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[bookmark: _Toc172022018]Summary
This policy sets out how NHS Humber and North Yorkshire Integrated Care Board processes individual funding requests. It includes processes for standard individual funding requests, urgent individual funding requests, reconsideration of individual funding requests, and appeals.

Key points
· An individual funding request is a request for a specific treatment, intervention or procedure that is not commissioned or covered by existing policy, or the patient does not meet clinical criteria of the existing policy, and exceptionality can be demonstrated.
· Individual funding requests can only be made by clinicians or healthcare professionals providing care to the patient who is the subject of the request.
· Individual funding requests will be triaged, reviewed by individual funding request panels with a view to reaching a consensus, and the final decision confirmed by the specified decision-maker.
· Urgent requests may be made where delaying a decision until the next scheduled meeting of a panel is likely to have a significant detrimental effect on the patient’s health and wellbeing or adversely affect eligibility for that treatment.
· Referring clinicians have the opportunity to present new clinical information in support of a declined application being reconsidered.
· An appeal may be lodged where the referring clinician feels that due process in considering an application has not been followed.

The key points highlighted above are provided as a quick reference guide only – please refer to the policy in full.


[bookmark: _Toc172022019]Introduction
Humber and North Yorkshire Integrated Care Board (ICB) has a statutory responsibility for commissioning services, including medicines and other treatments, for the population it serves within available resources and by prioritising between competing demands. As part of these duties, there is a need to commission services which are evidence based, cost effective, improve health outcomes, reduce health inequalities, and represent value for money.

The individual funding request policy has been developed in response to the legal duties set out in the NHS Constitution (DH, March 2013) (ref 12.3), which identifies two patient rights specifically related to the availability of medicines and other treatments i.e.:

1. You have the right to drugs and treatments that have been recommended by NICE for use in the NHS if your doctor says they are clinically appropriate for you.

2. You have the right to expect local decisions on funding of other drugs and treatments to be made rationally following a proper consideration of the evidence. If the local NHS decides not to fund a drug or treatment you and your doctor feel would be right for you, they will explain that decision to you.

Whilst most of the service provision is commissioned through established service agreements with providers, there are occasions when services are excluded or not routinely available within the NHS.

An individual funding request is a request received from a clinician or healthcare professional providing care to a patient where a specific treatment, intervention or procedure is requested that:
· is not commissioned and not covered by existing policy; or
· Where there is a policy to commission an intervention, the patient does not meet clinical criteria,
and
· the clinician can demonstrate exceptionality.

Exceptionality is defined as:
‘The patient or their circumstances are significantly different from the general population of patients with the condition in question and the patient is likely to gain significantly more benefit from the intervention than might normally be expected for patients with that condition.’

[bookmark: _Toc172022020]Purpose
The individual funding request process provides a mechanism to allow medicines / treatments that are not routinely commissioned by the ICB to be considered for individuals in exceptional circumstances. It also provides a framework for officers of the Humber and North Yorkshire ICB to exercise their responsibilities properly and implementing the policy ensures that commissioning decisions in relation to individual funding requests are consistent and not taken in an ad-hoc manner without due regard to equitable access and good governance arrangements. Decisions are based on best evidence but made within the funding allocation of each ICB.

The purpose of the individual funding request policy is to:
· set the decision-making process within an ethical context and to demonstrate a clear process for decision making.
· inform health professionals about the policy in operation and how to request restricted treatments or appeal against individual decisions to decline a request for a restricted treatment.
· ensure decisions are made in a fair, open, transparent, and consistent manner.
· provide a firm and robust background against which appeals can be judged.

[bookmark: _Toc172022021]Definition / explanation of terms
A glossary to this policy can be found on page 29. It provides definitions of terms used within the policy and defines roles and responsibilities of key individuals and groups in delivery of the policy, both within Humber and North Yorkshire ICB and NECS.

[bookmark: _Toc172022022]Scope of the policy
This policy applies to all individual funding requests for people registered with general practitioners in the area covered by the Humber and North Yorkshire ICB. This policy does not apply where the ICB is not the responsible commissioner, e.g., specialised commissioning would be via NHS England.

It is not generally the role of the individual funding request process to fund experimental treatment. Robust trials are needed for new treatments, and experimental treatment should generally be given only as part of a research trial with appropriate clinical governance arrangements. Separate mechanisms exist for Humber and North Yorkshire ICB to be engaged in funding for such treatments during and after appropriate trials. These are not covered by this policy.

Personal health budgets, continuing healthcare for adults, and children’s continuing care fall outside of the individual funding request process and as such, are not covered within this policy and applications should not be submitted via the individual funding request process.

This policy does not include the process for considering requests for mental health medicines or treatment, but this intention is to align / merge the processes.

This policy is supported by commissioning policy statements, which are used as a basis for making decisions. This policy outlines the review process for those policy statements and includes interim arrangements to allow for the review of individual funding requests, which have been appealed on the basis of differential commissioning policy statements across the ICB until such time that those statements have been aligned.

[bookmark: _Toc172022023]Duties, accountabilities, and responsibilities
[bookmark: _Toc172022024]Chief Executive
The Chief Executive has overall accountability for the commissioning services including medicines and other treatments for the population and will discharge these duties through delegation to the ICB Executive Director of Clinical and Professionals who will ensure decisions are made fairly and consistently.

[bookmark: _Toc172022025][bookmark: _Hlk171337828]Executive Director of Clinical and Professionals
The Executive Director of Clinical and Professionals is responsible for the strategic coordination of this policy and will be supported by clinical leads / individual funding request leads and through the appointment of clinicians to individual funding requests panels. The Executive Director of Clinical and Professionals will be supported through the operating model below and must ensure that members of staff are aware of this policy and the processes to be followed.

[bookmark: _Toc172022026]Individual funding requests place lead
The individual funding requests lead will be appointed by the Place Director and act as the link between the local clinicians and commissioning teams to ensure the policy is applied and that decisions are taken in a timely manner. The individual funding requests lead will be supported in this task by the individual funding requests service senior manager, a clinical support officer, an administrative team, by the availability of expert advice when required, and by an individual funding requests panel.

[bookmark: _Toc172022027]Individual funding requests panels
Humber and North Yorkshire ICB will delegate authority to three individual funding requests panels to make decisions about individuals’ individual funding request cases. Whilst discussions take place amongst the panel members, accountability for the respective case decisions rests with the individual clinical representative(s) on the panel referred to as decision makers. Individual funding requests panels will also act as an appeals panel for neighbouring areas.

[bookmark: _Toc172022028]Individual funding requests service lead (NECS)
The individual funding requests service lead and administrative team is provided through a contract with NECS. The individual funding requests service lead has overall responsibility for the individual funding requests administration service and its performance, providing strategic leadership to the service / team within NECS.

[bookmark: _Toc172022029]Individual funding requests clinical support officer (NECS)
Responsible for clinically triaging all cases before they are brought to panel the individual funding requests clinical support officer will make a recommendation on whether the request should be approved, declined, decide if the case should be discussed fully at panel, or whether further information is required before a recommendation can be made.

[bookmark: _Toc172022030]Individual funding requests administration team (NECS)
Provides administrative support for all individual funding request cases receives, monitors and coordinates responses within the set time frames and communicates with the referring clinician / healthcare professional regarding process and decisions. The individual funding requests administration team will support the individual funding requests panel preparing papers, drafting the minutes, and maintaining the action log.

[bookmark: _Toc172022031]Responsibilities for approval
The ICB quality committee, a committee of the Humber and North Yorkshire Integrated Care Board, has responsibility for approving and monitoring compliance with the individual funding request policy.

[bookmark: _Toc172022032]Policy details
[bookmark: _Toc172022033]Submission of funding requests
The ICB has adopted an online self-service system called Check+.

Individual funding requests Check+ supports referrals funding requests in line with this policy for the platform will allow primary and secondary care users to submit and track the progress of their individual funding request cases.

It also supports two-way communication with the individual funding request team and a referring clinician and provide email notifications to the respective users of any status update.

Any funding request received outside of the web-based system (including any requests directly made by patients) will not be accepted.

The individual funding requests process only considers clinical information, and it is the referring clinician’s / healthcare professional’s responsibility to ensure that all relevant clinical information has been included in the funding request. This could include, but is not limited to, copies of letters from secondary care consultants, details of the anticipated costs and length of treatment or copies of reports (e.g., physiotherapy assessments). The funding decision will only be made on the information submitted as part of the request.

When a referrer submits an individual funding request case through the individual funding requests Check+ system consent must be obtained from the patient by the referring clinician. The patient gives implied consent to disclosure of such information to all members of the individual funding requests panel. Individual funding requests publicity material is also available and can be given to patients by the referring clinician.

It is the referring clinician's responsibility to receive approval from any appropriate individual organisational governance routes, including ethical or financial considerations, prior to submission of the request.

[bookmark: _Toc172022034][bookmark: _Hlk171338216]Individual funding requests panels
Individual funding requests panels will be convened to cover the geography of the ICB. Each panel will generally consider cases referred for peer discussion by the clinical support officer of its local panel. Each panel may also act as an appeal panel for cases referred from its neighbouring panel.

Membership of the relevant Panel will be taken from clinical and healthcare professionals within the panel’s constituency. Clinical leads will be remunerated for their time in line with the ICB remuneration policy. Additional support for the panels is provided in areas of medicines optimisation, commissioning and public health through access to specialist advisers as required.

Panels will generally be expected to reach consensus decisions on the cases referred. If a consensus cannot be reached the chair will request further information be gathered by the individual funding requests lead officer from the referring clinician / healthcare professional and / or refer to the individual funding requests lead officer for a commissioning statement review.

The terms of reference of the individual funding requests panels will be agreed and kept under review by the ICB quality committee. Terms of reference are included as appendix 5 to this policy.

[bookmark: _Toc172022035]Decision making
The ICB must identify a panel of individuals given authority to act as decision makers for individual funding requests made to the ICB. These individuals will generally be clinicians working in the ICB area, who will ensure that this policy and related systems and procedures are followed when making individualised decisions about whether a patient’s circumstances are exceptional enough to qualify for individual funding.

Considering the definition of exceptionality individual funding requests panels apply a two-step process to making decisions about exceptionality. They first decide whether:
1. ‘the patient or their circumstances are significantly different from the general population of patients with the condition in question’ and then
2. whether ‘the patient is likely to gain significantly more benefit from the intervention than might normally be expected for patients with that condition.’

The answer to both questions must be a ‘yes’ for clinical exceptionality to be established.

There can be no exhaustive description of the situations which are likely to come within the definition of exceptional clinical circumstances (as defined above). The onus is on the referring clinician / healthcare professional to set out the grounds for the patient’s clinical exceptionality clearly in the funding request. However, it is possible to give some guidance outlined in this document.

[bookmark: _Toc172022036]Step one – significant difference from the general population
‘Exceptional’ in individual funding request terms means a person to whom the general rule should not apply. This implies that there is likely to be something about their clinical situation which was not considered when formulating the general rule. Very few patients have clinical circumstances which are genuinely exceptional. To justify funding for treatment for a patient which is not available to other patients, and is not part of the established care pathway, the appointed individual funding requests panel need to be satisfied that the referring clinician / healthcare professional has demonstrated that this patient’s individual clinical circumstances are clearly different to those of other patients, and that because of this difference, the general policies should not be applied. Simply put, the consideration is whether it is fair to fund this patient’s treatment when the treatment is not available to others. It should be stressed that an individual funding request is not a route to ‘have another look’ at the general rule, or to protest that the general rule is ungenerous.

[bookmark: _Toc172022037]Clinical exceptionality: severity / failure to respond to standard care
The fact that a patient has failed to respond to, or is unable to be provided with, all treatment options available for a particular condition (either because of a co-morbidity or because the patient cannot tolerate the side effects of the usual treatment) is unlikely, on its own, to be sufficient to demonstrate exceptional clinical circumstances. There are common co-morbidities for many conditions. Again, these considerations are likely to have been considered in formulating the general policy.

Many conditions are progressive and thus inevitably there will be a more severe form of the condition – severity of a patient’s condition does not in itself usually indicate exceptionality.

Many treatments have side effects or contraindications, and thus intolerance or contraindication of a treatment does not in itself, usually indicate exceptionality.

If the proposed intervention is thought to offer a benefit to patients in some groups generally (i.e. those with more severe disease or those with common co-morbidities), the question is whether there is sufficient justification, including consideration of factors such as clinical effectiveness of the treatment in question, likely value for money, priority, and affordability, for making a change to the clinical commissioning policy that covers the patient pathway. In this way, an improvement can be made to that policy to benefit the whole subgroup of patients of which the requesting patient is potentially just one such person. This change needs to be considered as a service development and not as an individual funding request.

[bookmark: _Toc172022038]Clinical exceptionality: genotypes
When the argument for clinical exceptionality is based on the patient having a specific genotype (genetic profile), the individual funding requests panel will require evidence of the prevalence of the genotype in the patient group. The applicant will need to show how the specific genotype would make the patient different to others in terms of clinical management and able to benefit from the treatment to a greater degree than others with the same or different symptoms of the condition.

[bookmark: _Toc172022039]Clinical exceptionality: multiple grounds
There may be cases where clinicians seek to rely on multiple factors to show that their case is clinically exceptional. In such cases each factor will be looked at individually to determine whether the factor is capable, potentially, of making the case exceptional and whether it does in fact make the patient’s case exceptional. One factor may be incapable of supporting a case of exceptionality (and should therefore be ignored), but it might be relevant on another factor. That is a judgment within the discretion of the individual funding requests panel.

If it is determined that none of the individual factors on their own mean that the patient’s clinical circumstances are considered exceptional, the combined effect of those factors will be considered. In this way a decision can be reached on whether the patient’s clinical circumstances are exceptional, bearing in mind the difference between the range of factors that can always be found between individuals and the definitions used here of exceptional clinical circumstances.

[bookmark: _Toc172022040]Clinical exceptionality: non-clinical, psychological, and social factors
The individual funding requests process only considers clinical information. Although initially it may seem reasonable to fund treatment based on reasons grounded in a moral or compassionate view of the case or because of the individual’s situation, background, ambition in life, occupation or family circumstances, consideration of these non-clinical factors would introduce this concept of ‘worth’ into clinical decision making.

As a central principle, the NHS does not make judgements about the worth of different individuals and seeks to treat everyone fairly and equitably. It is a core value that NHS care is available - or unavailable - equally to all. Whilst everyone’s individual circumstances are, by definition, unique and on compassionate grounds, reasons can always be advanced to support a case for funding, it is likely that the same or similar arguments could be made for all or many of the patients who cannot routinely access the care requested.

Therefore, non-clinical, psychological, and social factors must be disregarded for this purpose for the individual funding requests panel, to be confident of dealing in a fair manner in comparable cases.

Consideration of social factors would also be contrary to policy of non-discrimination in the provision of medical treatment. If, for example, treatment was to be provided on the grounds that this would enable an individual to stay in paid work, this would potentially discriminate in favour of those working compared to those not working. These are value judgements which the individual funding requests panel should not make.

Clinicians / healthcare professionals are asked to bear this policy in mind and not to refer to psychological, social, or non-clinical factors to seek to support the application for individual funding.

[bookmark: _Toc172022041]Pain
Pain has been defined as an ‘unpleasant sensory and emotional experience arising from actual or potential tissue damage’ with clinical pain being ‘whatever the person says he or she is experiencing whenever he or she says it occurs’ and is therefore subjective.

There is insufficient evidence to use questionnaire derived scores to evidence pain in individuals. Therefore, in lieu of a standard assessment tool, alternative clear and objective evidence must be provided when demonstrating patient pain and significant functional impairments / limitations to activities of daily living.

This evidence should include documented assessments and / or patient history, including:
· significant functional impairment is defined as: symptoms that result in a physical / functional inability to sustain employment / education despite reasonable occupational adjustment, or act as a barrier to employment or undertaking educational responsibilities.
· symptoms preventing the patient carrying out routine domestic or carer activities.
· symptoms preventing the patient carrying out self-care or maintaining independent living.

[bookmark: _Toc172022042]Photographs
Photographs are not to be submitted for use in the consideration of exceptionality. Cosmetic appearance is not considered when judging exceptionality. A detailed description of any functional impairment is much more important. Any photographs received will be returned to the sender upon receipt and an incident will be logged by the NECs team on safeguard incident and risk management system.

[bookmark: _Toc172022043][bookmark: _Hlk171338644]Step two – significantly more benefit from an intervention than the general population
The referring clinician / healthcare professional should include within the body of the application evidence for superior clinical effectiveness of the proposed intervention for the individual concerned.

Clinical effectiveness is a measure of the extent to which a treatment achieves pre-defined clinical outcomes in a specific group of patients.

Clinical evidence that considers the efficacy of a particular treatment will be carefully considered by the individual funding requests panel. It is the sole responsibility of the referring clinician / healthcare professional to provide this information and the individual funding requests team will not be responsible for undertaking any evidence searches. Inevitably, the evidence base put forward in support of an individual funding request is unlikely to be as robust as in more common presentations of the condition or the more usual use of the treatment. However, it is important that the referring clinician / healthcare professional makes explicit linkages between the grounds under which exceptionality is claimed and the sections of the submitted research literature that are considered to support the clinician's view regarding the differences between the patient's clinical position and that of other patients in the group, and regarding the patient's anticipated response to the requested treatment.

When considering clinical effectiveness, the individual funding requests panel will consider:
· how closely the patient matches the patient population from whom the results are derived in any study relied on by the clinician.
· the plausibility of the argument that the patient will achieve the anticipated outcomes from treatment, based on the evidence supplied.
· the impact of existing co-morbidities on both the claim for exceptionality and treatment outcome.
· any complications and adverse events of the treatment including toxicity and rates of relapse. The panel will take account of side effects when considering the benefits from the treatment.
· reported treatment outcomes and their durability over the short, medium, and longer term, as relevant to the nature of the condition. The requesting clinician must demonstrate why they consider that the proposed treatment will be effective for the whole period for which it will be given.

[bookmark: _Toc172022044]Individual funding request decision making timescales
Requests will be reviewed daily by the individual funding requests administration team. Any further information requests will be made to the referring clinician within five working days of receipt of the original request. The individual funding requests administration team will send requests to the clinical support officer via the web-based system daily and will also request further information from specialist advisors as and when they assess a case. Requests will be sent containing all information submitted including patient identifiable information, but it is important to note that because of this, printing of requests is not permitted and should be discouraged.

It is expected that the clinical support officer will review cases sent to them for a decision in a timely manner (five working days) and review the system each day where possible. The clinical support officer recommendation will be reviewed by the locally appointed individual funding requests panel decision maker. It is expected that they will log into the system and consider all requests outstanding every week. This will enable a response to be provided for standard requests in a timely manner. It is expected that when specialist advisors (commissioning / public health / medicines optimisation) have been asked to review a case or provide input, they will do so in a timely manner and always within five working days of receipt of the request.

[bookmark: _Toc172022045]Reconsideration
Where a funding request is declined by the individual funding requests panel, the requesting clinician has the right to request reconsideration but only on the presentation of new clinically significant information and / or evidence.

Such requests should be submitted by the referring clinician via the web-based system within three months of the original funding decision.

Requests for reconsiderations of decisions received from non-referring clinicians or directly from patients will be returned to the sender and advised of the procedure outlined above.

Upon receipt of an application for a reconsideration request, the individual funding requests administration team will screen the original application, the notes of the original decision, all correspondence, any new information and the reconsideration request. The application will then be referred to the original individual funding request panel for review. 

If a reconsideration request is received outside of this three-month period, it will be classed as a new request and the referrer will be asked to submit the application as a new request. However, unless a funding policy has changed between the original decision and the reconsideration request which directly affects the treatment / procedure, new information must be submitted that wasn’t taken into consideration at the time of the original application for it to be presented again. If no new information is presented, the reconsideration request will not be granted and the individual funding requests administration team will correspond with the referring clinician advising them of this.

A flowchart detailing the procedure followed in assessing a reconsideration request is provided in appendix 4 to this policy.

[bookmark: _Toc172022046]Appeals
Each individual funding request panel will act as an appeals panel for its neighbouring area. NECS will manage the appointment of panels to ensure that there is a fair and equitable approach and to minimise any conflicts of interest.

Such requests should be submitted by the referring clinician via the web-based system within three months of the original funding decision.

An appeal will only be instigated where there are grounds for an appeal, i.e. where there is evidence that the individual funding requests administration team / panel may not have acted in accordance with the agreed individual funding requests process, for example, they have not considered the relevant evidence, material factors or inappropriately applied the criteria (where applicable) in reaching this decision. In this case, the request will be considered as an appeal and referred to another individual funding requests panel in the area for consideration.

The appeal panel would review cases against the agreed individual funding requests process, assessing if the original decision considered the relevant evidence / material factors only and appropriately applied the criteria in making the decision. The appeal panel will decide to make a recommendation to either overturn the original decision and support the request or uphold the original decision and reject the request.

Once a case has been presented as an appeal and discussed at an appeal panel, the outcome will be final and no further appeal requests can be made. The individual funding requests administration team will produce a decision letter and will send this to the chair of the appeal panel for approval. Once approval is received the individual the individual funding requests administration team will then send this to the referring clinician who requested the appeal.

Applicants not satisfied with the individual funding requests panel process have the right to make a complaint in line with the NHS national complaints regulations. This complaint should be submitted in writing to the appropriate complaints team. Concerns regarding the outcome of the panel will not be dealt with through the NHS complaints procedures. However, the complaints process does not have the right to challenge or overturn an individual funding request decision.

A flowchart detailing the procedure followed in assessing an appeal request is provided in appendix 4 to this policy.

[bookmark: _Toc172022047]Data collection / sharing and conflicts of interest
Personal identifiable data is needed to allow the individual funding requests administration team to effectively administer the process. Appropriate agreements and safeguards have been developed to ensure legal processing of data and seek consent of patients for the use of their data.

As panel members and their supporting admin teams are often members of the communities for whom they are responsible for making decisions, conflict of interest may arise where an applicant is a patient, an employee or a friend / relative of a panel member or administrator. The individual funding requests administration team will screen out patients at the practice at which a panel member works as a GP and ensure that the conflict is registered and managed. It is essential, therefore, those identifiable details are shared with the panel members, and that the panel members and administrators conduct themselves with the highest standards of probity in declaring any conflicts of interest that arise. Administrators must similarly pass cases in which they have a conflict of interest to an alternative colleague to manage.

Aggregate anonymised data may be collected by the team for purposes of effective administration of the system, quality improvement, and development of commissioning policy.

[bookmark: _Toc172022048]Influencing value based clinical commissioning policies
Sometimes an individual funding request presents a new type of clinical case which needs a substantial piece of work by local commissioners before a conclusion can be reached. This may require policy development and wider consultation. The individual funding requests administration team will collect data on which interventions are being requested via the individual funding requests system and refer this to local commissioners for consideration through regular reporting to the clinical policy review group.

The individual funding requests administration team should seek feedback from the relevant responsible commissioners about the timescale for policy development in these cases and provide that information to decision makers tasked with either deferring or making individual funding decisions on requests.

The individual funding requests process provides a unique opportunity to identify potential service gaps on an ongoing basis. The individual funding requests administration team will ensure effective feedback systems are in place to inform future service developments.

[bookmark: _Toc172022049]Public sector equality duty
Promoting equality and addressing health inequalities are at the heart of the Humber and North Yorkshire Integrated Care Board's values. Throughout the development of this policy statement, Humber and North Yorkshire ICB has:
· given due regard to the need to eliminate discrimination, harassment, and victimisation, to advance equality of opportunity, and to foster good relations between people who share a relevant protected characteristic (as cited under the Equality Act 2010) and those who do not share it; and
· given regard to the need to reduce inequalities between patients in access to, and outcomes from healthcare services and to ensure services are provided in an integrated way where this might reduce health inequalities.

As a result of performing the analysis, the policy, project, or function does not appear to have any adverse effects on people who share protected characteristics, and no further actions are recommended at this stage.

[bookmark: _Toc172022050][bookmark: _Hlk171340883]Consultation
All stakeholders involved in developing, implementing, managing, and monitoring the individual funding requests systems and processes were engaged in the development of the individual funding request policy.

[bookmark: _Toc172022051]Training
All staff involved in the individual funding request process should have the necessary skills and expertise to enable them to make effective decisions and will be required to attend regular training. This will include (but is not limited to):
· legal update - provided by solicitors.
· peer learning - this is to provide panel members / decision makers with the opportunity to review cases and the decisions which have been made by all panels over the quarter.
· reflective learning - reviewing the numbers of individual funding requests / cases presented at panel including the outcome.
· individual funding requests team workshops (NECS)
· conflicts of interest e-learning
· data security e-learning

[bookmark: _Toc172022052]Monitoring compliance
Numbers / types of cases considered at panel(s) across the ICB locality will be collated and presented regularly to each panel and to the clinical policy review group. This will enable panel members / decision makers to undertake reflective learning and self-moderation and give an overview of the clinical areas which are being requested. This reflection will fulfil part of the training needs, with additional annual training being made available to allow relevant individuals to carry out their roles consistently. The clinical policy review group will take into consideration information on requests to support the horizon scanning and future work programme of the group.

An annual report will be provided to ICB quality committee outlining the cases referred and decisions taken through the individual funding requests process which will include the number of individual funding requests received and the clinical areas being requested.

An internal audit of a selection of individual funding requests undertaken by an appointed independent clinician. This report will cover compliance, effectiveness, and outcomes of the policy, together with a summary of all the individual funding requests panel decisions for that financial year.

[bookmark: _Toc172022053]Any medical procedure or treatment not routinely commissioned where there is not a specific policy statement
This policy also allows for referrals where there is not a specific commissioning policy statement to support the decision making. Clinicians or healthcare professionals can make requests where the referrer identifies a clinical need to recommend an intervention for their patient.

The clinician / healthcare professional must provide a reasoned application for the request outlining why the intervention is indicated, how the intervention meets the evidence base (including but not limited to NICE and Royal College guidance) and the intended / predicted benefits / outcome for the patient if they receive treatment.

[bookmark: _Toc172022054]Arrangements for review
This policy will be reviewed not less than every two years.  Earlier review may be required in response to exceptional circumstances, organisational change, or relevant changes in legislation / guidance, as instructed by the senior manager responsible for this policy.

[bookmark: _Toc172022055]Dissemination
The policy will be shared with the staff, healthcare professionals and the public via the ICB website and through relevant communication tools / meetings.

[bookmark: _Toc172022056]Associated documentation
ICB Commissioning Policy Statements
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Appendix 1 – Decision making process – standard operating procedure 
Appendix 2 – Standard process / urgent requests flowchart
Appendix 3 – Reconsideration flowchart 
Appendix 4 – Appeals flowchart
Appendix 5 – Terms of reference for each panel
Appendix 6 – Relevant information governance agreement(s) and clinical safety standards
Appendix 7 – Anti-fraud, bribery and corruption

[bookmark: _Toc172022059]Impact assessments
[bookmark: _Toc172022060]Equality
NHS Humber and North Yorkshire ICB is committed to creating an environment where everyone is treated equitably and the potential for discrimination is identified and mitigated. It aims to design and implement services, policies and measures that meet the diverse needs of our service, population and workforce, ensuring that none are placed at a disadvantage over others.

Potential adverse impact on any protected group identified through the integrated impact assessment will be monitored as part of the routine work to monitor compliance with the policy.

As a result of performing the analysis, the policy, project, or function does not appear to have any adverse effects on people who share protected characteristics, and no further actions are recommended at this stage.

[bookmark: _Toc172022061]Bribery Act 2010
Due consideration has been given to the Bribery Act 2010 in the development (or review, as appropriate) of this policy document, further details can be found in appendix 7.

[bookmark: _Toc172022062]General Data Protection Regulations (GDPR)
The ICB is committed to ensuring that all personal information is managed in accordance with current data protection legislation, professional codes of practice and records management and confidentiality guidance. More detailed information can be found in the data protection and confidentiality policy and related policies and procedures.


[bookmark: _Toc172022063]Glossary
Below is a list of definitions, roles and responsibilities used within the individual funding request service.

Appeal
Where the referring clinician feels that due process in considering the individual funding request application has not been followed, a procedural appeal can be requested.

Check+
Online self-service system. GPs use EBI Check+ to see if their patient is eligible for treatment. If they don’t meet the criteria then it directs them to the individual funding request Check+ system where the referrer can then put in an individual funding request if the patient is clinically exceptional.

Clinical decision maker
A senior GP within the ICB with delegated authority to make decisions on behalf of their locality in relation to individual funding request applications. Decisions can be made by the decision maker in isolation or can be referred to the individual funding request panel for consideration.

Commissioning support
The individual funding requests panel have timely access to specialist support from the ICB commissioning teams within each place (including mental health / learning disabilities), in relation to any contracting and commissioning queries.

Eligibility
The patient’s circumstances meet the defined protocols and / or criteria for the treatment / intervention / procedure at the time of the application against the protocol / criteria in place at the time of the request.

Evidence based interventions / value based clinical commissioning policies
Documents which outline treatments / interventions / procedures not normally provided by the NHS and a set of criteria that must be met for some treatments / interventions / procedures to be provided.

Funding policy / protocols
Documents which outline a set of criteria that must be met for a said treatment / procedure to be provided.

Humber and North Yorkshire Integrated Care Board (ICB)
Responsible for health and care services across the Humber and North Yorkshire geographical area.

ICB quality committee
The quality committee is a committee of the Humber and North Yorkshire Integrated Care Board.

Individual funding requests panel
The individual funding requests panel has delegated authority from the ICB to make decisions about individual’s individual funding request cases. Whilst discussions take place amongst the panel members, accountability for the respective case decision rests with the individual representative(s) on the panel.

Individual funding requests system
The web-based system used by Humber and North Yorkshire ICB for the submission and processing of individual funding requests.

Medicines optimisation
If required, the individual funding requests panel have timely access to specialist support from the ICB medicines optimisation team.

Population health advisors (specialist public health support)
If required, individual funding requests panels have timely access to population health advisors (specialist public health) advice on the review of evidence and policy. This is provided to ICBs by the local authorities of the region under arrangements made between ICBs and the regional directors of public health.

Pre-screening
Once an individual funding request has been submitted, the individual funding requests administration team will review and pre-screen the detail of the request and assess whether the application is deemed appropriate for individual funding requests and complete.

Prior approval
Whereby approval can be given by the individual funding requests administration team for a defined treatment / eligibility as agreed with ICB and local providers.

Provider
The healthcare service provider which will or is proposing to undertake the said treatment / procedure.

Reconsideration
Where an application for funding has been declined, the referring clinician has the opportunity to present new clinical information in support of the application being considered.

Referring clinician / healthcare professional
The clinician making the request for the treatment / procedure in question on behalf of the patient. This can be the patient’s GP, a professionally qualified healthcare practitioner or the secondary care clinician proposing to undertake the said treatment / procedure.

Standard request
A standard funding request is a request for a non-urgent clinical intervention, for which a decision can be provided, usually within 40 working days of receipt of the request, where all relevant information required is available.

Urgent request
From time to time, the clinical circumstances of on individual funding request may mean that delaying a decision until the next scheduled meeting of the panel is likely to have a significant detrimental effect on the patient’s health and wellbeing (threat of death or serious disability) or adversely affect eligibility for that treatment. In these circumstances the request will be deemed as urgent. Urgent requests will be considered in line with the NHS standard contract – SC 29.27.


[bookmark: _Toc172022064]Appendix 1 – Decision making process – standard operating procedure
Standard operating procedure statement
This document sets out how the process for managing individual funding requests for the Humber and North Yorkshire Integrated Care Board. Such requests are managed in line with the individual funding request & value based commissioning policies.

Standard requests
Once an individual funding request has been submitted, the individual funding requests administration team will review and pre-screen the detail of the request and assess whether the application is deemed complete. If it is felt that further information is required to fully assess the request, the individual funding requests administration team will contact the referring clinician via the web-based system to request the additional information. The case will be reviewed following receipt of the requested information. Should no further information be received within four weeks after the date of this request, the panel will consider the case closed. The individual funding request will only be considered as being complete once the service has received all relevant additional information required to consider the case.

As soon as all of the relevant information has been made available and the request is deemed complete, the individual funding requests administration team will review the request, against any protocols / criteria available (including the ICB value based clinical commissioning policy and consider if the procedure for which the prior approval is required can be obtained via the Check+ and NHSE specialised commissioning manual) and seek any relevant advice from specialist advisors from commissioning, population health and / or medicines optimisation. The individual funding requests administration team may at this stage refer requests elsewhere (for example to specialist commissioning colleagues / continuing healthcare commissioners etc.) if during their review it has become clear that an individual funding request is not the appropriate route by which the referrer should be seeking funding for the intervention requested.

The role of clinical triage
Triage is recommended as good practice by the NHS Confederation (2008b). The role of triage is to review all applications in relation to national, regional, and local guidance and / or policies, as well as to identify any previous precedents that have been set. This stage will also identify where important and relevant documentation or information may not have been included.

Where it is clear from the application that the individual does not meet criteria, and / or there is no clear evidence supporting the treatment, or where the clinician has not made a case for exceptionality, the individual funding request may be recommended to be declined.

Clinical triage enables requests to be returned to the referring clinician where:
· the request has not been submitted by a healthcare professional.
· relevant clinical information has been omitted.
· the request does not need to go through the IFR process as it meets the threshold criteria for that intervention.
· the request can be dealt with under another existing contract.

Clinical triage provides a summary for review and ratification to Humber and North Yorkshire ICB appointed decision maker on a weekly basis.

Where the request does not meet the criteria outlined in an agreed commissioning policy and no case for clinical exceptionality has been made the decision maker can ratify the decision without a further panel discussion. This will enable timely decision making for the patient and referrer. The individual funding requests team will provide information to the clinical policy review group of decisions made by the decision maker without further panel discussion to inform future reviews of this policy.

Where a decision is made by the decision maker without panel discussion, the referrer can be reconsidered if new clinical evidence is submitted or appeal if they feel that the process as set out in the individual funding request policy has not been followed. In these instances the case will go to an individual funding requests panel for discussion.

Cases referred to individual funding requests panel
If a case needs to go to an individual funding requests panel (see below for more information) for a case to be considered for peer review, the case will be added to the agenda of the next available meeting, (i.e. if it is a North Yorkshire patient, it will be added to the next North Yorkshire individual funding requests panel). Once this meeting has taken place and the case has been presented and a decision made by the individual funding requests panel, a response will be drafted by the individual funding requests administration team and shared with the panel members by way of the minutes of the panel meeting. Once the panel members have confirmed the rationale, the individual funding requests administration team will generate the decision letter. Responses will be sent to referring clinicians within ten working days of the decision being made.

In exceptional circumstances, when a request has been presented to a panel for a decision to be made, the panel may feel that they cannot decide based on the information available and may choose to defer the decision for further information. In cases such as this, the further information requested will be discussed and agreed at the panel meeting and the individual funding requests admin team will send these queries / questions to the referring clinician after the meeting has taken place. Once a response is available, the case will be either reviewed by the panel members out with the panel meeting or presented again to the next available meeting for further discussion.

Urgent requests
From time to time, the clinical circumstances of an individual funding request may mean that delaying a decision until the next scheduled meeting of the panel is likely to have a significant detrimental effect on the patients’ health and wellbeing (threat of death or serious disability) or adversely affect eligibility for that treatment. In these circumstances the request will be deemed as urgent.

Urgent requests will be considered in line with the NHS standard contract – SC29.27. The information will be communicated to each of the panel members via NHS net in line with the agreed process and a decision will be made within five working days of receipt.

If an urgent decision is required outside of a scheduled meeting and the request cannot be heard by the alternative ICB Panel, for reasons of expediency, virtual meetings will be carried out by email. This is not normally a substitute for routine meetings of the individual funding requests panel but will be used only in unavoidable circumstances so as not to compromise the pace of decision making for urgent individual cases.

Where a request has been considered and a decision made in advance of a formal panel meeting, the decision will be reported and recorded at the next meeting. Decisions made in advance of a panel meeting will be communicated to the referring clinician and / or the patient’s GP and copied to the patient within two working days of the date of the decision.


[bookmark: _Toc172022065][image: Flowchart showing the standard process for individual funding requests]Appendix 2 – Standard process / urgent requests flowchart

[image: Flowchart showing the process for urgent individual funding requests]Flowchart for urgent process


[bookmark: _Toc172022066][image: Flowchart showing the reconsideration process for individual funding requests]Appendix 3 – Reconsideration flowchart

[bookmark: _Toc172022067][bookmark: _Hlk171345134]Appendix 4 – Appeals flowchart
[image: Flowchart showing the appeals process for individual funding requests]Interim arrangements are in place to allow for the review if individual funding requests, appealed on the basis of differential commissioning policy statements across the ICB until such time that those statements have been aligned. In these cases a pan-ICB special case panel will be convened and with any policies subject to a special case immediately re-prioritised as high risk for review.

[bookmark: _Toc172022068]Appendix 5 – Individual funding requests panel terms of reference
Individual funding requests panel
Terms of reference

1. Constitution
1.1. The Humber and North Yorkshire Integrated Care Board hereby resolve to establish an Individual Funding Request Panel (The Panel) which will report to the ICB Quality Committee. The Panel has delegated powers of approval in accordance with the operational delegated limits within the Scheme of Reservation and Delegation.

2. Principal Functions
2.1. The IFR Panel will be responsible for approving decisions on funding for treatment requests for exceptional cases or for rare conditions. The main functions of the Individual Funding Request Panel (the Panel) are as follows:
2.1.1. To consider Individual Funding Requests and make decisions of behalf of the ICB whether to support or not support these individual requests based on the information provided.
2.1.2. To ratify triage decisions.
2.1.3. To provide feedback to the ICB on the commissioning policy statements to inform future policy developments.

3. Membership
3.1. Membership of the Individual Funding Request Panel will comprise of:
· Chair
· Local H&NY Clinical Decision Makers
· NECS IFR lead and Clinical Support Officer (no voting rights)
· NECS IFR Case Assistant (no voting rights)

3.2. The following is not an exhaustive list but are specialist advisors to the Panel and can attend IFR Panel meetings to offer advice and technical support as and when necessary.
· Learning Disability and Mental Health Specialist or representative
· Medicines Management lead or representative
· Secondary Care Consultant
· Public health specialist or representative

The Panel may also seek legal advice from the Legal and Governance teams within H&NY ICB as and when required.

4. Conflicts of Interest
4.1. All panel members are expected to abide by the conflicts of interest policy of the ICB. If a member of the Panel has a conflict of interest with an individual request, they will not take part in the decision making to ensure that a robust process is maintained. The chair of the meeting has responsibility for deciding whether there is a conflict of interest and the appropriate course of corresponding action. A record of any declarations of interest will be made in the formal record of the Panel meeting.

5. Quoracy
5.1. For the meetings to be quorate, they must consist of a Chair and two local ICB clinicians. The IFR Admin Team must also be in attendance and will support the presentation of cases where required and take notes of each meeting.

5.2. An Officer in attendance for an Executive Director (Officer Member) but without formal acting up status may not count towards the quorum.

5.3. If the Chair or a voting Panel member has been disqualified from participating in the discussion on any matter and/ or from voting on any resolution due to a declaration of a conflict of interest that person shall no longer count towards the quorum. If a quorum is then not available for the discussion and/ or the passing of a resolution on any matter, a decision cannot be taken at that meeting, the case will be passed to the Clinical Place Director for a decision. Such a position shall be recorded in the minutes of the meeting. The IFR team will report on numbers of cases to the Clinical Policy Review Group to enable further review and development of this policy.

6. Frequency of meetings
6.1. Meetings will be convened monthly, at a time to be agreed, with the ability to call an extra Panel in the event of a backlog of cases or stand down a Panel in the event of no cases. This will be reviewed in the light of the number of applications received and the development of protocols which define criteria for approving or rejecting requests.

6.2. Three IFR Panels will be held per month – North Yorkshire IFR Panel (North Yorkshire and Vale of York), Humber North IFR Panel (East Riding of Yorkshire, Hull) Humber South (North Lincolnshire, and North East Lincolnshire).

6.3. Panel meetings will be held in private. Requesting patients will not be invited to attend.

6.4. The case files for Panels will be prepared before each meeting in the IFR Check+ system and circulated to all members will be notified by email 5 working days in advance of the meeting taking place. Panel members will then have the chance to review all the cases within the IFR Check+ system prior to the panel taking place. The case file on the IFR Check+ system will include any comments by the IFR CSO and any information/evidence provided by the referring clinician (including any new evidence that has been provided for cases requiring a reconsideration) plus any further information/evidence regarding the request. If no cases are required to be presented at an IFR Panel meeting, the meeting will be stood down. The IFR Admin Team will advise all members of this in advance.

7. Reporting
7.1. The minutes of the Panel shall be formally recorded and a summary of decisions, and trends to inform future policy work reported to the Clinical Policy Review Group. The Chair of the Panel shall draw to the attention to any issues that require disclosure to the appropriate committees for H&NY ICB.

8. Code of Conduct
8.1. All panel members are expected to abide by the Code of Conduct of the ICB Governance Publications - Humber and North Yorkshire Integrated Care Board (ICB), including confidentiality.

9. Review of Terms of Reference
9.1. The ICB Quality Committee will review these Terms of Reference annually.




[bookmark: _Toc172022069]Appendix 6 – Relevant information governance agreement(s) and clinical safety standards
All data processing agreements can be found in appendix F within the ICBs service level agreement with NECS for commissioning support services.

Each ICB has signed and retained the service level agreement variation sent to them by NECS to update appendix F for General Data Protection Regulation in 2018, within which the data processing protocol (annex 2) specifically includes individual funding request services.

NHS digital information standards define the requirements to which the NHS and those with whom it commissions services and its IT system suppliers must conform. As an organisation which manufactures and deploys health IT systems, NECS must put in place the mechanisms necessary to establish and maintain compliance with these relevant clinical safety standards, namely DCB0129 (manufacture) and DCB0160 (implementation). When any change to the individual funding requests system is required, to meet the national standards we follow NECS clinical safety assurance process and discuss any potential changes with the clinical safety officer to define whether they are in scope and if further action is required.

[bookmark: _Toc172022070][bookmark: _Hlk171345166]Appendix 7 - Anti-fraud, bribery and corruption
The ICB has a responsibility to ensure that all staff are made aware of their duties and responsibilities arising from the Bribery Act 2010. Under the Bribery Act 2010 there are four criminal offences:
· Bribing or offering to bribe another person (Section 1)
· Requesting, agreeing to receive or accepting a bribe (Section 2)
· Bribing, or offering to bribe, a foreign public official (Section 6)
· Failing to prevent bribery (Section 7)

These offences can be committed directly or by and through a third person and, in many cases, it does not matter whether the person knows or believes that the performance of the function or activity is improper.

It should be noted that there need not be any actual giving and receiving for financial or other advantage to be gained, to commit an offence.

All individuals should be aware that in committing an act of bribery they may be subject to a penalty of up to ten years imprisonment, an unlimited fine, or both. They may also expose the organisation to a conviction punishable with an unlimited fine because the organisation may be liable where a person associated with it commits an act of bribery.

Individuals should also be aware that a breach of this Act renders them liable to disciplinary action by the ICB, whether or not the breach leads to prosecution. Where a material breach is found to have occurred, the likely sanction will be loss of employment and pension rights.

To raise any suspicions of bribery and / or corruption please contact the Executive Director of Finance and Investment. Staff may also contact the Local Counter Fraud Specialist (LCFS) at Audit Yorkshire – email: nikki.cooper1@nhs.net or mobile 07872 988939. 

The LCFS or Executive Director of Finance and Investment should be the contact for any suspicions of fraud. The LCFS will inform the Executive Director of Finance and Investment if the suspicion seems well founded and will conduct a thorough investigation. Concerns may also be discussed with the Executive Director of Finance and Investment or the audit committee chair.

If staff prefer, they may call the NHS counter fraud reporting line on 0800 028 40 60 between 8am – 6pm Monday – Friday or report online at www.reportnhsfraud.nhs.uk. This would be the suggested contact if there is a concern that the LCFS or the Executive Director of Finance and Investment themselves may be implicated in suspected fraud, bribery or corruption.
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