MEMORANDUM OF UNDERSTANDING:
THE UK NATIONAL AUTHORITY FOR THE
CONTAINMENT OF POLIOVIRUS
1. Parties

1.1 The Parties to this Memorandum of Understanding (MoU) are:

(A) THE SECRETARY OF STATE FOR HEALTH AND SOCIAL CARE
and
(B) THE SCOTTISH GOVERNMENT
and
(C) THE WELSH GOVERNMENT
and
(D) THE DEPARTMENT OF HEALTH, NORTHERN IRELAND
and
(E) THE HEALTH AND SAFETY EXECUTIVE
and
(F) THE HEALTH AND SAFTEY EXECUTIVE FOR NORTHERN IRELAND
(each a Party, and together the Parties)
2. Background to the MoU
World Health Organisation (WHO) eradication policy

2.1. The Global Polio Eradication Initiative (GPEI) was established in 1988. The aim of the
initiative is to eradicate poliomyelitis, the disease caused by the poliovirus. The WHO
Global Action Plan IV (GAPIV) is the fourth edition of the GPEI requirements and
guidance. GAPIV replaced the third edition (GAPIII) and includes updates to Biosafety
Management Standards. GAPIV is a 3-year programme.

2.2. There are three wild-poliovirus types (WPV), types 1, 2 and 3. There are facilities which
handle poliovirus for research, diagnostics, surveillance, vaccine development and
national preparedness purposes. GAPIII outlined ways to minimise poliovirus facility-
associated risk, using a phased approach. Phase | involved the inventory, destruction,
and preparation for poliovirus type 2 only. The key activities for Phase | set out in GAPIII
were as follows:

2.2.1 a national laboratory survey to identify those with infectious or Potentially
Infectious Material (PIM) infectious wild poliovirus type 2 (WPV2).
2.2.2 development of a national inventory of facilities that handle and store
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2.2.3 WPV2 materials — what that means for institutions who may unwittingly hold
WPV?2 in historic collections of clinical material needs to be resolved;

2.2.4 destroy unneeded WPV2 materials - there are international goals for the timely
destruction or containment of these materials;

2.2.5 transferring needed WPV2 materials to polio-essential facilities;

2.2.6 inform governments, institutions, and polio facilities about the upcoming need
or poliovirus containment;

2.2.7 assess and certify designated poliovirus-essential facilities (PEFs) for
containment. Facilities are expected to meet a range of standards to receive a
certificate of containment.

The key activities described in 2.2 have taken place in the UK up to point 2.2.5. Further
progress of the global eradication plan in the UK has taken longer than originally
anticipated. 2.2.6 has commenced since June 2022 when the UKNAC was appointed.
2.2.7 will commence once the MoU has been signed.

Since GAPIV came into effect in July 2022, the phased approach has been replaced
by the inventory/destruction and containment requirements for all strains (WPV/VDPV
and Sabin/OPV) including types 1 and 3.

While there is no legal obligation to implement GAPIV, there is a general
understanding that the UK and other countries will seek to implement it.

Purpose of the MoU

The purpose of this MoU is to formally confirm that the Parties agree for the UK
National Authority for Containment (UKNAC) to be established. The UKNAC purpose
is to develop, establish and run an assessment and certification process for PEFs in
the UK.

This MoU confirms the agreed approach to co-operation between the Parties. It sets
out the roles and functions that the UKNAC will undertake including the issuing of
certificates to PEFs. The finer detail of the roles and responsibilities of the UKNAC
have been discussed and agreed in the UKNAC meetings.

The MoU is not intended to be legally binding, and no legal obligations or legal rights
shall arise between the Parties from this MoU.

The MoU is non-exhaustive, and it is not intended to cover every detailed aspect of the
roles of each of the Parties in relation to the UKNAC.

The Parties enter into the MoU intending to honour all their obligations.

The signatories of this MoU agree that the established UK National Authority for
Containment (UKNAC) will work to carry out the actions set out in the WHO GAPIV.
Parties agree that the requirement of the assessment and certification of PEFs should
be met/implemented.

4.

4.1.

MoU function

This Memorandum of Understanding (MoU) focuses solely on how the UK will
implement WHO’s scheme to assess and certify PEFs i.e. 2.2.6 above which aims to:

4.1.1 destroy poliovirus materials in all but certified poliovirus-essential facilities; and
4.1.2 ensure that certified PEFs adhere to required bio-risk management safeguards.
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The WHO has set out the recommended mechanism for certification associated with
global confirmation of poliovirus containment within PEFs in the document
‘Containment Certification Scheme (CCS) to support the certification of facilities
against the WHO Global Action Plan to minimize poliovirus facility-associated risk after
type-specific eradication of wild polioviruses and sequential cessation of oral polio
vaccine use’, published in 2016. The aim of the CCS is to ensure a globally
harmonised approach for certification. It provides guidance on expectations,
mechanisms, roles, responsibilities and timelines associated with the certification
process.

Key actions are:

4.3.1 the establishment of a UK National Authority for Containment (UKNAC) to
set up and oversee containment certification of PEFs. The certificates
issued by the UKNAC will need to be endorsed by the Global Commission
for the Certification of the Eradication of Poliomyelitis (GCC).

4.3.2 that PEFs establish, implement, and maintain a bio-risk management system
aligned to the actions set out in GAPIV CCS. WHO-Global-Action-Plan-for-
Poliovirus-Containment-GAPIV.pdf (polioeradication.org). Such facilities
would report to the UKNAC and other relevant parties any event, change to
processes, or other issue that could jeopardise the status of their
certification.

UK polio eradication policy

4.4,

4.5.

The UK fully supports the WHO’s global programme to eradicate polio. The UK
Government and Devolved Administrations are committed to securing the
implementation of GAPIV (modified as necessary to meet the needs of the UK) across
the UK.

Implementation of GAPIV and adherence to the CCS is voluntary. However, as a world
leader in infectious disease control with a leading role in supporting the global
campaign to eliminate polio, and wishing to support WHO in implementation of GAPIV,
the UK intends to introduce plans for the containment of poliovirus. WHO has set out
its expectations for a scheme in its CCS. However, the UKNAC has adapted the CCS
to build on existing arrangements in the UK, so as to achieve a proportionate response
endorsed by the WHO.

Powers

There is no legal obligation to implement the GAPIV, however:

4.6.

In England, the Secretary of State has a duty to take steps to protect the public in

England from disease or other dangers to health, under section 2A of the National

Health Service Act 2006 (the 2006 Act). In addition, under section 247B of the 2006

Act, the Secretary of State must co-operate with a person who exercises functions

similar to those of the Secretary of State under section 2A of that same Act.

4.6.1 In Scotland, Scottish Ministers have a duty to make provision, or secure that
provision is made, for the purposes of protecting public health in Scotland
under section 1 of the Public Health etc (Scotland) Act 2008.

4.6.2 In Wales, under section 1 of the National Health Service (Wales) Act
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2006, Welsh Ministers have a duty to promote in Wales a comprehensive health
service designed to improve the physical and mental health of people in Wales,
and the prevention, diagnosis and treatment of iliness.

In Northern Ireland under the Health and Social Care (Reform) Act (Northern
Ireland) 2009 the Department of Health currently has a statutory responsibility
to promote an integrated system of health and social care designed to secure
improvement in the physical and mental health of people in Northern Ireland;
the prevention, diagnosis, and treatment of illness; and the social wellbeing of
people in Northern Ireland

The Health Safety Executive (HSE) is responsible for enforcing the Health and
Safety at Work Act etc (HSWA) 1974 throughout Great Britain. Its job is to
prevent people being killed, injured, or made ill by work. The HSWA sets out
general duties which employers, the self-employed, and people in control of
premises have towards their employees and others who could be affected by
the work activities. This includes, amongst other things, the control of
substances hazardous to health.

The Health Safety Executive of Northern Ireland (HSENI) is responsible for
enforcing the Health and Safety at Work (Northern Ireland) Order 1978 in
Northern Ireland. Its job is to prevent people being killed, injured, or made ill by
work. The 1978 Order sets out general duties which employers, the self-
employed, and people in control of premises have towards their employees and
others who could be affected by the work activities. This includes, amongst
other things, the control of substances hazardous to health.

Commencement and period of operation

This MoU shall be deemed to have taken effect on 1 April 2023 (the Effective Date).

5.1.1

This MoU remains in effect until it is either terminated or another MoU (or
similar) is agreed between the Parties.

Responsibilities of the Parties

The scope of the UKNAC and how the CCS will operate has been discussed and
agreed in the first meeting.

Financial arrangements

The Secretary of State for Health and Social Care shall pay HSE, or HSENI if the PEF
is in Northern Ireland. The costs incurred in performing the assessment and
certification process functions will be in accordance with the following arrangements.

7.1.1

the Secretary of State for Health and Social Care shall pay HSE, or HSENI
where appropriate, for agreed planned work according to an annual estimated
costed programme of work (the ‘Programme of Work’). The Programme of
Work will be set out and agreed with the Secretary of State for Health and
Social Care in advance of the financial year. The financial year is from April
to April the following year. In addition, HSE, or HSENI, where appropriate will
provide to the Secretary of State for Health and Social Care on request, input
to inform Spending Reviews;
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7.1.2 HSE, or HSENI, where appropriate shall notify the Secretary of State for
Health and Social Care as soon as possible if the agreed sums set out in the
Programme of Work are likely to be significantly different.

7.1.3 the Secretary of State for Health and Social Care shall be responsible for
additional costs only where the Secretary of State for Health and Social Care
has consented to that additional expenditure in writing before it has been
incurred;

7.1.4 payment for each financial year will be to HSE, or HSENI, where appropriate,
on a biannual basis on receipt of a valid invoice. Payment shall be made
within 30 days of receipt of an undisputed invoice;

7.1.5 aninvoice shall be considered valid where it includes a description of the work
and the number of hours spent on planned work.

In respect to other aspects of this MoU not included in paragraph 7.1, each Party must
pay its own costs, subject to any contrary agreement agreed from time to time.

Review of the MoU

The Parties will meet from time to time to review the operation of the UKNAC and the
MoU and to agree any resultant actions. As a minimum the MoU will be reviewed by
the Parties every 12 months.

Contact points

The Parties agree to each nominate a representative to liaise with the other Parties
and to act as the primary point of contact in all matters concerning the operation of the
MoU. The names and contact details of each of the representatives are given in Annex
A.

Variation

This MoU, including the Annex, may be varied by the written agreement of the Parties.

Termination

This MoU, including any variations agreed between the Parties, may be terminated by
any Party by giving 6 months’ notice in writing (or such shorter notice period where all
Parties agree in writing) to the other Parties at any time.

Dispute resolution

In the event of any complaint or dispute (which does not relate to a Party’s right to
terminate) arising between the Parties in relation to this MoU the matter should first be
referred for resolution to nominated officials in the Department of Health and Social
Care (DHSC), the Scottish Government, the Welsh Government and the Department
of Health, Northern Ireland.

Should the complaint or dispute remain unresolved within fourteen (14) days of the
matter first being referred to nominated officials in the Department of Health and Social
Care, the Scottish Government, Welsh Government and Department of Health,
Northern Ireland, the matter should then be referred for resolution to the respective
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Director responsible for Health Protection Policy in the Department of Health and
Social Care, the Scottish Government, the Welsh Government and the Department of
Health, Northern Ireland.

Confidentiality, public information access requests and transparency

Subject to paragraphs 12.2 each Party shall during the term of this MoU and thereafter
keep confidential all information that relates to the business, affairs, developments,
trade secrets, know-how, personnel and suppliers of the other Parties (including all
intellectual property rights) together with any other information clearly designated as
being confidential (whether or not it is marked “official-sensitive” or “confidential") or
which ought reasonably be considered to be “restricted”.

The obligation of confidentiality contained in this paragraph 12 shall not apply or shall
cease to apply to any information which:

13.2.1. at the time of its disclosure by the disclosing party is already in the public
domain or which subsequently enters the public domain other than by breach
of the terms of this MoU by the receiving party;

13.2.2. is already known to the receiving party as evidenced by written records at the
time of its disclosure by the disclosing party and was not otherwise acquired
by the receiving party from the disclosing party under any obligations of
confidence; or

13.2.3.is at any time after the date of this MoU acquired by the receiving party from
a third party having the right to disclose the same to the receiving party without
breach of the obligations owed by that party to the disclosing party.

13.2.4. The Parties acknowledge that each Party is subject to the requirements of the
Data Protection Act 2018, General Data Protection Regulation 2018,
Freedom of Information 2000, Freedom of Information (Scotland) Act 2002
and/or the Environmental Information Regulations 2004 (as the case may be).
The Party must inform each other as appropriate about requests made of
them under these Acts relevant to this MoU. Where a Party receives a request
under these Acts the other Parties must provide all necessary assistance and
co-operation as reasonably requested by the Party to enable the Party to
whom the request has been made to comply with its obligations under these
Acts. Decisions about how to handle requests must be taken by the Party to
whom the request was made and the Parties acknowledge that the Party to
whom the request was made shall be responsible for determining in its
absolute discretion whether any information is exempt from disclosure.

Data Protection

Each Party shall (and shall procure that any of its staff involved in connection with the
activities under the MoU shall) comply with any notification requirements under any
and all relevant data protection legislation and all Parties will duly observe all their
obligations under such legislation, which arise in connection with the MoU.

For the purposes of GDPR 2018, HSE, HSENI and UKNAC are data controllers in their
own rights of the data, for the duration of this MoU.

The processing of data is needed to support the UK’s implementation of GAPIV
(modified as necessary to meet the needs of the UK), this includes the delivery of
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inspections at facilities working with polioviruses as part of the global eradication
programme.
The type of personal data being processed by UKNAC is:

Name of establishment
Address of establishment
Details of contact

UKNAC will pass this data on to HSE, or HSENI. The type of personal data being
processed by HSE is:

Name of establishment
Address of establishment
Details of contact

HSE will use and retain the information on a central record and information
management system and will manage the data as set out in its privacy policy. This
record and management system may then contain further personal information
derived from assessments and inspections.

Further information about how HSE handles personal information and its document
disposal policy can be found in HSE’s privacy policy at
http://www.hse.gov.uk/privacy.htm.

HSENI will use and retain the information on a central record and information
management system and will manage the data as set out in its privacy policy. This
record and management system may then contain further personal information
derived from assessments and inspections.

Further information about how HSENI handles personal information, and its retention
and disposal policy can be found in HSENI’s privacy notice at
https://www.hseni.gov.uk/hseni-privacy-notice.

Publicity

The Parties must consult with each other before deciding whether to give any publicity
to the matters covered by the MoU.

Notwithstanding paragraph 14.1, each Party must decide whether to publicise matters
for which it has responsibility under the MoU.

Intellectual property rights

Each Party agrees that all rights, title and interest in or to any information, data, reports,
documents, procedures, forecasts, technology, know-how and any other intellectual
property rights whatsoever owned by any Party before the Effective Date or developed
by any Party during the term of the MoU, shall remain the property of that Party.
Where a Party has provided another Party with any of its intellectual property rights for
use in connection with the subject matter of the MoU, the receiving party shall, on
termination of this MoU, cease to use such intellectual property rights immediately and
shall either return or destroy such intellectual property rights as requested by the
disclosing party.
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17. No Partnership or Agency

17.1. Nothing in this MoU is intended to, or shall be deemed to, establish any partnership or
joint venture between the Parties, constitute any Party as the agent of any other Party,
nor authorise any of the Parties to make or enter into any commitments for or on behalf
of any other Party.

Signed Date

Will Jones, Deputy Director for Health Protection Policy and UKHSA
Sponsorship, Department of Health and Social Care

Signed Date
oa S

Professor Sir Gregor Smith, Chief Medical Officer for Scotland, Scottish
Government

Signed Date

Sir Frank Atherton, Chief Medical Officer for Wales, Welsh Government

Signed Date
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Professor Sir Michael McBride, Chief Medical Officer, Department of Health,
Northern Ireland

Signed Date

David Murray, Director of Finance and Planning, Health and Safety Executive

Signed Date
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Robert Kidd, Chief Executive, Health and Safety Executive Northern Ireland

Members of the UKNAC are:

Professor Paul Griffiths (Chair)
Professor of Virology
University College London (UCL) Medical School

Members

Professor Nick Grassly (Deputy Chair)

Professor of Infectious Diseases & Vaccine Epidemiology
Imperial College London

Professor Tom Evans (Current Chair of ACDP)
Professor of Molecular Microbiology
University of Glasgow

Dr David J Allen

Assistant Professor (Virology)

Faculty of Infectious and Tropical Diseases London School of Hygiene and Tropical
Medicine

Professor Philip Minor
Retired — formally Head of Division of Virology

National Institute of Biological Standards and Controls.

Dr Kate Templeton



Head Molecular Diagnostics (Microbiology, Virology and Molecular pathology)
Royal Infirmary, Edinburgh

Professor Judith Breuer
Professor of Virology
University College London

National Representatives

England

Dr Thom Waite

Deputy Chief Medical Officer
Department of Health and Social Care

Scotland

Dr Lorna Willocks
Senior Medical Officer
Scottish Government

Wales

Dr Marion Lyons

Senior Medical Officer

Health Protection Division, Welsh Government

Northern Ireland

Dr Naresh Chada

Deputy Chief Medical Officer
Department of Health, Northern Ireland

Observers
Observers will be amended over time depending on staff changes.

Health and Safety Executive
Helen Berry
Head, Microbiology & Biotechnology Unit

Dr Keith Stephenson
Intervention Programme Manager, Microbiology and Biotechnology Unit

Health Safety Executive Northern Ireland
Anne Cassidy
HSENI Inspector

National Counter Terrorism Security Office
DS Dave Williamson
Biological Security Lead

Vicki Philpin
Biological Security Lead



Secretariat
UK Health Security Agency

Parties’ nominated representatives to act as contact points

England

Will Jones

Emergency Preparedness & Health Protection Directorate
Department of Health and Social Care

Scotland

Daniel Kleinberg

Population Health Directorate
Scottish Government

Wales

Peter Jones

Public Health Division
Welsh Government

Northern Ireland

Mariane Murray

Population Health Directorate
Department of Health, Northern Ireland





