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1 Introduction

1.1 The PCT is responsible for identifying the priorities for the use of its resources on behalf of its population and for reaching decisions on how healthcare resources should be allocated. This will inevitably result in difficult and sensitive decisions being taken about what services can be funded given that there are finite resources and a statutory requirement to break even. 

1.2 There may, from time to time, be individual cases where a patient’s needs cannot be met through the existing commissioned services. In such cases the PCT is required to put in place arrangements for the consideration of such individual requests. The NHS Constitution sets out the following public commitment:

“You have the right to expect local decisions on funding of 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.”

1.3 This document sets out the PCT’s policy and operating procedures for reaching decisions on individual patient funding requests (IFR). It has been developed using the following documents produced by the South East Coast Health Policy Support Unit:
· South East Coast PCTs Principles and Guidance for dealing with Individual Funding Requests (June 2009)

· South East Coast PCTs Model Policy and Operating Procedures for dealing with Individual Funding Requests (June 2009)

1.5 The PCTs in South East Coast Strategic Health Authority have also collectively committed to the Ethical Framework for individual level decisions which will be used to support decision making processes. This is set out in Appendix A.

1.6 This policy document is intended for use by:

· PCT Board

· Executive Directors

· Professional Executive Committee

· Relevant PCT staff including the PCT’s IFR Lead and the Appeals Panel Co-ordinator

· Clinicians submitting applications on behalf of patients

· Members of the public

1.7 It will be available to all PCT staff and to key stakeholder organisations and bodies as listed below.

· South East Coast Health Policy Support Unit

· South East Coast Strategic Health Authority

· Local NHS providers

· GP practices

· Dental practices

· Clinical networks

· Clinical Reference Groups 

· South East Coast Specialist Commissioning Group

· Sussex Acute Commissioning Service

· Local Involvement Network

· Health Overview and Scrutiny Committee

· Other local non NHS providers

1.8 The policy document will be posted on the PCT’s intranet and internet and will be accompanied by explanatory leaflets for patients and members of the public to ensure that there is a clear and transparent process in place. The leaflet will be available for translation on request.
2 Key words and their meaning

The key words used throughout this document are:

	Clinical circumstances
	The clinical features of the named patient’s medical condition or the progression of the named patient’s condition as opposed to their social or personal circumstances.


	Exceptional
	Where a patient is suffering from a presenting medical condition for which there is a PCT policy but where the requested treatment has not been agreed to be funded under the policy (an ‘exceptional’ request). A patient could be described as being exceptional where the individual clinical circumstances are outside the range of clinical circumstances presented by at least 95% of patients with the same medical condition at the same stage of progression as the named patient. 



	Individual Funding Request (IFR)
	A request to fund, for an individual, an episode of healthcare that currently falls outside of existing contracts. The funding request may be asking for any type of healthcare a service, a piece of equipment or aid, a specific treatment or medicine. 



	IFR Lead
	The IFR Lead has a crucial role in the IFR process and is responsible for co-ordinating, managing and developing the IFR process and the work of the IFR Panels.


	Rare
	Having an estimated prevalence of fewer than 1 in 2,000 in the national population.



	Service development
	 Anything which requires a change in the level of investment by the PCT. It refers to all new developments including new treatments, new services and changes to treatment thresholds. It includes quality improvements such as reduced waiting times, pump priming to establish new models of care and implementation of legal reforms.



3 Associated Trust Documents

PCT Framework for Priority Setting (March 2010)
PCT Standing Orders, Reservation and Delegation of Powers and Standing Financial Instructions (July 2009)
Strategic Commissioning Plan 2009-2014
Annual Operating Plan 2010/2011

PCT Commissioning Policies (www.brightonandhovepct.nhs.uk/healthprofessionals/generalpractice/policies)
4 Commissioning Policies

4.1 Each year the PCT needs to develop new commissioning policies and review existing policies to ensure they are in line with the commissioning decisions made and set out in the Annual Operating Plan. In addition, the PCT needs to proactively identify areas for the early development of new commissioning policies to help ensure that rational, timely decisions are made. This will help avoid instances of inappropriate reactive decisions being made on an individual patient basis. 

4.2 This proactive identification will include:
· Horizon scanning to identify new medicines or treatments (or developments in the uses of existing medicines or treatments). 
· National Institute of Clinical Excellence (NICE) technology appraisals and interventional procedures guidance.

· Reviews of historic IFR submissions.

· Issues identified by Clinical Reference Groups or clinical networks.

4.3 The PCT will also come under pressure to fund treatments as soon as the claimed effects appear in the national media. Until such time as a decision has been taken to actually commission a treatment the PCT will not fund such treatments and will not use the IFR process as a means of approving payment.
4.4 The PCT’s commissioning policies and priority setting framework will also include the following areas:

· The pick up of costs for patients who have been involved in a clinical trial

· The continuation of funding for patients whose treatment was started privately or overseas

· Decisions inherited when patients move into the PCT area.
· Funding of unlicensed medicines or off license medicines.
5 Individual Patient Funding Requests

5.1 IFRs are considered on an individual patient rather than a population basis. There are two main categories of requests considered to be appropriate for the IFR decision making process which therefore fall within the remit of this policy.

· The patient is suffering from a medical condition or clinical presentation which is considered rare and for which no PCT policy exists because of the low probability of the condition occurring among the population such that an explicit policy is not warranted (a ‘rarity’ request).

· The patient is suffering from a presenting medical condition for which there is a PCT policy but where the requested treatment has not been agreed to be funded under the policy (an ‘exceptional’ request). Whether a patient can demonstrate exceptionality depends on the precise clinical facts of each case and whether they can genuinely be described as exceptional. The IFR panel may consider that a patient could be described as being exceptional where the individual clinical circumstances are outside the range of clinical circumstances presented by at least 95% of patients with the same medical condition at the same stage of progression as the named patient. The key question for the PCT will be what grounds it has to justify funding this patient when others from the same patient group have not been funded.
5.2 Submissions will be made using the standard submission form enclosed at Appendix B. This standardisation ensures that the same level of relevant information is provided for every IFR regardless of the patient’s condition or type of intervention. This will prevent unnecessary delays in the consideration of requests as there should be a minimum number of instances where further information would need to be requested from the referrer. The submission form has been designed so that all confidential and person identifiable information is included in the first two pages to ensure anonymisation can be achieved. However, there may be individual clinical circumstances where it is necessary to identify the patient’s age or sex for consideration by the IFR panel. Occasionally it may also be necessary to adapt the information provided by the clinician in order to preserve confidentiality for the patient. In addition, the submission will also include a separate anonymised equalities monitoring form so that the PCT can monitor the application of this policy in terms of accessibility by minority groups.
5.3 IFRs may be submitted by an NHS Consultant, a GP or dental practitioner or an equivalent autonomous practitioner where she/he will be responsible for administering the treatment. Patients may not make applications directly. It is expected that provider trusts will have processes in place to enable clinicians and managers to identify clearly the appropriate route for applications to PCTs for decisions about the funding of medicines and treatments. Requesting clinicians will be expected to affirm that IFRs have been through the trust’s own review systems prior to submission, including approval by the designated Trust representative where appropriate. The requesting clinician must also make the patient aware of the implications of embarking on the process in terms of the potential time delays before a request can be decided and, if the patient is considering privately funding the treatment while the IFR is considered, ensure they are aware that no retrospective funding will be available even if approval is given.

6 IFR Process
6.1 The IFR administration team will ensure that an accurate record is kept of the date when a submission is received and will check that the PCT is the responsible commissioner for the named patient and that the forms have been completed fully and correctly. If the submission is incorrect it will be returned to the referring clinician using a standard letter within 3 working days of receipt.

6.2 All applications will be given a unique identifier (not the NHS number or any other code which could be easily read by anyone familiar with the system). The personal details section of the application will be removed and kept in the secure file opened for the case. The ongoing application will be therefore kept anonymous using the unique identifier only.

6.3 The IFR Lead will ensure that any time limited procedures e.g. 18 week rule are identified as these may interact with the timing and progress of the IFR submission. Similarly, the IFR Lead will alert the PCT’s finance team of any potential cost pressures arising from a submission. The administration team will keep a list of appropriately qualified evidence reviewers or specialists able to provide advice to assist with the consideration of submissions.

6.4 All IFR requests will be triaged by an IFR Triage Panel, the terms of reference for which are included at Appendix C. The purpose of this panel is to ensure that only appropriate IFR requests are referred to the IFR Panel for the consideration of funding. 
6.5 The IFR process should not be used by individuals, groups or clinicians as a means to avoid or bypass the usual commissioning processes. Decisions regarding treatments for individuals must not be exempted from prioritisation and therefore the framework underpinning population level decisions should also apply to the determination of IFRs. The general approach is that it would be inequitable to offer treatment to a named individual that would not be offered to all patients with an equal clinical need.

6.6 Inappropriate IFR requests

IFR requests will not be considered as appropriate if:
· The treatment requested is already funded within an existing commissioning policy.

· The treatment is covered by another PCT policy of process.

· The request amounts to a service development

6.7 Whether or not a request should be considered as a service development will depend on whether there are one or more other patients within the population served by the PCT who are likely to be in the same or similar clinical circumstances as the requesting patient in the same financial year, and who could reasonably be expected to benefit to the same or a similar degree from the requested treatment (known as ‘similar patients’). If it is likely that there will be at least one similar patient then the request should be considered as a request for a service development except in circumstances where all the similar patients are expected to be from the same family group (as in the case of a rare genetic disease). 

6.8 If the decision is that the request requires a service development decision but the referring clinician is also requesting treatment on the basis of exceptionality, the matter should be referred as a service development before consideration of the issue of exceptionality for the individual case. The process for service developments is set out in the PCT’s Framework for Priority Setting.

6.9 Inappropriate IFR requests will be returned to the requesting clinician with the appropriate standard letter advising that the request has been transferred within the PCT as appropriate.
6.10 Appropriate IFR requests

Once the triage panel has confirmed that the request is an IFR it will be referred to the PCT’s IFR Panel for consideration. The terms of reference for this panel are enclosed at Appendix D.

6.11 All panel members must have undergone training before being eligible to sit on a panel, attend refresher training every two years, sit on panels at least twice a year and be familiar with the IFR process and procedures. The terms of reference for this panel and the Appeals Panel propose that they include lay membership. Lay members will be recruited and trained over the next few months and will be rewarded appropriately for their involvement. This will need to be agreed with each individual dependent on their circumstances but would broadly be based on a £20 voucher for each session up to three hours in length plus reasonable expenses to ensure the individual is not “out of pocket”.

6.12 The IFR panel is entitled to approve requests for funding for treatment for a named patient where all of the following conditions are met:

· The patient makes either a rarity request or an exceptionality request.

· There is sufficient evidence to show that, for the named patient, the proposed treatment is likely to be clinically effective.

· The cost to the PCT of providing the funding for the treatment is justified in the light of the benefits likely to be delivered for the named patient by the requested treatment.

· The request is not a request for a service development.

6.13 The panel should seek to avoid adoption of the ‘rule of rescue’ i.e. the fact that the patient has exhausted all NHS treatment options available for the particular condition. 

6.14 Occasionally IFRs will need to be fast tracked where there is a clear clinical reason why the patient’s health will be compromised by waiting for the next scheduled panel. This will usually involve life threatening conditions and not situations where it is simply inconvenient for the patient or the requesting clinician.

6.15 A fast tracking sub committee of the IFR Panel will be convened under delegated powers and in accordance with the IFR Panel terms of reference. The sub committee will make a decision within 3 working days of the decision to fast track the submission.

6.16 IFR Panel decisions will always be communicated in writing by a secure means and are the responsibility of the panel Chair in terms of content and tone. The Chair will approve the letters and sign these personally. The administration team will prepare responses to the referring clinician and the patient conveying the decision of the panel within 5 days of the meeting.

6.17 Record keeping

At the end of all meetings copies of all papers will be collected and kept in the confidential case file for 6 months and then, if there is no appeal or legal challenge, these will be destroyed. One complete set of papers for the case will be retained for 6 years and will then be destroyed in accordance with the appropriate records management policy of the PCT.

7 Appeals

7.1 Submission of an appeal  

In cases where an IFR panel refuses an IFR either the requesting clinician, the patient, the patient’s legal guardian for a child under 18, a person appointed with lasting power of attorney (if the patient lacks the mental capacity to lodge an appeal themselves) or a third party with the documented consent of the patient may submit an appeal. The PCT has established an Appeals Panel with terms of reference as set out in Appendix E.

7.2 The Appeals Panel will consider whether it is satisfied that the IFR panel properly considered the application and will therefore review the documentation related to the original request focusing on the process followed, the scope and nature of the evidence considered, the factors taken into account and the criteria applied in reaching the decision. It is not constituted to reconsider the merits of the request itself but to consider whether the IFR panel acted in accordance with its terms of reference and the PCT’s approved operating procedures giving due regard to the Ethical Framework. 

7.3 The Appeals Panel will ensure that the IFR panel took into account and weighted all the relevant factors, did not take account of irrelevant factors and took a decision that was open to them acting as  reasonable IFR panel. The Appeals Panel does not consider new evidence of clinical or cost effectiveness. Where new evidence becomes available a new submission for an IFR is required.

7.4 The IFR and appeals processes are clearly separated with different panel membership. In turn the staff supporting these processes are distinct and within separate teams and directorates in the PCT. 

7.5 The Appeal Panel should meet within a recommended 30 day period after the acknowledgement that an appeal has been lodged.

7.6 Panel processes
 The patient and the individual submitting the appeal will be informed of the date of the Appeal Panel meeting. The members of the panel will receive all papers no less than 3 working days in advance of the meeting. The panel may request the IFR Lead and/or a member of the original panel to give information in support of the original reports or to clarify any technical details. External advice may be sought as required.

7.7 In common with the IFR panel processes all discussion will be private and confidential. Formal minutes will be written up within 2 working days of the panel and the Chair will oversee this part of the process.

7.8 The Appeals Panel may uphold or overturn a decision and must have fully documented rationale for these decisions. A decision to overturn an original decision does not mean that the request for treatment will be funded. It means that the request will be considered again by the IFR Panel. If the appeal is upheld the appellant and patient will be advised that no further considerations can be made by the PCT and the next recourse is through the NHS complaints procedures. If the panel overturn a decision the appellant and patient will be advised that their original submission together with any new evidence will be considered again by the IFR or Continuing Healthcare Panels.

7.9 The Appeals Panel may not defer a decision.

7.10 The Appeals Panel Co-ordinator will collate all information and documents related to the appeal and will, at the end of the process, ensure all original documents are given to the IFR and Continuing Healthcare administration team for retention within the case file.

8 Monitoring

8.1 The Appeals Panel Chair and the IFR Lead will meet on a quarterly basis to review all IFR requests in terms of the decisions taken and their progress through the PCT’s processes to ensure that these were in line with this policy. They will prepare a joint report on their findings and lessons learnt for submission to the PCT’s Director of Assurance and Development for consideration by the PCT’s Integrated Governance Committee. 

8.2 The information considered will also include an analysis of access to the IFR and Appeals Process by age, sex, ethnicity, disability, sexual orientation and religious belief to ensure that there has not been disproportionate access by any group. The policy will be reviewed in the light of the outcomes of this monitoring data.
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Appendix A

SEC Ethical Framework for decision making

Five principles for decision making have been identified.

Principle 1: Rational

Aspects of this principle include:

· Being logical in reasoning towards a decision

· Ensuring that the decision is based on evidence of clinical effectiveness

· Making a realistic appraisal of he likely benefit to patients

· Weighing up all the relevant factors, including risks and costs

Decisions should be made on the basis of a reasonable evaluation of the available evidence of clinical effectiveness. The people involved have an obligation to seek out the best evidence to inform their decisions. Where available, existing national standards and guidelines must be considered together with local factors and the existing provision of care.

The assessment of evidence should be broad but maintain high standards of critical appraisal. Qualitative and quantitative studies should be taken into account with evidence given appropriate weight.

Outcome measures should be considered in terms of their importance to patients (this is significant in the treatment of illness where no cure can be expected, in palliative care and in the care of the terminally ill. Rational decisions will weigh up likely outcomes, the wider contexts in which treatments can be provided, the implications for service delivery, clinical pathways, and the scale ad nature of benefits, costs and risks.

Principle 2: Inclusive
The term ‘inclusive’ may be interpreted as covering:

· Equal opportunity of access to healthcare

· Patient involvement in decision making

· Respect for individual needs

Policies should not discriminate on characteristics such as race, religion or social status which are irrelevant to health conditions and the efficacy of treatments.

Policies should work in favour of patient choice at the individual level respecting the individual’s preferences. In particular, there should be sensitivity to the patient’s perspective and choice based on quality of life (particularly important in end of life circumstances). Decisions should take account of local and societal sensitivities with active attempt to engage the public in the decision making process to ensure that the perspectives of both health care providers and consumers are taken into account.

Principle 3: Take account of economic factors

Given finite resources and costs, investment in one area will inevitably divert resources from others. Decisions needs to give careful consideration to the trade offs between cost and benefit, both short and long term, recognising that complex trade offs cannot necessarily be reduced to simple cost benefit calculations. In general, low cost treatments with high effectiveness will be preferred whereas high cost treatments with low effectiveness should be discouraged.

Principle 4: Clear and open to scrutiny

The policies and the way they are determined should be clearly specified, consistent, easy to understand and open to scrutiny.

The information provided to decision makers should be fully documented together with the process followed and the degree of consensus reached.

Principle 5: Promote health for both individuals and the community

Policies which promote health and avoid people becoming ill are considered alongside curative treatments and other interventions. There may be times when it is appropriate to target some demographic groups or health issues in order to reduce inequalities and promote the well being of the community as a whole.
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INDIVIDUAL FUNDING REQUEST FORM

Please read the guidance notes on the back page before completing this form

	PART 1:  DETAILS OF PATIENT AND CLINICIAN SUBMITTING REQUEST

	1. Details of clinician submitting the request


	Name:
	

	1. 
	Designation:
	

	2. 
	NHS Trust or GP practice:
	

	3. 
	Correspondence address:
	

	4. 
	Tel:
	

	5. 
	Email:
	

	

	2. Patient details
	Family name:
	

	6. 
	Given names:
	

	7. 
	Address (including Postcode):


	

	8. 
	NHS Number:
	

	9. 
	Date of Birth:
	
	M or F
	

	10. 
	Registered GP name: 
	

	11. 
	Registered GP practice:
	

	12. 
	Hospital id no:  

(if applicable)
	

	

	3. Instructions for communicating with the patient
	Does the patient or his/her representative wish to receive letters regarding this request?                                        (  yes                      ( no

	13. 
	If YES are the letters to be sent to the patient at the address above?

                                                                             (  yes              ( no

	14. 
	How does the patient or his/her representative wish to be communicated with (if letter not appropriate)?



	15. 
	If letters are to be sent to anyone other than the patient, please provide the following information, and obtain the patient’s written agreement:

	16. 
	Name
	

	
	Relationship to patient
	

	
	Address (including Postcode)
	


	PART 2:  INFORMED CONSENT AND PROVIDER TRUST APPROVAL

	4. Clinician’s      affirmation of patient’s consent
	I affirm that I have discussed this Individual Funding Request with my patient.  This request is being made with his/her consent.  The instructions for communicating with the patient at Q3 are his/her expressed wishes.

	
	Signature
	

	
	Name:
	

	
	Designation:
	

	

	5. Which organisation will be providing the treatment requested?
	(  NHS Trust         (  GP/dental practice         (  Private sector        (  Other

	
	Name of NHS Trust/GP/dental practice:

	
	If provider is outside the NHS, please give details of name and location

	
	

	

	6. Approved by representative of NHS Trust/GP practice where the treatment will be provided
	Name of representative:
	

	17. 
	Designation:
	

	18. 
	Signature or email confirmation:
	

	
	If this funding request is approved, the NHS provider will be notified.  Please give details for the person who should be notified:

	
	Name:
	

	
	Designation:
	

	
	Contact details:
	

	PCT use only:
	

	Date received:
	

	Identifier:
	

	Identifier assignment checked by:
	


Please note, pages 1 and 2 containing confidential details of patient’s name, etc. will be removed before the remainder of the form is copied and seen by IFR panel members

	PART 3:  STATEMENT TO CONFIRM APPROPRIATENESS FOR CONSIDERATION BY IFR PANEL 

	
	

	If it is foreseeable that there are one or more other patients within the PCT population who are or are likely to be in the same or similar clinical circumstances as the requesting patient in the same financial year, and who could reasonably be expected to benefit to the same or a similar degree from the requested treatment then the request should properly be considered as a request for a service development and inappropriate for consideration by an IFR Panel except in the circumstances where all the similar patients are expected to be from the same family group, a situation which may arise in the context of a rare genetic disease.

	I confirm that it is not expected that there will be more than one patient from within the PCT population who is or is likely to be in the same or similar clinical circumstances as the requesting patient in the same financial year and who could reasonably be expected to benefit to the same or a similar degree from the requested treatment unless similar patients are expected to be from the same family group. 
	(     NO                   (     YES   




	PART 4:  DIAGNOSIS AND PATIENT’S CURRENT CONDITION

	
	

	7. Diagnosis (for which the intervention is requested)
	

	8. Has a second consultant opinion been obtained?
	If YES, please give details

	9. Current status of the patient:  

(a)   Intervention for cancer:
	What is disease status? (e.g. at presentation,1st,2nd or 3rd relapse)
	

	
	What is the WHO performance status?
	

	
	How advanced is the cancer? (stage)
	

	
	Describe any metastases:
	

	(b)  Intervention for non-cancer
	What is the patient’s clinical severity? (Where possible use standard scoring systems e.g. WHO, PASI, DAS scores, walk test, cardiac index etc.)
	

	10. Please summarise the current status of the patient in terms of quality of life, symptoms etc.
	

	11. Summary of previous interventions for this condition

Reasons for stopping may include:

· course completed

· no or poor response

· disease progression

· adverse effects / poorly tolerated
	Dates
	Nature of intervention
	Reason for stopping*/ response achieved

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


	PART 5:  INTERVENTION FOR WHICH FUNDING IS REQUESTED

	

	12. Nature of the intervention 
If combination, tick all that apply and complete 6A and 6B
	(     Drug                                                   (     Surgical procedure                               

(     Medical device                                   (     Therapy                                                  

(     Other (give details)                              

	13. Name of intervention
	

	14. Where will intervention be provided?   
	Indicate whether in-patient, out-patient, daycase



	15. Is the requested intervention a continuation of existing treatment funded via another route?
	(     NO                   (     YES   - give details of existing funding 

                                                   arrangement and why ceased


	16. Is the intervention experimental, part of a trial or research?
	(     NO                    (     YES   - give details


	

	PART 6A:  INTERVENTIONS INVOLVING DRUGS

	

	17. Full name of drug and manufacturer
	

	18. Planned dose and frequency
	

	19. Planned duration of intervention
	

	20. Route of administration
	

	21. Optimal start date
	

	22. If the intervention forms part of a regimen, please document in full 
	(e.g. Drug X as part of regimen Y (consisting of drug V, drug W, drug X and drug Z).

	23. Drug licensed for requested indication in the UK?
	· YES      (     NO

	24. Drug listed as a PBR exclusion?
	      (     YES      (     NO

	25. Estimated costs

Please consult Pharmacy team for current contract prices as these may differ from those stated in BNF or other sources.
	Anticipated cost (inc VAT) 
	

	
	Are there any offset costs?
	 (     YES      (     NO

	
	Describe the type and value of offset costs 


	

	
	Funding difference being applied for
	

	
	
	

	PART 6B  INTERVENTIONS INVOLVING SURGICAL PROCEDURES, THERAPIES, DEVICES

	

	26. Describe the intervention as it applies to this patient 
	

	27. Is this intervention listed by the PCT as a Procedure Not Normally Funded
	(     YES      (     NO

	28. Specify any devices, prostheses, etc. and the manufacturer
	

	29. Estimated costs

Please consult the relevant business manager for assistance
	Anticipated cost (inc VAT) 
	

	30. 
	Are there any offset costs?
	 (     YES      (     NO

	31. 
	Describe the type and value of offset costs 
	

	32. 
	Funding difference being applied for
	

	

	PART 7:  PROJECTED OUTCOMES

	

	33. Is there a standard intervention for this patient at this stage of their condition?
	If so, please describe the standard intervention



	34. What would be the expected outcome from the standard intervention?
	

	35. Why is the standard intervention inappropriate for this patient?
	

	36. What would you consider to be a successful outcome for the requested intervention in this patient? 
	This may include likely OS, TTP or improvement in QOL.  Please relate to measures describing patient’s condition in Part 3.



	37. Please outline any anticipated or likely adverse effects of the requested treatment for this patient, including the toxicity of any drug?
	


	PART 7 CONT.
	

	
	

	38. How would you monitor the effectiveness of the requested intervention?
	Pease refer to the measures used to describe the patient’s condition in Part 3



	39. What is the minimum timeframe/course of treatment after which a clinical response can be assessed?
	

	40. What are the likely consequences for the patient if this request is not approved?
	

	

	PART 8:  STATEMENT OF EXCEPTIONALITY OR RARITY: 

	

	41. On which basis are you making this request?   
	(      Exceptional clinical circumstances 

OR
(      Rarity of condition or presentation

	42. For exception to existing policy, please describe as clearly as possible why the patient’s clinical circumstances are exceptional.  
You must give specific information to indicate how this patient is significantly different to the population considered in the existing policy


	

	43. For rare condition or presentation, please describe as clearly as possible why this patient’s condition or clinical presentation is so unusual that there is no relevant commissioning arrangement.
	


	PART 9:  EVIDENCE OF CLINICAL EFFECTIVENESS

	

	44. Give details of published data supporting the use of the requested intervention for this condition.  Please provide references or attach articles.


	

	PART 10:  URGENCY

	

	45. Only a small minority of requests can be decided using the PCT’s fast-track procedure.  If there are compelling clinical reasons why this patient’s request should be fast-tracked, please state them here.
	


Appendix C

Individual Funding Request (IFR) Triage Panel

Terms of Reference

Purpose

The PCT will establish an Individual Funding Request (IFR) Triage Panel which will assess all applications for funding for patients registered with a Brighton and Hove City GP or who reside within the boundary of Brighton and Hove, where their needs fall outside of the PCT’s commissioning portfolio in terms of their appropriateness for consideration by the PCT’s IFR Panel. 

Constitution

The IFR Triage Panel is established as a Sub Committee of the IFR Panel. The Integrated Governance Committee has delegated authority from the Board to maintain an oversight and assurance in respect of the work of this Panel.

Panel meetings will be held in private. Requesting clinicians and patients will not be invited to make representations in person.

Membership

The Panel members shall be drawn from a trained pool of panellists comprising:

· Strategic Commissioner

· Public Health Consultant

· Prescribing Advisor (for relevant cases)

· IFR Lead 

Quorum

The Panel will be considered quorate if, as a minimum, the IFR Lead and the Public Health Consultant are present.
Frequency of Meetings

Meetings shall be scheduled on a weekly basis but will meet as required in order to ensure that there is a timely response to all funding requests.

Authority

The Panel has delegated authority from the IFR Panel to consider whether an IFR submission is appropriate for consideration by the main IFR Panel. The Panel is authorised to obtain outside legal or other independent professional advice and to secure the attendance of outsiders with relevant experience and expertise if it considers it necessary.

Responsibilities

The Panel shall:

· Assess all IFR submissions for their appropriateness for consideration by the IFR Panel in accordance with the PCT’s Policy and Operating Procedures for the Consideration of Individual Funding Requests sections 6.6 to 6.17 inclusive. 
· Consider whether the treatment requested is:

· Funded within an existing commissioning policy

· Covered by another PCT policy or process

· A potential service development requiring a PCT policy decision

· Ensure that any submission not considered as appropriate for the IFR Panel is signposted to the appropriate individual or process in accordance with PCT policies

· Assess whether the case meets the definitions of either a rarity or exceptional request as defined in section 5.1 f the PCT’s Policy and Operating Procedures for the Consideration of Individual Funding Requests

Reporting

The minutes of the Panel shall be comprehensively and formally recorded and retained in a confidential file. A record of all decisions will be made using a standard format and will be held on the patient’s file. Records must be retained for 6 years. Copies of minutes will not be distributed to panel members for their retention and will not be placed in the public domain in order to preserve patient confidentiality
. 

	Author
	Terry Needle, Director of Assurance and Development

	Date approved
	2nd February 2010

	Review date
	April 2011


Appendix D

INDIVIDUAL PATIENT FUNDING REQUEST PANEL

TERMS OF REFERENCE

Purpose

The PCT will establish an Individual Patient Funding Request (IFR) Panel which will consider applications for funding for patients registered with a Brighton and Hove City GP or who reside within the boundary of Brighton and Hove, where their needs fall outside of the PCT’s commissioning portfolio. 

Constitution

The IFR Panel is established as a Sub Committee of the Integrated Governance Committee. The Integrated Governance Committee has delegated authority from the Board to maintain an oversight and assurance in respect of the work of this Panel.

The Panel will adopt the consensus method of decision making where a unanimous view cannot be reached on an individual case.

Panel meetings will be held in private. Requesting clinicians and patients will not be invited to make representations in person.

Membership

The Panel members shall be drawn from a trained pool of panellists comprising:

· Strategic Commissioners

· Public Health Consultants

· GPs

· Dental Practitioners

· Executive Directors of the PCT

· Prescribing Advisors (for relevant cases)

· Other consultant level clinicians and equivalent allied health professionals

· Lay members

Panel membership will be rotated such that Panels are not routinely comprised of the same individual members of the pool.

The PCT’s Placement and Referrals Officer and the Administrative Officer (minutes) will normally be in attendance at the meetings but will not be eligible to vote. The PCT’s IFR Lead may attend meetings to provide advice and information but will not be eligible to vote. The GP and dental practitioner representatives may be from another PCT area.

All panellists will be indemnified by the PCT. Each panellist must attend a minimum of 2 panels in a 12 month period in order to retain their qualification to serve.

The Chair will be drawn from the Panel members and confirmed in advance of the meeting provided he/she has sat as a Panel member at least 4 times as a minimum.

Panel members are required to declare their interests in a register of members’ interests before serving on a Panel. Any conflicts of interest
 must be declared as a standing item at the commencement of every meeting and the Chair will decide the appropriate action, including requesting that members withdraw from the meeting.

Quorum

A quorum shall be four members including a clinically qualified person and a PCT officer.

Frequency of Meetings

Meetings shall be held as required in order to ensure that there is a timely response to all funding requests but with a minimum of 12 meetings per annum. Agendas and all accompanying papers will be sent to members no less that 3 working days prior to the meeting of the Panel.

Authority

The Panel has delegated authority from the Board via the Integrated Governance Committee to consider and reach decisions on any requests for funding for individuals whose needs cannot be met from within the commissioning portfolio of the PCT. The Panel is authorised to obtain outside legal or other independent professional advice and to secure the attendance of outsiders with relevant experience and expertise if it considers it necessary.

Responsibilities

The Panel shall:

· Consider and reach decisions on whether to fund individual applications for all cases which are not fast tracked as an urgent request
 where all four of the following conditions are met:

· Either (a) the patient makes a rarity request for funding for treatment in connection with a presenting medical condition for which the PCT has no policy or (b) the patient makes an exceptionality request for funding for treatment in connection with a medical condition for which the PCT has a policy and where the patient has demonstrated exceptional clinical circumstances

· There is sufficient evidence to show that, for the named patient, the proposed treatment is likely to be clinically effective

· Applying the approach which the PCT takes to the assessments of costs for other treatments outside this policy, the cost to the PCT of providing funding to support the requested treatment is justified in the light of the benefits likely to be delivered for the named patient by the requested treatment

· The request for this patient is not a request for a service development

· Reach a decision covering one of the following options:

· The request will be funded without conditions

· The request will be funded with conditions
 attached

· The request will not be funded

· The submission cannot be decided due to further evidence being required and is therefore deferred (all deferred decisions must be reviewed within 1 month of the decision to defer and must be decided within a maximum of 2 months)

· Ratify all fast tracked decisions.

Reporting

The minutes of the Panel shall be comprehensively and formally recorded and retained in a confidential file. A record of all decisions will be made using a standard format and will be held on the patient’s file. Records must be retained for 6 years. Copies of minutes will not be distributed to panel members for their retention and will not be placed in the public domain in order to preserve patient confidentiality
. 

	Author
	Terry Needle, Director of Assurance and Development

	Date approved
	2nd February 2010

	Review date
	April 2011


Appendix E
APPEALS PANEL

 TERMS OF REFERENCE

Purpose

The Appeals Panel considers all appeals received by the PCT against the decisions of the Continuing Healthcare and the Individual Patient Funding Request (IFR) Panels. 

Constitution

The Appeals Panel is established as a Sub Committee of the Integrated Governance Committee.

The Panel will adopt the consensus method for reaching decisions if there is not a unanimous view on the matter under consideration.

Membership

The Panel’s voting members shall comprise the following designated roles:

· Director of Public Health 

· Director of Assurance and Development

· Director of Strategy

· Non Executive Director

· GP

· Other consultant level clinicians and equivalent allied health professionals

· Head of Assurance

· Lay member

A deputy may be nominated for each designation. The PCT’s Strategic Commissioner Assessment Services and the Appeals Panel Co-ordinator will normally attend the meetings to provide advice regarding the cases under discussion and will address the Panel at the request of the Chair (the Chair shall be an Executive Director). The Committee may invite other Directors and senior managers to attend as required. These individuals will not be eligible to vote on any cases under consideration.

All panellists will be indemnified by the PCT. 

Panel members are required to declare their interests in a register of members’ interests before serving on a Panel. Any conflicts of interest
 must be declared as a standing item at the commencement of every meeting and the Chair will decide the appropriate action, including requesting that members withdraw from the meeting.

All of the Panel members must be independent of any of the original decision making processes and must have received appropriate training (including update training at least once every 2 years) and must be familiar with all relevant policies and procedures.

Patients and their representatives are not permitted to attend the panel discussions to put forward their case verbally but will be supported by the Appeals Panel Co-ordinator to submit their full case in writing. All appeal cases will be submitted in writing to the Panel.

Quorum

A quorum shall be four members which must include a Non Executive Director, an Executive Director and a clinically qualified person.

Frequency of Meetings

Meetings shall be scheduled every 6 weeks and will meet whenever there is an appeal to be considered. If a matter is exceptionally urgent the Chairman shall have the power to call a meeting at any other time.

Authority

The Panel has delegated authority from the Board to consider all appeals in respect of Continuing Healthcare and individual patient funding cases. The Panel is authorised to obtain outside legal or other independent professional advice and to secure the attendance of outsiders with relevant experience and expertise if it considers it necessary.

Responsibilities

· The Panel shall review the decisions of the PCT’s IFR Panel and Continuing Healthcare Panel in respect of the funding of individual cases. It is the role of the Appeals Panel to consider whether the PCT has followed its own process for reaching the decision under appeal and whether the Panel, in the opinion of the Appeal’s Panel, has reached a reasonable decision. The following may be taken into account in assessing a “reasonable” decision.

· Procedural impropriety – were there substantial and/or serious procedural errors in the way in which the IFR and continuing healthcare processes were conducted

· Irrationality – was the decision to refuse funding a decision which no reasonable panel could have reached on the evidence before it

· Illegality – has the Panel exceeded its authority and is the decision legal in terms of human rights and other legislation and emerging case law

· The Panel will not be entitled to consider any new evidence available to it which was not considered by the original decision making panel.  Where new evidence has been made available a new individual funding request will be considered by a different Panel. 
· The Panel may:

· Confirm the original decision taken

· Refer the case back to an IFR or Continuing Healthcare Panel to reconsider the case if the Appeals Panel considers that the PCT failed to follow its own procedures or failed to reach a reasonable decision .
· The Panel will ensure that its decision is communicated to the appellant within 5 working days of the panel meeting.

· In undertaking its responsibilities the Panel will consider all documents relating to the appeal, the original submission and the original panel’s decision. And will consider whether it is satisfied that:

· The original panel acted in accordance with the PCT’s approved procedures

· The decision was consistent with the SEC Ethical Framework for decision making 

· The originating panel properly considered the scope and nature of the evidence and took into account and weighted all relevant factors

Reporting

The minutes of the Panel shall be comprehensively and formally recorded and retained in a confidential file. A record of all decisions will be made using a standard format and will be held on the patient’s file. Records must be retained for 6 years. Copies of minutes will not be distributed to panel members for their retention and will not be placed in the public domain in order to preserve patient confidentiality
. 

	Author
	Terry Needle, Director of Assurance and Development

	Date approved
	2nd February 2010

	Review date
	April 2011
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� Although patient names have been removed the rarity and singularity of the conditions being discussed may be sufficient to identify an individual patient


� A conflict of interest means any activity, commitment or interest that may adversely affect, compromise or be incompatible with the obligations of a panel member. It includes but is not limited to situations where a significant financial or other interest could affect a Panel member’s judgment.


� Fast tracked decisions are taken by a specially convened group acting as a sub committee of the next Panel. It will comprise three members of the IFR pool including one with a clinical qualification and one qualified to Chair where an urgent decision is needed. The definition of “urgent” must be based on a clear clinical reason why the patient’s health would be significantly compromised by waiting for the next meeting of the Panel. The fast tracking panel may confer by phone and reach decisions ‘virtually’ and must make a decision within 3 working days of the IFR Lead’s decision to fast track the submission.


� The Panel will need access to an assessment of the evidence base to include the clinical effectiveness relative to existing treatments, comparative safety data, cost impact, clinical impact and independent cost benefit analysis where available


� IFRs may be approved subject to certain conditions e.g. where there has been a request for 6 cycles of treatment but the patient’s response to treatment may be observed after 3 cycles.


� Although patient names have been removed the rarity and singularity of the conditions being discussed may be sufficient to identify an individual patient


� A conflict of interest means any activity, commitment or interest that may adversely affect, compromise or be incompatible with the obligations of a panel member. It includes but is not limited to situations where a significant financial or other interest could affect a Panel member’s judgment.


� Although patient names have been removed the rarity and singularity of the conditions being discussed may be sufficient to identify an individual patient
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