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1. INTRODUCTION

This policy sets out the context within which NHS Brent undertakes its assessment and management of individual funding requests (IFRs) for Treatments Outside existing Service Level Agreements (TOSLA

It also describes:

· The decision making procedure for managing requests for treatments outside SLAs, and

· The process for managing requests for drug treatments outside SLAs (Please see Appendix 1)

2. CONTEXT
Guiding principles for processes supporting local decision making about medicines were set out in the Secretary of State’s Directions and came into force on 1st April 2009.  The directions are intended to make explicit PCTs’ existing legal duties.   They require PCTs to:

· Have arrangements in place for making decisions and adopting policies on health care interventions, including arrangements for dealing with individual funding requests (IFRs). 

· Take account of guidance and principles published by Secretary of State. 

· Give reasons in writing for policies and for IR refusal. 

The guiding principles have been developed to support local decision making about medicines. This includes decisions on medicines made as part of the development of the annual operating plan as well as consideration of in-year service developments and individual funding requests (IFRs). The principles are designed to cover decision making across primary and secondary care on all medicines not, or not yet, appraised by National Institute for Health and Clinical Excellence (NICE). While these principles are directed at primary care trusts (PCTs), they should equally apply to any collaborative arrangements PCTs may choose to adopt.

Local decisions about medicines should be made in the context of, and be consistent with, national policies including World Class Commissioning and local priorities, prioritisation processes and governance frameworks. Decisions should take into consideration clinical and cost effectiveness relative to other interventions commissioned by the PCT for its population, as well as the available budget.

The nine headline principles are that PCTs should:

· establish decision-making groups, with a clearly designated focus of accountability, which include a locally-defined mix of members with the appropriate range of skills 

· establish a set of robust decision-making procedures which, where appropriate, allow recommendations to be developed through collaboration across PCTs 

· define clearly, and then consistently apply, standard criteria for decision making. Decisions should be based on the best available evidence, take into account the appropriate ethical frameworks and comply with statutory requirements 

· document thoroughly the application of decision-making procedures and the rationale for each decision 

· make decisions in a reasonable and practical timeframe, but without compromising the minimum process requirements, even when requests are urgent 

· establish an appeals process for decisions made on individual funding requests, including clearly defined grounds for appeal, independent of the original process and open to patients and their clinicians 

· take reasonable steps to engage with stakeholders including the wider NHS, patients and the public to help increase understanding of local priority setting about medicines 

· communicate clearly with stakeholders including the wider NHS, patients and the public. Communication should include the processes, decisions and the rationale for decisions, while maintaining appropriate confidentiality 

· establish assurance processes to monitor the application and performance of decision-making arrangements, and to enable learning to be incorporated into future process improvements

3.
Management of individual funding requests (IFRs) within NHS Brent

The majority of clinical care and treatments commissioned by NHS Brent on behalf of Brent’s population are set out in specific contracts and service level agreements (SLAs) between the PCT and health care providers (e.g. hospitals, NHS mental health trusts, voluntary sector organisations, etc).  The SLAs describe the services commissioned and the patient groups for whom these services are commissioned.

However, there are some instances when requests are made that fall outside the specific contracts and SLAs. NHS Brent usually handles between six and ten such requests per month, the majority of which are for new high cost interventions or treatments that are not covered by NICE (National Institute for Health & Clinical Excellence) technology appraisals or robust national guidelines.  Other requests are for interventions, treatments and equipment not normally funded by the NHS, or explicitly excluded from contracts with certain providers

It is for the purpose of providing a more rigorous, inclusive and transparent approach to dealing with these ‘one-off’ requests that the decision has been made to include these treatments for consideration as part of the work of the TOSLA panel.  

NHS Brent’s TOLSA policy seeks to ensure that funding decisions are not made on an ad hoc basis by individuals, but are reached by a panel adopting an approach that is consistent with the principles set out in the NHS constitution and relevant statutory frameworks.

3. DECISION MAKING FRAMEWORK

NHS Brent believes that people who are eligible for NHS care have equal rights of access (equity) to health care.  There may also be times when some categories of care are given priority in order to address health inequalities in the community.   However, in accordance with Article 14 of the Human Rights Act, NHS Brent will not discriminate on grounds of personal characteristics, such as age, gender, disability, sexual orientation, race, religion, lifestyle, social position, family or financial status, intelligence or cognitive functioning

When considering individual funding applications, the TOSLA panel will assess in broad terms the following:

· Evidence of Clinical Effectiveness

Effectiveness of a treatment refers to how far the treatment affects the desired outcome.  The panel will seek to obtain the best available evidence of clinical effectiveness.  When assessing evidence of clinical effectiveness the outcome measures which will be given greatest importance are those considered important for patient health care gain. Reliable evidence will often be available from large scale randomised clinical trials. Evidence may also be available from less authoritative sources and this will also be considered.  For rare conditions best available evidence will be considered.

· Evidence of Cost Effectiveness
NHS Brent has a statutory duty to improve the health of the local population. However, NHS funds are finite and the PCT has a duty not to exceed their annual financial allocation. Cost-effectiveness analysis is a technique that compares the costs and effectiveness of a given intervention in order to determine the extent to which it can be regarded as providing value for money. When available, the TOSLA panel will consider technical cost-utility calculations for example QALYs (Quality Adjusted Life Years), but these will not by themselves be decisive. Decision making will be based on consideration of all of the factors discussed under section 3 of this policy.
· Exceptionality

Individual funding requests will be considered on the basis of the needs of the individual patient concerned.  Each individual case will be considered on its merits.  NHS Brent does not offer treatment to a named individual that would not be offered to all patients with equal clinical need.  For the purpose of the PCT’s TOSLA policy, exceptionality will be described as:

· The patient is significantly different from the general population of patients with the condition in question, and

· The patient is likely to gain significantly more benefit from the intervention than might be normally expected for patients with that condition

· The fact that a treatment is likely to be efficacious for a patient is not, in itself, a basis for exceptionality
(Adopted from Dr. Henerietta Ewart
)

Social characteristics may or may not be considered as exceptional characteristics depending on the circumstances of each individual case.

· The Capacity to Benefit

NHS Brent will consider the health needs of patients according to their capacity to benefit from health care. So far as possible, it will respect the rights of patients to choose between different treatment options, subject to the support of the clinical evidence.  This approach leads to 3 important principles:

· In the absence of evidence of health need, treatment will not generally be given solely because a patient requests it;

· If there is only one treatment available, this treatment will not be provided simply because there is no other known treatment available

· Effective treatments for long term chronic conditions will be considered equally to urgent and life prolonging treatments

· An Ethical Approach

The approach that the panel takes to determine health care priorities should incorporate ethical considerations, namely:

· Respect for personal autonomy – which requires that we help people make their own decisions (e.g. by providing information).  This does not require us to fund in response to a personal request but to inform all patients directly of the decisions taken by the panel

· Beneficence – entailing doing what is ‘best’ for the patient. This in part incorporates the rationale of clinically effective treatments

· Non maleficence – requiring that we seek ‘not to harm’. This is both for individual and the potential impact for others through any decisions

· Distributive justice – recognising the impact of decisions on all Brent patientThe Human Rights Act

The HRA 1998 came into force in October 2000.  The TOSLA panel, in its assessment and decision-making process, take account of the potential human rights impact, in particular in relation to the following Articles:

Article 2 – Right to life

Article 3 – Prohibition of torture

Article 8 – Right to respect for private and family life

Article 12 – Right to marry

Article 14 – Prohibition of discrimination
4. WHAT WILL NOT BE CONSIDERED BY THE TOSLA PANEL

· Service development

Where a request appears not to be one-off, either because there are many requests for the same health care intervention, or the frequency of the condition is such that requests are likely to be common, the TOSLA panel is not the appropriate forum for deciding whether to fund the intervention.  In this situation, the Commissioning Directorates of NHS Brent will consider commissioning the intervention within a service level agreement.   TOSLA Panel deliberations can form the basis for the development of new services in appropriate cases

· Policy development

It is not within the TOSLA panel’s remit to make policy decisions for the PCT. 

Policy questions and decisions shall always be referred to the PCT Board.
5. TERMS OF REFERENCE
i) Aims of the TOSLA Panel

The aims of the Panel are:

· To make decisions on behalf of NHS Brent on funding individual treatment requests on the basis of best available evidence and on the merits of the individual case

· To set a robust framework for making decisions on funding individual treatment requests

· To provide data to inform the PCT about future inclusions in and exclusions from service level agreements 

ii) Principles of The TOSLA Panel

In accordance with the decision-making framework set out in NHS Brent’s TOSLA policy, decisions of the TOSLA panel should:

· Be evidence-based - clinical & cost effective

· Be based on clear criteria

· Be clearly documented

· Be consistent

· Be  based on the merits of the individual case balancing  the rights of the individual and the rights of the population

· Be communicated effectively both internally and externally

iii) Decision-Making Panel

Applications for individual treatment funding should be received from the NHS consultant or senior NHS professional supervising the care of the person(s) receiving the intervention.  If a request is received from another person, for example a patient or a primary care provider, NHS Brent  should respond within seven working days to advise them that an application must be supported by an NHS Consultant or the senior NHS professional supervising the clinical care of the patient(s) concerned
If the request for funding originates from the practice of a GP on the panel, then he/she will abstain from the decision making process

iv) Process

See Appendix 1

v) Decision Making Criteria

Decisions should be based on:

· Frequency of condition

· Evidence of clinical effectiveness of the treatment

· The nature, extent and significance of the health gain

· Possible adverse effects of treatment

· Availability and clinical effectiveness of alternative approaches to care which are comparable and more cost effective

· National guidance (and its evidence base) (NICE)

· Evidence of cost-effectiveness 

· Cost of intervention (including long term costs)

· Human Rights Act considerations

· Balance of duty of PCT towards individual, patient subgroup and towards its population

· Financial considerations in relation to currently available PCT resources

· Any overriding clinical need of the patient 

· Patient views

· Procedural propriety in decision making, transparency and probity

vi) Membership

Members should give attendance a high priority.  
	Chair
	· Sets the agenda

· Reviews correspondence

· Ensures that patient confidentiality is protected

· Chairs panel meeting and ensures due process is followed

· Contributes to decision making



	Knowledge Manager


	· Prepares evidence and reviews

· Discusses with Public Health Consultant

· Contributes to decision making



	TOSLA Business Manager


	· Prepares agenda in liaison with Chair

· Files documentation with respect for patient confidentiality

· Collates and sends out panel papers at least seven days in advance of meeting

· Types correspondence

· Distributes agendas & minutes



	Chief Pharmacist
	· Provides clinical advice 

· Contributes to decision making



	GP Member of Professional Executive Committee 


	· Provides advice on clinical and broader PCT issues

· Contributes to decision making



	Public Health Specialist
	· Provides expertise on evidence and other public health issues

· Contributes to decision making 

	Commissioning representative


	· Provides advice on resource and service level agreement issues

· Integrates learning from case reviews into PCT service developments, where appropriate

· Contributes to decision making



	Lay Members of the public, publicly recruited.

(2 Members per panel)
	· Contribute to decision making

	Advisory NHS Consultants 


	· To attend, as and when required 


vii) Quorum

The required quorum for reaching a decision is four people as a minimum, which must include one commissioner, a Professional Executive Committee GP member, one public health specialist and one lay person who may be a non-executive director. 

If there is no quorum, decisions must not be delayed, and an extraordinary meeting may be held in cases of urgency. (Please refer to Frequency of Meetings in (ii) above)

viii) Frequency of Meetings

Meetings will be held every month, although the Chair may cancel the meeting with seven days notice if there are no cases to consider.  In urgent cases, the Chair may call an extraordinary meeting.  In very urgent cases, where treatment must start within 48 hours, the Chair and the Medical Director or Deputy will make the decisions and report to the next TOSLA panel

ix) Reporting

The Commissioning Representative and the Chair will prepare a report for the PCT Board of Directors annually describing and analysing decisions taken, including costs incurred as a result.  This will form part of an annual report prepared by the Commissioning Representative on outcomes of all individual treatment requests.
x) Confidentiality of Patient Information

The TOSLA Panel will protect patient confidentiality.  Meetings are held in private and members of the public are not admitted. Patient identifiable information will not be circulated, but will be held in the confidential TOSLA Database.
Letters and other information about individual identifiable patients must not be stored on the public health drive, and never on floppy disks or on personal hard drives.  In accordance with data governance requirements information about individual patients must be password protected and stored on a secure database. 

xi) Precedent

Every individual treatment request must be assessed on its individual merits.  Previously agreeing to fund a procedure is not an agreement always to fund the procedure without recourse to the TOSLA Panel.

xii) Retrospective Funding

The TOSLA Panel does not normally consider cases requesting retrospective funding or reimbursement. However, in certain circumstances the Panel may use its discretion to consider funding such cases. An example of this is when urgent treatment is required before there is time for a decision to be made.

xiii) Appeals Procedure

If the applicant wishes to appeal, they may do so through the TOSLA Appeals procedure (Please see appendix 2).
xiv) Conflict of Interest

TOSLA panel members, including clinical expert advisers, must declare an interest in order for the panel to decide whether there is a conflict. 

REFERENCES

·  ‘Priority setting: managing individual funding requests’ –The NHS Confederation, 2008

· ‘Defining Guiding Principles for Processes supporting Local Decision Making about Medicines’ – NPC, January 2009

· The NHS Constitution, January 2009
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APPENDIX 1

Treatment Outside Service Level Agreement (TOSLA)

Process

	
	Action by
	Task

	1.


	Applicant
	Complete TOSLA Application form

All individual treatment requests to be sent to the TOSLA Business Manager in the first instance (wherever it is received within the PCT)

The TOSLA Business Manager is based in the Strategy and Planning Team, Strategic Commissioning Directorate

	2.


	Business Manager
	On receipt of request 

· Stamp date of receipt

· Ensure that the application for funding comes from NHS Consultant / senior professional level or, if from a patient or other person, that it is supported by an NHS Consultant / senior NHS professional

· That the patient is registered with a Brent GP

· Check that application is completed fully

· Enter initial information on to Database

· Allocate reference number

· Forward to relevant commissioner / lead (by email)



	3.


	Commissioner
	On receipt of application/ request:

· Identify whether the intervention is already covered by an existing SLA

· If treatment can be provided under another SLA without additional funding write to say which Trust 

· Forward to Business Manager  (by email)


	4.


	Business Manager
	· Enter on Database

· Identify if further information is required

· Request further information from consultant 

If the consultant does not send the required information within 12 weeks, the case will be considered closed until a further application is received

	5.


	Knowledge Manager 
	On receipt of additional information:

· Discuss with Public Health Consultant

· Review evidence and prepares the brief
· Liaise with TOSLA Business Manager



	6.


	Public Health Specialist/ Knowledge Manager
	· Assemble evidence and decide whether other evidence is required, for example from experts or from an independent literature search



	7.


	Chair & Business Manager
	· Set dates for Panel meetings 

	8.


	Business Manager
	· Distribute papers to TOSLA panel members 7 days prior to meeting. 



	9.


	TOSLA  Panel
	· Panel sits to consider applications 



	10.


	Business Manager
	Following  decision:

· Notify applicant of : 
Funding decision

· Inform applicant within seven days of the decision not to fund

· Copy letter to:
Patient’s GP

Relevant Commissioning Manager

· The letter should provide information on:

· conditions of approval

· treatment start date (how long, etc)

· review date

· how to appeal



	11.


	Business Manager
	Complete database record

	12.


	Business Manager
	· On receipt of invoices:

· Match against TOSLA approval

· Code and forward to budget holder for authorisation



	13.


	TOSLA Chair/ Commissioning rep

	· Regular monitoring

· Produce an annual report to PCT Board
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APPENDIX 2

TOSLA Panel

APPEALS PROCEDURE

Introduction 

The TOSLA Panel makes decisions on funding for treatments which are outside of existing service level agreements and contracts.  This document describes the mechanisms for appeals against decisions of the TOSLA Panel. 

Right to Appeal 

If the applicant wishes to appeal, they may do so through the TOSLA Appeals procedure.  The Business Manager will advise applicants of their right of appeal on initial communication if a decision was made by the TOLSLA panel to decline funding.
Reasons for Appeals

Appeals may be made on the following grounds:

· The TOSLA Panel did not follow due process and apply its own agreed principles when making the decision, or 

· Important facts were not taken into account when the decision was made

It must be noted that if there is new evidence to support a case that in itself does not mean the original decision –made on the evidence then available – was wrong.

If there is new evidence to support a case, the policy should say that the case should be referred back to the TOSLA panel to decide whether the information is significant enough to merit a re-consideration.

Appeals Panel 

Membership of the Appeals Panel will comprise the following members:

· Chair

· Professional Executive Committee (PEC) Chair or other PEC GP member

· Chief Executive or other Corporate Director

· Public Health Consultant 

· 2  Lay Members

This Appeals Panel will not include any individual who is a member of the TOSLA Panel.  The Appeals Panel will be supported by the TOSLA Business Manager who will organise, advise and service the Appeals Panel but will not participate in the decision-making.  The Appeals Panel will be quorate only if all members are present. 

Timescales

Appeals must be made in writing by the patient or clinician within 28 days of receipt of the decision of the TOSLA Panel.  Receipt of the appeal will be acknowledged within five working days and a panel usually convened within 28 days of receipt of the appeal.  However, there may be instances when it is not possible to convene an Appeals Panel within this timescale.  In such instances, the appellant will be informed of the potential timescale and the reasons for the delay.

Procedure for Appeals

The Appeals Panel will only consider written information.  The following will be presented to the Appeals Panel for consideration:

· The original information presented to the TOSLA Panel

· The minutes of the TOSLA Panel

· The Terms of Reference of the TOSLA Panel

The Appeals Panel will consider whether the TOSLA Panel:

· Followed an appropriate process

· Considered the information presented correctly

· Made a decision in line with its terms of reference

· Made a fair and reasonable decision

The Appeals Panel will take into account the Human Rights Act, other relevant legislation and the circumstances of the individual.  Where necessary, the Appeals Panel will seek advice from appropriate directors on statutory and legal requirements.

The Appeals Panel will consider all the available information and either:

· Uphold the original decision

· Substitute its own decision to fund the treatment


Decisions will be made by majority decision of the panel.

The reason for the decision will be recorded in minutes of the Appeal Panel.

Accountability 

Decisions of the Appeals Panel will be made in line with delegated authority from the Board of NHS Brent.

Communication of Decisions

The appellant will be notified about the outcome of the appeal within 5 working days of the meeting.  All decisions of the Appeals Panel will be reported to the main meeting of the TOSLA Panel and through its minutes to the Board.  Unless additional new information comes to light, there is no further recourse to the Appeal process after this.  The patient will be advised to seek independent advice if he/she remains dissatisfied with the decision of the Appeals Panel.
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APPENDIX 3

DEFINITION OF KEY TERMS

Effectiveness

Effectiveness of a treatment refers to how far the treatment affects the desired outcome.

Cost Effectiveness

Cost Effectiveness information relates to the financial costs in relation to the effectiveness of a treatment.  This may be measured as average cost of treatment or as a marginal cost for treatment also known as incremental costs for treatment. 

Equity

Equity considers whether the person has received sufficient treatment given their clinical need.  It should be noted that equity of treatment is not the same as equality of treatment.  The latter assumes equal treatment irrespective of need whereas the former refers to treatment with respect to underlying need.

Human Rights

A number of statutes including the European Rights Act have defined rights for individuals.  Included in these rights are the right to life and the right to personal and family life.  It should be noted that Human Rights should be interpreted using the principles of proportionality  which weighs rights with other considerations such as cost, opportunity cost, effect, cost effectiveness , equity and so on.

Opportunity Cost

Is the true economic cost of following a course of actions over the best alternative course of actions.  It recognises the fact that resources are scarce and if you spend £x on one thing then that £x is not available to spend on another thing.

Exceptionality

Individual patients deserve to be treated on the basis of their needs.  Certain characteristics of patients may mean that the suggested treatment is likely to more or less effective.  In such a case the patient would be said to have exceptional characteristics.  Social characteristics may or may not be considered as exceptional characteristics depending on the circumstances of each individual case.

� Taken from ‘Priority setting: managing individual funding requests’, page 4 , The NHS Confederation. 
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