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[bookmark: _Hlk134770642][bookmark: _Hlk134770643]Norfolk & Waveney Integrated care Board IFR Policy V5.2 May 2023
[bookmark: _Toc163048646]1. Introduction


Norfolk & Waveney ICB (N&W ICB) wish to operate a policy for decision making in respect of non-drug Individual Funding Requests (IFR). This document sets out the operating policy.
Like any other organisation, the NHS has limited resources, and N&W ICB have a duty to manage them to a robust process.
Clinicians, on behalf of their patients, are entitled to make an individual IFR application to the IFR Panel for treatment to be funded by the N&W ICB that is not normally commissioned under defined conditions, namely;
The request does not constitute a service development
AND
The patient is suffering from a medical condition for which the N&W ICB have a policy but where the patient’s particular clinical circumstances fall outside the criteria set out in the existing commissioning policy – this is a request for exceptional funding
OR
The patient is suffering from a medical condition, or requesting a treatment, for which the N&W ICB have no related clinical threshold policy –this is a request for individual funding
OR
The patient has a rare clinical circumstance, rendering it impossible to carry out clinical trials, and for whom the clinician wishes to use an existing treatment on an experimental basis – this is a request for individual funding.

[bookmark: _Toc163048647]2. Equality Statement


N&W ICB have a duty to have regard to the need to reduce health inequalities in accessing health services and the health outcomes achieved as outlined in the Health and Social Care Act 2012. N&W ICB are committed to ensuring equality of access and non-discrimination, irrespective of age, gender, disability (including learning disability), marriage and civil partnership, pregnancy and maternity, race, religion or belief or sexual orientation. In carrying out its functions, N&W ICB will have due regard of the Equality Act 2010, the NHS Constitution and the Human Rights Act 1998.


[bookmark: _Toc530577695][bookmark: _Toc163048648]3. Information Governance

N&W ICB are the statutory body responsible for funding decisions. The individual funding request form and any other supporting information supplied may therefore be shared with the N&W ICB or other trusted organisations legitimately acting on behalf of the N&W ICB. 
When an IFR has been submitted for patients who are aged 25 years or younger, the patient record will be shared securely with N&W ICB Children and Young Peoples Service for the following purposes:
· To ensure that there is a consistent and transparent process to each funding request 
· Requests are reviewed by the appropriate funding panel
· Identification of safeguarding concerns
· Enable response to complaints, FOI requests
· Identify specific care needs within adolescent health care by having oversight of requests for funding of treatments 

Further Information regarding Child & Young Peoples Services can be found via the following link:
https://norfolkandwaveneyccg.nhs.uk/health-services/children-and-young-people
IFR panel meeting minutes, will not be made available in the public domain. Personal information may be retained only for the purposes of the IFR application and, in some cases, may be used for invoicing and payment reconciliation. Patient’s medical records may be used for the purposes of quality audit which will be completed by a Health professional. Anonymised information may also be shared as part of the N&W ICB reporting processes.

[bookmark: _Toc530577696][bookmark: _Toc163048649][bookmark: _Toc529168060][bookmark: _Toc529169065]4. Clinical Exceptionality


The responsibility is on the clinical applicant to set out the grounds clearly for the panel on which it is said that the patient is exceptional. 

The grounds will usually arise out of exceptional clinical manifestations of the medical condition, as compared to the general population of patients with the same medical condition as the patient.  These grounds must be set out on the form provided by N&W ICB and should clearly set out any factors which the clinician invites the panel to consider as constituting a case of exceptional clinical circumstances. 

Exceptional in IFR 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.

The fact that a treatment is likely to be efficacious for a patient, is not in itself a basis for exceptionality.

If a patient’s clinical condition matches the ‘accepted indicators’ for a treatment that is not funded, their circumstances are not by definition, exceptional. 
Clinical Exceptionality – Non Clinical & Social Factors
The IFR process considers clinical information only. Non-clinical and social factors have to be disregarded for this purpose in order for the IFR Panel, to be confident of dealing in a fair manner in comparable cases. If these factors were to be included in the decision making process, N&W ICB could not be assured that it was being fair and equitable to other patients who cannot access such treatment and whose non-clinical and social factors would be the same or similar.
Consideration of social factors would also be contrary to N&W ICB policy of non-discrimination in the provision of medical treatment. If, for example, treatment were 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 IFR screening group and IFR Panel should not make.
A good use of NHS resources 
The requesting clinician will be expected to explain why they consider the treatment for which funding has been applied for will be a good use of NHS resources. 
This criterion is only applied where the panel has already concluded that the criteria of clinical exceptionality and clinical effectiveness have been met. Against this criterion the Panel balances the degree of benefit likely to be obtained for the patient from funding the treatment against cost. Having regard to the evidence submitted and the analysis they have carried out when considering clinical exceptionality and clinical effectiveness, Panel members will consider the nature and extent of the benefit the patient is likely to gain from the treatment, the certainty or otherwise of the anticipated outcome from the treatment and the opportunity costs for funding the treatment. 
This means considering, for example, how significant a benefit is likely to be gained for the patient, and for how long that benefit will last. These factors need to be balanced against the cost of the treatment and the impact on other patients of withdrawing funding from other areas in order to fulfil the IFR. This reflects the fact that the only way to provide the funding for treatment under IFR, i.e. outside commissioned clinical policies which are developed through the structured prioritisation process, is to divert resources away from current services.

[bookmark: _Toc530577698][bookmark: _Toc163048650][bookmark: _Toc476299547]5. Policy
[bookmark: _Toc163048651]
5.1 – Consultation Process
All affected Providers, Primary Care and other appropriate stakeholders will be given the opportunity to engage in the policy development process via the Clinical Policy Development Group. The Clinical Policy Development Group will consider all feedback received and where appropriate, are willing to make amendments as suggested.
[bookmark: _Toc163048652]5.2 – Acute Contract
Revisions are to be agreed using the contract variation in the National Contract. Once agreement is reached between the Provider and the Commissioner, at every amended/new phase, a contract variation proposal to the NHS Standard Acute Contract will be made detailing the changes, updated policy and timescales for implementation in line with relevant contract clauses.
[bookmark: _Toc163048653]5.3 – Clinical Thresholds Policy
Once the procedures and thresholds for any new or existing phase are decided the Clinical Thresholds Policy will be amended, uploaded on to Knowledge Management and disseminated to appropriate Providers and stakeholders.
[bookmark: _Toc163048654]5.4 – Knowledge NoW
The IFR policy can be found on the Knowledge NoW website available for downloading here IFR Policy . The IFR form is available on Ardens, or Knowledge NoW, IFR Form

[bookmark: _Toc529169067][bookmark: _Toc530577705][bookmark: _Toc163048655]6. Roles & Responsibilities
[bookmark: _Toc163048656]
6.1 – Individual Funding Request Process – Providers, Including General Practice
Providers, including General Practice, are to ensure the following;
The Clinical Thresholds Policy, IFR form and other associated documentation is shared and communicated internally with all relevant staff to ensure compliance with the Policy.
Clinicians will take the N&W ICB, clinical threshold policies into account in the advice and guidance given to patients prior to making the decision to request an IFR. The IFR process is discussed with the patient in clinic to ensure the patient understands the process regarding funding requirements and consent to share information. The IFR leaflet should be given to the patient to assist with this discussion.
An IFR form must be completed by the relevant supporting clinician for the patient. The request forms are available on Ardens, the Knowledge NoW website at; Referral Forms - Knowledge NoW (nwknowledgenow.nhs.uk) or via email request nw.ifr@nhs.net
The completed IFR form should be submitted using the agreed template.  
The IFR form must be completed to indicate patient consent. If this is not confirmed, the form will be returned to the supporting clinician by the IFR Team.
Once a request has been submitted for funding, the clinician will respond to queries and/or requests for further information in a timely manner.  
All communication with the patient is the responsibility of the requesting clinician. The requesting clinician is responsible for informing the patient of the ultimate decision. 
If an IFR is returned to the referring clinician approved, the patient should be referred or listed for the requested procedure and the relevant authorisation number recorded by the hospital according to their local policies and procedures. 
If an IFR is declined, it will be returned to the referring clinician, the patient should not be referred or listed for the procedure. 
[bookmark: _Toc163048657]6.2 – Individual Funding Request Process 
Please see Appendix A - Flowchart of the IFR process. In summary;
IFR Panels will be administered by IFR administration team.
IFR Panels will be held on a monthly basis.
Appendix A
	Stage
	Time Frame

	Acknowledgement Letter sent to referring Clinician.
	IFR administration to complete within 5 working days of receipt.

	Admin Triage – To ascertain if further information is required.
	Administrate within 15 working days of receipt.

	Panel papers circulated to panel members. 
	Administrate within 5 working days of monthly panel meeting.

	Decision communicated to referring clinician.
	Administrate within 5 working days after panel.

	Urgent Requests.
	IFR panel members to provide a decision. Administrate within 5 working days.

	If any further information requested by IFR team fails to be submitted the IFR case will be lapsed and referrer will be notified with the option to re-submit.
	Cases to be processed within 40 working days of receipt



The IFR Team will process requests from receipt to decision letter within 40 working days (this timeframe will be subject to any requested information awaited from the referrer/clinician/patient).  
[bookmark: _Toc163048658]6.3 – Individual Funding Request Process N&W ICB
N&W ICB will ensure the following;
N&W ICB will appoint a chair for the IFR (non-drugs) Panel.
N&W ICB will ensure there are clinical representatives at each IFR Panel meeting. The N&W ICB representatives will have delegated authority to make decisions on behalf of N&W ICB.
The Lay-Chair of the IFR Panel has delegated responsibility to approve funding requests up to a maximum of £50,000 after approval by the IFR Panel.  Responsibility for approving requests for funding over £50,000 per annum has been delegated to the Chief Executive Officer or Director of Finance after recommendation by the IFR Panel and subsequent approval of the Medical Director.
[bookmark: _Hlk135412621]For a panel meeting to be quorate, there is a requirement for three medically qualified members of the panel to be present. This may include a medically qualifed Consultant in Public Health.
[bookmark: _Toc163048659]6.4 - IFR Re-consideration Panel 
Where the IFR Panel has declined a request or has approved treatment subject to conditions, the patient shall be entitled to ask that the decision of the IFR Panel be re-considered. Requests for re-consideration must be submitted within 6 months of decision.  The referring clinician must clearly outline the reasons for the re-consideration and/or the clinician requesting the re-consideration must submit new clinical evidence to the panel.
Re-consideration would be considered on one of the following grounds only;
· That further evidence can be provided by the referring clinician and is duly submitted; 

and/or

· It was in the clinician’s opinion a decision which no reasonable IFR Panel would have reached.
[bookmark: _Toc163048660]6.5 - IFR Appeals Panel 
Where all relevant information was available to the IFR Panel when the decision was made, but the referring clinician remains dissatisfied with the decision, the referring clinician may request that the case is reviewed by an Appeals Panel. Submission for a case to appeal must be submitted within 6 months of notification of reconsideration decision.
An appeals panel would consist of a designated chairperson supported by a minimum of two other clinical panel members, who are not members of the non-drugs IFR panel. The appeals process remains the responsibility of the N&W ICB.
Appeals process would be considered on one of the following grounds only;
· Due process was not followed; 

Or
· The IFR panel failed to give a clear rationale for its decision.

The IFR Team will arrange for either an IFR Re-consideration or IFR Appeals Panel to be set up following receipt of a formal request, within the appropriate timeframes and guidelines.

[bookmark: _Toc530577714][bookmark: _Toc163048661]7. Urgent Requests

Where an IFR request is marked as urgent, the IFR Panel, will aim to make a decision within 5 working days of receipt. An urgent request is one which requires urgent consideration and decision because the patient faces a substantial risk of death or significant harm if a decision is not made before the next scheduled meeting of the IFR Panel. If the referring clinician considers that treatment cannot be delayed and decides to treat immediately then the cost of such treatment is incurred at the risk of the Provider.
The N&W ICB recognise that there will be occasions when an urgent decision needs to be made to consider approving funding for treatment for an individual patient outside the N&W ICB normal policies. In such circumstances the N&W ICB recognise that an urgent decision may have to be made before a panel can be convened. The following provisions apply to such a situation. 

· Urgency under this policy cannot arise as the result of a failure by the Clinical Team expeditiously seek funding through the appropriate route and/or where the patient’s legitimate expectations have been raised by a commitment being given by the provider trust to provide a specific treatment to the patient, will not lead to the circumstances being considered as urgent under this policy. In such circumstances the N&W ICB expect the provider trust to proceed with treatment and for the provider to fund the treatment. 

· In situations of clinical urgency, the decision will be made by a nominated clinical member of the panel, or the Executive Medical Director of the N&W ICB. 

· The clinical lead will as far as possible within the constraints of the urgent situation, follow the policy set out above in making the decision. The clinical lead shall consider the nature and severity of the patient’s clinical condition and the time period within which the decision needs to be taken. As much information about both the patient’s illness and the treatment should be provided as is feasible in the time available and this shall be considered for funding in accordance with relevant existing commissioning policies. 

· The clinical lead shall be entitled to reach the view that the decision is not of sufficient urgency or of sufficient importance that a decision needs to be made outside of the usual process. 

· The IFR administrative team will submit anonymised urgent requests via e-mail to N& W ICB IFR panel members.

· The IFR Panel will aim to make a decision within 5 working days of receipt of the request. Trusts should treat all urgent and life-threatening situations based on the clinical need. 

· Urgent requests will also be discussed at the next available panel meeting and a record added to the minutes.

[bookmark: _Toc530577716][bookmark: _Toc163048662]8. Q & A Section 
[bookmark: _Toc517861363][bookmark: _Toc163048663]
8.1 - What is a service development?
A service development is any aspect of healthcare which the N&W ICB has not historically agreed to fund, and which will require additional and predictable recurrent funding.
 
Some funding requests may fall within the Experimental and Unproven Treatments Policy the policy is available Experimental and Unproven Treatments Policy

All individual funding requests submitted to N&W ICB will be subject to screening by the IFR Panel and N&W ICB.to determine whether the request represents a service development. Service developments include, but are not restricted to: 

· New services 
· New treatments including medicines, surgical procedures and medical devices. 
· Developments to existing treatments including medicines, surgical procedures and medical devices. 
· New diagnostic tests and investigations. 
· Requests to alter existing policy (called a policy variation). The proposed change could involve adding in an indication for treatment, expanding access to a different patient sub-group or lowering the threshold for treatment. 
· Requests to fund a number of patients to enter a clinical trial and the commissioning of a clinical trial are considered as service developments in this context as they represent a need for additional investment in a specific service area. 
[bookmark: _Hlk80709655][bookmark: _Hlk80709447]
Where there is an identified service development, or an identified gap in commissioning service, the IFR panel will advise the N&W ICB Clinical Policy Development Group (CPDG). This will then be recorded onto CPDG action log for further review.   New or amended clinical threshold policies instigated from CPDG, will then be presented at N&W ICB Planned Care & Meds Management Group for final ratification.

A request for a treatment should be classified as a request for a service development if there are likely to be a cohort of similar patients who are: 
· In the same or similar clinical circumstances as the requesting patient whose clinical condition means that they could make a like request (regardless as to whether such a request has been made) 
AND 
· Who could reasonably be expected to benefit from the requested treatment to the same or a similar degree. 

It is common for clinicians to request an individual funding request for a patient where the request is properly analysed, the first patient of a group of patients wanting a particular treatment. Any individual funding request which is representative of this group represents a service development. As such it is difficult to envisage circumstances in which the patient can properly be classified to have exceptional clinical circumstances. Accordingly, the individual funding request route is usually an inappropriate route to seek funding for such treatments as they constitute service developments. 

[bookmark: _Toc470765128][bookmark: _Toc517861364][bookmark: _Toc163048664]8.2 - What is a “cohort of similar patients”? 
A cohort of similar patients for the purposes of this policy has been defined as the number of requests received or likely to be received per year which will require consideration of a commissioning policy. In these circumstances, the IFR route to funding may only be considered if the patient is clinically exceptional to the cohort. 

[bookmark: _Toc470765129][bookmark: _Toc517861365][bookmark: _Toc163048665]8.3 - When should consideration of a commissioning policy be given?
The N&W ICB have set the level at which cases will require consideration of a commissioning policy. Once this number of requests is met, the IFR route to funding may only be considered if the patient is clinically exceptional to the cohort. 

[bookmark: _Toc517861366] The N&W ICB will consider the development of a clinical commissioning policy where: 
· The numbers of patients for whom the treatment will be requested per year is likely to be 5 or more patients in the population served by N&W ICB. Upon receipt of the fifth request for funding a business case/clinical commissioning policy will be requested. (The IFR Panel will continue to have the right to make decisions on any further similar applications for funding whilst a policy is in the process of being produced.) 

OR 
· The cost of funding the requested treatment for an individual is likely to result in expenditure to the N&W ICB in excess of £50,000. 

If the number of patients for whom the treatment is requested is likely to be below 5 per year, the IFR Panel will consider the request for funding. 

The IFR Panel is not entitled to make policy decisions for N&W ICB. It follows that where a request has been classified as a service development for a cohort of patients, the IFR Panel is not the correct body to make a decision about funding the request. In such circumstances the individual funding request should not and will not be presented to the IFR Panel but will be dealt with in the same way as other requests for a service development through N&W ICB due processes (the IFR Panel will continue to have the right to make decisions on further similar applications whilst a policy is in the process of being developed). 

Where an IFR has been classified as a service development for a cohort of patients, the options open to the IFR Panel include: 

· To refuse funding and request the provider prioritises the service development internally within the provider organisation that made the request and, if supported, to invite the provider to submit a business case as part of the annual commissioning round for the requested service development 

· To refuse funding and initiate an assessment of the clinical importance of the service development within the N&W ICB with a view to developing a policy and determining its priority for funding in the next financial year 

· To refer the request for funding for immediate workup of the service development as a potential candidate for in year service development.

In practice, all requests for funding for an individual patient have been called Individual Funding Requests (IFRs) but these sub-categories of request should be recognised.
 
The broad types of request that may be received are; 

· Representing a service development for a cohort of patients 
· On grounds of clinical exceptionality where there are commissioning arrangements in place 
· On grounds of rarity and no commissioning arrangements exist 
· For a new intervention or for use of an intervention for a new indication, where no commissioning arrangements exist 
There can be no exhaustive definition of the conditions which are likely to come within the definition of an exceptional individual case. The word ‘exception’ means;
 
‘a person, thing or case to which the general rule is not applicable’.

To meet the definition of ‘exceptional clinical circumstances’ there must be a N&W ICB policy in place that describes the availability of the requested intervention and the patient (or their clinician must demonstrate that they are both): 

· Significantly different clinically to the group of patients with the condition in question and at the same stage of progression of the condition 

AND 

· Likely to gain significantly more clinical benefit than others in the group of patients with the condition in question and at the same stage of progression of the condition

[bookmark: _Toc517861368][bookmark: _Toc163048666]8.4 - What are non-clinical factors? 
The N&W ICB do not discriminate on grounds of social factors (for example, but not limited to: age, gender, ethnicity, employment status, parental status, marital status, religious/cultural factors). Social factors will not be taken into account in determining whether exceptionality has been established. 

The N&W ICB will seek to commission treatment based on the presenting clinical condition of the patient and not based on the patient’s non-clinical circumstances. 

In reaching a decision as to whether a patient’s circumstances are exceptional, the panel is required to follow the principles that non-clinical factors including social value judgements about the underlying medical condition or the patient’s circumstances are not relevant.  

Clinicians are asked to bear this policy in mind and not refer to non-clinical factors to seek to support the application for individual funding. 

[bookmark: _Toc517861369][bookmark: _Toc163048667]8.5 - How do you prove the patient’s circumstances are exceptional? 
The responsibility is on the clinical applicant to set out the grounds clearly for the panel on which it is said that this patient is exceptional. 

The grounds will usually arise out of exceptional clinical manifestations of the medical condition, as compared to the general population of patients with the medical condition which the patient has. These grounds must be set out on the form provided by the N&W ICB and should clearly set out any factors which the clinician invites the panel to consider as constituting a case of exceptional clinical circumstances. If a clear case as to why the patient’s clinical circumstances are said to be exceptional is not made out, then the panel can do no other than refuse the application. 

The panel recognises that the patient’s referring clinician and the patient together are usually in the best position to provide information about the patient’s clinical condition as compared to a subset of patients with that condition. 

The referring clinician is advised to set out the evidence in detail because the panel will contain a range of individuals with a variety of skills and experiences but may well not contain clinicians of that speciality. The N&W ICB therefore requires the referring clinician, as part of their duty of care to the patient, to explain why the patient’s clinical circumstances are said to be exceptional. 

There may be cases where clinicians and/or patients seek to rely on multiple grounds to show their case is exceptional. In such cases the panel should look at each factor individually to determine; 

(a) whether the factor was capable of making the case exceptional and 
(b) whether it did in fact make the patient’s case exceptional

The panel may conclude, for example, that a factor was incapable of supporting a case of exceptionality and should therefore be ignored. That is a judgment within the discretion of the panel. 

If the panel is of the view that none of the individual factors on their own make the patient’s clinical circumstance exceptional, the panel should then look at the combined effect of those factors which are, in the panel’s judgement, capable of supporting a possible finding of exceptionality. The panel should consider whether, in the round, these combined factors demonstrate that the patient’s clinical circumstances are exceptional. In reaching that decision the panel should remind itself of the difference between individual distinct circumstances and exceptional clinical circumstances. 

[bookmark: _Toc517861370][bookmark: _Toc163048668]8.6 - What is rarity in an IFR?
The assessment of these funding requests should be distinguished from requests on the grounds of exceptionality. 

A set of criteria need to be applied when a patient’s medical condition is so rare or their condition is so unusual that the clinician wishes to use an existing treatment in an experimental way. This exception does not routinely apply to rare disorders or small subgroups of patients within a more common disorder because here it would be normal to have a trial involving sufficient patients formally to evaluate the proposed treatment in a trial. 

In assessing these cases the panel should consider the following; 

· Can this treatment be studied properly using any other established method? If so then funding should be refused. 
· Is the treatment likely to be clinically effective? 
· In addition, the usual considerations are included. Whether the treatment is cost effective, and what is this patient’s priority compared to patients whose care has not been funded. 

[bookmark: _Toc470765130][bookmark: _Toc517861371][bookmark: _Toc163048669]8.7 - What is Triage? 
Requests are subject to a triage process to determine whether the request has sufficient clinical and other information for the individual funding request to be considered fully by the IFR Panel.  

All requests will be triaged prior to presenting at the IFR Panel. Triage will consider the information provided in the request against any relevant commissioning policies and make recommendations for the panel to consider. Recommendations include;

· Approved
· Declined
· Further clinical debate required at panel

Sometimes, triage will determine that more information is required to progress the request and the referrer will be contacted.

[bookmark: _Toc470765132][bookmark: _Toc517861372][bookmark: _Toc163048670]8.8 - What happens with IFRs which have passed triage?
An exceptionality request can be made in relation to a medical condition where the N&W ICB have a Commissioning Policy but the patient’s clinical circumstances or the requested treatment falls outside the N&W ICB Policy. These exceptionality requests should be completed by the clinician with reference to the relevant generic and/or treatment specific commissioning policy. 

The IFR Panel shall be entitled to approve funding if the patient has exceptional clinical circumstances. In considering whether to fund a patient on grounds of exceptional clinical circumstances, in this situation, the IFR Panel will act as follows: 

· The IFR Panel will use the information provided by the requester to compare the patient to other patients with the same presenting medical condition at the same stage of progression. Specifically, the panel may consider, based upon the evidence provided to it, whether the patient has demonstrated exceptional clinical circumstances which lead the panel to believe that the patient would benefit significantly more from the treatment than the other patients not meeting funding criteria.
 
· When making their decision, the IFR Panel is required to restrict itself to considering only the patient’s presenting medical condition and the likely benefits which have been demonstrated by the evidence to be likely to accrue to the patient from the proposed treatment. 

· The IFR Panel shall seek to make decisions in accordance with the NHS ethical framework & principles, including the requirement to have due regard to the obligations of the Equality Act 2010 save where a difference in treatment is based on objectively justifiable factors and is a justified and proportionate response to the needs of different groups of patients. 

· The IFR Panel shall seek to make decisions in accordance with the 1998 Human Rights Act.
 
· The IFR Panel will not make decisions for treatments available to individual patients, or other clinically similar patients, on the basis of non-clinical factors. 

The IFR Panel shall be entitled to approve funding an experimental treatment for patients with rare clinical conditions or clinical circumstances. 

In considering whether to agree to fund the treatment the IFR Panel’s consideration shall include the following factors: 

· The potential benefit and risks of the treatment 

· The biological plausibility of anticipated benefit for the patient based on evidence of this treatment in other similar disease states 

· Value for money 

· Where the request is in respect of more than one patient or it is clear from the nature of the request that there is likely to be more than one patient, then the IFR Panel should consider whether the request is a service development or trial.

[bookmark: _Toc163048671]8.9 – Retrospective payments for funding? 
Individual Funding Requests will not be accepted where the request is for retrospective funding e.g. requests from clinicians or providers made after a period of care has commenced or request from patients for reimbursement of the costs of a treatment which has been purchased privately.
Treatments that are undertaken, without funding approval or agreement, will be at the risk of the provider.

[bookmark: _Toc470765134][bookmark: _Toc517861373][bookmark: _Toc163048672]8.10 - What information is submitted to the IFR Panel? 
All applications must be accompanied by written support and evidence provided by the clinical team treating the patient. It is the clinician’s responsibility to ensure that the appropriate information is provided to the N&W ICB according to the type of request being made, in a timely fashion consistent with the urgency of the request. If relevant information is not submitted, then the referring clinician will bear responsibility for any delay that this causes. 

All clinical teams submitting IFR requests must be aware that information that is immaterial to the decision will not be considered by the IFR Panel. This may include information about non-clinical factors relating to the patient or information which does not have a direct connection to the patient’s clinical circumstances. 

An electronic request form must be completed by the referring clinician. The request forms are available on Ardens, the Knowledge NoW website  IFR Form; or via email request nw.ifr@nhs.net 
Requests for patients covered by NHS England’s responsibilities should be sent directly to them. 

If further information is required to prepare the case for consideration by the IFR Panel this may delay presentation to the IFR Panel. All required information from the provider hospital trust/clinician must be sent to the IFR Administrator at least 10 working days before the scheduled date of the IFR Panel at which the case is to be considered. 

All applications must be accompanied by written support and evidence provided by the clinical team treating the patient explaining: 

· Whether the request for funding is an individual request or an exceptional request. 

· The clinical circumstance of the patient. The clinical team is required to present a full report to the IFR Panel which sets out a comprehensive and balanced clinical picture of the history and present state of the patient’s medical condition, the nature of the treatment requested and the anticipated benefits of the treatment. 

· The planned treatment and the expected benefits and risks of treatment. The clinical team shall describe the anticipated clinical outcomes for the individual patient of the proposed treatment and the degree of confidence of the clinical team that the outcomes will be delivered for this particular patient. 

· The evidence on which the clinical opinion is based. The clinician shall refer to, and include, copies of any clinical research material which supports, questions or undermines the case that is being made that the treatment is likely to be clinically effective in the case of the individual patient. 

· The clinical team shall set out the full attributable costs of and connected to the treatment. 

· Whether or not there are likely to be similar patients either within the N&W ICB or across the region. For exceptionality requests the clinician must also provide the case for treating this patient and no other apparently similar patients. 
[bookmark: _Toc470765135][bookmark: _Toc517861374][bookmark: _Toc163048673] 
8.11 - How does the IFR Panel approve requests? 
The IFR Panel shall be entitled to approve requests for funding for treatment for individual patients where all the following conditions are met: 
· The IFR Panel is satisfied that there is no cohort of similar patients. If there is a cohort of similar patients the IFR Panel shall decline to make a decision because the application is required to be treated as a request for a service development. (The IFR Panel will continue to have the right to make decisions on any further similar applications for funding whilst a policy is in the process of being produced.) 

· The request does not constitute a service development.

· The patient is suffering from a medical condition for which the N&W ICB has a policy but where the patient’s particular clinical circumstances fall outside the criteria set out in the existing commissioning policy for funding the requested treatment.

· The patient is suffering from a medical condition, or requesting a treatment, for which the N&W ICB has no policy.

· The patient has a rare clinical circumstance, this rendering it impossible to carry out clinical trials, and for whom the clinician wishes to use an existing treatment on an experimental basis.
· Exceptional circumstances apply where there is sufficient evidence to show that, for the individual patient, the proposed treatment is likely to be clinically and cost effective or that the clinical trial has sufficient merit to warrant NHS funding. 

The IFR Panel is not required to accept the views expressed by the patient or the clinical team concerning the likely outcomes for the individual patient of the proposed treatment, but it is entitled to reach its own views on: 

· The likely clinical outcomes for the individual patient of the proposed treatment; 

AND 

· The quality of the evidence presented to support the request and/or the degree of confidence that the IFR Panel has about the likelihood of the proposed treatment delivering the proposed clinical outcomes for the individual patient. 

The IFR Panel may make such approval contingent on the fulfilment of such conditions as it considers fit. 

Very occasionally an individual funding request presents a new issue which needs a substantial piece of work before the N&W ICB can reach a conclusion upon its position. This may include wide consultation. Where this occurs the IFR Panel may adjourn a decision on an individual case until that work has been completed. 

[bookmark: _Toc470765136][bookmark: _Toc517861375][bookmark: _Toc163048674]8.12 - How are IFR Panel decisions communicated?
The referring clinician making the request will be informed of the IFR Panel’s decision as soon as practicable via email within 5 working days. Patient confidentiality will be maintained at all times. 

[bookmark: _Toc470765149][bookmark: _Toc517861377][bookmark: _Toc163048675]8.13 - Will the IFR Panel give reasons as to why a decision has been made? 
The NHS Constitution requires NHS organisations to make decisions ‘rationally following a proper consideration of the evidence’ and be clear about the reasons for their decisions. The N&W ICB will give reasons for its decisions. 

The purpose of a duty to give reasons is to tell the patient in general terms why the N&W ICB reached the decision it did and the factors that it considered in reaching the decision. 

Where a public body is required to give reasons for its decision, it is required to give reasons which are proper, adequate, and intelligible and enable the person affected to know why they have been approved or declined. These can be expressed in a few sentences, but they need to go into sufficient detail so that the patient knows that the main aspects of their case have been properly considered. 

Whether the N&W ICB IFR Panel has or has not discharged the duty to give reasons will all depend on the individual circumstances. There will be simple cases where a single sentence is sufficient and there will be more complex cases where a full paragraph or two is needed to explain the thinking of the IFR Panel, and the rationale for the panel’s decision. 

The duty will usually mean that the decision letter should explain: 

· Whether the panel reached the view that the patient did or did not demonstrate exceptional clinical circumstances, and the basis for that decision. If the panel felt that the patient’s clinical circumstances were broadly in line with the clinical circumstances of those in the cohort of other patients in the same clinical condition, then this should be stated. 

· If the patient put forward specific factors which were said to support his or her claim to be in exceptional clinical circumstances, the letter should explain (by reference to the main factors) why the panel did not consider that these amounted to exceptional clinical circumstances. 

[bookmark: _Toc517861378][bookmark: _Toc163048676]8.14 - Can the IFR Panel decision be reviewed?
Where the IFR Panel has declined a request or has approved the treatment subject to conditions, the patient shall be entitled to ask that the decision of the IFR Panel be reviewed. All requests for a review must be supported by the senior treating clinician in writing to the IFR Administrator within 6 months from the date of notification of the date of the IFR Panel’s decision. The clinician must clearly outline the reasons as to why a review is requested. It will be either; 

· That further evidence can be provided by the referrer and is duly submitted; and/or
· It was in the clinician’s opinion a decision which no reasonable IFR Panel would have reached. 

The IFR Administrator will prepare the additionally submitted evidence for discussion at the next available panel meeting. The IFR Panel will then review its initial decision based on any additional information received. The result of the review will be communicated to the referring clinician who must then notify the patient of the panel’s decision.

Should the referring clinician or patient remain dissatisfied with the IFR Panel decision, the matter may be pursued through the NHS Complaints Procedure. This can be done by contacting: nwicb.contactus@nhs.net  or by telephone 01063 595857.

[bookmark: _Toc470765154][bookmark: _Toc517861379][bookmark: _Toc163048677]8.15 - Can the IFR Panel decision be appealed against?
Where all the relevant information was available to the IFR Panel when the decision was made, but the referring clinician remains dissatisfied with the decision, they may request that it be reviewed by an IFR Appeals Panel on one of the following grounds only:

a) Due process was not followed
OR
	b)	The IFR Panel failed to give a clear rationale for its decision

In the case of failure to follow due process or an inadequate rationale for the IFR Panel decision, the referring clinician may request an IFR Appeals Panel review by making a formal request in writing to the IFR Administrator within 6 months of the date of the IFR Panel’s decision. 

The IFR Administrator will arrange for an IFR Appeals Panel to be set up. This will normally be the next available IFR Drugs Panel.  

The IFR Appeals Panel will review the process followed by the IFR Panel. The IFR Appeals Panel will reach a decision within 30 working days of the IFR Administrator referring the case to them.  

The role of the IFR Appeals Panel is to determine whether the IFR Panel has followed its own procedures, has properly considered the evidence presented to it and has come to a reasonable decision upon the evidence.  

In the event that the IFR Appeals Panel considers that the IFR Panel has: 

· Failed in a material way to follow its own procedures; and/or 
· Failed in a material way properly to consider the evidence presented to it (e.g. by taking account of an immaterial fact or by failing to take account of a material fact); and/or 
· Failed to give a clear rationale for its decision;

The IFR Appeals Panel shall uphold the patient’s appeal and shall refer the case for reconsideration by the IFR Panel.

The IFR Appeals Panel shall not have power to authorise funding for the requested treatment but shall have the right to make recommendations to the IFR Panel.

The IFR Appeals Panel will set out its decision and the reasons for it as soon as practicable in writing via e-mail or letter to the IFR Panel and the referring clinician. It is the responsibility of the referring clinician to notify the patient in a timely manner of the IFR Appeals Panel decision.

[bookmark: _Hlk118122362]Should the referring clinician or patient remain dissatisfied with the IFR Appeals Panel decision, the matter may be pursued through the NHS Complaints Procedure. This can be done by contacting: nwicb.contactus@nhs.net  or telephone: 01063 595857.

[bookmark: _Toc163048678][bookmark: _Hlk134770840]8.16 – Decisions on Funding
The IFR panel is committed to ensuring that decision making is transparent, fair and equitable. At all times, decision to fund treatments will be based upon both national and local guidance. Where there is no guidance available, or to be ratified, the panel will make decisions based upon rational and supporting evidence submitted to support the IFR application.
 The standard policy is available on N&W ICB website and is accessible to all. 

























[bookmark: _Toc163048679]Glossary

Appeal refers to the process where the referring clinician can request that the IFR Panel decision is assessed, either on the basis that due process was not followed by the IFR Panel or that the IFR Panel failed to give a clear rationale for its decision.

Clinical circumstances means a full history of the patient’s medical condition, a full description of the patient’s present medical condition and as comprehensive an assessment of the patient’s future medical condition and prognosis as the Clinical Team treating the patient is able to provide. 

[bookmark: _Hlk135566888]Cohort of similar patients for the purposes of this policy has been defined as the number of requests received or likely to be received per year which will require consideration of a commissioning policy.

Device in the context of this non-drug policy is something that isn’t prescribable on NHS primary care prescription  (FP10) or via hospital electronic prescribing (EPMA) and is for the treatment of a specific condition and provided under medical supervision. Items that are not medicines but are prescribable by the above methods are in the scope of the drugs IFR policy.

Exceptional clinical circumstances refers to a patient who has clinical circumstances which, taken as a whole, are outside the range of clinical circumstances presented by a patient within the normal population of patients with the same medical condition and at the same stage of progression as the patient. 

IFR Panel is the committee of N&W ICB clinicians who have been given authority to make individual funding request decisions on its behalf in line with the legal duties of ICBs set out in The Health & Social Care Act 2012.

Individual funding request is a request received from a clinician which seeks funding for a single identified patient for a specific treatment. 

Integrated Care Board is a statutory organisation responsible for purchasing health and care services for patients. 

NHS Constitution refers to the established principles and values of the NHS in England.

NICE refers to the National Institute for Health & Care Excellence. They provide national guidance and advice to improve health and social care.

Policy refers to a written document determining whether or not a particar treatment is commissioned. 

Policy variation occurs when an existing policy is changed. When there is a proposal which would result in increased access to a treatment (for example by lowering the threshold for treatment or adding a new indication for treatment) the policy variation is a service development and will be treated as such. 

Rarity refers to a patient whose medical condition is so rare, or their condition is so unusual that the clinician wishes to use an existing treatment in an experimental way.

Review refers to the process where the referring clinician can request the IFR Panel decision is reviewed, either on the basis that further evidence can be provided in support of the IFR or that the decision, in the clinician’s opinion, was one which no reasonable IFR Panel would have reached.

Service Development refers to any aspect of healthcare which the ICB has not historically agreed to fund, and which will require additional and predictable recurrent funding. 

Social factors are, for example, (but not limited to) age, gender, ethnicity, employment status, parental status, marital status, religious/cultural factors.

Treatment means any form of healthcare intervention which has been proposed by a clinician and is proposed to be administered as part of NHS commissioned and funded healthcare. 

Triage is a process to determine whether the request has sufficient clinical and other information in order for it to be fully considered by the IFR Panel.  

Urgent request requires urgent consideration and a decision because the patient faces a substantial risk of death or significant harm.
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