still outstanding, LFD testing should continue but the member of staff will not be able to attend the workplace. 


It may be reasonable if strictly necessary to go to work before receiving the results of the PCR test, but only if they have taken and LFD test just before doing so and received a negative result.











What happens if any of the tests are positive? 


If any result is POSITIVE or if you become symptomatic (even mild symptoms) – you must isolate for the full 10 days from the day of the positive test /becoming symptomatic and inform the prison HRL. A confirmatory PCR should be carried out as instructed by NHS Test and Trace in order to identify new positive contacts. No further LFD tests will be required.





Am I exempt from this?





Recent positive tests


Staff who have had a positive PCR result within the last 90 days; will not be able to participate in this programme until after the 90 days has lapsed. This is due to residue of the virus remaining in their system which may lead to false positive results. If they become symptomatic; they are to seek medical advice.


Staff who do not consent


Members of staff who have been identified as a positive contact but who do not wish to participate and consent to REIT must observe the full isolation period as outlined by the Government guidelines. 


Staff vaccine status


This model is not open to those that have not had any covid vaccinations OR have only received one dose of the vaccine OR have received their second dose within the past 14 days. 


What happens if I am challenged for breaking isolation early?


A letter providing legal explanation for breaking isolation early is to be issued to all consenting participants. Participating staff must carry this letter with them when breaking isolation so that in the event they are stopped by the police they can show the letter and avoid the fixed penalty fine being issued.


How do I get the tests? 


You may already have some LFD tests at home from the Self-Collect programme. If you are asked to take part in this programme you will be able to use these tests. If you do not have any tests, your HRL will ask you for your home address and can post you 1 x PCR kit and 10 x LFD kits. If you are at work when you were informed that you have been ‘contact traced’ you can collect a set of kits on your way home. Keep in touch with your SPOC/HRL and they will provide advice. 


How do I take the tests? 


Instructions for use are provided with the test kits. An online support is available through the following website where you will find a helpful video on how to take a test as well as copies of the test instruction leaflet in other languages: www.gov.uk/covid19-self-test-help





What do I need to do next?





			Your LFD tests





			You will be required to report the results of each LFD test taken under this programme to TWO PLACES


Staff should report their own LFD results to the NHS. (Positive, Negative and Void)


· Results of the tests must be registered on the NHS T&T portal by the individuals using them. https://www.gov.uk/report-covid19-result  . On the portal you should select that you are registering your test kit for an employer and then use the sites Unique Organisation Number (UON) See the top of the page


· If you do not have access to IT at home, an alternative method of reporting results by phone is available. Simply call 119- (free from mobiles and landlines)- Lines are open every day, 7am to 11pm.





Staff must also report the result to the HRL


· The member of staff will be required to report the results of every LFD test taken under this programme to the HRL


· HRL TO INSERT INFORMATION ON HOW THIS WILL BE MANAGED LOCALLY











How will I find out my test results?





The Lateral flow device test results will be known by you within 30 minutes of undertaking the test. The PCR results will be sent to you by text message (if you provide a phone number)- the HRL will also receive these by email and can inform you if necessary. 





What if there is a problem?





· If you have a concern or complaint about the testing programme, please contact your HRL


· Further information on Covid-19 testing can be found at: www.nhs.uk/conditions/coronavirus-covid-19/  


· If you have a concern or complaint about the testing programme, please contact a member of the HMPPS COVID 19 Testing Team on: HMPPSTesting@justice.gov.uk 





What do I do now?





You will also be asked to report the results of your tests to your HRL. The HMPPS Staff testing privacy notice has been provided to help you understand how HMPPS will use this data. 


Once you are happy to proceed, attached are two consent forms, please fill in both and return one copy to your HRL. One is your copy is for your own records.   





Thank you for taking the time to read the information sheet and considering taking part in this testing programme.









[bookmark: _Hlk60228694]STAFF Reasonable Excuse from Isolation Testing (REIT) Consent Form


STAFF COPY 


                                               


This form needs to be completed and returned before your first test. Please initial the boxes if you agree with the statements below, then sign and date at the bottom of the page.  


                                                                                                                               


			


			Initials





			I have read and understood the participation information sheet, privacy notice and have had the opportunity to ask questions about the test 


			





			I understand that the exemption only applies to me if I am attending the workplace. I understand that I must isolate at home at all other times throughout the mandated isolation period. 


			





			I confirm that I received both doses of the Covid 19 vaccine more than 14 days ago and am eligible for this programme. 


			





			I understand that the throat and nose swabs are for the testing of the Coronavirus (COVID-19) 


			





			 


I understand my participation is voluntary and I may withdraw at any time without giving any reason and without my rights being affected. 








			





			 


I understand that I will inform the prison of my LFD test results for each test I undertake.








			





			


I understand that if I receive a positive LFD test, I will have to isolate for ten days and Public Health England (PHE) will be informed of my result.   








			





			


I consent to give my address to the Health Resilience Lead so that they can send my testing kits to me by post. 





			








 


 


			Name of participant (print name)





			





			Signature


			








			Date





			











			Name of staff collecting form (print name)





			





			Signature


			








			Date





			














Please keep for your records









STAFF Reasonable Excuse from Isolation Testing (REIT) Consent Form


PRISON COPY 


                                               


This form needs to be completed and returned before your first test. Please initial the boxes if you agree with the statements below, then sign and date at the bottom of the page.  


                                                                                                                               


			


			Initials





			I have read and understood the participation information sheet, privacy notice and have had the opportunity to ask questions about the test 


			





			I understand that the exemption only applies to me if I am attending the workplace. I understand that I must isolate at home at all other times throughout the mandated isolation period.


			





			I confirm that I received both doses of the Covid 19 vaccine more than 14 days ago and am eligible for this programme.


			





			I understand that the throat and nose swabs are for the testing of the Coronavirus (COVID-19) 


			





			 


I understand my participation is voluntary and I may withdraw at any time without giving any reason and without my rights being affected. 








			





			 


I understand that I will inform the prison of my LFD test results for each test I undertake.








			





			


I understand that if I receive a positive LFD test, I will have to isolate for ten days and Public Health England (PHE) will be informed of my result.   








			





			


I consent to give my address to the Health Resilience Lead so that they can send my testing kits to me by post. 





			








 


 


			Name of participant (print name)





			





			Signature


			








			Date





			











			Name of staff collecting form (print name)





			





			Signature


			








			Date
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Unique Organisation Number UON:




 




 




INSERT HERE




 




Your 




Health Resilience Lead




 




is: 




 




 




INSERT HERE




 




 




 




What is 




Reasonable 




Excuse




 




f




rom




 




Isolation Testing




?




 




 




This model of testing is designed to support 




eligible 




prisons




 




to offer a programme of testing




 




known as ‘




Reasonable 




Excuse




 




f




rom




 




Isolation Testing




’ (REIT) 




to




 




staff who have been instructed by NHS Test and Trace or their HMPPS Health 




Resilience Lead (HRL) to i




solate following a close contact with a person who has tested positive for Covid




-




19. 




 




 




This model will involve the consenting member of staff undertaking 




an initial




 




PCR test and then daily LFD tests in 




their own home throughout a 10




-




day period (usually the




 




isolation period following a positive contact after 




notification from NHS Test and Trace or an HRL) to enable them to safely attend the workplace if the results are 




negative. The individual would only leave self




-




isolation to attend 




-




 




and travel to and fro




m 




–




 




work for specific, named 




purposes. Having a reasonable excuse not to self




-




isolate for a limited period and for limited purposes does not 




remove the requirement for the individual to comply with the legal duty to self




-




isolate at all other times. 




 




There




 




will 




be some exemptions to this




, and this is explained further on in this guidance. 




 




 




What am I being asked to do?




 




You are being asked to undertake testing at home. 




 




Members of staff who have been contact traced and consent to 




participating in 




REIT




 




will b




e issued with testing kits for use at home and will follow the timeline for testing as below.




 




 




The




 




REIT




 




Regime




 




Day




 




Action




 




2 days previous




 




Contact likely to have happened between member of staff and positive case




 




(contact tracing can take 2 days)




 




 




1 




day previous




 




 




 




Day 0 




 




 




The member of staff is contacted (by HRL or the NHS Test and Trace) and informed of potential contact. The 




member of staff is then instructed to isolate in line with Government guidelines and given opportunity to 




take part in 




REIT




. 




If possible, PCR test to be taken. PCR test to be returned to the laboratory using Royal Mail.  




Isolation continues until the PCR result is known. 




 




It may be reasonable 




if strictly necessary 




to go to work before receiving the results of the PCR test, but 




only 




if 




they have taken and LFD test just before doing so and received a negative result.




 




 




Day 1 




 




 




 




The member of staff takes 1 X PCR test (if not taken the day before) and 1 X LFD test at home. PCR test to be 




returned to the laboratory using Royal Mail.  Isolation continues until the PCR result is known. 




 




It may be reasonable 




if strictly necessary 




to go




 




to work before receiving the results of the PCR test, but 




only 




if 




they have taken and LFD test just before doing so and received a negative result.




 




 




Days 2




-




10




 




The member of staff takes an LFD at home. If the PCR result has been returned as negative AND i




f the LFD 




result is negative and they are due to work that day, they can attend the workplace. If either the LFD of the 




PCR result is positive, 10 days isolation must commence. 




 




If the PCR result is still outstanding, LFD testing should continue but the me




mber of staff will not be able to 




attend the workplace. 




 




It may be reasonable 




if strictly necessary 




to go to work before receiving the results of the PCR test, but 




only 




if 




they have taken and LFD test just before doing so and received a negative result.




 




 








   



    Staff  Participant Information Sheet   –   Reasonable  Excuse   f rom   Isolation Testing   (REIT)     



Unique Organisation Number UON:    INSERT HERE  



Your  Health Resilience Lead   is:     INSERT HERE  



    What is  Reasonable  Excuse   f rom   Isolation Testing ?     This model of testing is designed to support  eligible  prisons   to offer a programme of testing   known as ‘ Reasonable  Excuse   f rom   Isolation Testing ’ (REIT)  to   staff who have been instructed by NHS Test and Trace or their HMPPS Health  Resilience Lead (HRL) to i solate following a close contact with a person who has tested positive for Covid - 19.      This model will involve the consenting member of staff undertaking  an initial   PCR test and then daily LFD tests in  their own home throughout a 10 - day period (usually the   isolation period following a positive contact after  notification from NHS Test and Trace or an HRL) to enable them to safely attend the workplace if the results are  negative. The individual would only leave self - isolation to attend  -   and travel to and fro m  –   work for specific, named  purposes. Having a reasonable excuse not to self - isolate for a limited period and for limited purposes does not  remove the requirement for the individual to comply with the legal duty to self - isolate at all other times.    There   will  be some exemptions to this , and this is explained further on in this guidance.      What am I being asked to do?   You are being asked to undertake testing at home.    Members of staff who have been contact traced and consent to  participating in  REIT   will b e issued with testing kits for use at home and will follow the timeline for testing as below.    



The   REIT   Regime  



Day  Action  



2 days previous  Contact likely to have happened between member of staff and positive case   (contact tracing can take 2 days)    



1  day previous     



Day 0     The member of staff is contacted (by HRL or the NHS Test and Trace) and informed of potential contact. The  member of staff is then instructed to isolate in line with Government guidelines and given opportunity to  take part in  REIT .  If possible, PCR test to be taken. PCR test to be returned to the laboratory using Royal Mail.   Isolation continues until the PCR result is known.    It may be reasonable  if strictly necessary  to go to work before receiving the results of the PCR test, but  only  if  they have taken and LFD test just before doing so and received a negative result.    



Day 1       The member of staff takes 1 X PCR test (if not taken the day before) and 1 X LFD test at home. PCR test to be  returned to the laboratory using Royal Mail.  Isolation continues until the PCR result is known.    It may be reasonable  if strictly necessary  to go   to work before receiving the results of the PCR test, but  only  if  they have taken and LFD test just before doing so and received a negative result.    



Days 2 - 10  The member of staff takes an LFD at home. If the PCR result has been returned as negative AND i f the LFD  result is negative and they are due to work that day, they can attend the workplace. If either the LFD of the  PCR result is positive, 10 days isolation must commence.    If the PCR result is still outstanding, LFD testing should continue but the me mber of staff will not be able to  attend the workplace.    It may be reasonable  if strictly necessary  to go to work before receiving the results of the PCR test, but  only  if  they have taken and LFD test just before doing so and received a negative result.    
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(Site Location  Identifier) - YYMMDD - COVID-19 - Test kit log v2.2.xlsx




(Site Location Identifier) - YYMMDD - COVID-19 - Test kit log v2.2.xlsx

Sheet1


						Template COVID-19 Test Kit Log





						Why is this log important


						This template is for your organisation to record the details of who receives which packs of test kits, in a way that enables us to trace the test kits if needed.
Note: the same lot number applies to more than one pack of tests. This is not an error and details should still be recorded.





						How to use this log at your test site


						You can customise this template to suit the needs of your organisation. However, all fields below are required. Note: "Testing Participant" means the person undertaking the test. "IFU" means Intructions for Use.





						Important: how to ensure data safety and compliance when using this log


						Please complete this file each day and store it in a secure, password protected location.





						Before saving: change the name of this spreadsheet to show Site Location Identifier and the upload date in the standard format YYMMDD





						Collection point/organisation name			Testing Participant:
Name			Testing Participant:
Phone Number			Lot number of test kit			Date			Has new Instruction For Use been issued alongside the test kit? [You will be advised by DHSC if this field is relevant to you]
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Annex D- REIT-  Weekly Return v0.1.xlsx




Annex D- REIT- Weekly Return v0.1.xlsx

Isolation Case Data





									HMPPS Reasonable Excuse from Isolation Testing (REIT)- Weekly return request





																																																																								Yes


			Prison			Prison Name Here						Please return a new copy WEEKLY each Wednesday for the previous week (Wednesday to Tuesday)  to: HMPPSTesting@justice.gov.uk																																																												No


			SPOC Name			SPOC Name Here


			Date 			Date of return here





			Staff member identifier local reference from Annex A-  (Do not include personal details) 			Date contacted by HMPPS HRL and offered REIT (if eligible)			Has staff member consented to REIT? (if no, remaining cells should read N/A)			Day 1 test date			Initial PCR result			Day 1 LFD result			Day 2 LFD result			Day 3 LFD result			Day 4 LFD result			Day 5 LFD result			Day 6 LFD result			Day 7 LFD result			Day 8 LFD result			Day 9 LFD result			Day 10 LFD result			Date of positive LFD test (if applicable) and isolation commences			Have any symptoms developed within 14 days of start of isolation. If so please note date of symptoms being detected.			Have any contacts developed symptoms or tested positive?			Was this staff member a known contact to any confirmed positive cases in the prison? Staff/Prisoner
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Workplace Asymptomatic Test Site + Self-Test Collect SOP v3.6-1.pdf
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Clinical Standard Operating Procedure (SOP)

NHS Test and Trace is making rapid lateral flow antigen testing available alongside standard lab-
based PCR tests. These tests play a different, but crucial role in the fight against COVID-19.

Lateral flow device (LFD) testing is a fast and simple way to test people who do not have symptoms of
COVID-19, but who may still be spreading the virus. The tests are easy to use and give results in 30
minutes. Those who test positive must immediately self-isolate to avoid passing the virus on to others.

Around 1 in 3 people with COVID-19 do not have symptoms, so a test that rapidly detects these
otherwise hidden cases is a very useful additional tool for tackling the virus.

Lateral flow tests are practical, easy to interpret and can be used in a wide range of settings. This
makes them ideal for widespread repeat use in the community.

By taking part in deployment of LFDs your organisation is playing an important role in the response
against the virus. Each positive case identified can help prevent many additional people becoming
infected over time.

What is the clinical standard operating procedure?

The clinical SOP document is part of the DHSC's testing framework describing how testing services
can be delivered safely, efficiently, with quality output and uniformity of performance. It covers key
areas such as testing procedures (how to use the device), infection control and quality assurance.
The document has been developed from learnings captured across thousands of sites.

There are a number of potential delivery models across Test and Trace and the majority of lateral flow
testing is conducted at asymptomatic test sites, which are deployed in workplaces. The delivery of
testing necessitates arrangements for an array of activities to be undertaken by partners in a
coordinated manner. The details in this document cover the expected way of delivering services for
each particular regime.

Why is it important for you to read the document?

As a testing provider, you will be responsible for delivering key elements of the testing service, so the
framework is intended to help you carry out those activities. Unlike many operational decisions, the
clinical procedures are not negotiable. Without a thorough understanding of the framework, it is not
possible for organisations to deliver and operate these services safely.

How to use this document?

The framework covers a variety of delivery models that are present across the network. Not all of the
detail will apply to your organisation, so before providing services please make sure the appropriate
sections are followed, so it provides a fair and accurate representation of the testing services.

As a matter of good clinical governance practice, the framework and policies are being continually
reviewed, so when changes are made it is critical that these are understood and implemented to
maintain the quality of testing services, regulatory requirements and local health and safety.

If you have any questions or concerns about the document, the Test and Trace Public Health and
Clinical Oversight team is available to support. Your continued support and efforts to combat the virus
are essential to the national response.

Thank you
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Clinical Standard Operating Procedure (SOP)

How to use this document

LFD testing services:

This document includes clinical guidance for the different delivery models, test devices and
programmes available in the mass testing of asymptomatic cases with Lateral Flow Devices.

To accommodate the variety of delivery models and devices the document uses a modular
approach to cover all services in the LFD framework:

1. Core: common guidance for all delivery models, products and programmes.

2. Delivery Models: clinical guidance for specific delivery models and devices.

3. Appendix: instruction posters for key sections and common clinical and public health issues.
Supplementary information for each use case can be included here as well.

The status of LFD services is being updated regularly (e.g. self-test, MHRA authorisation,
availability of devices), so the framework is subject to change and the information is accurate as
at time of publication.

Common terms used in the LFD framework as defined by gov.uk

The MHRA has provided definitions for terms relevant to testing during the COVID-19 pandemic
(available at this link). The terminology used in this LFD framework is aligned to the interpretation of
the terminology provided by the MHRA:

Self-Test

MHRA'’s definition of a self-test is: “A device (test) intended by the manufacturer to be able to be used
by lay persons in a home environment. The manufacturer of the self-test must demonstrate that they
hold evidence to support the intended use as stated in their Instructions for Use (IFU).”

In this LFD clinical framework, this term is referred to in the Self-Test Collect sections. For Self-Test
Collect delivery models, the product which the subject collects is intended for use for individuals with
no specific training in lateral flow technology. The products in use for Self-Test Collect delivery
models have been designed for home use and the Instructions for Use provide clear instructions for
non-professional use.

Professional Use Test

MHRA'’s definition of a professional use test is: “A test which is intended to be used by a professional
user*. The test must be UKCA marked or CE marked as a “general IVD” in accordance with UK MDR
2002 (as amended). The manufacturer of the test must demonstrate that they hold evidence to
support the intended use as stated in their Instructions for Use (IFU) e.qg. If the manufacturer of a
professional use COVID-19 test intends the test to be used in an assisted or supervised testing
situation, then the IFU should make this clear and there should also be evidence of performance data
to support their use in these situations.”

In this LFD clinical framework, products used in the ATS delivery model are for professional use only.
*Please see the definition of Professional Use and Professional User for further information.
Assisted testing

MHRA'’s definition of assisted testing is: “a lay person is helped or supervised when collecting the
sample for testing by a professional user. The professional user performs the steps to obtain a test
result. The manufacturer of a COVID-19 professional use rapid lateral flow test which allows a lay
person to collect their own swab sample must have supporting evidence demonstrating the test may
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be used in this way documented in the IFU. It is acceptable for COVID-19 rapid lateral flow tests
regulated as professional use tests and self-tests to be used in Assisted Testing Sites.”

In this LFD clinical framework, the ATS delivery model provides assisted testing whereby a subject is
provided with instructions on how to perform a self-swab which is then processed by a trained testing
operative using a professional use test.

Supervised testing for COVID-19

MHRA’s definition of supervised testing is: “A lay person is supervised by a professional user whilst
the lay person performs the sample collection and operation of the COVID-19 professional use rapid
lateral flow test.

The manufacturer of the professional use rapid lateral flow test being used under supervision must
have supporting evidence demonstrating the test may be used in this way documented in the IFU.

The supervisor is a professional user (see below). The supervisor must be in the same location as the
person taking the test. If required, the supervisor may conduct all or some of the steps to obtain a
result.

The supervision may not be via video link or other telehealth approach unless the test being used is
regulated as a self-test.”

In this LFD clinical framework, the Supported Self-Test at an ATS section is relevant for the definition
provided for Supervised Testing for COVID-19. In a supported self-test, subjects will use a self-test
with the supervision provided by trained personnel to give advice on how to complete the self-test if
required.

Professional Use and Professional User

MHRA'’s definition of professional use and professional user is as follows: “Use by personnel who
have received specialised education and training with regard to procedures utilising in-vitro diagnostic
medical devices (Source ISO 18113-1 section 3.56).

Examples:

1. Qualified healthcare professionals or laboratory personnel who in addition to their medical or
laboratory qualifications have also received training and assessed for competency on the use
of a specific in vitro diagnostic assay/test

2. Anindividual who has received comprehensive training and assessed for competency on the
use of a specific point of care in vitro diagnostic assay/test such as the rapid lateral flow tests
used by NHS Test and Trace at Assisted Testing Sites to detect cases of COVID-19 in
asymptomatic individuals”

In this LFD clinical framework, the workforce referenced has undergone training and regular
competency assessments in alignment with MHRA guidance (see below)

Training and competency assessment

MHRA'’s guidance for training and competency assessment is as follows: “For information on what an
appropriate training programme and competency assessment for professional users of COVID-19
tests should include, manufacturers and testing service providers should refer to the BSI Standards
Publication PD ISO/TS 22583:2019 “Guidance for supervisors and operators of point of care testing
(POCT) devices”. The MHRA recommends that there shall be an appointed person(s) (supervisor)
who has the authority and takes responsibility for the quality of the service and is competent to
supervise the testing and training of other professional users.

After completing the training programme professional users should:

e have demonstrated ability to apply knowledge and skills to produce an accurate POCT result
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¢ have an understanding of the testing requirements and be able to assess the appropriateness
and suitability of the person to be tested

e be able to perform tests following the manufacturers’ instructions for use, including quality
control checks, operating environment and reagent storage

e have an understanding of interference factors. For example, a substance or process which
falsely alters a test result

e be able to demonstrate safe and accurate results reporting and interpretation

¢ have an understanding of quality assurance activities and be able to detect erroneous results
and take appropriate action

The training should include a competency assessment to check for understanding and correct
performance of the test.”

The training programme referenced in this LFD clinical framework meets the criteria set out by MHRA.
All staff are required to undergo the required training for their role and also complete updates to
training when updates are released. This framework also references the requirement for sites and
Use Cases to appoint a Quality Lead. The Quality Leads will be responsible for ensuring compliance
to training requirements and will also ensure that staff demonstrate their ability to perform their role.
The Quality Lead will also ensure that competency assessments are performed for staff members
and, if required due to staff not adhering to the SOP, ensure that training is retaken.

| f&@ Department of Health & Social Care 5





Clinical Standard Operating Procedure (SOP)

Contents
HOW 10 USE thiS UOCUMENT......eeiiiiie ittt e et st e n e e s e e r e e nnreeennn e e e 3
Common terms used in the LFD framework as defined by goV.UK..........ceeeveeeeiiiiiiiiieecee e 3
CORE SECTIONS .. e e e e e 13
R 1011 oo [¥ T 1o o PRSP PUPR PRI 13
2 CliNICAI GOVEIMEAINCE ....coiiiiiiie ittt ettt e et e et e e ekt e s e b et e e aan b et e e e st e e e e e anbreeeeaneee 13
2.1 What is clinical governance and why is it important? ..........ccccccooveciiiieeee e 13
2.2 Accountabilities and quality [ead r0le .............cooiiiiiiiiii e 14
2.3 Clinical governance processes needed prior to start testing .........ccccceevevvciieeieee v, 14
2.4 RISK @SSESSIMENT .....eeiiiiiiiie ettt ettt e e s bbbt e s bbb e e e s bbr e e e s anbb e e e s aaneeeas 15
2.5 Incident management and rePOMING .........uuuueruiuiuieiiii e 15
2.6 CliNICal EffECHIVENESS...cii ittt et e e e e e e e 16
2.6.1 Internal QUAIILY ASSUFANCE .......uuuuruiureinreruiurererernrnrernrnrnrnrsrsrnrernrnrarnrnrarnrnrnrnrnrnrnrnnnrnrnrnne 16
2.6.2 Quality assurance on-going eValUation .............cceeeiiiiiieiiiiiee e 17
2.7 LFD results reporting and confirmatory testing Uptake ..............cccvvivieieimieininieieieiiin, 17
2.8 MHRA reporting and [€SSONS 1€arNEd ..............uuuuiuiiiiiuiiiiiiieiiiiieieere ... 17
29 Care QUAIItY COMMISSION ...cooiiiiiieiiiiit ettt ettt e et e e et e e e et re e e e nbreeeeaneee 18
3 TeStiNg RALONAIE ... ——————— 18
3.1 PUDIIC NEAIN PUIPOSES .....eiiiieiii et 18
3.2 Broader setting rationale and benefitS ............iuiiiiiiiiiiiiii 18
3.3 RIS (1o =T o 10T PP RPPOTPPPPPPPRPN 18
3.4 EValuation framMEWOIK..........oiiiiiii et 19
4  Lateral Flow Antigen Test DeVICES (LFD) ....ccoiiuiiiiiiiiiee ittt 20
B SUPPIY & EQUIPIMENT. .. ——————— 20
6 DaAta MaNAQEIMENT. ....cci ittt e et e e e e s e r et e e e a et e e e e e e s 21
6.1 (D=1 W oTo] 011 £ TSP PPPPR PRI 21
6.2 Consent from the data SUDJECT ............oiiiiii e 21
7  Infection Prevention and Control (IPC) ........oi i 22
7.1 GENEIAI QUILANCE ...ttt ettt e e e e e ekt b et e e e e e e e s nab b e e e e e e e e e e aaanbbaneeaaens 22
7.2 ClEANING POLICY ...ttt et e e s st e e e bt e e e s enbe e e e e nbeeeeenneee 22
7.3 Hand hygiene QUIHANCE ..........eeiiiiiiiiee ettt e e e e e e are e e e e e e e e aans 23
7.4 Body fluid sSpillage gUIdANCE. .........uueiiiiiiii e 24
7.5 SItE SEAMT TESHING ..o e e e e e e e ae e e as 25
7.5.1 Site staff outbreak management ... 25
8 Dual use of ATS infrastructure for Other PUIPOSES........oiuuiiiiiiiee e 25
WaASTE MaNAGEMENT .......eeeeiiieieiete et ere s e e e e e re e s e nesese e e rern e nennrnrnrnrnrnrnrnrnre 27
9.1 ClASSITICALION ...ttt e s s e e e et e e e nb e e e e nbee e e e e 27
9.2 Regulatory Position Statements (RPSs) and Local Enforcement Positions (LEPS)............. 27
9.3 = g aTo] o) V7= g =T A o [P U RUTTTPPPRRP 27

| f& Department of Health & Social Care 6





Clinical Standard Operating Procedure (SOP)

9.4 Guidance on changing Waste DAgS .......coouiiiiiiiii e 28
DELIVERY MODEL SPECIFIC SECTIONS .....oiiiiiiiiiiiiiiiiiiiiieiiieierrererererereeerere s rnenennnsnnnrnnnnennnnnnnes 29
O S =11 o o [ PP PP OUPPPPPP 29
11 Product specifics and INStrUCLIONS fOr USE .......uuiiiiiiiiiiiiiiicec e e e e e e e e e 30

11.1  Innova: INNova SARS-COV-2 ANIGEN TEST....coiuiiiiiiiiiee it 30

11.2 Orient Gene: OrientGene Coronavirus Ag Rapid TeSt........cccoccviiiiieeeiiiiiiiieece e 30
Yo (o] (o] B OO PT PP TPPPPPP 30

12,1 GENEIAI SIEE SEE-UD ...itiiieiiitiie ettt ettt ettt e et et e e e aab e e e e e s be e e e e anbe e e e e anbreeesneee 32
R T Y 1 (T ol U o SRS 32

131 GENEIAI SIEE SEE-UD ...utiiieiiiiie ettt ettt e e et e e e e bt e e e st et e e e anbe e e e e anbreeesannee 32

13.1.1  Ventilation reqUIreMeENtS fOr SItES........uuuuurururuiuruiiiureininieinierernrnrerereereerere———————. 34

13,2 TESHNQ SILE SEE-UP ..citeieeiiiiee ettt ettt e et e e e s et e e e sttt e e e anbr e e e e anbreeeeneee 34

R R T 1= T o I8 {0 = 1 = 1Y 36
L4 TESHNG PrOCESS. ... eeeiiiiieiei ittt et e skttt e s bbb et e s bbbt e e s bbbt e e s enbe e e e e anbbeeesannreeas 36

I R 1T 1 o111 O PO U PR PRTPRROPR 37

I S (<o 153 1 =1 (o] o W TP U PP TPPPR 37

14.2.1  NEEA fOF CONSENT.....oiiiiiiiiii ettt ettt e s e s e e s e e s nanrees 37
14.2.2  INfOrmation @bOUL tESTING......ocuuiiieiiiiie et 37

e S = Vo = I o0 1Y 1T £ 38

14.4  Testing people with additional NEEAS ...........oii i 38

145 Sample collection and analySiS OVEIVIEW...........uuiiiiriiiieiiiiie et 39

14.6  Self-swabbing sample collection procedure - INNOVA .............euuruiuieimimiminirinininiernin.. 39

14.7  Self-swabbing sample collection procedure - Orient GENE..........ccovviiiiiiriiie e 41

14.8 Sample processing and analysis procedure - INNOVA .............uuuuuiuieiuinininieinininiernenn. 41

14.9 Sample processing and analysis procedure - Orent GENE .........cccevveeeeeiniieeenniieee i 43

14.10 Reading LFD results — INNOVA.........cccooiiii i 45

14.11 Reading LFD reSults — OFENE GENE......oiuiiiiiiiiiie ettt 45

14.12 INLErPreting LD FESUILS .. .. i ittt eaeaenenenenesensnenensnrnsnennnnns 45

14.13 RECOIAING Of FESUILS ...cooiiiiiii it e e baeee e 46

14.14 CommMUNICALION OF FESUITS ......eiiiiiiii it 47

14.15 [Ry=T 0T ] 1 {1 o o PO PPURPPPRR a7

14.16 NEGALIVE FESUILS. ...ttt e e e e e ettt e e e e e e e e nbbbe e e e e e e e e e e nnneeees 47

14.17 INVAIIA TESUILS ..ot 48

14.18 POSILIVE TESUILS ...eei ittt ettt e st e e e sbb e e e anbb e e e e s bbeeeeabneeeean 48

14.19 1070 ] a1 iTg g F=1 0] 4 VAR (=11 1] o [P TP PEPPT 48

14.20 Travel advice for POSItIVE FESUILS ........ocuueiiiiiii e 49

14.21 100 ] a1 ¢= Tex B I = Tox | o [P PPUPEPPT 49

14.22 =T 01 T= L (=1 1 o SRR 50
ST o TP TR TRPRPRPRTRTN 50
16 SEIf-TESE COIECT....eiiiiiiit ettt e s e s nr e e s e e nee e 54

| f& Department of Health & Social Care 7





Clinical Standard Operating Procedure (SOP)

17 Product specifics and INSTrUCHIONS fOI USE ........oiiiiiiiiiiiiiiiie et 55
17.1 COVID-19 Self-Test (Rapid ANtIgEN TESL) (7S) ..cceeiicurrrieiieeeieiiiiiieeee e e s s serrre e e e e e e e nnrrnaeeeee s 55
17.2  Orient Gene Rapid Covid-19 (Antigen) Self-teSt ONIY .......c.coeeiiiiiiiiiiic e 55
17.3 ACON Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing) ..........ccccvvveereeeviiiciineeeenn. 55
17.4 Manufacturer’s recommended teMPErature............ccuuviiiiieiiiiiiiiieee e 55

R T 1Yo 4 (o] (o= PSPPSR 56

S 11 (ST = U | o T OO OO PP OUPPPPPP 56
191 GENEIAI SIEE SEE-UD ...utiiieiiitiie ettt ettt et e et et e e e aa bt e e e a b et e e e anbe e e e e anbreeeennee 56

19.1.1  Ventilation requUIremMents fOr SItES..........uuiiiieeiiiiiiieir e e e e e 58
19.2  COlIECHION SItE SBI-UP .veiieiiitieeeiitiee ettt ettt e ettt e e ettt e e a bt e e e st e e e e et bt e e s anbe e e e e anbreeesannee 58
19.3 Requirements for dual ATS and Self-test COlleCt SItES..........uuvuriiriiimiiiiiiiiiiiiiin, 59

20 Distribution Self-test model: sending kits to subject homes from an organisation / collection point

............................................................................................................................. 60
20.1 Royal Mail DelIVErY ProtOCOL .........uiiiiiiiiie ittt ettt sbae e 60
20.2  Site Staff or Volunteer Distribution Protocol (for self-test LFD) ............cccoeeeeeiiiiie e, 60

20 T ESHNG PrOCESS . it ——————— 62
22 0 R = 1o 11 o 11 SRR PPRPTPRP 62
21,2 REQISITALION ... ————— 62

P22 2 R N 1= Y=o i (o] gl oo TS =1 o ORI 63

21.2.2  Information about tESHING......cccoieii i 63
P e R o Tot 3 o0 )Y =T g o 1 PP PP PP UPPPPROTPRPN 63
21.4 Testing people with additional NEEAS...........ccoo i 64
21.5 Sample collection and analySIS OVEIVIEW..........cccuuiiiiiiiiieeiiiiee ettt stree e sbaeee e 64
21.6  Detailed tESHNG PrOCESS ....cccc i i ————— 64

21.6.1  Self-swabbing sample collection procedure — COVID-19 Self-Test (Rapid Antigen Test)

(23 PP 64

21.6.2  Self-swabbing sample collection procedure — Orient Gene Rapid Covid-19 (Antigen)

SEIF-EESE ONIY ... ettt et e st e et e e e n e e e et n e e e e e nnee 64

21.6.3  Self-swabbing sample collection procedure — ACON Flowflex SARS-CoV-2 Antigen

RapPId TESt (SEIf-TESHNG) ....eeeteeeiiee ettt e e e e et e e e e e e e e sanbraaeeaaans 65

21.6.4  Sample processing and analysis procedure — COVID-19 Self-Test (Rapid Antigen

L= N S TP PPT PRI 65

21.6.5 Sample processing and analysis procedure — Orient Gene Rapid Covid-19 (Antigen)

1= (=2 A 0] o ST TPRR 66

21.6.6  Sample processing and analysis procedure — ACON Flowflex SARS-CoV-2 Antigen

Rapid TeSt (SEIf-TESNG) ..eiiiieiieiiiiiie ittt e e snb e e s snba e e e s snneeeas 66

21.6.7 Reading and interpreting LFD reSuUlt ............cooiiiiiiiie e 66
P2 A = (Y o To 1 (1T ST RPUPPPPOTPRPN 67
21.8  NEQALIVE TESUILS ...ttt e e e ettt e e e e e s bbb e e e e e e e e e e annbaneeeeaaas 67
21,9 INVAIA FESUILS ..ottt e e ettt e e sttt e e e snbbe e e e sbbeeeeabaeeeeans 68
21.10 POSIEIVE TESUILS ...t e e e e e et e e e e e e e e e nneeees 68
21.11 (R CT o[ = L (=11 1] o [P PPPPPRTTO 69

| f& Department of Health & Social Care 8





Clinical Standard Operating Procedure (SOP)

N PSR RP 69
23 WaASTIE MANAGEIMENT ... .ottt e et et e e e e e e e ee b a e e e e e e eesbbb s e e eaeestsbanaeeeaeeenns 70

23.1  FOF OFQANISALIONS ...eeiiiutiieeeiitiiee ittt e e e sttt e e sbe et e e s bbbt e e aabb e e e e st e e e e e st ee e e e aabe e e e e aabreeeeabbeeeesnbneeeeaas 70

A I oV g o - 1] Y= SR 70
B o o N | [ SRR 71
25  Appendix A: HaNAWashing POSTEIS .....uuiiiiei i s s e e e s e rar e e e e e s e s snreaneeeae s 71
26 Appendix B: PPE instructions — putting on and taking Off............ccoociiiiiiii i 73
27 Appendix C: Self-swabbing INStructions for INNOVA ............ocoiiiiiiiiiiie e 75
28 Appendix D: Assisted swabbing instructions for testing subjects with additional needs with Innova
.................................................................................................................................... 76
29 Appendix E: Self-swabbing Instructions for Orient Gene.............ccccoe oo, 77
30 Appendix F: Assisted swabbing instructions for testing subjects with additional needs with Orient
(7= o[ TP 78
31 Appendix G: Testing information POSIEN.......ccocii e 79
32 Appendix I: Supervised Testing using Orient Gene Coronavirus Ag Rapid Test ..........ccccvveeee.n. 80
33 Appendix J: Supervised Testing using COVID-19 Self-Test (Rapid Antigen Test) (7S) ............... 82
34  Appendix K: Glove sizing chart With FUIET ...........oiiiiiiii e 84

| f& Department of Health & Social Care 9





Clinical Standard Operating Procedure (SOP)

Document Control and Approval

Version Control

V1.1 Jamie Mclintyre e Document creation — starting IChris Kenny 20201028
from master clinical SOP V1.3 and previous
employer-specific SOP from Use Case
5. General Formatting Section
V1.2 Jamie Mcintyre e Update to quantity of prescribed training [Chris Kenny 120201029
and retraining requirements. Inclusion of a
clause that in the absence of approved and
released training materials, then the previous
SOP remains in force. Updates done to reflect
new swabs
° Self-test Collect: introduction of Orient Gene
Rapid Covid-19 (Antigen) Self-Test only
o Supported Self-Test at an ATS: Orient Gene
Rapid Covid-19 (Antigen) Self-Test only (when
available) can also be used as part of Supported
Self-Test at an ATS.
o Swabbing instruction posters for Supervised
Testing, one for Orient Gene pre-filled vials (20s) and
one for COVID-19 Self-Test (Rapid Antigen Test) (3s
and 7s)
V1.3 Jamie Mcintyre [Updated with changes from master clinical SOP  |Chris Kenny 20201103
1.9
V1.4 IAmar Parmar  [Updated with changes from master clinical SOP  |Chris Kenny 20201112
2.3
V1.6 IAmar Parmar  [Updated with changes from master clinical SOP  |Chris Kenny 20201120
2.4
V1.7 IAmar Parmar  [Updated with changes from master clinical SOP  |Chris Kenny 20201201
v2.5
V1.8 IAmar Parmar Updated with changes from master clinical SOP  [Chris Kenny 20201209
V2.6
V1.9 Gavin Murphy  |[Updated with changes from master clinical SOP  |Chris Kenny 20201217
2.8
V2.0 Gavin Murphy  |[Updated with changes from master clinical SOP  |Chris Kenny 20201215
2.9
V2.1 Gavin Murphy  |[Updated with changes from master clinical SOP  |Chris Kenny 20210120
v3.1
V2.2 Gavin Murphy  |[Updated with changes from master clinical SOP  |Chris Kenny 20210127
v3.2
V2.3 Gavin Murphy  |[Updated with changes from master clinical SOP  |Chris Kenny 20210203
v3.3
V2.4 Gavin Murphy  |[Updated with changes from master clinical SOP  |Chris Kenny 20210211
34
V2.5 Gavin Murphy  |[Updated with changes from master clinical SOP  |Chris Kenny 20210217
35
V2.6 Gavin Murphy  |Updated with changes from master clinical SOP  |Chris Kenny 20210226
3.6
V2.7 Gavin Murphy  |[Updated with changes from master clinical SOP  |Chris Kenny 20210303
3.7
V2.8 Gavin Murphy  |[Updated with changes from master clinical SOP  |Chris Kenny 20210317
3.9
V2.9 Gavin Murphy  [Updated with changes from master clinical SOP  |Roysten Fey 20210330
4.0
V3.0 Gavin Murphy  |[Updated with changes from master clinical SOP  |PHCO 20210408
4.1
V3.1 Gavin Murphy  |[Updated with changes from master clinical SOP  |PHCO 20210421
4.2
V3.2 Gavin Murphy  |[Updated with changes from master clinical SOP  |PHCO 20210505
4.3
V3.3 Gavin Murphy  |[Updated with changes from master clinical SOP  |PHCO 20210520
4.4
V3.4 IAndrew Midgley [Updated with changes from master clinical SOP |PHCO 20210602
4.5
V3.5 IAndrew Midgley [Updated with changes from master clinical SOP |PHCO 20210618
4.6
V3.6 IAndrew Midgley [Updated with changes from master clinical SOP  [PHCO 20210708
4.7

| f& Department of Health & Social Care

10





Clinical Standard Operating Procedure (SOP)

What significant changes are there in this version?

Section

Core Sections

‘ Changes

No major changes to Core Section

Delivery Model Specific
Sections

Product specifics and Instructions for Use (sections: 10, 15 and 27)
PPE - Gloves: added in note within use of gloves, emphasising
importance of wearing appropriately sized gloves and sizing chart
added to Appendix. (sections 14, 20, 26 and 32).

PPE - Sessional use: replaced all references to ‘sessional’ use with
‘extended use’ with accompanying notes regarding local risk
assessment. (sections 14, 20, 26 and 32).

Self-test Collect: introduction of new product ACON Flowflex SARS-
CoV-2 Antigen Rapid Test (Self-Testing)

o The Product IFU has now been approved by the notary body
Tuv Sud for CE marking. The Product team will be notifying
use case / service areas prior to deployment.

o Key sections: IFU added (section 15.3), Self-swabbing
sample collection procedure (19.6.3), Sample processing
and analysis procedure (19.6.6)

o IFU titled 1151355101 NHS Bio CE0123 S-2 Ag Test kit
(Self-Testing) Guide-C10 [F].pdf.

Self-test Collect: Orient Gene Rapid Covid-19 (Antigen) Self-test only
is anticipated to be deployed later in July, and the Product team will
be in touch if the deployment will impact your testing service.
Self-test Collect: COVID-19 Self-Test (Rapid Antigen Test) now using
v1.3.4 of IFU as per MHRA EUA. There are no major process
changes to IFU.

o Linkin sections 15.1 and 27.2 have been updated to reflect

o  Within section sample processing and analysis procedure
(19.6.4), additional detail added to timing instructions to
reflect IFU

Self-test Collect: Reading and interpreting LFD result (section 19.6.7)
is now merged for the three devices deferring to IFU.

Distribution Self-test model (Self-test Collect): guidance introduced for
site staff or volunteer distribution protocol (section 18.2)

o ltis possible for testing services to consider self-test LFD
Kits to be distributed to subjects in targeted areas by
staff/volunteers via a range of models including: door to door
distribution, distribution in a targeted location.

o If an organisation is considering alternative distribution, they
should consult with their Public Health and Clinical Lead (if
DHSC service) or Director of Public Health (if Local Authority
service) before implementing

o The contents in this section are examples of delivery models
and are not to be considered exhaustive protocols. They
must be considered on a case by case basis based on a
local risk assessment.

Appendices

Appendix H: Common Clinical and Public Health Issues file has been
updated. Key changes:
o Amended language to between antigen LFD and PCR test
o Added additional information to emphasise the importance of
two doses of vaccine
o Removed reference under ‘Can | give COVID-19 to anyone,
after | have had the vaccine?’ Replaced with national
guidance
Appendix K: Glove sizing chart with ruler added to support PPE tables
in delivery model sections
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Testing service end-to-end process and accountable organisation

The delivery of testing is complex and necessitates arrangements for an array of activities to be
undertaken by partners in a coordinated manner.

The most common model for asymptomatic testing sites is the Proxy model which involves the
provision of a test by Test and Trace to a proxy who represents the subject.

In this model, Test and Trace is responsible for the provision of test kits, whilst the proxy is
responsible for the swabbing environment and for requesting tests. Likely to be most appropriate for
testing in institutional settings.

The table below delineates on whom the general responsibility for each activity is

Provision of testing site

Proxy

Transport for Subjects

(If Subject is not already on site) Subject or proxy

Accessibility of site (e.g. wheelchair access, signage for sight-impaired, hearing Proxy

loops)

Security and queue control Proxy

Infection prevention and control policies Proxy

Health and safety policies (including safe transit of Subjects on site and provision of Proxy
equipment e.g. fire extinguisher, defibrillator)

Waste management (including materials e.g. bins, bags, containers) Proxy

Provision of medical consumables (e.g. cleaning agent, tissues) Proxy
Registering Subject for test/ordering test kit(s) Proxy
Accessibility of registration process (e.g. telephone option, readability of website, DHSC

foreign language translation)

Provision of test kit, peripherals (barcode, instructions etc) and packaging DHSC
Transport of test kit to site DHSC transport to proxy
Instructions to Subject re. safe attendance at site Proxy
Appointment bookings (where applicable) Proxy
Accessibility of appointment bookings (where applicable) Proxy

Provision of face coverings for Subjects (where applicable) Subject or proxy
Deciding appropriate sampling method DHSC
Obtaining informed consent Proxy

Administering test (Preparations for sampling — hand sanitiser/gloves, blow nose,
taking sample, cleaning hands, packaging sample)

Subject (if self-test) or
Proxy (if assisted test)

Registration of sample Proxy
Appropriate storage of sample Proxy
Communication of results (by who to whom) DHSC to Subject

Recording of results

DHSC sends results to GP

Notification of positive results to PHE

DHSC sends results to PHE

Provision of PPE DHSC
Decision of whether/what level of PPE is required DHSC
Provision of testing training materials (e.g. how to do the test) DHSC
Ensuring that staff are trained/competent to support/assist carrying out the test Proxy

Duty of care

Proxy, where applicable

Clinical assessment

Proxy, where applicable

Clinical supervision

Proxy, where applicable

Complaints

Proxy / DHSC (depending on nature of complaint)

Data protection (data controller)

DHSC

Evaluation (where applicable)

DHSC

Accountability for implementing SOP

Proxy
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CORE SECTIONS

1 Introduction

This document is part of the framework provided by the Department of Health and Social Care
(DHSC) for mass testing for SARS-CoV-2 using lateral flow technology. The framework covers a
variety of delivery models. The services are delivered through partnerships with a number of private
and public sector organisations and the Devolved Administrations.

The objective of the document is for service providers to keep a fair and accurate representation of
the testing services and associated clinical protocols. It is really important for service providers to
adhere to regular updates on this document based on learnings and policies within Test and Trace.
Failure to do so will lead to a service being considered delivered ‘at risk’ as it will not be following the
latest framework as part of Test and Trace.

The document describes how testing services can be delivered safely, efficiently, with quality output
and uniformity of performance. It covers key areas such as testing procedures (how to use the
device), infection control and quality assurance for the following delivery models:

e Sampling and testing procedures at asymptomatic testing sites (ATS)
e Site procedures for collection of self-test kits

The primary audience for this document is clinical and public health review and all those with a clinical
and public health interest in the testing, including service providers. This document will be shared with
key Test and Trace stakeholders including the NHS, Public Health bodies, Local Resilience Forums
(LRF) and the Devolved Administrations.

Organisation’s that are working in devolved administrations must have the clinical SOP reviewed and
agreed by the Devolved Administration. This can be done via the Devolved Administration
engagement for testing team.

2 Clinical Governance

2.1 What is clinical governance and why is it important?

Clinical governance is the system through which healthcare services are accountable for monitoring
and continuously improving the quality of their services and safeguarding high standards of care.
Clinical governance encompasses quality assurance, quality improvement and risk and incident
management. Within the Test and Trace programme it is essential that DHSC receives assurance
from service providers that services are being delivered safely to the required standard.

In population-based testing clinical governance activity is of particular importance because of the
complexity of the testing pathway, involving multiple stages and many different providers, with the
potential for errors to occur at the interfaces between pathways and providers.

Within the Test and Trace programme there are multiple different providers involved; all providers
delivering and contributing to the testing service have responsibility to operate within the boundaries
of the Clinical Standing Operating Procedure (Clinical SOP) which outlines the end-to-end testing
process and clinical assurances required.

The Public Health and Clinical Advice Oversight team (PHCO) within Test and Trace has
responsibility for clinical oversight of the programme; including ownership of the testing framework
(Clinical SOP) and monitoring implementation across service areas within the quality assurance
framework which would enable an overview of the testing service in meeting programme aims and
objectives and identify any systemic issues or risks to delivery across the whole programme and also
identify emerging themes and areas for improvement.
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2.2 Accountabilities and quality lead role

Each testing site will be required to designate a member of the team to oversee the quality and
clinical governance processes on site. This can be the Team Leader or a specific role. They will have
the accountability for quality and risk management of the service within the context of a non-
laboratory environment. It is not essential for this person to have clinical background but they should
have appropriate training for the role and have sufficient experience in service quality improvement. In
smaller settings, it may be optimal for the site team leader to take on the role of quality lead.

Due to downstream implications for the local public health response, each testing service should
engage with the local Health Protection Teams (HPTs) and Director of Public Health (DPH) and
confirm they are fully sighted on local testing services.

2.3 Clinical governance processes needed prior to start testing

Each testing site is responsible for ensuring:

1. Premises meet all relevant legislative, certification and validation inspections and
requirements including health & safety.

a. Premises must be accessible, clean, secure, suitable for purpose, properly used,
social distancing measures in place, properly maintained and appropriately located
for the purposes for which they are being used

b. Risk assessments are undertaken if the premises used mean that hygiene standards
are more difficult to maintain (e.g. carpeted flooring)

2. Sufficient numbers of suitably trained, competent, skilled and experienced persons must be
deployed in order to meet the requirements of the service and persons employed by the
service must:

a. Receive such appropriate support, training, professional development including
update training, supervision and appraisal as is necessary to enable them to carry out
the duties they are employed to perform,

b. Be enabled where appropriate to obtain further qualifications appropriate to the work
they perform

c. Where such persons are health care professionals or other professionals, they will be
registered with a health care or social care regulator

3. Clear escalation and decision mechanisms in place to support the Quality Lead and ensure
staff understand their responsibilities to raise concerns, to record safety incidents, concerns
and near misses, and to report them internally and externally where appropriate.

4. Process in place to ensure lessons are learned and systemic problems and themes are
identified so that an action is taken as a result of investigations when things go wrong.

5. Creating clear clinical governance processes prior to the start of the testing, which should
include the following:

a. Training

i. Knowledge assessment at the end of online training- this is done as part of
online training

ii. Adryrun as ateam during mobilisation or on first day

b. Observing testing process

i. Daily/weekly clinical quality audits by site supervisor. A sample quality
checklist template (Sample Quality Checklist.docx) can be found on the
Egress platform within Documentation Zone / 4. Legal Agreement and SOP /
SOP Additional Documentation folder

ii. Staff competence checks. Competency checklist template (Competency
Assessments.docx) for key roles can be found on the Egress platform within
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Documentation Zone / 4. Legal Agreement and SOP / SOP Additional
Documentation folder
c. Monitoring
i. Void rates and invalid tests rates by day and by operator
ii. Recording errors
iii. Serious incident rates and escalation
d. Risk assessment

2.4 Risk assessment

Organisations should define their risk management and accountabilities. To prevent or minimise
harm, the following simple three-step clinical risk management process is commonly used: identify the
risk, assess the frequency and severity of the risk and mitigate the risk.

A risk assessment template (Risk Assessment Template.xIsx) can be found on the Egress platform
within Documentation Zone / 4. Legal Agreement and SOP / SOP Additional Documentation folder

All sites should have a risk assessment completed prior to sign off for launch.
2.5 Incident management and reporting

The service provider should have a robust system in place to capture all incidents from identification,
investigation, review and closure. A clinical governance record should be used to document that the
checks have been undertaken and that, if any actions are necessary, they are documented and
followed up in a timely manner.

Clinical or serious incidents are managed through local service delivery governance processes, and
programme channel leads should still be notified to ensure local, programme and national implications
are understood and required action is taken. DHSC should be involved as a stakeholder in the
incident response process. In this scenario if incidents are due to DHSC systems (e.g. return of
results informatics systems), processes should be in place to inform and involve local stakeholders.

In order to meet the required quality assurance, PHCO will require two levels of reporting which is of
particular value in service evaluation; a rapid response where PHCO would be informed if any
immediate action is required with regard to programme delivery risk mitigation and a monthly
management report which would enable an overview of the testing service in meeting programme
aims and objectives and identify any systemic issues or risks to delivery of the service.

In addition to the internal incident management by the testing sites, all incidents that could potentially
impact quality or safety of testing should be reported DHSC through the clinical governance process
for mass testing. Relevant incidents will be reported to the MHRA yellow card scheme

(https://coronavirus-yellowcard.mhra.gov.uk/) in consultation with the DHSC incident response team.

| f& Department of Health & Social Care 15





Clinical Standard Operating Procedure (SOP)

LFD Asymptomatic Test Site Support Model
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For Scotland:

Contact details can be found in the Public Health Scotland COVID-19 guidance for non-healthcare
settings.

For incidents occurring on ATSs in Scotland, contact details can be found in the Public Health
Scotland COVID-19 guidance.

2.6 Clinical effectiveness

An essential element of the programme is that we deliver clinically accurate testing —there is an
increased risk if the testing procedure is not carried out effectively that an individual who has SARS-
CoV-2 may incorrectly receive a negative result and not self-isolate. In addition, to protect staff and
guests it is essential that PPE provided is worn appropriately and when required hand sanitising
techniques are used.

If the testing service site is asked by the Test and Trace programme to engage with the internal
quality assurance process and/or the quality assurance on-going evaluation, they must follow the
instructions given and report as required. Detailed work instructions will be provided to test sites in
scope for these processes.

2.6.1 Internal Quality Assurance

Internal Quality Assurance (IQA) forms part of the wider Quality Assurance process. The IQA process
ensures that the processes documented in the quality management system can deliver repeatable
results.

An internal quality assurance programme will be run for each Use Case at selected sites, to ensure
they are performing at the appropriate level. This will involve sites running known samples at periodic
intervals.

This will be phased over time and will be coordinated by Test and Trace who will provide a detailed
work instruction to the sites in scope for this process. Further guidance will be provided on the timing
and scope of this process.

As part of their IQA, sites should also monitor results and key performance indicators (KPIs):
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e Void rates and invalid tests

e Rates of discordant results where confirmatory testing is in place

e Studies evaluating false negative and false positive results

e Void and positive rates comparison with other sites to detect anomalies or trends

e Quality control checks of the test-kit (conducted at a central laboratory on batches of test kits
before dispatch

2.6.2 Quality assurance on-going evaluation

Dual swabbing at a selection of sites (determined by the Use Case) will be enacted for the purpose of
guality assurance ongoing evaluation. This will be delivered by the Use Case teams under the
guidance of PHCO. Analysis will be performed at an aggregate level for the archetype as a whole,
and not for individual sites. This will be agreed centrally by PHCO who will coordinate with Use Case
teams to provide a detailed work instruction to the sites in scope for this process.

2.7 LFD results reporting and confirmatory testing uptake

Testing organisations should wherever possible:

e Explain the requirement to register LFD results
¢ Remind subjects the importance of getting a follow-up PCR test following a positive LFD
result

Organisations will be responsible for regular monitoring performance of test result reporting and
confirmatory PCR uptake and taking action where necessary. Service Directors/Owners may be
asked to report to Clinical Governance forums on their performance and improvement plans.

2.8 MHRA reporting and lessons learned

Sites will have a process in place to ensure lessons are learned and systemic problems and themes
are identified so that an action is taken as a result of investigations when things go wrong.

Adverse incident reporting is a Medicines and Healthcare Products Regulatory Agency (MHRA)
regulatory requirement, and all sites using LFD’s are expected record and report this as part of their
day to day running of the testing service. Should any adverse incidents related to the testing process
be resolved locally i.e. the packaging is damaged or a component is missing, the quality lead / site
coordinator will need to capture these within the agreed process, incidents which require escalation
sites should provide as much information as possible about the issue or incident; site ID, details of the
test kit (e.g. brand name/model, Lot/batch, barcode number). The test site should have clear and
agreed recording and reporting processes for both locally resolved and incidents requiring escalation
prior to commencement.

In addition, routine reports to DHSC from each site will include weekly lessons learned report required
by MHRA. Refer to the Guidebook for more information on this.

2.9 Care Quality Commission

The law has now changed which makes COVID-19 testing an activity that falls outside the scope of
registration with the Care Quality Commission (CQC). It is therefore not a requirement for Use Cases
to register with the CQC to provide COVID-19 diagnostic and screening services. Commercial
providers of Covid-19 testing services have to comply with the requirements in relation to
accreditation with UKAS in the Health Protection (Coronavirus, Testing Requirements and Standards)
Regulations 2020. Providers of antibody testing, and organisations which provide testing services on
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a non-commercial basis can choose to apply for accreditation with UKAS, and are recommended to
do so.

3 Testing Rationale
3.1 Public health purposes

Through the identification of positive cases and subsequent self-isolation, Lateral flow devices (LFD)
help to drive down the spread of COVID-19. LFD testing is a fast and simple way to test people who
do not have symptoms of COVID-19, but who may still be spreading the virus.

The population purposes of testing need to be clear and tailored for the specific setting. These could
include all, or any of the following:

a) Testto find — Testing with the aim of identifying asymptomatic individuals with SARS-CoV-2.
At a local and national population level, reduced transmission risk is likely achieved,
particularly by testing in the following defined testing categories (the following definitions have
been approved by MHRA):

1. Repeat testing to detect positive cases amongst asymptomatic people, and remove
them from circulation. For example, twice weekly universal testing for healthcare workers
or regular testing in educational settings. This is the predominant use case and existing
performance data are focused here.

2. Surge testing where there is a signal of a potential outbreak (or where there has been an
outbreak) in order to control infections, or where there is perceived to be a higher risk. For
example, the daily testing of care home staff in an outbreak who are not classed as
contacts. This is an emerging use case for which the evidence is evolving.

The fourth testing category would fall outside of this scope:

3. Daily testing of contacts to identify positive cases early and ensure they are adhering to
self-isolation and other appropriate public health interventions. There is substantial
modelling evidence for this approach and evaluation from pilot, currently two RCTs are
also being conducted.

The objectives of each testing service need to be clearly stated and understood at the outset. Testing
services may have a number of objectives, some short term and some longer term.

3.2 Broader setting rationale and benefits

In a workplace setting, a broader economic and social benefit is to improve resilience of critical
national infrastructure by supporting critical employees to attend to work, to increase the confidence
and safety of those who cannot work from home, and support those currently working from home /
unable to work to return to work safely as national restrictions are relaxed.

The broader societal benefits of each testing service also need to be clearly stated and understood at
the outset.

3.3 Testing regime

1. Type of test: LFD

2. Rationale for test type: lateral flow rapid antigen tests detect the presence of SARS-CoV-2 on
subjects with high viral load and thus, can quickly help detect infectious subjects who are
asymptomatic and would otherwise not be identified as a risk to other workers in the
workplace setting

3. Frequency of testing: Aim: twice-weekly at regular intervals of 3-4 days spacing
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4. Rationale for frequency of testing

o The aim of workplace testing is to test twice weekly, as the use of frequent lateral flow
testing has been shown through modelling to detect a comparable number of
infections to frequent PCR, and can avert more transmission than PCR if they can be
used more frequently. Frequent lateral flow testing may also present a viable strategy
to detect infections, avert transmission and prevent mortality in defined populations*.
Rapid antigen tests can also help reduce further transmission through early detection
of highly infectious cases, enabling a rapid start of contact tracing.

*Repeated mass testing with rapid antigen tests.pdf (adss.cymru)
= To detect the vast majority of true positives
= To avert transmission and prevent mortality in defined populations

o Alternative testing frequencies would need to be agreed on the basis of an
assessment of risks in the workplace and working patterns

3.4 Evaluation framework

An evaluation framework needs to be defined to ensure testing objectives are met. Often, the
evaluation process is conducted after the service has been running for some time. However, the
quality of the evaluation and what is learned from it will be dependent on good planning at the outset
so that the correct data can be collected and analysed. For each objective, the required quantitative
and/or qualitative data should be stated in the plan.

Testing services should clearly define the evaluation framework they will use to determine if their
objectives have been met and, additionally, the resources and teams within DHSC they have
engaged to support this and external stakeholders (e.g. local health protection teams and Directors of
Public Health) involved.

Interim updates and outcome reports and lessons learnt should be formally submitted to the Test and
Trace Public Health and Clinical Oversight to help iterate future versions of the DHSC clinical SOP
Framework.

Where an evaluation includes assessment of a public health intervention (e.g. daily contact testing), a
specific protocol may be needed and in some cases ethical approval where this contains research
elements.

It is expected that Evaluation Plans will be brought to the Testing Initiatives Evaluation Board (TIEB)
for comment, preferably prior to the testing/service commencing or as early in the service as feasible.
Evaluation outcomes must be brought to the TIEB for sign-off as a product of the Test & Trace
programme.

Some examples of criteria to evaluate testing objectives are (please be aware that this list is not
exhaustive and should be completed accordingly) the uptake of tests in the target population, the
positivity rate, the % of positive tests self-isolating, subject confidence, etc.

All testing services are required to notify MHRA of roll out plans of self-test lateral flow devices as part
of MHRA's exceptional use authorisation. The plan for distribution and roll-out will be shared with
MHRA on a regular basis as part of programme consultation.

4 Lateral Flow Antigen Test Devices (LFD)

Lateral flow is an established technology, adapted to detect proteins (antigens) that are present when
a person has SARS-CoV-2. The best-known example of a lateral flow test is the home pregnancy test
kit.

The test kit is a hand-held device with an absorbent pad at one end and a reading window at the
other. Inside the device is a strip of test paper that changes colour in the presence of SARS-CoV-2
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proteins (antigens). The device detects a viral protein (antigen) produced in greatest quantity at its
most infectious stage.

Lateral Flow Antigen testing involves the processing of human nasal swabs, throat swabs, or sputum
samples with a Lateral Flow device.

The swab sample is added to a fluid in the test kit. This fluid acts as an extraction buffer and is optimised
to release viral antigens from the specimen if they are present. During the test analysis, these antigens
migrate along the strip in the lateral flow device, binding to anti-SARS-CoV-2 antibodies located in the
strip. The antibodies are linked to coloured particles. The presence of a coloured band in the test region
indicates a positive result for the SARS-CoV-2 viral antigens, while its absence indicates a negative
result.

When storing devices and reagents, always refer to the manufacture’s storage instructions (e.g. 2-30
degrees centigrade). If the temperature of the area where kits are stored breaches the temperature
range prescribed by the manufacturer, it should be treated as a clinical incident and reported to
Testing Incidents. The Integrator can provide the latest guidance on what actions can be taken
(instructions may vary by manufacturer).

Please refer to the manufacturer’s instructions on temperature range for using the devices and
reagents e.g. room temperature (15-30 degrees centigrade).

There are several Lateral Flow Device products which have undergone, or are in the process of
undergoing, independent validation for NHS Test & Trace. These Lateral Flow Devices are CE
certified or have exceptional use authorisation.

Lateral flow tests deliver a rapid result. If the result of LFD is positive, the person will be asked to self-
isolate for 10 days in line with normal NHS T&T procedures.

It should be noted that a negative result does not rule out SARS-CoV-2 infection and there can be
false negative results. If negative and clinically indicated, a repeat test should be undertaken using
PCR to detect presence of SARS-CoV-2 RNA.

5 Supply & Equipment

DHSC support team will provide sample collection kits and lateral flow antigen test devices to the host
organisation. At DHSC’s discretion, DHSC may provide the organisation with materials and resources
to enable testing services activities, including but not limited to PPE and hygiene products.

DHSC will provide:
e Sample collection kits (all types)
o Lateral flow devices (different devices will be supplied depending on the delivery model)

The organisation will take responsibility for managing, tracking and ordering all other equipment
required for the set-up and day to day running of a test site, including but not limited to:

PPE (including gloves, aprons, masks, goggles/visors)

Medical consumables (including cleaning agent, tissues)

Physical infrastructure including toilets

Sighage

Consumables (non-medical) (including catering)

Safety (can include fire extinguishers, defibrillator)

Healthcare waste (including bins, bags, containers)

General waste (including bins, bags, containers)

Miscellaneous (including mobile devices, scanning devices, whiteboards, printers, tools)

CoNoUA~AWNE

Note: A detailed list of all the entire site inventory will be made available to the organisation
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6 Data Management
6.1 Data control

Within the scope of the process outlined in the Testing Process section, employers and host institutions
are not regarded as Data Controllers or Processors.

The Department of Health and Social Care (DHSC) is the data controller for all sites. All other partners
will be classified as data processors acting under the instruction of DHSC if they are required to store
personally identifiable information on their subjects. As processors of data, the site must have a process
in place for ensuring that data protection legislation is complied with. Controls include (not an exhaustive
list):
1. A single point of accountability for subject data
2. Processes to ensure subject data is not lost (security)
3. Processes to ensure subject data is destroyed when it is no longer needed by the site (storage
limitation)
4. Processes to ensure that subject data is only used for its intended purpose (purpose limitation)
5. Processes to ensure that data collected is limited to that needed for its intended purpose (data
minimisation)

6.2 Consent from the data subject

The organisation is responsible for communicating the purpose of the testing to develop an
understanding of the service. Participation by the subject is voluntary.

If an employer or host institution is classified as a data processor or controller, they must issue a data
privacy notice that informs the subject of how their data will be used. If the subject wishes to participate,
having now received this information, the subject will issue their consent. The organisation is
responsible for capturing consent. The organisation must store a copy of the subject’s consent for the
duration of the testing.

How subject data is captured and shared with DHSC

The following data elements are captured by the Registration process, a service that is operated by
DHSC and NHS Digital:
o Whether the test is being taken at a test site or at home
e [If at a test site] The postcode of where the test is being taken
e [If at a test site] The test site the test will be taken at
e Test kit URN (barcode of test kit)
e The date and time that test will be taken
e Subject date of birth
e Subject name
e Subject gender
e Subject ethnic group
e Subject ethnic background
e Whether the subject is displaying any coronavirus symptoms
e The country the subject lives in (Member of the UK)
e Subject home postcode
e Subject address line 1
e Work OR Study Status — plus Industry, Occupation, Employer OR Study Grade, Institution,
Institution Town
e Whether the subject has an email address and, if so, what that address is
o Whether the subject has a mobile phone number and, if so, what that number is
o Whether the subject has a landline phone number and, if so, what that number is
e Whether the subject knows their NHS number and, if so, what it is
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7 Infection Prevention and Control (IPC)

7.1 General guidance

It is essential that all staff follow this SOP to prevent potential transmission of SARS-CoV-2 to
themselves and others. Any non-compliance will be escalated through existing organisation incident
management protocols. Those on-boarding operatives who may be exposed to these individuals will be
provided with IPC advice based on government guidance for managing a subject with possible COVID-
19.

A summary of the key elements to support IPC can be seen below, and all sites will display appropriate
signage:

1. Hand hygiene, including hand washing with soap and water, and the use of alcohol-based hand
rub

2. Respiratory hygiene - ‘Catch it, bin it, kill it’

3. Personal Protective Equipment (PPE) (Donning and Doffing)

4. Social distancing: All workers should always remain 2 metres apart where possible and subjects
should remain 2 metres apart from workers and other subjects, in accordance with government
guidance in the working and welfare settings. Car sharing should be avoided where possible

5. Decontamination of reusable non-invasive care equipment

6. Effective segregation and disposal of waste

For Scotland:

Please use this link to access the National Infection Prevention and Control Manual for Scotland.

7.2 Cleaning policy

Regular cleaning plays a vital role in limiting the transmission of SARS-CoV-2. It is important to reduce
the clutter and remove difficult items to clean, the frequency of cleaning should be increased, paying
particular attention to surfaces that have been touch frequently such as telephones, door handles, chair
arms etc. As a minimum frequently touched surfaces should be cleaned twice a day, and one of these
should be at the beginning or the end of the working day.

Public areas where a symptomatic subject has passed through and spent minimal time but which are
not visibly contaminated with body fluids can be cleaned thoroughly as normal.

Cleaning staff must follow the PPE guidance as listed. They should only enter sampling areas when
the activity is no longer being conducted. In case of a spillage when they need to enter an active test
area, cleaners should ensure that they have appropriate PPE and equipment i.e. spillage kit required
for safe management of the spillage, and remain, 2 metres from the subject, change their PPE after
cleaning and perform hand hygiene.

The following cleaning guidelines must be followed

1. All surfaces that the subject has come into contact with must be cleaned and disinfected,
including all potentially contaminated and frequently touched areas such as handles, light
switches, telephones, and the surfaces that the subject may have had contact in between each
individual that is tested

2. Use disposable cloths or paper roll and disposable mop heads, to clean all hard surfaces, floors,
chairs, door handles and sanitary fittings — think one site, one wipe, in one direction

3. Any cloth and mop heads used for cleaning must be disposed of as healthcare waste (offensive

waste/tiger bag)

Surfaces will require to be cleaned at the end of the session before the next session starts

5. Surfaces will require to be cleaned at the end of the session before the next session starts i.e.
in between test group batches of subjects

E
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6. Before the inspection, maintenance or repair of equipment, the returning of or placing of
equipment in storage and the disposal of equipment, it must be decontaminated with the
appropriate cleaning product by a competent person, and the decontamination certificate
completed.

An example of Certificate of Decontamination of Equipment (Certificate of Decontamination of
Equipment.docx) can be found on the Egress platform within Documentation Zone / 4. Legal Agreement
and SOP / SOP Additional Documentation folder

Use one of the options below:

e A combined detergent and disinfectant at a dilution of 1000 parts per million (ppm) available
chlorine (ppm av.cl). Referred to as a stage one process, as the area is cleaned and disinfected
at the same time. The area must be left to air dry, to enable the disinfectant to have the required
contact time.

e A household detergent followed by disinfection (1000 ppm av.cl). Follow manufacturer’s
instructions for dilution, application and contract times for all detergents and disinfectants. This
is referred to as a two-stage process, the area needs to be cleaned with a detergent, rinsed
and dry, then the disinfectant can be applied and left to air dry, to achieve the correct contact
time required.

e If an alternative disinfectant is used within the organisation ensure that it is effective against
enveloped viruses, be this a combined product or a stand-alone disinfectant.

Avoid mixing cleaning products together as this can create toxic fumes. Avoid creating splashes and
spray when cleaning.

Disinfectant wipes must be effective against enveloped viruses. It is recommended were possible that
combined detergent and disinfectant wipes is used, as they will both clean and sanitise the surface at
the same time.

If a disinfectant wipe is used, it is important to note that they do not contain a detergent. If this method
is used, it is important that the area is cleaned properly with a detergent, rinse before a disinfectant
wipe is used.

For all wipes it is important that the manufacturers’ instructions are followed in relation to the contact
time required. It is advisable where possible to purchase packets that have a reliable closure
mechanism to ensure the wipes do not dry out between uses, as this will affect their ability to be
effective against the virus.

7.3 Hand hygiene guidance

It is critical for Test Sites to ensure that staff, subjects and visitors are maintaining regularly hand
hygiene. Testing booths or sample areas should be equipped with alcohol-based hand rub
dispensers for use throughout the testing process.

To aid hand hygiene staff must:

¢ Follow the principles of bare below the elbow, while in the testing zone. Ensuring wrists and
forearms are exposed, removing any items that may hinder the process for hand hygiene
including wrist watches, rings with stones in (a single, plain metal finger ring is permitted but
should be removed (or moved up) during hand hygiene), bracelets, friendship bands, long
sleeved clothing.

o If the exposure of arms is not acceptable due to religious reasons, disposable thumb looped
long sleeve aprons, or thumb looped long sleeve fluid repellent gowns can be used to cover
the forearms, when supporting a subject with an assisted test or processing a test. Note this
is limited to members of staff who cannot expose their arms and require their arms to be
covered while assisting a subject with an assisted test or are processing tests.
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e Sleeves must not be loose or dangling. Sleeves must be able to be rolled or pulled back and
kept securely in place during hand washing and direct patient/subject activity.

e Ensure fingernails are clean and short, and do not wear artificial nails or nail products

e Any cuts and abrasion on the hands or arms must be covered with a waterproof dressing

e Any skin condition such as boils, abscesses, eczema or psoriasis must be reported to the
organisational Occupation Health

How to perform hand hygiene?

Wash hands with non-antimicrobial liquid soap and water if hands are visibly soiled or dirty,
interaction with a subject who has vomited. In all other circumstances use an alcohol-based hand
rub. Where running water is unavailable or hand hygiene facilities are lacking, staff may use hand
wipes followed by alcohol-based hand rub, and must wash their hands at the first opportunity (NHSE/I
2019)

Preparation: wet hands under warm running water prior to applying one dose of liquid soap.

Washing: hands must be vigorously rubbed together following the hand washing technique. Rinse
off the liquid soap under running water

Drying: effective hand drying is essential to prevent damage to skin integrity, use good quality
disposable absorbent paper towels

Moisturisers: intact skin is a natural barrier to infection; staff should protect and maintain skin
integrity through regular use of moisturiser (do not use or provide communal tubs of hand cream due
to the high risk of contamination and cross transmission).

Alcohol based hand rub: It is critical for Test Sites to ensure that guests and staff are maintaining
regular hand sanitisation as prescribed in this document and the testing procedures. Testing booths
or sample collection areas should be equipped with hand sanitiser dispensers for use throughout the
testing process. In accordance with guidance from the WHO 2020 — effective alcohol-based hand rub
products should contain between 60% - 80% of alcohol and its efficacy should be proven according to
EN1500.

Won'’t frequent use of alcohol-based hand rubs dry out my skin?

No, there are several studies that have proven healthcare staff who routinely perform hand hygiene
between patients using an alcohol-based hand rub had less skin irritation and dryness than
healthcare staff who washed their hands with soap and water. Many alcohol-based hand rubs contain
moisturisers (emollients) that help prevent dryness of the hands

How many times can | use alcohol-based hand rubs before | need to wash my hands with soap
and water?

Some people have advocated that you should wash your hands after every four or five uses of an
alcohol-based hand rub. But, there is no reason to do this. If your hands feel ‘grubby’ or are visibly
dirty, then yes you need to wash them with soap and water.

When should | wash with soap and water?
Wash with soap and water when your hands are visibly soiled and when you feel like there is
something on your hands. You can use an alcohol-based hand rub at all other times.

Best practices techniques for hand rub and hand wash can be found in Appendix A.

7.4 Body fluid spillage guidance

Spillage of blood and other body fluids must be decontaminated immediately by staff trained to
undertake this safely.
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There are several types of spill kits available specifically developed to deal with body fluid spills,

If you have access to a body fluid spillage kit, follow the manufacturer’s instructions, and ensure you
are wearing appropriate PPE and the area has been cordoned off. Staff who deal with a spillage must
report to their line manager to ensure that the spillage kit is replaced after it is used.

A local CoSHH risk assessment must be undertaken, and staff must be aware of the implications of
these assessments for storage and use of the product and first aid in the event of exposure.

If you do not have one of these, use the flowing process:

1. Cordoned off the affected areas

2. Don appropriate PPE, where there is risk of splash, wear eye protection

3. Using disposable paper towels remove all traces of visible spillage, dispose of as healthcare
waste

4. Once the residual waste has been removed the area must be cleaned thoroughly using a
general purpose detergent solution in warm water, using disposable cloths, rinse and dry

5. Using appropriate disinfection i.e. available chlorine at 1.000ppm, disinfect the area using
disposable cloths, and allow to air dry

6. Clean the bucket in fresh water and general purpose detergent, rinse and dry

7. Dispose of all disposable towels, gloves and disposable apron carefully as healthcare waste
(offensive)

8. Dispose of cleaning equipment i.e. cloths, mop heads carefully as healthcare waste
(offensive)

9. Decontaminate hands thoroughly

For Scotland:
For sites in Scotland, the NHS National Services Scotland has issued a safety notice for the use of a
spillage kit and is available at this link.

7.5 Site staff testing

As part of the local testing service and in accordance with national policy, test sites can offer LFD testing
to their staff twice per week. Tested staff should be treated the same way as regular participants and
follow the protocols outlined in this document (i.e. reporting results, etc). If staff testing is provided and
the frequency differs from national policy, the rationale should be reviewed and agreed with PHCO prior
to offering the service.

7.5.1 Site staff outbreak management

As part of providing regular staff testing it is important for the site to monitor positive case rates and
work with local health protection teams to manage outbreaks. According to national guidance, an
outbreak is defined as two or more test-confirmed cases of COVID-19 among individuals associated
with a specific non-residential setting with iliness onset dates within a 14-day period. For residential
settings (e.g. care homes), this also includes clinically suspected cases. If this is the case, an
outbreak needs to be reported to the local authority and appropriate local guidance should be
followed for outbreak management.

8 Dual use of ATS infrastructure for other purposes

There may be instances where ATS infrastructure can be used to also support other COVID-19
pandemic-related programmes (e.g. vaccination, testing symptomatic subjects, etc.).

To enable the host organisation to use an ATS for dual use with another service (such as providing
vaccinations), the operator will be required to update their risk assessment to demonstrate that the
two services can be run on the same site without significant risk to staff and service users. This
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should include demonstrating how the services will be separated within the ATS site, how the different
streams of service users will be separated, and how staff will ensure that service users are directed to
the service they desire. Clear Infection Prevention Control measures also need to be defined and
documented to run the dual use site safely.

The host organisation needs to define clear accountabilities for each service and ensure that there is
a robust incident management process in place for the secondary service using the ATS
infrastructure. The DHSC incident reporting process for testing should not be used unless the incident
applies to the site infrastructure itself and not the services being provided. The site operator will also
be required to take clinical responsibility for the secondary service being offered within the ATS
infrastructure.

When using an ATS site for dual use with a different service, the host organisation has responsibility
for the day-to-day operation of the site, including the ownership of the site’s risk assessment. The
host organisation has responsibility for ensuring all requirements defined to run the other service are
followed (i.e. IPC, waste, etc.). A list of considerations are given below:

Site design assumptions for dual use of ATS infrastructure with another service:

1. Target service: Asymptomatic individuals
a. Additional service may include symptomatic individuals who will be directed to the
symptomatic user journey
2. Co-location: ATS site and secondary service can co-locate
a. Each site will be responsible for conducting/updating their risk assessment
accordingly
b. Existing ATS sites should already have all the necessary measures in place (PPE,
hand hygiene, easy to clean surfaces and flooring, room for storage etc.)
3. Size restrictions: There is currently no minimum size limit for dual sites, though this is
subject to change
a. Sites should be large enough to permit social distancing
4. Entrance/Exits: If both services are for asymptomatic people, there is no need for separate
entrances and exits (this is a mandatory requirement if the second service includes
symptomatic subjects)
a. Should be accessible e.g. for wheelchairs
b. Access to hand hygiene at key points throughout site, including both entrance and
exit
c. Subjects should wear face coverings (unless exempt)
5. Queue management: Sites will need to manage traffic flow using tape on the ground and
have queue management in place
a. These are used to mark and maintain a one-way system and allow for social
distancing
b. The number of subjects who can enter the area for pick up and in any particular
congestion areas should be limited and monitored
c. Site should be accessible e.g. for wheelchairs
6. Registration desk: Recommended that there should be 2 separate welcome/registration
desks for the different services if all subjects are asymptomatic (this is a mandatory
requirement if the second service includes symptomatic subjects) infection prevention and
control measures, including social distancing, need to be in place and maintained
a. Activities for check-in might need to be considered for this, e.g. check-in at an ATS is
different and will take longer (completing registration, explaining kit) than Collect
where subject is receiving kit
b. Additional signage may be required to direct subjects to the correct desk

The design considerations have been proposed in the context of low prevalence rates. Please
consult with local health protection teams or PHE Regional Director and undertake a risk
assessment if there is concern about local prevalence rates being higher as the considerations
may no longer be suitable.
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9 Waste Management

[Note: This section applies to the Delivery Models: ATS Testinglf the model used is Self-test
collect only, this section does not apply. Please refer to the Self-test collect section for more
guidance on waste]

Please note that this guidance will need to be reviewed by the relevant agencies in Devolved
Administrations for local application as they may require specific changes to be made to align
with their regulations.

This section is based on the national testing policy from the Test and Trace Waste Management SOP
v2.0 and is subject to change.

9.1 Classification

The legislative framework that applies to waste duty of care requires that waste is coded based on the
source of that waste. This is why waste from healthcare settings are coded differently from
workplaces where testing is not the primary activity.

While the testing sites are regarded as healthcare settings in England and Wales, in Scotland they
are viewed as municipal sites. In either scenario the waste that is generated should be segregated at
source and should not be over classified as clinical waste. With the increased testing availability in
the National Test and Trace Programme, there is a requirement to fully understand the responsibilities
of healthcare waste management at a local level. Investigation is on-going in Northern Ireland.

All areas have a waste management ‘Duty of Care’ and are responsible for undertaking a local WM3
assessment for the classification of the waste that they will generate (if not identified in the table
below), this assessment must be documented. A Duty of Care Waste Transfer Note must be
completed before waste is removed from site and records kept for minimum of 2 years were
applicable.

9.2 Regulatory Position Statements (RPSs) and Local Enforcement Positions (LEPS)

The Environment Agency publishes time-limited COVID-19 regulatory position statements (RPSs) in
relation to certain regulatory requirements. This is to avoid increasing risks to the environment or
human health during the particular circumstances of the coronavirus pandemic. Local Enforcement
Positions (LEPs) have also been provided to a number of waste transfer sites to facilitate collection
prior to disposal and a number of municipal waste incinerators and landfill sites have been allowed to
accept Lateral Flow Device (LFD) testing wastes without appropriate waste codes on the permit.

9.3 Employer Testing

Where tests are used and discarded in a work setting they are classified as municipal waste. This is
because testing is not the workplaces primary activity, so would not be classified as a healthcare
waste. They should be placed in a bag and then into a ‘black bag’ (this may not be black depending
on local arrangements, it may be clear) with other non-recyclable wastes generated from that
environment. They should not be discarded in any recycling streams as they are not suitable for
recycling. These wastes have been assessed by Public Health England and are not considered to
pose any more risk to waste handlers than any other waste from personal care.

Waste generated by in workplace testing Waste placed into a waste bag and placed directly into the
municipal waste stream

| f&@ Department of Health & Social Care 27



https://healthsharedservice.sharepoint.com/:f:/r/sites/TestandTrace-FinalATSSOP/Shared%20Documents/General/Clinical%20SOP%20(published)/Waste%20Management?csf=1&web=1

https://healthsharedservice.sharepoint.com/:f:/r/sites/TestandTrace-FinalATSSOP/Shared%20Documents/General/Clinical%20SOP%20(published)/Waste%20Management?csf=1&web=1

https://www.gov.uk/government/collections/covid-19-regulatory-position-statements



Clinical Standard Operating Procedure (SOP)

N.B. The information leaflets (IFU) for some Lateral Flow Test kits that test for SARS-CoV-2, the
cause of COVID-19, state that the used test should be discarded as biohazardous waste. Using WM3
(Guidance on the classification and assessment of waste) the used test kits have been assessed as
non-hazardous waste.

Used LFDs are required to be disposed of in line with waste duty of care regulations which mean that
they need to be segregated as non-infectious healthcare waste from registered healthcare facilities,
and dedicated test centres. They may be discarded in the residual/municipal waste stream from
household, employer and workplace environments.

9.4 Guidance on changing waste bags

Please adhere to the following guidance when changing waste bags:

All waste bags must not be filled more than % full to enable safe handling, and to prevent
excessive weight and to avoid splitting of the bags

All healthcare waste bags must not contain glass

All healthcare waste bags must be securely fastened i.e. swan neck, before removal and
marked to indicate the contents and the site of origin

Staff must handle waste bags by the neck of the bag, and keep the bag clear of the body to
minimise risk of injury

Regular cleaning of the pedal operated bin as part of the environmental daily hygiene regime
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DELIVERY MODEL SPECIFIC SECTIONS

10 ATS Testing

This section includes clinical guidance for:

Delivery model ATS

Population tested Asymptomatic

Test Innova SARS-CoV-2 Antigen Test  |OrientGene Coronavirus Ag Rapid Test

Sample type hroat and nasal swab Double nasal swab

Sample collection method Self-swab (i.e. Subject takes the swab sample)

SEINTEN ISl M lesAIASSisted (i.e. processing operative processes the swab sample)

Testing frequency

2 tests per week

Daily Contact Testing

Select the relevant box below to mark with an ‘X’
No O Yes

Deployment of Daily Contact testing requires approval from the Daily Contact Testing Governance Team. The Daily
Contact testing module can be found in this document and hyperlinks are available throughout this section to refer to
specific DCT information. Organisations conducting daily contact testing should ensure they refer and follow the
Daily Contact Testing specific guidance..

Has approval from the Daily Contact Testing Governance Team been granted? (Select the relevant box below to
imark with an ‘X’)

No U Yes, approval granted
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11 Product specifics and Instructions for Use

11.1 Innova: Innova SARS-CoV-2 Antigen Test

The manufacturer’s instructions for use (Innova SARS-CoV-2 Antigen Test LFD IFU.pdf) can be found
on the Egress platform within Documentation Zone / 4. Legal Agreement and SOP / SOP Additional
Documentation folder

Some testing service’s operational implementation may be outside the manufacturer’s IFU. Specific
elements described in this document that are considered outside of the manufacturer’s IFU are: a)
use on asymptomatic patients, b) patient self-swab under supervision and ¢) administered by
individuals trained specifically in processing the test, not an individual trained more generically in point
of care testing. Risk assessments have been conducted at the request of MHRA for these areas.
MHRA has provided advice to mitigate risks as far as possible and the DHSC have agreed to supply
key information to MHRA to allow them to monitor risks closely. These have also been validated by
Public Health England Porton Down and Oxford advisory group.

11.2 Orient Gene: OrientGene Coronavirus Ag Rapid Test

The manufacturer’s instructions for use (OrientGene Coronavirus Ag Rapid Test IFU - with pre-filled
vials with extraction solution.pdf) and (OrientGene Coronavirus Ag Rapid Test IFU with Extraction
Solution Bottle.pdf) can be found on the Egress platform within Documentation Zone / 4. Legal
Agreement and SOP / SOP Additional Documentation folder

Orient Gene kits can be presented in two different forms depending on the extraction solution
presentation.

e OrientGene Coronavirus Ag Rapid Test IFU — with Extraction solution bottle
e OrientGene Coronavirus Ag Rapid Test IFU — with Pre-filled vials with extraction solution

The proposed use of Orient Gene in an ATS setting follows operational implementation as per the
manufacturer’s instruction for use (IFU).

Note: some old batches of Orient Gene might still refer to nasopharyngeal swabbing in their IFUs.
Please refer to the IFUs above and follow the instructions in this SOP for testing with Orient Gene.

12 Workforce

A workforce blueprint has been developed to outline the organisation structure required for an LFD
testing site. Please refer to the LFD ATS Guidebook for more detail on roles, responsibilities, PPE
requirements, training and other workforce considerations.

The key roles outlined in the blueprint in order to operate a testing site are as follows (note some roles
can be removed or merged for smaller testing sites):

Site Roles Staff Positions Key Responsibilities

Team Leader Responsible for the overall on-site operations at the test site, including day-to-day
workforce management.

1. Running day-to-day operations including on-site workforce management,
managing site health & safety and receiving and managing stock

2. Point of escalation for any issues on site, and escalates to local public health
officials as appropriate

3. Ensure adherence to SOP and clinical guidance is maintained throughout
operations

Team Leader
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o

Responsible for safety and security of the site

Responsible for quality and clinical governance lead

If subjects raise any data privacy concerns, directs subjects to the Data Privacy
Notice which explains how we will use their data
(https://www.gov.uk/government/publications/coronavirus-covid-19-testing-privacy-
information)

Will also be accountable for quality and risk management of the service (if there is
no dedicated person for this role)

Site Operative

Queue
Coordinator

Ensures orderly entry of subjects onto the testing site.

1.

2.

3.
4.

Ensures crowd control and social distancing is maintained in subject queueing
areas

Monitor subjects in the queue who are showing symptoms of COVID-19 and acts
accordingly if they are

In case of long queue, encourages people in line to start registering online
Supports general site set up, including appropriate signage to manage subject flow

Registration
Assistant

Responsible for ensuring subjects have registered and distributing test kits on arrival.

1.

2.

Greets subject at arrival, asks them to sanitise hands and ensures the subject is
eligible for asymptomatic testing

Provide the subject with key messages for testing including definition of the test,
that no test is perfect and a negative result does not guarantee that they don’t
have coronavirus

Aids the subject in registering for the test if they are unable to

Provides assistance for people who might not have the relevant digital information
such as phone number and email address

Guides people who are coming and for a valid reason need to test anonymously
‘Drip feeds’ subjects into testing area, ensuring testing area does not exceed
maximum capacity

Communicate to test subjects the purpose of participating in testing at your site
and the testing journey.

Test Assistant

Provides guidance to subjects on swabbing as requested, and ensures cleaning of
booths or sample collection station.

1.

2.
3.

Directs subject to available testing stations and directs them to the exit when they
are finished

On hand to provide subject with additional verbal instructions if required

Provides regular cleaning to testing stations throughout day (subjects are also
asked to self-clean between each test)

Testing
Operative

Processing Prepares test sample for analysis and interprets result.
Operative
1. Sets up sample for analysis, and pipettes reagent to sample
2.  Times the sample analysis
3. Await and read result displayed, and mark it on device
4.  Provides to Results Recorder to upload to digital platform
Results Collates results from Processing Operatives and uploads to digital solution.
Recorder

Reads test result outcome (marked by Processing Operative)

Enters result into the results logging web app, if using a locally provided device, or
native iOS results logging app, if using a DHSC provided managed device. This
includes scanning of QR code (result is automatically sent to Test & Trace)

An appropriate training package is in place for operators to be trained and able to conduct the test in
a safe and effective manner, including IPC and PPE requirements for their role and activities.
Competency assessments are also in place to ensure staff members understand and are able to use
the training appropriately. Refer to the LFD ATS Guidebook for detailed training instructions and

content.

The training package should include regular audits of performance and overall testing process.

The last interval audit of the T&T training standards was performed in February 2021. This showed

that there is good evidence that training meets the requisite standards. Further audits will be
performed to maintain or improve training quality

It is understood that the organisation test site will involve oversight from business-as-usual operators
such as a First Aider.
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The ratio of staff required per subject is dependent on type of setting, layout and desired throughput.
While the specific staffing requirements are dependent on the testing service, the procedures
described in this document including but not limited to PPE instructions, cleaning, waste management
are to be followed under all circumstances.

12.1 External Stakeholders

Stakeholder Group

Key Engagements required by employer

Responsibilities of Stakeholder group

Employee Trade
Unions

To communicate how the organisation will be
run, including the testing procedure, data
sharing agreements, how results are
recorded, and how the Subject is required to
isolate following a positive result

To communicate how the organisation /
testing process may affect the usual duties or
day-to-day routines of employees

To request agreement of how the
organisations will be run from each respective
Trade Union

1.  To communicate any relevant
information to employees regarding
organisations.

2. To support employees throughout the
organisation and communicate any
complaints or suggestions made by
employees to the Use Case

External Facilities
Management
providers (incl.
Security

To communicate how the organisation will be
run, including the testing procedure, data
sharing agreements, how results are
recorded, and how the Subject is required to
isolate following a positive result

To communicate how the organisation /
testing process may affect the usual duties or
day-to-day routines of employees

° To support employees throughout the
organisation and communicate any
complaints or suggestions made by
employees to the Use Case

Non-government
organisations in
multiple occupancy
sites

To communicate how the organisation will be
run, including the testing procedure, data
sharing agreements, how results are
recorded, and how the Subject is required to
isolate following a positive result

To communicate how the organisation /
testing process may affect the usual duties or
day-to-day routines of employees

o To support employees throughout the
organisation and communicate any
complaints or suggestions made by
employees to the Use Case

Agency specific
employees/customers

To communicate how the organisation will be
run, including the testing procedure, data
sharing agreements, how results are
recorded, and how the Subject is required to
isolate following a positive result

To communicate how the organisation /
testing process may affect the usual duties or
day-to-day routines of employees

° To support employees throughout the
organisation and communicate any
complaints or suggestions made by
employees to the Use Case.

o To communicate to customers the
practicalities of the testing and any
impacts on the functioning of normal
services

Environmental/
conservation partners
(these would only be
relevant if they were
visiting the site when
testing was ongoing)

To communicate how the organisation will be
run, including the testing procedure, data
sharing agreements, how results are
recorded, and how the Subject is required to
isolate following a positive result

To communicate how the organisation /
testing process may affect the usual duties or
day-to-day routines of employees

° To communicate to visitors the
practicalities of the testing and any
impacts on the functioning of normal
services

Contractors and
Delivery Partners

Understand impact on working conditions
including

° Work on policy for ensure people are
put off having tests due to impact on
income.

13 Site Set-up

13.1 General site set-up

Before any site is chosen and set up the following need to be considered:

e Specify infrastructure, flooring and equipment
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Layout and traffic flow including risk mitigation
Define who is accountable and responsible
Management of healthcare waste generated

More details can be found in the Guidebook which shows how sites should be set up, the materials to
use, and how to enforce social distancing on-site.

Before testing can begin, the site operator will identify and set up a clinically suitable testing environment
on, at or near their premises. The test site will make considerations for, including but not limited to:

e Social distancing before, during and after the test

e This may be performed at adjacent sites, and/or in multiple lanes, using a one-way system

e PPE required, as in line with the latest clinical guidelines (PPE requirements)

e The clinical guidelines on social / physical distancing and infection prevention and control

o Washrooms for test samples are not appropriate due to the potential of contamination of
equipment/test etc.

e The flooring is easy to clean and carpeted flooring should be avoided. If carpet cannot be
avoided, a covering material which is easily cleaned (such as plastic sheeting) should be
installed over the carpet and the host organisation should complete a local risk assessment
to highlight the control measures which will be put in place in order to mitigate against the
risks of using this flooring

e The testing area, sample collection stations and privacy booths should be easy to clean
and disinfect

o All surfaces should be de-cluttered of equipment that is not required to run the testing

o Sufficient room for storage

e Perimeter fencing or an enclosure restricting access to the site may be required

To ensure safety procedures are followed at the test site the following measures are taken:

a)
b)

c)

d)

Adequate signage to ensure subjects comply with one-way flow and socially distanced
gueueing. subjects will be organised into test groups to manage cadence and testing safety
Waste is disposed of according to agreed protocol with respect to the respective waste stream
described in the waste management section
Any non-PPE wearing personnel are kept at an appropriate distance or in designated ‘safe’
zones — however it is expected that all staff involved in the front-end testing operations will be
compliant with PPE guidelines set out.
There are adequate safety procedures / policies in place to support staff in how to address:

i. a serious medical emergency

ii. fire evacuation

iii. a staff member who feels unwell / develops COVID-19 symptoms

iv. a spillage

We recognise that an Employer or host organisation may run business-as-usual (BAU) activities near
or at close proximity to the test site. While each site setup will be unique to each employer/host
organisation, it is expected that organisations will understand the following site considerations:

1.

2.

Test Site staff should be allocated to the Test Site full time to provide a dedicated and
consistent Testing service

Test Site should be separate from the main area of business operations for privacy, safe queue
management, and to limit disruption to both testing and BAU activity

If possible, Test Site location should be close to the main area of business operations to make
it easier for subjects to locate and access the service

Where space is limited, test queues will be managed safely to avoid disruption — for example,
a waiting room may be separate and adjacent to a testing room and must allow for appropriate
social distancing

Fire, health and safety, and evacuation routes should be clearly marked in line with the rest of
the building

No one associated with BAU activity should be permitted access to the test site unless they
are involved in the day-to-day running of test site operations
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7. On non-testing days, ATS can be used for BAU activities given appropriate cleaning has taken
place to make the site/location clean and ready for the ATS sites to be used for those activities
(in line with the cleaning guidance in the SOP).

8. Clinical test site and non-healthcare BAU waste should be segregated in accordance with the
waste management section. Waste should be securely managed and stored prior to collection.

9. The LFD devices and reagents need to be stored in accordance with the manufacturer’s
instructions e.g. between 15 and 30 degrees centigrade (°C) during use. Regular temperature
monitoring and control will be necessary to ensure this and frequency of monitoring should be
based on a local risk assessment

Courier and waste collection service should be easy to access from your Test Site location.

For a serious medical emergency, sites will follow the organisation protocols for making the area safe,
it is the organisation’s responsibility to ensure any individual who requires medical support receives it.
If a subject or staff member is in distress, personnel will alert the nominated First Aider on site.

For a fire evacuation, after the alert is raised, everyone on site will need to leave by the nearest
emergency exit to the organisation’s existing local assembly point. The organisation management will
be responsible for coordinating the response and ensuring that all site personnel have been accounted
for. They will also be responsible for coordinating the Blue Light Responders. In the event of an
emergency, all samples that have been placed into the extraction buffer or have not been marked by
pen with a result will be abandoned, and later recorded as invalid. subjects who receive an invalid result
will need to be retested.

Any member of test site staff who feels unwell for any reason, including displaying potential COVID-19
symptoms should alert their relevant team leader and site lead or colleagues and arrange to travel home
and follow the latest government guidance on treatment (this may involve contacting the prescribed
emergency number where necessary). If the individual needs to remain on site for a period of time while
awaiting travel arrangements, they need to isolate in an area that is self-contained. No clinical advice
other than first aid should be provided to a staff member by another staff member. After the individual
has departed, site management should immediately assess based on that individual’s role on the site,
with whom they have been working, whether there are other individuals from the overall site team that
they have been in close contact with, in which areas of the site, what equipment they have been using
and follow the relevant policy. This may involve areas being immediately locked down and cleaned.

13.1.1 Ventilation requirements for sites

In poorly ventilated areas the amount of virus in the air can build up, increasing the risk of spreading
the virus, the more fresh air is brought into the site, the quicker any airborne virus will be removed
from the room. Each site should do a risk assessment to identify any poorly ventilated areas,
reviewing areas where staff work with no mechanical or natural ventilation i.e. opening windows,
doors or vents. For more information, please refer to: Ventilation of indoor spaces to stop the spread
of coronavirus (COVID-19) - GOV.UK (www.goV.uk).

13.2 Testing site set-up

Please refer to the LFD ATS Guidebook for layout considerations.

The specific configuration of an organisation site will depend on infrastructure and environmental
constraints. However, where possible, testing will be conducted on multiple participants in parallel.
This may be performed at adjacent sites, and/or in multiple lanes, using a one-way system. Social
distancing measures put in place by the employer or host institution will be adhered to in the design of
the sampling location(s).

Each collection station with be overseen by a Test Assistant. Consideration should be given to the
need for privacy from the subject’s colleagues / other subjects.
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Testing sites are intended to be set-up at fixed locations indoors in a dedicated separate area within
another complex (e.g. event or function room). The specific configuration of a test site will depend on
each testing organisation, however the principles of the design will comprise the following layout
components:
e External access way in / queuing area for site arrivals, distinct barrier that ensures social
distancing between subjects and the general public
e Check-in zone: subject receives kit, peripherals and instructions, before being directed to a
testing bay
e Testing station requirements:
e Sample collection stations will be arranged as appropriate for each test site. Please
refer the Guidebook for layout examples.
e Sample collection station (testing booth or open plan) requires at a minimum: a
table, healthcare waste bins (separate bins for chemical e.g. used PPE, wipes, used test
kits), a supply of surface combined wipes (where the wipe has a detergent and
disinfectant combined) and alcohol-based hand rubs, and laminated instructions. A sick
bowl will be placed near the front of the sample collection station so that they remain
accessible to the subjects if needed. Optionally, a chair and mirror can be provided.
= The stations should be constructed in such a way as to maintain 2m social
distancing. For open plan collection stations, more space will be required to
maintain social distancing.
= The stations should be constructed in such a way as to allow a one-way
system around the test site for entry and exit.
= Testing booth (optional): A dedicated testing booth will comprise of the above
features and will be a minimum of 1.2m X 1.2m. Two of the sides may
contain a solid partition, whereas one wall will face the receiving bench
(where the Test Assistant will be monitoring) and will contain a plastic screen
with an open slot where the subject can pass their sample through. The
booths are intended to offer privacy from other subjects. Local risk
assessments need to be in place to ensure ventilation is adequate given the
room dimensions (i.e. ceiling height).
= Front panel of booth: along the front panel of the booth there will be a clear
screen and a hatch. It is recommended that the front panel adhere to the
following criteria:
e The opening on the front panel must be wide enough for the subject
to pass a 15cm long swab through to the Processing Operative without
touching the sides. Ideally the opening is 200mm in height and 300mm
wide.
e Aledge is required that is perpendicular to the hatch, that must be
large enough for a subject to place a swab, barcodes, tissue and other
supporting equipment e.g. scissors. The minimum depth is 200mm
e The clear screen should be large enough so that it is reasonable for
the Processing Operative and subject to maintain clear line of sight. The
suggested dimensions for this panel are 472mm in height and 376mm
wide.
e The front panel should be 1900mm in height overall.
= Accessibility: to be compliant with building regulations, the entrance of the
testing booth must be 1.2m wide to allow entry and exit and the booth must
include a 1.5m turning circle to allow wheelchair users to complete a full
circle turn.
* The booth materials (all sides) need to be made with a material that can
withstand a cleaning using an agent that is 1,000ppm chlorine.
e Minimum build / ‘desktop’ screen (optional for open plan stations): a screen is
clinically and operationally recommended but not mandatory for testing in close proximity
without partitions. The screen minimises subject and operator discomfort, provides
additional protection from adverse reactions to the swabbing process (vomiting, sneezing
etc.) and enables lower cost mirrors and instructions to be stationed at each swabbing
location without disposing of them between each subject. It is recommended that the
equipment adheres to the following criteria:
» Stand must be stable with no wobble with a device to affix it to the table so
that it is sturdy.
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= All sharp edges to be deburred/finished to prevent risk of injury.

= The booth materials (all sides) to be made from a material than can withstand
cleaning using an agent that is 1,000ppm chlorine.

» Suggested dimensions are: 795mm in height and 757mm in width.
The opening on the screen should be at the bottom of the screen and should
be large enough for a subject to place a swab, barcodes, tissues and other
supporting equipment e.g. scissors. Suggested dimensions are 228mm in
height and 331mm in width with a ledge/base of 227mm.

e Receiving area: located on the opposite side of the testing booths. No partitions between
booths, rather the receiving bench will allow the Test Assistant to observe up to 5 booths.
Prepping space: area where Processing Operatives work

Cleaning area

Demarcated exit route

Internal queuing area with social distancing.

13.3 Set-up for analysis

Testing will be conducted on a flat surface with adequate light.
Reagents and devices must be at room temperature (15-30 °C) when used for testing.
The analysis area will include dedicated space for:

e LFD timing, reading and recording
e Results uploading

Required at workstation:

LFD cartridges

Extraction solution

Extraction tubes

Extraction tube nozzles

Tube rack

Healthcare waste bins: these bins should have a lid that is operated ‘hands free’ (e.g. with a
foot pedal), be made with a surface that can be cleaned without compromising the integrity of
the container, be fire retardant and have smooth surfaces to prevent debris formation

e Appropriate cleaning product (Refer to the Infection Prevention and Control Section) I.e.
combined disposable wipes

Paper towel roll

Pen/Pencil

Timing clock(s)

Permanent marker pens (see below: for requirements)

Trays (to be cleaned with a suitable disinfectant wipe after each LFD batch has been
transferred to the processing/results table)

14 Testing Process

All subjects will be required to wear appropriate face covering or face mask at arrival and must
endeavour to maintain social distancing of at least 2 metres from each other and the staff apart from
when being tested.

Upon arrival on-site, subjects may have their eligibility and identity checked by greeting personnel.

To ensure accessibility support, the onsite staff can be requested for help with registration if the
subject faces any difficulty in self-registration. This will be done while maintaining social distancing.

Rate of Testing
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There is no formal limit on humber of individuals tested through an ATS regardless of number of
booths. However, individuals must be allowed to conduct the swabbing process at their own pace and
must not be hurried.

14.1 Eligibility

Subject eligibility criteria will be prescribed by the organisation, but the following assumptions apply:

1. The subject will be the responsibility of the organisation under consideration (e.g. an employee)
2. The subject will be asymptomatic

3. The subject will consent to participation in the test

4. The subject will consent to sharing their data with the National T&T programme

A subject is considered to be symptomatic if they are experiencing any of the symptoms listed in the
latest government guidance. If they are not experiencing any of these symptoms, they are eligible for
testing at an ATS. If they are experiencing any of these symptoms, they should go to the gov.uk site
and register for a test offered for symptomatic patients.

14.2 Registration

Subjects will be identified by the Employer. The Employer will inform their subjects of the purpose of
the study, the testing process and their responsibilities as a participant, and how their data will be
used by DHSC and NHS Digital.

The Employer will organise their subjects, at their discretion, into testing groups to set the cadence of
testing — this will help control the flow of subjects and maximise safety. Within the scope of this SOP,
weekly testing is assumed but the testing cadence will depend on factors, including but not limited to,
workforce, resources, and Public Health England/DHSC guidelines for your scenario.

Subjects will be required to register for each test they take using the gov service: https://gov.uk/enter-
lateral-flow-test

They must do this after they have received a test kit barcode and can be done before or after
completed a test (swab). This will link their personal details to a test record and allow their results to
be issued. You may be required to help your employees through this process at their request

14.2.1 Need for consent

Organisations need to be aware of requirements for informed consent for conducting the test and
have a process for people who do not have capacity to give informed consent. Organisations must
make sure that they seek the appropriate consent from a consultee, in line with the Mental Capacity
Act 2005. A consultee may be a guardian, or a carer, and the individual must be fully informed to
make the decision.

People with additional needs (this could arise from a physical or cognitive disability) might not be able
to self-swab. If the person has the capacity to consent, they should be asked if they will allow
someone to help them do the test, or to allow someone to do the test for them. If the person does not
have the capacity to consent, a consultee (e.g. a guardian or a carer) can consent on their behalf.
Carers or other accompanying individuals should only be asked to assist or test the person if this falls
into their normal responsibilities and they feel comfortable and confident on doing so.

14.2.2 Information about testing

At registration, the registration assistant should provide key messages to the testing subject and
ensure they understand them, including:

| f& Department of Health & Social Care 37



http://www.gov.uk/government/publications/covid-19-stay-at-home-guidance/stay-at-home-guidance-for-households-with-possible-coronavirus-covid-19-infection#symptoms

https://gov.uk/enter-lateral-flow-test

https://gov.uk/enter-lateral-flow-test



Clinical Standard Operating Procedure (SOP)

e The test involves taking a swab of the inside of your nose and the tonsils area. There will be
instructions to show you what to do.

¢ No test is perfect. Sometimes they can give an incorrect result.

¢ A negative result means that it’s likely you were not infectious when the test was done. There
is still a chance you may be infectious, so you need to keep following guidelines to reduce the
risk of spreading the virus to others — including social distancing, avoiding mixing, regular
handwashing, and wearing a face covering where recommended.

e A positive result means it’s likely you had the Coronavirus when the test was done. You and
anyone in your home must self-isolate immediately and you may be asked to get a follow-up
test to help us make sure you are infectious. Though this is less likely, false positive results
may occur.

To assist the dissemination of this information a poster has been developed (see Appendix G). Itis a
requirement for sites to post this information near the registration point to help communicate key
information about testing to subjects.

14.3 Face coverings

Individuals are required to arrive at the test site wearing a face covering, unless they are exempt or
have a reasonable excuse in accordance with the latest government guidelines. If an individual
arrives at an ATS without a face covering and indicates they are exempt in accordance to latest
government guidance, they should be permitted to enter the test site and perform the test.

Each test site should consider implementing traffic flow or sample collection areas for those who are
exempted from wearing a face covering in order to mitigate the risk to other subjects coming in close
proximity of those individuals i.e. highlight an area that can be used safely, that maintain 2 metres
social distancing from others.Sites may consider supplying a face covering to a subject who arrives
without one, to enable them to enter the site, complete the test and return home safely (decreasing
the risk of onward transmission).

Please note the face covering requirements, including age specifications, may vary in the Devolved
Authorities.

14.4 Testing people with additional needs

People with additional needs (this could be physical or mental disability) might not be able to self-
swab. If the person has the capacity to consent, they should be asked if they will allow someone to
help them do the test, or to allow someone to do the test for them. If the person does not have the
capacity to consent, a guardian can consent on their behalf. Carers or other accompanying individuals
should only be asked to assist or test the person if this falls into their normal responsibilities and they
feel comfortable and confident on doing so.

Each case should be assessed on a case-by-case basis and if required, the carer can consult their
physician in case specific care is required to swab the person.

Appropriate hand sanitisation is needed before and after the swabbing process for both, the test
subject and the accompanying person.

Each test site should consider implementing traffic flow or sample collection areas for those who
require assisted swabbing by a carer or family member to mitigate the risk to other subjects coming in
close proximity of those individuals i.e. highlight an area that can be used safely, that maintain 2
metres social distancing from others.

If assisted swabbing is performed by someone who is considered part of the person’s support bubble,
no extra PPE is required apart from a face covering. Appropriate hand sanitisation is needed before
and after the swabbing process. If a pair of gloves is requested, they should be issued with gloves to
perform the swabbing.
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If assisted swabbing is performed by a carer who is paid to provide care, they need to follow their
organisational policy. They may have their own PPE or may need to be issued with gloves to perform
the swabbing.

The IFU must be followed at all times.

This section covers swabbing performed by an accompanying person and does not include assisted
swabbing as an ATS service.

14.5 Sample collection and analysis overview

The IFU must always be followed when testing. Here is a high-level summary of the process as follows:

e Staff must be wearing appropriate PPE
e Subjects will be invited to register for a test in accordance with the local process agreed by their
operating organisation (the institution running the test site) and consent to participate in testing
at the site.
e Subjects will be prescribed a test time slot and/or test group (subject to factors such as
organisation site location, size, and the number of participating subjects)
e The organisation will mobilise and set up the test facility
o Order or be provided with enabling, clinically appropriate materials including, but not
limited to, test kits, PPE, test-site infrastructure, waste management etc.
o Identify and train test site operators
o Prepare for testing run through
e Carrying out the swabbing process
o Subjects are welcomed and issued test-kits (and peripherals) and relevant instructions
o Subjects will give their barcode to the Processing Operative
o Subjects complete a self-administered swab test
o Subject will be required to place their swab directly into the prepared extraction tube
on the processing area
o Subjects respect all hygiene and social distancing rules
o Subjects exit the facility
e Samples will be analysed
o Analysis conducted on-site by the Processing Operative
o Multiple LFD may be moved with a tray grouped by time cohort from the area where
sample applied, to an area where test result read. Movement must be kept to a
minimum and the tray must be kept horizontal.
e Sample matching and results notification
o Results will be captured by the Results Recorder
o Results of LFD will be shared with the national Test and Trace programme
o Results matching will be completed and notifications issued to the subject directly —
results will only be issued to the subject, not to the employer or host institution
e Follow up of results
a. The employer or host institution and subject will follow Public Health guidelines and
procedure on follow up

14.6 Self-swabbing sample collection procedure - Innova

Subjects will be given a sealed sterile swab at the welcoming desk and will be directed to a sample
collection booth from the check-in zone. A crowd control system should be in place to ensure the
subject is only sent into a booth when the Processing Operative is ready to process the swab. Before
commencing swabbing, the Test Assistant will explain the process to the subject. The subject will also
be informed that the swab may sometimes make them gag and they should use a sick bow! for any
expectoration or vomit and guidance will be given regarding what to do with this if used.
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1. Once at the sample collection station, the barcode should be handed immediately to the
Processing Operative. The subject will then be required to remove face covering and
complete hand hygiene

2. The subject should blow their nose into a tissue and dispose of it in the waste bin provided

3. The subject should complete hand hygiene using the alcohol-based hand rub provided in the
booth

4. The subject will be required to open their mouth and visually identify the left and right tonsils
(or tonsillar pits for subjects with the previous tonsillectomy). A mirror should be provided in
each booth for this. If the subject cannot take a throat swab they should instead swab both
nostrils.

Figure 1 Swab rubbing the tonsil

5. The subject should identify the soft, fabric tip of the swab in its sealed, sterile packaging, peel
open the packaging and gently remove the swab whilst taking care to not touch the soft, fabric
tip of the swab

e The swab must be kept dry before taking a sample from the back of the throat and
therefore it must not touch any surfaces including the teeth, gums, tongue, cheek or
any other surfaces when conducting the test.

Please note: The swab will be invalid if it touches these parts during or after sampling
and it must be put in healthcare waste container and a fresh swab selected. The
swab will also be invalid if the soft, fabric tip is touched by the subject’s hands.

6. Holding the swab between fingers, the subject should open their mouth wide and rub the
fabric tip of the swab over both tonsils (or where they would have been) at the back of the
throat with good contact at least 4 times on each side (a mirror can be used to ensure the
tonsils are being swabbed). If the subject cannot take a throat swab, this step should not be
taken and the subject should swab both nostrils (see point 7). Carefully remove the swab stick
from the back of the throat taking care to ensure that it does not come into contact with any
other structure or surface.

7. The subject should then insert the same swab into one nostril. The swab tip should be
inserted until there is a slight resistance up to 2.5 cm (1 inch) from the edge of the nostril. Roll
the swab firmly around the inside of the nostril, making 10 complete circles along the mucosa
to ensure that both mucus and cells are collected.

8. If the subject has a nose piercing, swab the other nostril. If pierced on both sides, remove the
piercing on one side before swabbing.

9. Note: If nasal swabbing is not possible because the subject has unhealed wounds or fresh
piercings on both nostrils, throat only swabbing can be used. Note this is only to be used in
assisted testing if nasal swab is not possible (by exception only) and there is currently no
independent data for throat swab only.

10. Note: In adults and the very elderly where throat swabbing is more difficult or they have a very
sensitive gag reflex that prohibits the throat swab from being completed successfully, double
nasal swabbing can be used (by exception only).

11. The subject will be required to place their swab directly into the prepared extraction tube on
the bench at the window with the cotton bud end facing down.
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o The subject will not grasp the cotton bud end, which has been in contact with the
tonsils and nostril.

12. The subject will complete hand hygiene using alcohol-based hand rub in the booth. If the
operational model includes the subject handling any equipment (e.g. hand mirror) they should
disinfect the surfaces with the wipes provided (Refer to Infection Prevention and Control
Section)

13. The subject will put back on their face covering and leave the booth.

In the event that a subject vomits, operations at the testing bay shall be ceased and the site personnel
should follow the spillage guidelines until the area has been cleaned adequately to allow resumption.

14.7 Self-swabbing sample collection procedure - Orient Gene

Subjects will be given a sealed sterile swab in the welcoming desk and will be directed to a sample
collection booth from the check-in zone. A crowd control system should be in place to ensure the
subject is only sent into a booth when the Processing Operative is ready to process the swab.

Before commencing swabbing, the Test Assistant will explain the process to the subject.

1. Once at the sample collection station, the barcode should be handed immediately to the
Processing Operative. The subject will then be required to remove mask and complete hand
hygiene.

2. The subject should blow their nose into a tissue and dispose of it in the waste bin provided.

3. The subject should complete hand hygiene using the alcohol-based hand rub provided in the
booth.

4. The subject should identify the soft, fabric tip of the swab in its sealed, sterile packaging, peel
open the packaging and gently remove the swab whilst taking care to not touch the soft, fabric
tip of the swab.

5. Please note: The swab will be invalid if it touches other surfaces or if it is touched by the
subject’s hands during or after sampling and it must be put in healthcare (chemical) waste
container and a fresh swab selected.

6. The subject should then insert the swab into one nostril. The swab tip should be inserted until
there is a slight resistance up to 2.5 cm (1 inch) from the edge of the nostril. Roll the swab
firmly around the inside of the nostril, slowly making 5 complete circles along the inside of the
nostril to ensure that both mucus and cells are collected.

7. Slowly remove the swab from the nostril.

8. Repeat the process for the other nostril using the same swab.

9. If the subject has a nose piercing, remove the piercing before swabbing. If swabbing one
nostril is not possible, proceed with the other nostril. If both nostrils cannot be swabbed,
arrange a separate test.

10. The subject will be required to place their swab directly into the prepared extraction tube on
the bench at the window with the cotton bud end facing down.

11. The subject will not grasp the cotton bud end, which has been in contact with the tonsils and
nostril.

12. The subject will complete hand hygiene using alcohol-based hand rub in the booth. If the
operational model includes the subject handling any equipment (e.g. hand mirror) they should
disinfect the surfaces with the wipes provided.

13. The subject should complete hand hygiene using the alcohol-bases rub provided in the booth
after cleaning.

The subject will put back on their face covering and leave the booth.
14.8 Sample processing and analysis procedure - Innova

The Processing Operative should prepare the area in advance of receiving the sample and barcode
from the subject.
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The Processing Operative should only process one sample at a time.

The following steps will be followed in line with manufacturer’s IFU and with equipment available:

1.

6.

The Processing Operative receives barcode directly from the subject (as described in self-
swab section above)

The Processing Operative then removes the LFD device from the pouch and applies a
barcode to the underside of the LFD cartridge.

a. LFD cartridges should be used without a long delay after opening the pouches in
which they are supplied.

The Processing Operative sets up the extraction tube by following these steps:

a. Place the extraction tube in the tube rack with the opening facing up

b. Open the extraction solution bottle and hold the cap with the free hand. Do not put the
cap down on the table while adding extraction solution to the tube as this would
increase the risk of contamination.

c. Press the extraction solution bottle to drip 6 drops of extraction solution into the
extraction tube without touching the edge of the tube. Do not let the buffer bottle
touch the edge of the tube. The extraction solution bottle should be decontaminated
with an appropriate wipe between samples to prevent cross-contamination. The
Processing Operative should check the label and, if breached, they should dispose of
the buffer bottle.

i. Manufacturer’s note: guidance should be followed for the 6 drops of
extraction solution to be added to the tube. However, results with 4 to 7 drops
have been validated and accepted.

d. The extraction tube will be left in the tube rack on the processing bench next to the
window for the subject to place the swab

The subject will place the swab sample into the prepared extraction tube (as described in self-
swab section above) located on the table at the window (to potentially prevent the swab from
drying out)

The Processing Operative then takes the swab and commences the following steps:

a. Extract: Hold and press the swab head against the wall of the tube with force while
rotating the swab for about 10 seconds to release the antigen into the extraction
solution from the swab head

b. Remove swab: Squeeze the swab head by squeezing the lower end of the tube while
removing the swab in order to remove as much liquid as possible from the swab as
shown in Figure 2 (below)

c. On withdrawal, immediately dispose of the swab into healthcare waste bin.

Install a nozzle cap onto the extraction tube

e. Load: drip 2 drops of the sample inside the extraction tube into the sample well of the
LFD cartridge

i. Manufacturer’s note: guidance should be followed for the 2 drops of
extraction solution to be loaded on the cartridge. However, results with 2 to 4
drops have been validated and accepted.

f.  Record the time of test (Drop @ XX:XX) in marker on the LFD and make sure you
have set a timer to read the results at 30 minutes.

g. Re-check that the liquid can be seen seeping through the cartridge (to ensure the
drop was not an air bubble). Refer to the section below on Interpreting LED results for
details on the control C line to ensure the test is valid.

h. If the cartridge appears dry, the subject will need to be recalled for a further sample to
be taken.

i. If needed, move the cartridge to a defined processing space for reading and leave for
between 20-30 minutes as below. Please note the LFD movement should be kept to
a minimum and where it is required to be moved, keep horizontal using a tray.

Clean the sample preparation area and equipment thoroughly with disinfectant (e.g.
appropriate wipe)

o
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Figure 2 Extraction buffer preparation
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The Processing Operative is responsible for preparing and loading (‘dropping’) the sample onto the
cartridge after receiving the subject’s swab.

The subject can leave the test centre and await results communication after loading. The testing site
is entitled to set up a waiting area for the subject to wait for the results. The waiting area should follow
the physical requirements outlined earlier in this document.

The Processing Operative may move the LFD to a different area to read results, keeping movement
to a minimum and always keeping it horizontal with a tray. The LFD can be grouped by time cohort.

14.9 Sample processing and analysis procedure - Orient Gene

The Processing Operative should prepare the area in advance of receiving the sample and barcode
from the subject.

The Processing Operative should only process one sample at a time.
The following steps will be followed in line with manufacturer’s IFU and with equipment available:

1. The Processing Operative receives barcode directly from the subject (as described in self-
swab section above)

2. The Processing Operative then removes the LFD device from the pouch and applies a
barcode to the underside of the LFD cartridge.

a. LFD cartridges should be used without a long delay after opening the pouches in
which they are supplied.

3. The Processing Operative sets up the extraction tube by following these steps:

a. Place the extraction tube in the tube rack with the opening facing up

b. Open the extraction solution bottle and hold the cap with the free hand. Do not put the
cap down on the table while adding extraction solution to the tube as this would
increase the risk of contamination.

c. Press the extraction solution bottle to add 10 drops (approximately 0.3mL) of
extraction solution into the extraction tube. Do not let the buffer bottle touch the edge
of the tube. The extraction solution bottle should be decontaminated with anti-viral
using wipes between samples to prevent cross-contamination. The Processing
Operative should check the label and, if breached, they should dispose of the buffer
bottle.

d. Please note, if you are using the pre-filled Orient Gene kit, you will not require a
separate bottle for extraction fluid (and steps b and c can be ignored). You will
instead need to tear off the sealing film on the extraction tube gently to avoid spilling
out the liquid.

e. The extraction tube will be left in the tube rack on the processing bench next to the
window for the subject to place the swab
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5. The subject will place the swab sample into the prepared extraction tube (as described in self-
swab section above) located on the table at the window (to potentially prevent the swab from
drying out)

6. The Processing Operative then takes the swab and commences the following steps:

a. Insert the swab into the extraction tube which contains the extraction solution. Roll
the swab at least 6 times while pressing the head against the bottom and side of the
extraction tube.

b. Leave the swab in the extraction tube for 1 minute. Set a timer for 1 minute and do
not touch any surfaces during this time to avoid the need to change gloves (if another
surface is touch, gloves must be changed prior to proceeding with the testing
process).

i. Note: The IFU needs to be followed at all times, and it instructs a 1-minute
wait before continuing with the processing steps. Orient Gene has
established that 1-3 minutes is an acceptable range. If the swab is left for
longer, the test should be redone.

c. Squeeze the tube several times with fingers from outside of the tube to immerse the
swab. Remove the swab. The extracted solution will be used as a test sample.

d. Fit the dropper tip with filter on top of the extraction tube tightly.

e. Load: drip 4 drops of the sample inside the extraction tube into the sample well of the
LFD cartridge by squeezing the extracted solution

Record the time of test (Drop @ XX:XX) in marker on the LFD and make sure you
have set a timer to read the results at 15 minutes.

f.  Re-check that the liquid can be seen seeping through the cartridge (to ensure the
drop was not an air bubble)

g. If the cartridge appears dry, the subject will need to be recalled for a further sample to
be taken.

7. Clean the sample preparation area and equipment thoroughly with disinfectant (e.g.
appropriate wipe)

Figure 3 Extraction buffer preparation

6 6 Times o

1 minute

[y

The Processing Operative is responsible for preparing and loading (‘dropping’) the sample onto the
cartridge after receiving the subject’s swab.

The subject can leave the test centre and await results communication after loading. The testing site
is entitled to set up a waiting area for subject to wait for the results. The waiting area should follow the
physical requirements outlined earlier in this document.

Keep movement to a minimum and always keeping it horizontal with a tray. The LFD can be grouped
by time cohort.

14.10 Reading LFD results — Innova

The result is read by staff according to the manufacturer IFU between 20 and 30 minutes.

e Strong positive results can be reported at 20 minutes.
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¢ However, negative results must be reported at 30 minutes.
e If a positive signal appears after 30 minutes, it should not be reported as positive.

14.11 Reading LFD results — Orient Gene

The result is read by staff according to the manufacturer IFU at 15 minutes. Do not interpret results
after 20 minutes.

14.12 Interpreting LFD results

1) Results should be interpreted as follows:

Figure 4. Result interpretation

Negative result

ﬁ Control (C) One line next to C indicates the

T test is negative
Test (T)

Positive result

C C Two lines, one next to C and
one next to T, even faint lines,
T T indicate the test is positive.

Invalid result

C C No line or one line next to T
indicates the test is invalid.

Valid results:

Negative result: There is coloration on line C only, suggesting that there is no SARS-CoV-2
antigen in the specimen.

Positive result: There is coloration, even if faint, on both line C and line T, indicating that there
is SARS-CoV-2 antigen in the specimen.

Invalid results:

a. There is no coloration on line C. The test is invalid or an error in operation occurred.
b. The operator cannot differentiate whether a T line is discernible or not.

The control C line is designed to indicate that the test strip does not have a mechanical fault.
It is not designed to confirm if the sample applied to the test strip is a valid sample. Therefore,
it is vital that the instructions for collection and preparation of the subject’'s sample are
followed precisely.

2) Tests are marked with a black permanent pen and removed from the desk. A symbol system
should be used to avoid confusion:

= ‘4’ mark for positives
= ‘V’mark for invalid
= ’-“mark for negatives

| f&@ Department of Health & Social Care 45





Clinical Standard Operating Procedure (SOP)

3) The LFD can then be moved to the next station for data logging/result recording
4) The area where the device was situated is then cleaned after it has been removed

14.13 Recording of results

Results logging using web app (for locally provided devices)

4. Sign-up for an account

5. Select the test site location

6. Scan the LFD barcode as per digital results recording process with the web based application
and digitally record the applicable result

7. The area where the device was situated and equipment (i.e. pen, tray, etc.) are then cleaned
after each batch with an appropriate wipe (Refer to the Infection Prevention and Control
Section)

8. Once result has been logged, the LFD are disposed of as per the requirements outlined in the
waste management section.

Results logging using iOS app (for DHSC provided managed devices)

1. Login to the results application

2. Select the test site location

3. Scan the LFD barcode as per digital results recording process with the iOS mobile application
and digitally record the applicable result

4. After entering the result of the test, take a photo of the LFD device

5. The area where the device was situated and equipment (i.e. pen, tray, etc.) are then cleaned
after each batch with an appropriate wipe (Refer to the Infection Prevention and Control
Section)

6. Once result has been logged, the LFD are disposed of as per the requirements outlined in the
waste management section.

Please refer to the Guidebook for further information on recording of results.
Data Management:

The results are uploaded as linked to the barcode. Hence, there is no visibility or access to linking the
results with the subject’s identity.

14.14 Communication of results

If giving the result in person (in the context of a testing site), this needs to be delivered using a
prepared script, and people will be advised to contact one of the NHS T&T nurses for further advice if
necessary. This script should include (but is not limited to):

1. Detail of the result (negative, void, positive)

2. Instructions on what to do for void results (retest LFD, register for home PCR)

3. Instructions on what to for positive results (go home immediately and follow self-isolation
guidelines)

4. Travel advice for subjects

5. How to register for a confirmatory test (where applicable)

The ATS will analyse the sample and upload the test results linked to the barcode to NHS Test and
Trace digital system. The Test and Trace systems will link the registration record with the test result.

Results will be sent to the subjects via text message and/or an e-mail using contact details recorded
at the registration or check-in process. The results will be communicated within a day of the test. The
wording of the result text will reflect the national guidance published by the NHS.
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14.15 Reporting

The reporting data flow for antigen testing is as follows:

1. NHS BSA (for subject result notification)
2. Keystone* (to update GP records)
3. NHS Digital
4. Public Health Agencies in line with mandatory notifiable disease reporting regulations:
a) Public Health England (PHE)
b) NSS Scotland (on behalf of Public Health Scotland)
c) BSO Northern Ireland (on behalf of Public Health Agency)
d) NWIS (on behalf of Public Health Wales)
5. NHS Arden and GEM CSU (on behalf of NHS E/I)
6. DHSC Edge (for NHS Test and Trace/Joint Biosecurity Centre)

*Please note that for lateral flow tests at ATS only positive results will be updated into GP records
(not negative or void) provided the correct demographic information is provided. This has been
agreed with Joint GP IT Committee.

As per the latest amendments to the Health Protection Regulations relating to notifiable diseases
reporting, these results need to be reported into the public health bodies in the UK. Test and Trace
will undertake this notification through the above data flows for any testing that uses our digital
systems, so additional notification is not required unless there are existing relationships between you
and your local Health Protection Team.

14.16 Negative results

Subjects who return a negative test result do not need to self-isolate unless: a) they are symptomatic
(they’ll need to book a different test), b) someone they live with tests positive (or has symptoms and
has not been tested yet), c) they've been traced as a contact of someone who tested positive.
Individuals who have a negative test result must continue to follow all national guidance including
social distancing, regular handwashing and the use of face coverings.

14.17 Invalid results

Subjects who return an invalid (or could not read sample) LFD result should be offered a follow-up
test:

1. If the subject is within close proximity of the testing site where they took the first test and it is
operationally feasible, it is recommended that they return to the site and take a second LFD
test. If the LFD result is invalid a second time, they should be retested with a PCR test. Where
this is operational, guidance will need to be provided to the subject while they are at the test
site.

2. If the subject has left the testing site and it is operationally more feasible, it is acceptable to
retest with a PCR test after the first invalid result. subjects should be directed to go to
www.gov.uk/get-coronavirus-test and choose ‘home testing’ (do not choose a test site).

While awaiting a follow-up test they’ll only need to self-isolate if a) they are symptomatic (they’ll need
to book a different test), b) someone they live with tests positive (or has symptoms and has not been
tested yet), c) they've been traced as a contact or someone who tested positive

14.18 Positive results

People who return a positive LFD result and everyone in their household must self-isolate
immediately for 10 days. The 10 days begin the day after your test date.
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If the subject or anyone in their household get symptoms, they must self-isolate from the day
symptoms started and for the next 10 full days.

Please note the above guidance does not apply to testing in the Devolved Authorities, or self-
reporting.

14.19 Confirmatory testing

Following a decrease on the national COVID-19 prevalence (the proportion of false positives
compared to all cases increases as prevalence decreases), the temporary suspension of the
requirement for routine confirmatory PCR for positive LFD results has been lifted.

For test sites in England with assisted-processing testing, national guidance needs to be
followed (this link should be visited frequently as the guidance might be updated regularly):

If your LFD test was an Assisted test, and the result is positive, you must self-isolate
immediately. You could be fined if you do not do this.
You may be entitled to a one-off payment through the NHS Test and Trace Support Payment
scheme if you are required to self-isolate.
Contact tracing will commence on confirmation of a positive LFD test
The Subject should go to www.gov.uk/get-coronavirus-test to book a follow-up test on the
same day or as soon as possible. They should choose to visit a test site (e.g. RTS/IMTU/LTS)
if possible, as it is faster than requesting a Home test.
While waiting for your follow-up PCR test result you and your household members should
isolate and follow this guidance. If you receive a negative follow-up PCR test result, and this
PCR test was taken within 2 days of the positive LFD test, you and your household will be told
by NHS Test and Trace that you can stop self-isolating. However, you and your household
must continue to self-isolate if:

o this PCR test result is positive or void

o you choose not to take a follow-up PCR test

o your follow-up PCR test was taken more than 2 days after the positive LFD test result
It is important to book your follow-up PCR test as soon as you can following your positive LFD
test result.
If the follow-up test is positive, the Subject and everyone in their household will need to self-
isolate for 10 full days, this is from the date of the LFD test and the next 10 days
If the Subject is isolating because of a positive test result but did not have any symptoms, and
they develop COVID-19 symptoms within the isolation period, they must start a new 10 day
isolation period by counting 10 full days from the day following the symptom onset.
If the Subject develops COVID-19 symptoms at any point after ending the first period of
isolation they and everyone in their household should follow the steps in the national
guidance again

For sites in Scotland:

If you or anyone in your household tests positive, everyone in the household must self-isolate
immediately

You must book a PCR test as soon as possible to confirm the result through the following
link: Get a free PCR test to check if you have coronavirus (COVID-19) - GOV.UK
(Wwww.gov.uk).

o There are drive-through testing sites, mobile testing units and walk-through test
centres across Scotland. For a full list of testing sites, read Scottish Government’s
Coronavirus (COVID-19): getting tested in Scotland.

Contact tracing will begin when you report a positive LFD test result

If LFD positive & confirmatory PCR negative, will be contacted by a contact tracer to carry out
a risk assessment. You may in limited circumstances be required to self-isolate for 10 days
even if your confirmatory PCR is negative.

Financial and practical support is available as part of Trace and Protect

The requirements for positive LFD results are for all LFD devices (assisted or self-reported)
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For sites in Wales:

If you get a positive lateral flow test you must self-isolate immediately for 10 days and take a
PCR test at a test centre within 24 hours. You can book a test online on GOV.UK

If your PCR test is negative and taken within 24 hours of your lateral flow test, you can leave
self-isolation.

If your PCR test was negative but was taken more than 24 hours after your lateral flow test
you and your contacts must remain in self-isolation for the full 10 days from the date of the
original lateral flow test.

If your PCR test is positive and taken within 24 hours of your lateral flow test, you must stay in
self-isolation for 10 days from the original lateral flow test result.

If you don’t take a PCR test within 24 hours you must self-isolate for 10 days

Contact tracing will commence on confirmation of a positive LFD test

Individuals may be eligible for income support at the point of a positive test result

The requirements for positive LFD results are for all LFD devices (assisted or self-reported)

For sites in Northern Ireland:

If the test result is positive, the individual and their household must begin a period of self-
isolation immediately.

Contact tracing will commence on a positive LFD test.

Further details can be found on the PHA’s website.

Anyone who received a positive test using a LFD should have a follow up confirmatory PCR
test within 24 hours. Tests should be booked at https://www.gov.uk/get-coronavirus-test.
Residents in NI who take a follow up test more than 48 hours after a positive LFD may need
to self-isolate regardless of the result of the PCR test.

If the result of the PCR test is negative, and was taken within 24 hours, the individual and the
household can leave isolation and no further action is required.

Financial support may be made available.

The requirements for positive LFD results are for all LFD devices (assisted or self-reported).

14.20 Travel advice for positive results

Subjects should try to have arrangements in place to travel home safely in the event they test
positive. They should be advised to:

Travel home immediately, wearing a face covering

Wherever possible they should travel home in their own vehicle or by walking or cycling

If it is not possible to do so, they should arrange for a member of their household to pick them
up

Positive cases should follow national guidance provided by the Department for Transport
when travelling home and should strictly observe social distancing measures keeping at least
2m away from other passengers, keep windows open, wear a face covering, face away from
other passengers, avoid touch points, wash their hands before and after the journey, and use
hand sanitiser at regular intervals during the journey. We expect people to plan for this
scenario and, where possible, walk, cycle or drive.

Asymptomatic contacts of positives cases should go home as they would normally do. If the
contact becomes symptomatic, they should follow same travel advice as positive cases.

It is especially important that people follow Government guidance on hygiene, including hand
washing before leaving, throughout the process of attending a testing site.
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14.21 Contact Tracing

The Employer is encouraged to contact PHE and/or their local authority to seek guidance or support
contact tracing

Contact tracing within the workplace will be controlled and managed by the Employer following the
latest clinical definition of contact while making consideration and concession for any preventative
infection control measures that are in place which may reduce the risk of transmission. This may
include, but is not limited to, on-site PPE, PVC barriers or plexiglass barriers between individuals and
frequent hand hygiene.

At October 2020, the definition of contact, precluding infection control and social distancing measures,
is:

e Be within 2 meters of an individual for 15 mins or more
¢ Be within 1 meter of an individual for any period of time

14.22 Repeat testing

Subjects that have tested positive by PCR for SARS-CoV-2 are exempt from routine re-testing by
PCR or LFD tests within a period of 90 days from their initial illness onset or test (if asymptomatic)
unless they develop new COVID-19 symptoms.

Subjects participating in specific authorised programmes may be tested within this 90-day period (e.g.
daily contact testing).

If a subject decides to take part in testing within the 90-day period, they should follow the latest
government guidance:

For management of staff and exposed patients or residents in health and social care settings:
https://www.gov.uk/government/publications/covid-19-management-of-exposed-healthcare-workers-
and-patients-in-hospital-settings/covid-19-management-of-exposed-healthcare-workers-and-patients-
in-hospital-settings

For all other settings: https://www.gov.uk/government/publications/covid-19-stay-at-home-
guidance/stay-at-home-quidance-for-households-with-possible-coronavirus-covid-19-infection

15 PPE

Staff on sites are required to wear the appropriate PPE for their role as detailed below (refer to
Section on Workforce for the definition of roles):

Gloves? Apron Fluid Eyelface protection
Resistant
Surgical Mask
(FRSM)
Processing . Wear FRSM at :
operative During Sample Dur;rL%IS';\irgple all times Dur;nnilsitgple
analysis y y
Sinale use Check notes for —CEr:(;irlldneodteussfeo; Extended use -
=M€ use use® T ouse® Check notes for use®
Cli?anflfng During cleaning During cleaning Wear FRSM at During cleaning
all times
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Change between

Change between

Extended use -

Extended use -

cleaning tasks? /if

cleaning tasks and

Check notes for

Check notes for use?

cleaning a if cleaning a spillage used
spillage, and if
visibly
contaminated
Test At all times
assistant
If assisting a
Only if assisting a Only if assisting a subject with a Only if assisting a
subject with a subject with a test, test, FRSM subject with a test,
test, otherwise not otherwise not must be otherwise not
required required changed required
between
Single use Single use subjects Single use
Single use
Site Wear FRSM at
coordinator/ all times
Team Not required Not required Extended use Not required
Leader

Registration

Wear FRSM at

Not required

Not required

Extended use -
Check notes for

uses

Assistant all times
Not required Not required Extended use - Not required
Check notes for
use®
Results . . Wear FRSM at
Only if required to .
recorder . all times
intervene and
handle a device Not required Extended use - Not required
. Check notes for
Single use T s
Queue Wear FRSM at
coordinator all times

Not required

From National Guidance

Notes:

1. Use of gloves:
e Gloves are not required when undertaking administrative tasks for example using the
telephone, using a computer or tablet, handing out test kits

e Gloves must be worn when exposure to blood and/or body fluids, non-intact skin or mucous
membranes is anticipated or likely

e Gloves, when worn correctly, protect the wearer

e Gloves must be put on immediately before performing the task

e Gloves are single use items that are disposed of immediately after completion of a task and
after interaction with each subject

e Gloves must not be decontaminated between tasks either by soap and water or alcohol
based hand rubs

e Gloves must be changed if a perforation or puncture is suspected or identified

e Gloves must be changed after contact with cleaning chemicals which may compromise the
barrier integrity of the gloves
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e The use of gloves does not replace the need for staff to perform hand hygiene

e Itis imperative for staff, for both their safety and comfort, to use the correct glove size. A
glove size chart is available in the appendix of this document.

2. Use of aprons for processing operatives:

e Aprons to be put on just prior to processing

e Once PPE is put on, individuals must not move around the testing site

e Once PPE is put on, if the individual needs to move to another area, the aprons is
removed and hand hygiene is performed

e Alocal assessment is undertaken to review the flow through the testing site. Change of
aprons will fluctuate depending on the flow of individuals for testing

e Ifthe flow is low, i.e. one test every 10mins, then the apron is removed, hand hygiene is
performed, and a fresh apron is put on when the new cartridge is being processed

o If the flow is high, i.e. several tests being process either in batches or one after the other
with no movement of staff, the apron is to be removed once the task is completed, and
hand hygiene to be performed

¢ When leaving the testing area for a break/comfort break apron is removed, and hand
hygiene is performed

3. A local risk assessment should be undertaken for the use of eye and face protections (visor

and goggles), which need to be worn when there is a risk from:

e splashing of secretions (including respiratory secretions) (Gov.UK 2020)

o when there is a risk of contamination of the eyes from splashing such as cleaning activity
or during aerosol generating procedures (HSE 2020)

¢ when there is a perceived risk that blood and/or body fluids or chemicals may splash into
the eyes.

Eye or face protection can be achieved using any of the following items:

A surgical face mask with an integrated visor

A full face visor or shield

Goggles

Please note eye protection spectacles are not recommended, as they do not meet the
required EN 166 standard when interacting with suspected or confirmed SARS-CoV-2
cases. PPE should be changed between sessions for all staff except those who assist
an individual in taking a test; Test Assistant staff must change their PPE in-between
individuals whom they assist / intervention is required.

O O O O

Extended use of face mask refers to a period of time when a member of staff is undertaking a duty who
is not involved in assisted testing of a subject. The extended use ends when the member of staff
finishes their task and leaves the area or takes a break. The maximum time a face mask must be worn
is 4 hours.

Where a setting cannot be delivered as COVID-19 secure through all other means, a local risk
assessment may conclude that staff when not otherwise required to use PPE, should wear a face mask
for an extended period of time. The maximum period of time for extended wearing of a Type IIR face
mask is 4 hours. The Type IIR face mask must be changed if it becomes visibly solid, damaged, moist,
wet or uncomfortable to wear.

The extended use of a face mask does not remove the need for other key bundles of measures to
reduce the risk of transmission of SARS-CoV-2, including social distancing, optimal hand hygiene,
frequent surface decontamination, ventilation and other measures where appropriate. Reliance on
individuals as opposed to bundles of measures to reduce the risk of virus transmission is not sufficient.

PPE should be changed if protective properties are compromised or if contaminated, or if suspected to
be contaminated.

Reusable goggles or visors can be cleaned and reused. Please check the packaging for the goggles or
visors to see if the product is reusable. Staff should follow manufacturer’s instructions on how to clean,
disinfect and store them. As a minimum, between uses goggles or visors should be:
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¢ Cleaned with a neutral detergent wipe, allowed to dry, disinfected with a 70% alcohol wipe and
allowed to dry
¢ Or cleaned with single step detergent and disinfectant wipe, allowing the item to dry afterwards

Reusable goggles or visors should be then stored in a bag or lidded box to avoid possible contamination
after cleaning and disinfection is complete. Eye protection must NOT be put on until it is completely dry.
Cleaning of reusable PPE items that have been provided to a member of staff is their responsibility. If
they are single use, they need to be disposed of after use.

Staff should not smoke and should avoid contact with flames while wearing eye protection.

Sites need to do a local risk assessment for the extended use of face mask and eye protection
depending on the ability to maintain social distancing at all times (i.e. face masks and eye protections
need to be changed if social distancing is not maintained).

Staff who are required to top up supplies within test areas should do so at the beginning of each testing
group and when no subjects are present.

All staff need to be reminded of the importance of IPC guidance. Regular handwashing and consistent
social distancing are key to ensuring safety for all roles.

This is enabled and supported by frequent cleaning of test booths and high touchpoint areas.

Protocols for putting on and taking off PPE can be found in the PPE Instructions Section.
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16 Self-Test Collect

It is expected that institutions ensure staff use the tests per the frequency expected and
following instructions carefully. Where possible, institutions should have a process in place to
monitor and record the use of tests as part of their quality process.

This section includes clinical guidance for:

Delivery model
Population tested
Test

Collect for Self-test

Asymptomatic

NHS T&T branded Innova
device: COVID-19 Self-
Test (Rapid Antigen Test)

Orient Gene Rapid Covid-
19 (Antigen) Self-Test
only

ACON Flowflex SARS-
CoV-2 Antigen Rapid

Test (Self-Testing)
(Packs of 7s)

Double nasal swab Double nasal swab

Self-swab (i.e. subject takes the swab sample)

Sample collection
method

Sample processing
method

Testing frequenc

2 tests per week

Self-processed (i.e. subject processes the swab sample)

Important note: All organisations looking to use the Self-test Collect model must comply with the
traceability process. Please refer to the LFD Self-test Collect Guidebook for more information. If they
do not wish to comply, they will need to consider an alternative testing model (i.e. ATS). For updates
to the traceability requirement, please refer to the Guidebook team for the latest information.
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17 Product specifics and Instructions for use

Detailed instructions, including videos, on how to do a rapid lateral flow test at home can be found
here: https://www.gov.uk/quidance/covid-19-self-test-help.

It is very important that subjects use the right instructions for the respective test kit.

Subjects should check which test kit they have so they know which instructions to use. Test kits may
be different to those that a subject may have used before.

Depending on the test kit you get, you'll have to swab either your: a) throat and nose or b) nose only.

17.1 COVID-19 Self-Test (Rapid Antigen Test) (7s)

The self-test instructions for use (COVID-19_SelfTest IFU_1.3.4-fixpdf) can be found on the Egress
platform within Documentation Zone / 4. Legal Agreement and SOP / SOP Additional Documentation
folder

Approved Lateral Flow Device antigen tests should be used in line with the recommendations from
the Medicines and Healthcare produce Regulatory Agency (MHRA) for use for self-test.

All plans for distribution and roll-out must be shared with MHRA. The MHRA will agree to the content
of the Instructions for Use (IFU) before the devices are being rolled-out. The IFU should be referred to
for further information on the tests.

17.2 Orient Gene Rapid Covid-19 (Antigen) Self-test only

The self-test instructions for use (Orient Gene Self Test EUA IFU final.pdf) can be found on the
Egress platform within Documentation Zone / 4. Legal Agreement and SOP / SOP Additional
Documentation folder

Approved Lateral Flow Device antigen tests should be used in line with the recommendations from
the Medicines and Healthcare products Regulatory Agency (MHRA) for use for self-test.

17.3 ACON Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)

The self-test instructions for use (1151355101 NHS Bio CE0123 S-2 Ag Test kit (Self-Testing) Guide-
C10 [F].pdf) can be found on the Egress platform within Documentation Zone / 4. Legal Agreement
and SOP / SOP Additional Documentation folder

17.4 Manufacturer’'s recommended temperature

If the subject cannot guarantee a temperature in accordance with the manufacturer’s instructions e.g.
15-30 degrees centigrade (°C) at home when processing the LFD test, they should contact the Public
Health Department in their Local Authority to seek guidance on finding a suitable environment before
proceeding with the test. In this situation, the test might need to be administered at a site that can
guarantee a correct temperature range (e.g., ATS, relative’s house). Pilots should update the advice
they are providing based on the local testing regime and suitability for subjects to find alternative
locations to conduct the test.
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18 Workforce

Please refer to the LFD Self-test Collect Guidebook for more details on workforce requirements.

Site Roles Staff Positions Key Responsibilities

Responsible for dispensing test kits to subjects.

1. Greets subjects on arrival

2. Checks subject’'s name against pre-consent list (if applicable to Use Case)

3. Provide the subject with key messages for testing including definition of the test,
that no test is perfect and a negative result does not guarantee that they don’t
have coronavirus

Collection Point 4. Provides clear coherent instructions on how to use the kits, including registration,

Assistant test administration and result processing

5. Knowledgeable on application of LFT testing (including test to find) and informs the
subject on appropriate use

6. Manages stock to ensure sufficient supply is in place to meet demand, and

Site Operative ensures tests are stored appropriately

7.  Cleans collection desk on a frequent basis and manages potential contaminations
of the area

Ensures orderly entry of subjects onto the collection site. Required for larger
throughput collections points to manage queues and maintain social distancing.

Queue_ 1. Ensures crowd control and social distancing is maintained in Participant queueing
Coordinator

(optional areas

depending on 2. Monitor Participants in the queue who are showing symptoms of COVID-19 and
throughput) acts accordingly if they are

3. Supports general site set up, including appropriate signage to manage Participant
flow

Workforce requirement will increase if there is a requirement to confirm subject consent.

A quality and clinical governance lead is not included in this blueprint as this function is expected to sit
within the relevant accountable organisation, but may need to be considered as a specific role in
some testing settings.

An appropriate training package is in place for operators to be trained and able to conduct their role in
a safe and effective manner, including IPC and PPE requirements for their role and activities. Refer to
the LFD Self-test Collect Guidebook for detailed training instructions and content. It is understood that
the organisation test site will involve oversight from business as usual operators such as a First Aider.

The ratio of staff required per subject is dependent on type of setting, layout and desired throughput.
While the specific staffing requirements are dependent on the testing organisation, the procedures
described in this document including but not limited to PPE instructions and cleaning are to be
followed under all circumstances.

19 Site Set-up

19.1 General site set-up

Before any site is chosen and set up the following need to be considered:

e Specify infrastructure, flooring and equipment
e Layout and traffic flow including risk mitigation
o Define who is accountable and responsible

The collection site will make considerations for, including but not limited to:

e Social distancing before, during and after the test
e PPE required, as in line with the latest clinical guidelines
e The clinical guidelines on social / physical distancing and infection prevention and control
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e Health and safety, disability access, and fire safety regulations that govern deployment
sites

e The flooring is easy to clean and carpeted flooring should be avoided. If carpet cannot be
avoided, where possible a covering material which is easily cleaned (such as plastic
sheeting) should be installed over the carpet and the host organisation should complete a
local risk assessment to highlight the control measures which will be put in place in order
to mitigate against the risks of using this flooring

e The collection station should be easy to clean and disinfect

e All surfaces should be de-cluttered of equipment that is not required

e Sufficient room for storage

Layout and subject flow will vary from site to site, depending on available space and physical
constraints, with plans agreed during site activation. Perimeter fencing or an enclosure restricting
access to site may be required.

The specific configuration of an organisation site will depend on infrastructure and environmental
constraints.

To ensure safety procedures are followed at the collection site the following measures are taken:

1. Adequate signage to ensure subjects comply with one-way flow and socially distanced
queueing.

2. Adequate signage to ensure subjects and staff comply with social distancing while dispensing
the test kit

3. Hand sanitiser station(s) on entry / in arrival area

4. The collection site should be separate from the main area of business operations for privacy,
safe queue management, and to limit disruption to both collection and BAU activity

5. If possible, collection site location should be close to the main area of business operations to
make it easier for subjects to locate and access the service

6. Site should be large enough to permit social distancing (2m social distancing must be
maintained at all times)

7. Where space is limited, test queues will be managed safely to avoid disruption and must allow
for appropriate social distancing
Fire, health and safety, and evacuation routes should be clearly marked in line with the rest of
the building

8. No one associated with BAU activity should be permitted access to the collection site unless
they are involved in the day-to-day running of collection site operations. On non-testing days
Collection sites can be used for BAU activities, given appropriate cleaning has taken place to
make the site/location clean and ready for the Collection sites to be used for those activities (in
line with the cleaning guidance in the SOP).

9. All surfaces must be cleanable (e.g. hard, non-porous flooring)

10. Provide an adequate supply of fresh airflow using open windows, and/or a non-recirculation
mechanical air conditioning system to reduce risk of transmission

11. The LFD devices and reagents need to be stored in accordance with the manufacturer’s
instructions e.g. between 15 and 30 degrees centigrade (°C) during use. Regular temperature
monitoring and control will be necessary to ensure this and frequency of monitoring should be
based on a local risk assessment.

For a serious medical emergency, sites will follow the organisation protocols for making the area safe,
it is the organisation’s responsibility to ensure any individual who requires medical support receives it.
If a subject or staff member is in distress, personnel will alert the nominated First Aider on site.

For a fire evacuation, after the alert is raised, everyone on site will need to leave by the nearest
emergency exit to the organisation’s existing local assembly point. The organisation management will
be responsible for coordinating the response and ensuring that all site personnel have been accounted
for. They will also be responsible for coordinating the Blue Light Responders.

Any member of collection site staff who feels unwell for any reason, including displaying potential
COVID-19 symptoms should alert their relevant team leader and site lead or colleagues and, if possible,
arrange to travel home and follow the latest government guidance on treatment (this may involve
contacting the prescribed emergency number where necessary). If the individual needs to remain on
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site for a period of time while awaiting travel arrangements, they need to isolate in an area that is self-
contained. No clinical advice other than first aid should be provided to a staff member by another staff
member. After the individual has departed, site management should immediately assess based on that
individual’s role on the site, with whom they have been working, whether there are other individuals
from the overall site team that they have been in close contact with, in which areas of the site, what
equipment they have been using and follow the relevant policy. This may involve areas being
immediately locked down and cleaned.

19.1.1 Ventilation requirements for sites

In poorly ventilated areas the amount of virus in the air can build up, increasing the risk of spreading
the virus, the more fresh air is brought into the site, the quicker any airborne virus will be removed
from the room. Each site should do a risk assessment to identify any poorly ventilated areas,
reviewing areas where staff work with no mechanical or natural ventilation i.e. opening windows,
doors or vents. For more information, please refer to: Ventilation of indoor spaces to stop the spread
of coronavirus (COVID-19) - GOV.UK (www.gov.uk)

19.2 Collection site set-up

Please refer to the Self-test Collect Guidebook for layout examples.
The collection area should follow the requirements and features described below:
Participant arrival area

e A one-way system must be in place for subjects to enter the collection area
e A hand sanitiser station and appropriate signage must be located on entry

Recommended Materials:

o Floor tape or queue management barriers. These are used to mark a one-way system and to
facilitate the flow of subjects.
e Hand sanitiser stations — to support infection control.

Collection point

e Check-in post or system to allow subjects to receive their test kit
e The collection point can be a table without a screen
e Floor tape should be used to maintain social distancing between the collection point assistant
and the subject
e The subject should wait at a distance from the desk while staff member puts the test kit on the
table. The subject should only approach the table once the member of staff has moved back,
keeping a safe distance at all times.
e The table is considered a frequent touch area and should be cleaned frequently:
i. Cleaning the table every 30 minutes if there is heavy traffic
ii. Otherwise, clean every hour
iii. If the table becomes contaminated (e.g. subject coughing), it should be cleaned
immediately

Recommended Materials:

¢ Floor tape or queue management barriers — to mark the one-way area and to facilitate the
flow of subjects

e Table —to place the test kit on

Participant exit area
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e A one-way system must be in place for subjects to exit the collection area

e A hand sanitiser station and appropriate signage must be located on exit

e Leads to a clear exit of the collection area so that subjects do not wait around or gather in
groups

Recommended Materials:

¢ Floor tape or queue management barriers — to mark the one-way area and to facilitate the
flow of subjects

e Hand sanitiser stations — to support infection prevention and control

19.3 Requirements for dual ATS and Self-test Collect sites

There are three options for rolling out Self-test Collect:

1. Dual Use ATS: bolt on to Self-test Collect to existing ATS. Sites must update their risk
assessment.

2. Convert existing ATS to Self-test Collect. Sites must update their risk assessment.

3. Brand new site for collection only (Pop up/ stand-alone site). Sites must conduct a local risk
assessment.

If the organisation running a Collection Point is also running ATS testing, entry and exit can be the
same and a dedicated lane and desk is strongly recommended for collection purposes. A local risk
assessment should be conducted to determine safe operation for running both Collection and ATS
testing at the same site.

Site design assumptions for dual ATS and Self-test Collect sites:

7. Target service: Asymptomatic individuals
a. Symptomatic individuals will be directed to the symptomatic user journey
8. Co-location: ATS site and Self-test Collect can co-locate
a. Each site will be responsible for conducting/updating their risk assessment
accordingly
b. Existing ATS sites should already have all the necessary measures in place (PPE,
hand hygiene, easy to clean surfaces and flooring, room for storage etc.)
9. Size restrictions: There is currently no minimum size limit for dual sites, though this is
subject to change
a. Sites should be large enough to permit social distancing
10. Entrance/Exits: There is no need for separate entrances and exits as everyone will be
asymptomatic
a. Should be accessible e.g. for wheelchairs
b. Access to hand hygiene at key points throughout site, including both entrance and
exit
c. subjects should wear face coverings (unless exempt)
11. Queue management: Sites will need to manage traffic flow using tape on the ground and
have queue management in place
a. These are used to mark and maintain a one-way system and allow for social
distancing
b. The number of subjects who can enter the area for pick up and in any particular
congestion areas should be limited and monitored
c. Site should be accessible e.g. for wheelchairs
12. Registration desk: Recommended that there should be 2 separate welcome/registration
desks for Assisted testing and Self-test Collect but not required, provided infection prevention
and control measures, including social distancing, are in place and maintained
a. Activities for check-in ATS are different and will take longer (completing registration,
explaining kit) than Collect where subject is receiving kit
b. Additional signage may be required to direct subjects to the correct desk
13. Collection Point: To follow requirements in previous section on Collection site set-up
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20 Distribution Self-test model: sending kits to subject homes
from an organisation / collection point

Organisations or sites, who are not able to set up a collection point or where subjects (e.g. fully
mobile workers who don’t come to a fixed point, under-represented groups) are not able to go to the
collection point to collect the test kits, can also distribute the LFD test kits to the subjects / employees
via courier at their expenses. Organisations or sites may also distribute LFD Kits to subjects in
targeted areas via their own staff or volunteers. All models must meet the agreed MHRA notification
and traceability requirements

If using the distribution model, PPE and necessary COVID-19 routines that are already being carried
out within the government guidelines must be maintained.

If both models Collection point and the Distribution point are being used the appropriate instructions
should be followed in accordance with the Organisation and the government guidelines.

As DHSC packaging team completes a risk assessment on the delivery of the test packaging to the
organisations or sites only, organisations or sites using the distribution model should complete a
further risk assessment on the delivery of the test packs without external polybags in order to deliver
them to the subjects safely.

Note: This distribution model is only for approved self-test kits (7s) and does not apply to
assisted kits (Innova 25s or Orient Gene 20s).

20.1 Royal Mail Delivery Protocol

In order to protect subjects and customers, contact during the delivery should be minimised. In case
Royal Mail is chosen as a courier, they are minimising contact during delivery. They don’t hand over
hand-held devices to customers to capture signatures but instead log the name of the person
accepting the item. Additionally, for all customers where they need to deliver any item that won't fit
through your letterbox, they will place your item at your door. Having knocked on your door, they will
then step aside to a safe distance while you retrieve your item. This will ensure your item is delivered
securely rather than being left outside.

If other couriers are used, the organisation needs to ensure the selected courier follows guidelines for
a safe delivery and correct conditions are maintained at all times during the shipping process. Not
following these considerations can add risks to the process that need to be captured in the risk
assessment for this delivery model.

20.2 Site Staff or Volunteer Distribution Protocol (for self-test LFD)

It is possible for self-test LFD Kits to be distributed to subjects in targeted areas by staff/volunteers via
a range of models. If a use case or testing service is considering alternative distribution, they should
consult with their Public Health and Clinical Lead (if DHSC service) or Director of Public Health (if
Local Authority service) before implementing and conduct a local risk assessment.

Examples of alternative distribution models:

e Door to door distribution: This model involves delivering the kit to the subject at home. Having
knocked on the door, the staff member/volunteer will place the kit at the door and step back to
a safe distance while the kit is retrieved. The staff member/volunteer should provide further
information about the test and next steps including:

o The need to register the tests, either on a computer/mobile device or via 119

o The need for everyone in the house to test regularly, twice per week
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o That itis safe to dispose of all elements of the kit in general household waste

o That if the test is positive they need to get a confirmatory PCR — without that they will
not get any financial support which they may be eligible for

o Answering any questions the subject may have.

The staff member/volunteer will then leave allowing the subject to conduct the test in their own
time. If there is no answer on knocking, the kit will be posted through the letterbox.

e Distribution in a targeted location e.g. high street, centre of faith, from a vehicle: This model
involves distributing kits (at arm’s length) to subjects passing by. The staff member/volunteer
should provide further information as mentioned in the door to door model above before the
subject leaves to take the kit home and conduct the test. Risk and site assessment must
consider the impact on non-service users including avoidance of congestion in addition to
gueue management and social distancing principles and guidelines to manage queue
formation.

o Atemporary space may be set up (e.g. awning or gazebo), depending on the model
and location, to provide an area for subjects to conduct the test there and then. A
local risk assessment should be conducted before proceeding with set up taking into
account additional considerations such as environmental factors like weather and
temperature to determine if conditions are appropriate and allow safe delivery of the
model. As the model could be assisted or self-test, it is vital that the chosen model is
delivered in line with the guidance in the relevant section (see relevant Delivery
Model section) in terms of device authorised to be used, set up, waste, IPC, PPE etc
and that the IFU is followed at all times when testing. Testing on board a vehicle or
through a hatch on a vehicle is currently considered out of scope.

For distribution only models, staff/volunteers must wear a face mask as per national guidelines. They
should ensure they don’t touch their mask once it is put on; if they do remove it, they should dispose
of the mask as described below, perform hand hygiene and replace the mask with a new one.
Staff/volunteers should carry and use an alcohol-based hand rub to allow for appropriate hand
hygiene. Steps must be in place in case the staff member/volunteer needs to change their mask, for
example if it becomes soiled or their shift is longer than 4 hours. This could include keeping
replacement masks with them in a small clean plastic bag. If the face mask needs to be replaced, the
used mask should be removed and placed in a separate, small plastic bag and stored either in their
pocket or on the vehicle. This should be disposed of in line with the latest guidelines when the staff
member/volunteer returns to their base.

Staff/volunteers must be appropriately trained to conduct the activity.

The guidance in this section must be used in conjunction with the relevant principles outlined in this
SOP to ensure the models are delivered safely. Correct conditions and appropriate temperatures (see
relevant IFU) must be maintained at all times during storage (including that of unused kits when
distributing), transportation and distribution. Not following the considerations can add risks to the
process that need to be captured in the risk assessment for the delivery model.

The contents in this section are examples of delivery models and are not to be considered exhaustive
protocols and must be considered on a case by case basis based on a local risk assessment.

21 Testing Process

All subjects will be required to wear appropriate face covering or face mask at arrival (unless they are
exempt or have a reasonable excuse in accordance with the latest government guidelines) and must
endeavour to maintain social distancing of at least 2 metres from each other and the staff.

Upon arrival on-site, subjects may have their eligibility and identity checked by greeting personnel.
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To ensure accessibility support the onsite staff can be requested for help with registration if the
subject faces any difficulty in self-registration. This will be done while maintaining social distancing.

The guidance below covers both the distribution of kits, which is done at a Collection Point as well as
the Testing Process, which is normally done off site e.g. at a subject’s residence.

21.1 Eligibility

Subject eligibility criteria will be prescribed by the organisation, but the following assumptions apply:

1. The subject will be the responsibility of the organisation under consideration (e.g. an employee)
2. The subject will be asymptomatic

3. The subject will consent to participation in the test

4. The subject will consent to sharing their data with the National Test and Trace programme

A subject is considered to be symptomatic if they are experiencing any of the symptoms listed in the
latest government guidance. If the individuals are not experiencing any of these symptoms, they are
eligible for testing at an ATS. If they are experiencing any of these symptoms they should go to the
gov.uk site and register for a test offered for symptomatic patients.

21.2 Registration

Subjects will be identified by the Employer. The Employer will inform their subjects of the purpose of
the study, the testing process and their responsibilities as a participant, and how their data will be
used by DHSC and NHS Digital.

The Employer will organise their subjects, at their discretion, into testing groups to set the cadence of
testing — this will help control the flow of subjects and maximise safety. Within the scope of this SOP,
weekly testing is assumed but the testing cadence will depend on factors, including but not limited to,
workforce, resources, and Public Health England/DHSC guidelines for your scenario.

Subjects will be required to register for each test they take using the gov service: https://gov.uk/enter-
lateral-flow-test

They must do this after they have received a test kit barcode and can be done before or after
completed a test (swab). This will link their personal details to a test record and allow their results to
be issued. You may be required to help your employees through this process at their request

21.2.1 Need for consent

Organisations need to be aware of requirements for informed consent for conducting the test and
have a process for people who do not have capacity to give informed consent. Organisations must
make sure that they seek the appropriate consent from a consultee, in line with the Mental Capacity
Act 2005. A consultee may be a guardian, or a carer, and the individual must be fully informed to
make the decision.

People with additional needs (this could arise from a physical or cognitive disability) might not be able
to self-swab. If the person has the capacity to consent, they should be asked if they will allow
someone to help them do the test, or to allow someone to do the test for them. If the person does not
have the capacity to consent, a consultee (e.g. a guardian or carer) can consent on their behalf.
Carers or other accompanying individuals should only be asked to assist or test the person if this falls
into their normal responsibilities and they feel comfortable and confident on doing so.
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21.2.2 Information about testing

At registration, the registration assistant should provide key messages to the testing subject and
ensure they understand them, including:

e The test involves taking a swab of the inside of your nose and the tonsils area. There will be
instructions to show you what to do.

e No testis perfect. Sometimes they can give an incorrect result.

¢ A negative result means that it’s likely you were not infectious when the test was done. There
is still a chance you may be infectious, so you need to keep following guidelines to reduce the
risk of spreading the virus to others — including social distancing, avoiding mixing, regular
handwashing, and wearing a face covering where recommended.

e A positive result means it’s likely you had the Coronavirus when the test was done. You and
anyone in your home must self-isolate immediately and you may be asked to get a follow-up
test to help us make sure you are infectious. Though this is less likely, false positive results
may occur.

To assist the dissemination of this information a poster has been developed (see Appendix G). Itis a
requirement for sites to post this information near the registration point to help communicate key
information about testing to subjects.

21.3 Face coverings

Individuals are required to arrive at the collection site wearing a face covering, unless they are exempt
or have a reasonable excuse in accordance with the latest government guidelines. If an individual
arrives at a collection site without a face covering and indicates they are exempt in accordance to
latest government guidance, they should be permitted to enter the test site. If an individual arrives at
an ATS without a face covering and indicates they are exempt in accordance to latest government
guidance, they should be permitted to enter the test site and perform the test.

Each collection site should consider implementing traffic flow or sample collection areas for those who
are exempted from wearing a face covering in order to mitigate the risk to other subjects coming in
close proximity of those individuals i.e. highlight an area that can be used safely, that maintain 2
metres social distancing from others.

Sites may consider supplying a face covering to a subject who arrives without one, to enable them to
enter the site and return home safely (decreasing the risk of onward transmission).

Please note the face covering requirements, including age specifications, may vary in the Devolved
Authorities.

21.4 Testing people with additional needs

People with additional needs (this could be physical or mental disability) might not be able to self-
swab. If the person has the capacity to consent, they should be asked if they will allow someone to
help them do the test, or to allow someone to do the test for them. If the person does not have the
capacity to consent, a guardian can consent on their behalf. Carers or other accompanying individuals
should only be asked to assist or test the person if this falls into their normal responsibilities and they
feel comfortable and confident on doing so.

Each case should be assessed on a case-by-case basis and if required, the carer or family member
can consult their physician in case specific care is required to swab the person.

Appropriate hand sanitisation is needed before and after the swabbing process for both, the test
subject and the accompanying person.
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If assisted swabbing is performed by a family member and they are considered part of the person’s
support bubble, no extra PPE is required apart from a face covering. Appropriate hand sanitisation is
needed before and after the swabbing process. If a pair of gloves is requested, they should be issued
with gloves to perform the swabbing.

If assisted swabbing is performed by a carer who is paid to provide care, they need to follow their
organisational policy. They may have their own PPE or may need to be issued with PPE to enable
them to perform the swabbing.

21.5 Sample collection and analysis overview

Please follow the self-test IFUs in the first instance. Here is a high-level summary of the process for
further guidance as follows:

1. Subjects will be invited to register for a test in accordance with the local process agreed by
their operating organisation (the institution running the collection site) and consent to
participate in testing

Subject receives the testing kit

Subject carries out the throat and nasal swab

Subject analyses the sample

Subject interprets and records the result

Subject safely disposes of test kit and materials

Subjects will put all of the used test kits contents in the waste bag provided

Nooakwn

21.6 Detailed testing process

21.6.1 Self-swabbing sample collection procedure — COVID-19 Self-Test (Rapid Antigen
Test) (7s)

Please follow the COVID-19 Self-Test (Rapid Antigen Test) IFU in the first instance. The steps outlined
below will give an overview of this process for further guidance.

Preparation of the test area and checking the test kit contents will be the first steps of the testing
process. Please refer to the instruction for use for more information on these steps.

1. The subject will remove their face covering

2. Using a mirror the subject should open their mouth and visually identify the left and right
tonsils (or tonsillar pits if they do not have tonsils)

3. Perform hand hygiene using the instructions in the IFU

The subject will check the swab in the sealed wrapper. Identify the soft, fabric tip of the swab.

5. The subject will peel open the swab package and gently take out the swab. This will be used
for both the throat and nose. Never touch the soft fabric tip of the swab with your hands.

6. The subject will hold the swab between their fingers, open their mouth wide and rub the fabric
tip of the swab over both tonsils (or where they would have been). Do this with firm contact 4
times on each side. Carefully remove the swab from the back of their throat.

7. The subject will put the same swab gently into one nostril until they feel slight resistance
(about 2.5cm up their nose). Roll the swab firmly around the inside of the nostril, making 10
complete circles.

»

21.6.2 Self-swabbing sample collection procedure — Orient Gene Rapid Covid-19 (Antigen)
Self-test only

Please follow the Orient Gene Rapid Covid-19 (Antigen) Self-test only IFU in the first instance. The
steps outlined below will give an overview of this process for further guidance.
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Preparation of the test area and checking the test kit contents will be the first steps of the testing
process. Please refer to the IFU for more information on these steps.
1. The Subject will remove their face covering
2. The Subject will gently blow their nose and perform hand hygiene using the instructions in the
IFU
3. The Subject will check the swab in the sealed wrapper and identify the soft, fabric tip of the
swab.
4. The Subject will peel open the swab package and gently take out the swab. This will be used
for both nostrils. Never touch the soft fabric tip of the swab with your hands or on any surfaces.
5. The Subject will put the swab gently just inside the first nostril (approximately 2.5cm). Gently
wipe the swab around the inside of the nostril in a circular motion 5 times.
6. The Subject will then use the same swab to repeat the process in the second nostril.

21.6.3 Self-swabbing sample collection procedure — ACON Flowflex SARS-CoV-2 Antigen
Rapid Test (Self-Testing)

Please follow the ACON Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing) IFU in the first
instance. The steps outlined below will give an overview of this process for further guidance.

Preparation of the test area and checking the test kit contents will be the first steps of the testing
process. Please refer to the IFU for more information on these steps.
1. The Subject will remove their face covering.
2. The Subject should perform hand hygiene using the instructions in the IFU.
3. The Subject will check the swab in the sealed wrapper and identify the soft, fabric tip of the
swab.
4. The Subject will peel open the swab package and gently take out the swab. This will be used
for both nostrils. Never touch the soft fabric tip of the swab with your hands or on any surfaces.
5. The Subject will insert the entire fabric tip of the swab inside the first nostril (approximately
2.5cm from the edge of the nostril), and gently wipe the swab around the inside of the nostril in a
circular motion 5 times.
6. The Subject will then use the same swab to repeat the process in the second nostril.

21.6.4 Sample processing and analysis procedure — COVID-19 Self-Test (Rapid Antigen
Test) (7s)

Please follow the self-test IFU for the sample processing and analysis steps.

1. Pick up the extraction tube, open the lid and place the fabric tip of the swab into the tube so it
is in the fluid.

2. Press the tip against the edge of the extraction tube with force, while rotating it around the
tube for 15 seconds. This is to transfer the sample into the fluid.

3. Pinch the tube against the swab as it is removed to make sure that all the fluid is removed
from the soft tip of the swab. Place the swab into the plastic waste bag provided.

4. Press the cap tightly on to the extraction tube to avoid any leaks.

5. Gently squeeze the extraction tube to place 2 drops of the fluid onto the specimen well
(marked S) on the test strip. Make sure that fluid is being dropped and not an air bubble.

6. Place the extraction tube into the plastic waste bag provided along with the swab.

7. Make sure the test strip is placed on a flat and level surface. Do not move the strip during the
test.

8. Set the timer and wait 30 minutes before reading the result. A positive result can appear at
any time after 20 minutes, however, it may take the full 30 minutes to record a negative result
as the test line (T) may take longer to appear. Do not read your result after 30 minutes.
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21.6.5 Sample processing and analysis procedure — Orient Gene Rapid Covid-19 (Antigen)
Self-test only

Please follow the self-test Orient Gene IFU for the sample processing and analysis steps.

1. The Subject will have prepared in advance the extraction tube to place the swab in it after
collecting the sample. For this:
a. Gently peel off the sealing film on the extraction tube to avoid spilling any fluid.
b. Place the extraction tube containing the buffer into the extraction tube holder.
2. Place the fabric tip of the swab into the extraction tube fluid, press the tip against the edge of
the extraction tube with force, while rotating it around the tube at least 6 times.
3. Leave the swab in the extraction tube, set a timer and leave for 1 minute.
4. Withdraw the swab from the extraction tube and place it into the plastic waste bag.
5. Push the nozzle cap tightly on to the extraction tube to avoid any leaks. Place the extraction
tube back in the extraction tube holder.
6. Check the expiration date on the sealed pouch then take the test cassette out of the pouch.
7. Gently squeeze the extraction tube to place 4 drops onto the sample well (marked S) on the
test cassette. Make sure the test cassette is on a flat and level surface.
8. Set atimer for 15 minutes. Do not move the test cassette during the test.

Wait 15 minutes before the result is read. Waiting the full 15-minute development time before you
read your result is very important. Do not read your result after 20 minutes.

21.6.6 Sample processing and analysis procedure — ACON Flowflex SARS-CoV-2 Antigen
Rapid Test (Self-Testing)

Please follow the self-test ACON Flowflex IFU for the sample processing and analysis steps.

1. The Subject will have prepared in advance the extraction tube to place the swab in it after
collecting the sample. For this:

a. Gently peel off the sealing film on the extraction tube to avoid spilling any fluid.
b. Place the extraction tube containing the buffer into the extraction tube holder.

2. Pick up the extraction buffer tube and place the fabric tip of the swab into the tube so it is in
the liquid. Press the tip against the edge of the extraction buffer tube with force, while rotating
it around the tube for 30 seconds.

3. Rotate the swab 5 times while squeezing the side of the tube. This is to transfer your sample
into the liquid

4. Pinch the extractor buffer against the tube when removing the swab from the extraction tube,
and then place it into the plastic waste bag

5. Attach the dropper tip firmly onto the extractor buffer tube. Mix thoroughly by swirling or flicking
the bottom of the tube.

6. Gently squeeze the extraction tube to place 4 drops onto the sample well (marked S) on the
test cassette. Make sure the test cassette is on a flat and level surface.

7. Set atimer for 15 minutes. Do not move the test cassette during the test. Wait 15 minutes
before the result is read. Waiting the full 15 minute development time before you read your
result is very important. Do not read your result after 30 minutes

21.6.7 Reading and interpreting LFD result
Reading of results will be done by the subject. Detailed instructions and guidance can be found in the
relevant Product IFU, or by following the weblink below.

Help can be found at www.gov.uk/covid19-self-test-help including demonstration videos and
instructions in alternative languages.
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The control C line is designed to indicate that the test strip does not have a mechanical fault. It is not
designed to confirm if the sample applied to the test strip is a valid sample. Therefore, it is vital that
the instructions for collection and preparation of the subject’'s sample are followed precisely.

21.7 Reporting

Participants need to access https://www.gov.uk/report-covid19-result to report their test results to the
NHS, find out what their results mean and get the latest advice on what to do next.

Participants will have to use this service every time they complete a self-test.

A range of services are available to digitally excluded subjects across their testing journey. Refer to
the self-test guidebook for more information about this.

The reporting data flow for antigen testing is as follows:

1. NHS BSA (for subject result notification)
2. NHS Digital
3. Public Health Agencies in line with mandatory notifiable disease reporting regulations:
a. Public Health England (PHE)
b. NSS Scotland (on behalf of Public Health Scotland)
c. BSO Northern Ireland (on behalf of Public Health Agency)
d. NWIS (on behalf of Public Health Wales)
4. NHS Arden and GEM CSU (on behalf of NHS E/I)
5. DHSC Edge (for NHS Test and Trace/Joint Biosecurity Centre)

As per the latest amendments to the Health Protection Regulations relating to notifiable diseases
reporting, these results need to be reported into the public health bodies in the UK. Test and Trace
will undertake this notification through the above data flows for any testing that uses our digital
systems, so additional notification is not required unless there are existing relationships between you
and your local Health Protection Team.

21.8 Negative results

Subjects who return a negative test result do not need to self-isolate unless: a) they are symptomatic
(they’ll need to book a different test), b) someone they live with tests positive (or has symptoms and
has not been tested yet), c) they’ve been traced as a contact of someone who tested positive.

Individuals who have a negative test result must continue to follow all national guidance including
social distancing, regular handwashing and the use of face coverings.

21.9 Invalid results

Subjects who return an invalid (or could not read sample) LFD result should where possible take
another LFD test as soon as possible (e.g. using remaining tests in box of 7s or ordering a new
supply of kits). If it is not possible to do another LFD or they return a second invalid (or could not read
sample) LFD result, subjects should go to www.gov.uk/get-coronavirus-test to book a follow up PCR
test.

While awaiting a follow-up test they’ll only need to self-isolate if a) they are symptomatic (they’ll need
to book a different test), b) someone they live with tests positive (or has symptoms and has not been
tested yet), c) they've been traced as a contact or someone who tested positive.
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21.10 Positive results

For self-reporting in England, national guidance needs to be followed (this link should be
visited frequently as the guidance might be updated regularly):

If your LFD test was taken at home (self-reported), and is positive, you and your household
members should self-isolate immediately.

You and your household members should follow all this guidance. You should also arrange to
have a follow-up PCR test as soon as possible. If the follow-up PCR test result is negative,
you and your household contacts can stop self-isolating.

If the follow-up test is positive, you must complete your full isolation period. Your isolation
period starts immediately from when your symptoms started, or, if you do not have any
symptoms, from when your follow-up PCR test was taken. Your isolation period includes the
day your symptoms started (or the day your follow-up PCR test was taken if you do not have
symptoms), and the next 10 full days.

Contact tracing will commence on confirmation of a positive PCR test

For sites in Scotland:

If you or anyone in your household tests positive, everyone in the household must self-isolate
immediately

You must book a PCR test as soon as possible to confirm the result through the following
link: Get a free PCR test to check if you have coronavirus (COVID-19) - GOV.UK
(Www.gov.uk).

o There are drive-through testing sites, mobile testing units and walk-through test
centres across Scotland. For a full list of testing sites, read Scottish Government’s
Coronavirus (COVID-19): getting tested in Scotland.

Contact tracing will begin when you report a positive LFD test result

If LFD positive & confirmatory PCR negative, will be contacted by a contact tracer to carry out
a risk assessment. You may in limited circumstances be required to self-isolate for 10 days
even if your confirmatory PCR is negative.

Financial and practical support is available as part of Trace and Protect

The requirements for positive LFD results are for all LFD devices (assisted or self-reported)

For sites in Wales:

If you get a positive lateral flow test you must self-isolate immediately for 10 days and take a
PCR test at a test centre within 24 hours. You can book a test online on GOV.UK

If your PCR test is negative and taken within 24 hours of your lateral flow test, you can leave
self-isolation.

If your PCR test was negative but was taken more than 24 hours after your lateral flow test
you and your contacts must remain in self-isolation for the full 10 days from the date of the
original lateral flow test.

If your PCR test is positive and taken within 24 hours of your lateral flow test, you must stay in
self-isolation for 10 days from the original lateral flow test result.

If you don’t take a PCR test within 24 hours you must self-isolate for 10 days

Contact tracing will commence on confirmation of a positive LFD test

Individuals may be eligible for income support at the point of a positive test result

The requirements for positive LFD results are for all LFD devices (assisted or self-reported)

For sites in Northern Ireland:

If the test result is positive, the individual and their household must begin a period of self-
isolation immediately.

Contact tracing will commence on a positive LFD test.

Further details can be found on the PHA’s website.
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¢ Anyone who received a positive test using a LFD should have a follow up confirmatory PCR
test within 24 hours. Tests should be booked at https://www.gov.uk/get-coronavirus-test.

e Residents in NI who take a follow up test more than 48 hours after a positive LFD may need
to self-isolate regardless of the result of the PCR test.

e If the result of the PCR test is negative, and was taken within 24 hours, the individual and the
household can leave isolation and no further action is required.

e Financial support may be made available.

e The requirements for positive LFD results are for all LFD devices (assisted or self-reported).

21.11 Repeat testing

Subjects that have tested positive by PCR for SARS-CoV-2 are exempt from routine re-testing by
PCR or LFD tests within a period of 90 days from their initial illness onset or test (if asymptomatic)
unless they develop new COVID-19 symptoms.

If a subject decides to take part in testing within the 90-day period, they should follow the latest
government guidance:

For management of staff and exposed patients or residents in health and social care settings:
https://www.gov.uk/government/publications/covid-19-management-of-exposed-healthcare-workers-
and-patients-in-hospital-settings/covid-19-management-of-exposed-healthcare-workers-and-patients-
in-hospital-settings

For all other settings: https://www.gov.uk/government/publications/covid-19-stay-at-home-
guidance/stay-at-home-gquidance-for-households-with-possible-coronavirus-covid-19-infection

22 PPE

Staff on sites are required to wear the appropriate PPE for their role as detailed below (refer to
Section on Workforce for the definition of roles):

Gloves Apron Fluid Eye/face protection
Resistant
Surgical Mask
(FRSM)
Collection During cleaning
Point Wear FRSM at
Assistant Chanqg between Not required all times Not required
cleaning tasks
and if cleaning a Extended use
spillage
Queue Wear FRSM at
Coordinator Not required Not required el e Not required

Extended use

PPE should be changed between sessions for all staff.

Extended use of face mask refers to a period of time when a member of staff is undertaking a duty who
is not involved in assisted testing of a subject. The extended use ends when the member of staff
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finishes their task and leaves the area or takes a break. The maximum time a face mask must be worn
is 4 hrs.

Where a setting cannot be delivered as COVID-19 secure through all other means, a local risk
assessment may conclude that staff when not otherwise required to use PPE, should wear a face
mask for an extended period of time. The maximum period of time for extended wearing of a Type IIR
face mask is 4 hours. The Type IIR face mask must be changed if it becomes visibly solid, damaged,
moist, wet or uncomfortable to wear.

The extended use of a face mask does not remove the need for other key bundles of measures to
reduce the risk of transmission of SARS-CoV-2, including social distancing, optimal hand hygiene,
frequent surface decontamination, ventilation and other measures where appropriate. Reliance on
individuals as opposed to bundles of measures to reduce the risk of virus transmission is not
sufficient.

PPE should be changed if protective properties are compromised or if contaminated, or if suspected to
be contaminated.

Staff who are required to top up supplies within test areas should do so when no subjects are present.

All staff need to be reminded of the importance of IPC guidance. Regular handwashing and consistent
social distancing are key to ensuring safety for all roles. This is enabled and supported by frequent
cleaning of the Collection Point and high touchpoint areas.

Protocols for putting on and taking off PPE can be found in the PPE Instructions Section.

It is imperative for staff, for both their safety and comfort, to use the correct glove size. A glove size
chart is available in the appendix of this document.

23 Waste Management
23.1 For organisations

When running a Collection Point, it is not expected to have any healthcare waste. Therefore, all waste
should be disposed of as general waste.

23.2 For participants

A transparent sealable waste bag is included for each test kit. Once a subject’s test is complete, all
the used kit contents can be put into the waste bag provided in the test kit and disposed of in their
household waste.
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24 APPENDICES

25 Appendix A: Handwashing posters

A Best Practice: How to handrub

o step by step images

Apply a palmful of the Right palm over the back
progﬁc?({ inz cupped hand Rub hands palm of the other hand with
and cover all surfaces. to palm. interlaced fingers and

vice versa.

. Backs of fingers to opposing Rotational rubbing of left
Palm to palm with . .
P nterlaced palms with fingers thumb clasped in right palm
ingers interiaced. interlocked. and vice versa.

Rotational rubbing, backwards
and forwards with clasped Once dry, your
fingers of right hand in left hands are safe.

palm and vice versa.

Adapted from the World Health Organization/Health Protection Scotland
© Crown copyright 2020
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] Best Practice: How to hand wash
Bl Heetin step by step images

Steps 3-8 should take at least 15 seconds.

Apply enough soap to cover all
hand surfaces.

0x

Rub hands palm to palm.

Right palm over the back of the
other hand with interlaced fingers
and vice versa.

Palm to palm with fingers Backs of fingers to opposing
interlaced. palms with fingers interlocked.

Rotational nubbing of left thumb Rotational rubbing, backwards and
clasped in right palm and vice forwards with clasped fingers of right Rinse hands with water.
versa. hand in left palm and vice versa.

m V @ (D) Steps 3-8 should take

at least 15 seconds.

©

Dry thoroughly with towel. Use elbow to turn off tap. ... and your hands are safe".

*Any skin complaints should be referred
Adapted from the World Health Organization/Health Protection Scotland

om the TVo! raanization/rie on Seotian to local occupational health or GP.
© Crown copyright 2020
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26 Appendix B: PPE instructions — putting on and taking off

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment da
ta/file/911311/PHE Putting on PPE Standard infection control procedures.pdf

%
Public Health
England

Putting on personal
protective equipment (PPE)

Standard Infection Control Precautions

Please see donning and doffing video to support this guidance: https://youtu.be/-GnecQ_ed-9w

Pre-donning instructions:

» Ensure healthcare worker hydrated * Remove jewellery
* Tie hair back « Check PPE in the correct size is available

Perform hand hygiene Put on apron and Put on facemask — position
before putting on PPE. tie at waist. upper straps on the crown
of your head, lower strap
at nape of neck.

With both hands, mould Don eye protection e Put on gloves.
the metal strap over the if required.
bridge of your nose.

© Crown copyright 2020. Public Health England Gateway Number: 2019-263. V1.2. 10-08-2020
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https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/91

1312/PHE Taking off PPE_standard infectiqn gontrgl_procedures.pdf

Public Health
England

Taking off personal
protective equipment (PPE)

Standard Infection Control Precautions

Please see donning and doffing video to support this guidance: https://youtu.be/-GncQ_ed-9w

« PPE should be removed in an + Gloves, aprons (and eye protection if used)
order that minimises the risk of should be taken off in the patient’s room
self-contamination or cohort area

Remove gloves. Grasp the Slide the fingers of the

outside of glove with the g un-gloved hand under the

opposite gloved hand; peel off. remaining glove at the wrist. %
Hold the removed glove in the Peel the remaining glove off

remaining gloved hand. over the first glove and discard.

9 Clean hands. o Apron. Break ties at

Unfast waist and fold
L masten or o ——  apron in on itself
break apron % ¢ do not touch
ties kat th:\l . __f ) the outside —
peck and et i r . this will be
€ apron old [ J contaminated.
down on itself. Discard

o Remove eye o Clean hands.
protection if worn.

Use both hands
to handle the
straps by pulling
away from face
and discard.

o Remove facemask once your clinical work is completed. Clean hands with

& ~ soap and water.

Untie or break bottom ties, followed by top ties or elastic,
and remove by handling the ties only. Lean forward slightly.
Discard. DO NOT reuse once removed.

@ Crown copyright 2020, Public Health England Gateway Number: 2019-262. V1.2. 10-08-2020

For Scotland: http://www.nipcm.scot.nhs.uk/appendices/appendix-6-best-practice-putting-on-and-

removing-ppe/
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27 Appendix C: Self-swabbing Instructions for Innova

NHS

Test and Trace

Take a swab sample step-by-step guide

Before you start: Use the mirror to find your tonsils at the back of your throat.

Please note: Do not touch any surface with the soft tip of the swab before and during swabbing (this
includes tongue, teeth, cheeks and gums). If this happens please get a new swab from a member of staff.

If you have nose piercings remove them before you begin.

Remove your face covering and gently
0 blow your nose into a tissue.
Throw the used tissue into the bin provided.

e Use hand sanitiser to clean your hands.
This is so that you do not contaminate the test kit.

Open the package and gently take out the swab
9 from the handle. This will be used for swabbing
both the back of your throat and your nostrils.

o Rub the swab over both tonsils making firm contact
4 times on each side. Carefully remove the swab.

Swab ONE nostril by gently inserting the same
9 swab until you feel a slight resistance (up to 2.5cm). x10 27

Slowly make 10 circles, then gently remove the swab.
)
\\\
\
\\x
6 Put the swab in the extraction tube provided.

i Both sides

0 Put your face covering on and clean hands again. v

For full details please see the device instructions for use.

INNOVA_19.5.2021
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28 Appendix D: Assisted swabbing instructions for testing
subjects with additional needs with Innova

o

HM Government

Assisted swab sample

NHS!

Test and Trace

Instructions for testing subjects
with additional needs - Innova

Before you start: Wear a face covering. Find the subjects tonsils or where they would have been. This is
where you will swab. Swab the other nostril if piercing in one nostril. Only remove if bilateral piercings.
Please note: Do not touch any surface with the soft tip of the swab before and during swabbing (this
includes tongue, teeth, cheeks and gums). If this happens please get a new swab from a member of staff.

Ask the subject to gently
0 blow their nose into a tissue.
Ask the subject to throw tissue in the bin.

Use hand sanitiser to clean your hands.

e This is so that you do not contaminate the test kit.
Wear gloves if you are not part of the subject’s
support bubble or family.

Open the package and gently take out the swab
9 using the handle. This will be used for swabbing
both the back of the subject’s throat and nostril.

o Rub the swab over both tonsils making firm contact
4 times on each side. Carefully remove the swab.

Swab ONE nostril by gently inserting the same
9 swab until you feel a slight resistance (up to 2.5cm).
Slowly make 10 circles, then gently remove the swab.

6 Put the swab in the extraction tube provided.

0 Dispose of gloves if wearing them and
clean hands again.

For full details please see the device instructions for use.

handle

i Both sides

x10 27
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29 Appendix E: Self-swabbing Instructions for Orient Gene

’ o NHS

HM Government Test and Trace

Take a swab sample step-by-step guide

Please note: Do not touch any surface with the soft tip of the swab before and during swabbing (this
includes tongue, teeth, cheeks and gums). If this happens please get a new swab from a member of staff.

If you have nose piercings remove them before you begin.

Remove your face covering and gently blow
0 your nose into a tissue. Throw the used tissue
into the bin provided.

Use hand sanitiser to clean your hands.
e This is so that you do not contaminate

the test kit.
handle
Open the package and gently take out the =
9 swab from the handle. This will be used for
swabbing both nostrils. C

Insert the swab into your nostril until you feel

e a slight resistance (up to 2.5cm) and slowly x5 27
make 5 circles. Then slowly remove the swab.

Repeat the process for the other nostril.

9 Put the swab in the extraction tube provided.

6 Put your face covering on and clean hands again.

For full details please see the device instructions for use. ORIENTGENE/ABROTT/SURESCREEN 195,202
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30 Appendix F: Assisted swabbing instructions for testing
subjects with additional needs with Orient Gene

. NHS

HM Government Test and Trace

Instructions for testing subjects with additional

ASSiStEd Swa b Sample needs - Orient Gene, Abbott, SureScreen

Before you start: Wear a face covering. If the subject has nose piercings remove them.

Please note: Do not touch any surface with the soft tip of the swab before and during swabbing (this
includes tongue, teeth, cheeks and gums). If this happens please get a new swab from a member of staff.

them to gently blow their nose into a tissue.

o Remove the subjects face covering and ask
Ask the subject to throw tissue in the bin.

Use hand sanitiser to clean your hands.

e This is so that you do not contaminate the test kit.
Wear gloves if you are not part of the subject’s
support bubble or family.

handle
Open the package and gently take out the -—
9 swab using the handle. This will be used for
swabbing both nostrils. C

Insert the swab into the subject’s nostril until you

o feel a slight resistance (up to 2.5cm) and slowly x5 22
make 5 circles. Then slowly remove the swab.
Repeat the process for the other nostril.

9 Put the swab in the extraction tube provided.

6 Dispose of gloves if wearing them
and clean hands again.

For full details please see the device instructions for use.
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31 Appendix G: Testing information poster

i

HM Government

NHS |

Test and Trace

Information about your test

<

N

During the test, you will need
to swab your mouth andfor
nose. There will be instructions
to show you what to do.
Please speak to a member of
staff if you have any questions.

If you take the test at home,
you will need to report
your result online using
a smartphone, a tablet

or a computer.

Mo test is perfect.

Sometimes they can give
an incorrect result.

A positive result means it's likely
you had the Coronavirus
when the testwas done.

You and anyone inyour home
must self-isolate immediately.
Avoid using public transport.

If you receive a positive result
you may be asked to get a
Tollow-up test. This will help us
make sure you are infectious.
Doing this will make sure that
you and your contacts aren‘t
self-isolating for longer than
you need to. It will also enable
us to track variants and identify
new variants 1o keep you and
your loved ones safe.

A negative result means that its
likely you were not infectious
when the testwas done.
There is still a chance you may
be infectious, so you need to
keep following guidelines
to reduce the risk of spreading
the virus to others.

| @ Department of Health & Social Care

Youwill be sent your test result
by text or email.

Someaone from our team
of Contact Tracers may
also contact you.

If your result cannot be read,
you may be advised to
get another test.
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32 Appendix I: Supervised Testing using Orient Gene Coronavirus
Ag Rapid Test

|

HM Government Test and Trace

Take a swab sample and get help to read your results

Please note: Do not touch any surface with the soft tip of the swab before and during swabbing (this
includes tongue, teeth, cheeks and gums). If this happens please get a new swab from a member of staff.

If you have nose piercings remove them before you begin.

0 Clean your hands using hand sanitiser
This is so that you do not contaminate the test kit.

+ Swab +" Rapid test +" Registration card
o Check the contents of your test kit. +" Tube with liquid strip pouch + Barcodes
«" Tube nozzle cap with device " Tissues
Open the test strip pouch and attach the //_\
e ba]rcode to th(:: back of the device (the side ‘ H"‘m"m‘ ||H”“ ‘
without markings). ANTHRTa 0
Place the test strip on the tray provided. - s

/X
Remove the foil seal of the pre-filled tube, i

o and put the tube in the holder. 1*’{ '1"
|

Remove your face covering and gently
e blow your nose into a tissue.
Throw the used tissue into the bin provided.

o Clean your hands using hand sanitiser again.
This is so that you do not contaminate the swab.

Open the package and take out the swab, holding
0 it by the handle. Do not touch the fabric tip.
You'll use this swab for both nostrils.

For full details please see the device instructions for use. Orient Gene
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|

HM Government Test and Trace

Take a swab sample and get help to read your results

Put the swab up to 2.5 cm into one nostril,
until you feel a slight resistance. Make 5

e circles, then slowly remove the swab.
Repeat this for your other nostril.

4
Put the swab in the tube with your test x6 L 1 minute
o fluid. Roll it around at least 6 times, pressing T i
1 | j

the tip against the side and bottom, then let TT i
it stand for 1 minute. W

Remove the swab, pinching the walls to squeeze “ , 2 ‘ﬂ—
@ out the liquid. Throw the used swab in the bin N ‘H_‘
provided. Put the nozzle cap on the tube. N7 ‘

With the test strip lying flat on the tray,
m put 4 drops of the liquid into the specimen -
well, marked ‘S'. @ 4 Drops

Keeping the test strip flat on the tray, use
the pen provided to write the time oniit.

@ Then follow the instructions you're given _l
by a member of staff.

09:30 S

Place the used tube in the bin provided. Put on

@ your face covering and clean your hands again.
Confirm you’ve completed your test to a
member of staff.

Please remember: Take your registration card home, and follow the instructions to register your test and
get your results. You must do this within 24 hours.

For full details please see the device instructions for use. Orient Gene
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33 Appendix J: Supervised Testing using COVID-19 Self-Test
(Rapid Antigen Test) (7s)

|

HM Government Test and Trace

Take a swab sample and get help to read your results

Please note: Do not touch any surface with the soft tip of the swab before and during swabbing (this includes
tongue, teeth, cheeks and gums). If this happens please get a new swab from a member of staff. If you have a nose
piercing, swab the other nostril. If pierced on both sides, remove the piercing on one side before swabbing.

0 Use hand sanitiser to clean your hands.
This is so that you do not contaminate the test kit.

" Swab +" Rapid test + Registration card
e Check the contents of your test kit. +" Extraction Tube strip pouch + Barcodes
+ Extraction Sachet with device o Tissues
Open the test strip pouch and attach the /\V
e barcode to the back of the device (the
side without markings). |\||\|\||M‘||“”|\|
Place the test strip on the tray provided. s
17 \

Carefully twist open the sachet and squeeze
o all the liquid into the extraction tube. Then ‘
put the filled tube into the holder. I

Remove your face covering and gently
° blow your nose into a tissue.
Throw the used tissue into the bin provided.

e Use hand sanitiser to clean your hands again.
This is so that you do not contaminate the swab.

Open the package and gently take out the swab, handle

holding it by the handle. Do not touch the fabric tip.
o You'll use this to swab the back of your
throat and your nostrils.

For full details please see the device instructions for use. Innova
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|

HM Government Test and Trace

Take a swab sample and get help to read your results

Open your mouth wide and rub the tip of the swab Both sides

e firmly over both tonsils (or where they would have
been), 4 times on each side.
Carefully remove the swab from the back of your throat.

Put the same swab up to 2.5 cm into one nostril,
o until you feel a slight resistance. Slowly make 10
circles, then gently remove the swab.

Put the swab in the tube and roll firmly 2 Jj
@ around for 15 seconds. Remove the swab, 15 Seconds 5 b

pinching the tube to squeeze out the liquid. ‘ \ 7:‘

Put the used swab in the bin provided. U = \L\ s

Press the cap onto the tube. Squeeze ——
. . | | &

m 2 drops of liquid into the specimen well [ pe
(marked 'S’) on the test strip. U 3

Keeping the test strip flat on the tray, use
Q the pen provided to write the time on it.

Then follow the instructions you're given j )

by a member of staff. 09:30 5

Place the used tube in the bin provided. Put on
@ your face covering and clean your hands again.
Confirm you've completed your test to a

member of staff.

Please remember: Take your registration card home, and follow the instructions to register your test and
get your results. You must do this within 24 hours.

For full details please see the device instructions for use. Innova
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34 Appendix K: Glove sizing chart with ruler

It is imperative for staff, for both their safety and comfort, to use the correct glove size. A glove size
chart is available below. Please use a ruler as the image may change depending on screen
resolutions.

SMALL
MEDIUM

- | ARGE
-V X-LARGE

+—

|III||IIIIIIIII|IIII|IIII|II|I|IIII|IIII|IIII||III|IIIIIIIII|I|II|IIII|lIIIIII|I|IIIIIIHI|I|I||IIII|I|HIIIII|IIII|II|I|II
M
0 1 2 3 4 5 6 7 8 9 10 11 12
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