
Gloucestershire Health Overview and Scrutiny Committee

Memorandum of Understanding (MoU):
Substantial Variation or development of Health Services 

1. Purpose

This MoU has been prepared to enable the Committee to be clear as to what 
constitutes a substantial variation or development in a health service and to clarify 
the role of scrutiny. 

Scrutiny plays a key role in holding NHS Commissioners and NHS Trusts to account, 
scrutinising local NHS services and ensuring NHS Commissioners and Trusts 
involve, engage and/ or consult lawfully and appropriately with local people. This role 
includes determining whether a service change constitutes a ‘substantial variation’ 
and determining requirements placed upon an NHS body if an issue is a ‘substantial 
variation’.

This document is to be agreed by the local NHS Commissioners (NHS 
Gloucestershire Clinical Commissioning Group/ NHS England and NHS 
Improvement) and Trusts (Gloucestershire Health and Care NHS Foundation Trust, 
Gloucestershire Hospitals NHS Foundation Trust, South West Ambulance Service 
NHS Foundation trust) and the Gloucestershire County Council Health Overview and 
Scrutiny Committee and then reviewed again in 12 months, or following any material 
change to guidance or legislation. 

2. Legislation

The National Health Service Act 2006 sets out the legislative framework for public 
involvement. Consultation with local authorities is provided for in the Local Authority 
Regulations 2013 made under section 244 (2) (c) of the NHS Act 2006. In addition 
amendments to the 2006 Act introduced by the Health and Social Care Act 2012 
have placed further duties on NHS commissioners.

It is the role of the relevant Local Authority to determine whether a proposed service 
change is ‘substantial’ and should therefore be subject to public consultation. In 
Gloucestershire this role is delegated to the Health Overview and Scrutiny 
Committee.

3. Parties

 Gloucestershire County Council Health Overview and Scrutiny Committee
 NHS Gloucestershire Clinical Commissioning Group
 NHS England and NHS Improvement
 Gloucestershire Hospitals NHS Foundation Trust
  Gloucestershire Health and Care NHS Foundation Trust
 Healthwatch Gloucestershire



 South West Ambulance Service Foundation Trust 

4. Key principles

There must be clear and early confidence* that a proposal satisfies NHS England and 
NHS Improvement’s four tests and is affordable in capital and revenue terms:

 Strong public and patient engagement
 Consistency with current prospective need for patient choice
 Clear, clinical evidence base
 Support for proposals from clinical commissioners

*Confidence to be provided through confirmation that the NHS England and NHS 
Improvement’s Assurance Process for Service Changes has been followed.

Fifth Test in relation to ‘bed closures’

From 1 April 2017, local NHS organisations have to show that significant hospital bed 
closures subject to the current formal public consultation tests can meet one of three new 
conditions before NHS England and NHS Improvement will approve them to go ahead:

 Demonstrate that sufficient alternative provision, such as increased GP or 
community services, is being put in place alongside or ahead of bed closures, and 
that the new workforce will be there to deliver it; and/or

 Show that specific new treatments or therapies, such as new anti-coagulation 
drugs used to treat strokes, will reduce specific categories of admissions: or

 Where a hospital has been using beds less efficiently than the national average, 
that it has a credible plan to improve performance without affecting patient care 
(for example in line with the Getting it Right First Time programme).

It is important that all parties are clear as to the types of service change proposals that 
might be brought forward and how they might differ to a substantial variation:

Pilot
A pilot is a test or experiment of a service change prior to it being introduced 
more widely. This should inform the development of a service change and 
should be reversible in the event that evaluation of the pilot objectives and 
learning indicate that a different direction is required.  

Service users should be involved in the development of solutions and 
appraisals to reach conclusions regarding which solution/s to pilot.

If more than one pilot solution has been tested and if a permanent change is 
envisaged then there is a role for HOSC  in order to ensure that relevant 
consultation with the public is undertaken regarding which pilot to implement 
permanently.

If only one pilot solution has been tested, or only one of the pilots has been 
evaluated as having achieved the stated objectives and if permanent change 
is envisaged, then there is a role for HOSC to consider whether further 
consultation with the public is undertaken.



A pilot would be expected to meet key criteria including having a clear start 
and end point, objectives, evaluation criteria and an exit plan. 

Emergency 
Service 
Change
(previously 
titled as 
temporary)

Emergency service changes can be made under regulation 23(2) of the s.244 
regulations because of a risk to safety or welfare of patients or staff. In these 
circumstances it may not be possible to undertake any public involvement or 
consultation with the Local Authority. 

The Independent Reconfiguration Panel (IRP) view suggests that temporary 
is three months and that this can be reviewed once for a further three 
months. This will be determined by the timescale required to mitigate the 
risks that led to the emergency change, the timescale should be defined and 
agreed with HOSC at the outset of the change. HOSC should then be kept 
update on progress with the risk mitigation plan on a quarterly basis. 

If the circumstances of the emergency change alter and it emerges that more 
permanent change may be required, HOSC and NHS Commissioners should 
expect to receive details of how service users will be involved in developing 
alternative services in line with NHSE and NHSI guidance, including the need 
to consider whether the proposed change is a substantial variation that 
requires public consultation.

‘Substantial 
variation’ As neither the Department for Health and Social Care or NHS England/ and 

Improvement provide a national definition of ‘substantial’ within this context, it 
is recommended that the local NHS Commissioner/s and Trusts come to an 
agreement with HOSC on whether a proposed change is a ‘substantial 
variation’ or not. 

The Independent Reconfiguration Panel holds the view that the final decision 
of what is substantial lies with HOSC.

A principle to assist in the discussion between HOSC and the local NHS 
organisations regarding whether a service change is substantial should be 
parity in relation to local expectations regarding consultation. i.e what would 
residents expect in similar circumstances associated with Local Authority 
commissioned statutory services such as locations of children’s or adult 
services or support services provided in the homes or care homes.

As part of this process Members should consider the public law principles 
applied by the Courts in Judicial Reviews where a complainant takes a public 
body to court for not consulting. The Courts apply principles around legitimate 
expectation and fairness. In order to account for this, the committee will 
consider the Gunning Principles around consultation. 

When considering whether a proposal is substantial, the following factors 
should be taken into account:

 Changes in accessibility of services – for example both reductions 
and increases on a particular site or changes in opening times for a 
particular clinic.

 Impact of proposal on the wider community and other services, 



including economic impact, accessibility and regeneration

 Patients affected, impact may be on whole population or a small 
group of patients on whom the impact may be substantial

 Methods of service delivery, altering the way the service is 
delivered, for example switching to a community based setting

 Benefits this service change will deliver to patients, carers, families 
and/or staff

 Risks this service change will mitigate or issues this service change 
will address

 National or local policy or strategy this service change relates to.

The Commissioner of a service has a duty to consult Health Scrutiny 
when there is a significant change planned. The timescales of the 
consultation must be clear and published. 

Where a health scrutiny committee has been consulted on substantial 
developments or variations, the committee has the power to make 
comments on the proposals and to refer the matter to the Secretary of 
State and Independent Reconfiguration Panel.

5. Referral to Secretary of State and Independent Reconfiguration Panel

Where the Health Overview and Scrutiny Committee comments include a 
recommendation and the consulting organisation disagrees with that 
recommendation, the organisation must notify the committee of the disagreement. 
Both the Committee and consulting organisation must take steps as reasonably 
practicable to try to reach agreement.

The Health Overview and Scrutiny Committee may report to the Secretary of State in 
writing (Local Authority Regulations 2013, section 23 (9)) if:

 It is not satisfied with the adequacy of content of the consultation.
 It is not satisfied that sufficient time has been allowed for consultation
 It considers that the proposal would not be in the interests of the health service in 

its areas.
 It has not been consulted, and it is not satisfied that the reasons given for not 

carrying out consultation are adequate.

The legislation requires a robust evidence base to prove the above points in line with 
NHS Constitution.

Further guidance is available at 

Centre for public scrutiny guidance 
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/32496
5/Local_authority_health_scrutiny.pdf 

https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/324965/Local_authority_health_scrutiny.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/324965/Local_authority_health_scrutiny.pdf


Government guidance on consultation principles (2012): 
https://www.gov.uk/government/publications/consultation-principles-guidance  

Health and Social Care Act 2001, sections 7 – 10: 
http://www.legislation.gov.uk/ukpga/2001/15/contents   

Health and Social Care Act 2012, includes new requirements for CCGs
http://www.legislation.gov.uk/ukpga/2012/7/contents/enacted 

NHS Constitution 
http://www.nhs.uk/choiceintheNHS/Rightsandpledges/NHSConstitution/Documents/2
013/the-nhs-constitution-for-england-2013.pdf

Independent Reconfiguration Panel
https://www.gov.uk/government/organisations/independent-reconfiguration-panel 

6. Protocol

In order to consider whether a proposal constitutes a ‘substantial’ variation in the first 
instance the local NHS Commissioner/s and NHS Trust/s will meet with Lead 
Members of Health Overview and Scrutiny to consider how the proposal is defined. 
This would avoid differences of view at a later stage which might compromise or 
delay progress.

The NHS Commissioner/s (CCG or NHS England and NHS Improvement), with the 
Trust, should complete the attached pro-forma to discuss with the Chair of the 
Committee and Democratic Services at the County Council. 

If agreement cannot be reached then the Health and Care Overview and Scrutiny 
Committee will ultimately determine whether a proposed change is a substantial 
variation. 

7. Timeline

It is important that early notice is given to lead members of plans for an item to be put 
on the agenda of Health Overview and Scrutiny Committee according to the following 
timeline:

 Greater than 6 months before potential agenda item– Notice given to HOSC 
Lead Members

 6 months notice – Consideration at Health Scrutiny work planning meeting

 A month before Committee meeting– NHS reference Group to receive 
feedback on the presentation being prepared for HOSC and help to ensure it 
was suitable for a non-NHS audience.

 Health Scrutiny Committee to then consider the item

https://www.gov.uk/government/publications/consultation-principles-guidance
http://www.legislation.gov.uk/ukpga/2001/15/contents
http://www.legislation.gov.uk/ukpga/2012/7/contents/enacted
http://www.nhs.uk/choiceintheNHS/Rightsandpledges/NHSConstitution/Documents/2013/the-nhs-constitution-for-england-2013.pdf
http://www.nhs.uk/choiceintheNHS/Rightsandpledges/NHSConstitution/Documents/2013/the-nhs-constitution-for-england-2013.pdf
https://www.gov.uk/government/organisations/independent-reconfiguration-panel


Pro- forma - Consideration of ‘substantial’ nature of a proposed service 
variation

Name of NHS Trust/ Name of NHS Commissioning Organisation

Lead Manager and contact details

Details of the current service

Details of the proposed change to service

Timescales involved

What is the reason for the proposed service change?
(What is the case for change?)

Benefits 

Risks

National or local policy or strategy this service change relates to



Has any consultation or engagement/ involvement taken place to date?
(with the public/ service users)

(include details of Health Overview and Scrutiny Committee involvement)

(with Staff)

(with NHSE/NHSI/ Clinical Senate)

(other)

Expected impact of change and what is being done to address this

Changes in 
accessibility

(i.e. transport issues/ 
opening hours etc)

Patients/ carers 
affected

(demographic 
assumptions that have 
been made)

Changes in methods 
of delivery 

(venue / practitioner)

Impact upon other 
service delivery



Wider implications

(consider effects on 
community safety/ local 
economy etc)

Equality/ Inequality 
issues

(how will it help achieve 
health improvement 
goals and reduce 
inequalities?)

Name of person 
completing this pro-
forma

Date proforma 
completed

Outcome 
(HOSC Comments)


