Brent teaching Primary Care Trust
Treatments outside Service Level Agreements (TOSLA )
Policy/Terms of Reference

	1.


	CONSTITUTION 

The TOSLA Panel is responsible for assessing cases not covered by current Service Level Agreements with Secondary Care Providers. The Panel’s deliberations are confidential.  It will make a decision on behalf of Brent teaching Primary Care Trust  (tPCT) whether to fund a request for treatment based on the individual merits of the case.


	2.


	INTRODUCTION

Most clinical care is either provided or commissioned by the tPCT.  For commissioned services, service level agreements between the tPCT and other health care providers (acute, mental health or voluntary sector) describe the range of services commissioned and for which patient groups.



	
	The majority of treatments provided by Brent tPCT are within specified contracts with various service providers’, however there are some instances when requests are made that fall outside the Service Level Agreements and the remit of the Prescribing and Medicines Management Committee. 

Brent tPCT handles approximately six 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, and inclusive, 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. This is to ensure that decisions on funding individual treatment requests are not made on an ad hoc basis by individuals, but are reached by an evidence-based approach followed by a group of appropriately qualified people. Each individual case will be considered on its merits.
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 Directorate of the tPCT will consider commissioning the intervention within a service level agreement.  Moreover, TOSLA Panel deliberations can form the basis for the development of new services in appropriate cases
The policy sets out:
· The decision making procedure for managing requests for treatments outside SLAs

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

 

	3.


	MEMBERSHIP 

Members should give attendance a high priority.  If a member is unable to attend, they should arrange for a suitable deputy to attend in their place. 



	
	Chair 



	· Discusses the agenda in liaison with co-ordinator

· Reviews correspondence

· Ensures that patient confidentiality is protected

· Ensures that panels are followed and the documentation is complete

· Contributes to decision making



	
	TOSLA Co-ordinator / Secretary

	· Prepares agenda in liaison with Chair

· Files documentation with respect for patient confidentiality

· Collates and sends out papers seven days
      in advance of meetings

	
	
	· Types correspondence

· Distributes agendas & minutes in liaison with co-ordinator

· Contributes to decision making



	
	PCT Head of  Prescribing and Medicines Management 
	· Provides clinical advice 

· Contributes to decision making



	
	GP Member of the 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 tPCT service developments where appropriate

· Contributes to decision making



	
	Non Executive Director
	· Contributes to decision making



	
	1 or 2 individual members of the public, publicly recruited.
Additional members may be co-opted as required and additional legal or health economics advice be sought.

	· Contributes to decision making

	
	Advisory NHS Consultants 


	· To attend as and when required 


	4.


	FREQUENCY OF MEETINGS 

Meetings will be held every month, although the Chair will 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 will make the decision. 



	5.


	AIMS OF THE TOSLA PANEL

· To make decisions on behalf of Brent tPCT on funding individual treatment requests on the merits of the individual case
· To set a framework for making decisions on funding individual treatment requests

· To provide data to inform the tPCT about future inclusions and exclusions in service level agreements (six monthly) 




	6.


	REPORTING

The Commissioning Representative and the Chair will prepare a report for the tPCT Board of Directors every four months 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. 



	7.


	QUORUM

The required quorum for reaching a decision is four people as a minimum, which must include one commissioner, one clinician, 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, or an extraordinary meeting may be held in cases of urgency.



	8.


	PRINCIPLES OF THE TOSLA PANEL 

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



	9.


	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, Brent tPCT 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.


	10.


	PROCESS

See Appendix 1




	11.


	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)

· Potential human rights considerations and proportionality

· Human Rights Act considerations
· Balance of duty of tPCT towards individual, patient subgroup and towards its population

· Financial considerations in relation to currently available tPCT resources
· Any overriding clinical need of the patient 

· Patient views

· Procedural propriety in decision making, transparency and probity
· Other relevant issues



	12.


	CONFIDENTIALITY OF PATIENT INFORMATION

The TOSLA  panel will protect patient confidentiality.  Meetings are held in private and the members of public are not admitted. Patient identifiable information will not be circulated, but will be held by the TOSLA co-ordinator. 



	
	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. 


	13.


	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



	14.


	APPEALS PROCEDURE

If the applicant wishes to appeal, they may do so through the TOSLA Appeals procedure (see Appendix 2).  Details of this are available from the TOSLA Co-ordinator.




	15.


	CONFLICTS OF INTEREST

TOSLA panel members, including clinical expert advisers, must declare any potential conflict of interest with applicants and potential treatment providers and, if necessary, abstain from decision-making. 


This policy has been revised and was presented to the Board on 29th May 2008 and will be reviewed in May 2009.
12.3.08

Brent  teaching Primary Care Trust

APPENDIX 1

Treatment  outside Service Level Agreement (TOSLA)

P0LICY
TOSLA Process

	
	Action by
	Task

	1.


	All
	Complete Section A of Decision-making Record Part 1

All individual treatment requests to be sent to the TOSLA Co-ordinator in the first instance (wherever it is received within the tPCT)

The TOSLA Co-ordinator is based in the Commissioning and Modernisation Directorate

	2.


	Co-ordinator / Secretary
	On receipt of request (Part 1):

· 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

· Complete Section B

· Enter initial information on to Database

· Allocate reference number

· Forward to relevant commissioner / lead (by email)



	3.


	Commissioner
	On receipt of Part 1:

· Identify if 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 

· Complete Section C

· Forward to Co-ordinator (by email)




	4.


	Co-ordinator
	· Enter on Database

· Identify if further information is required

· Request further information from consultant stating the deadline for reply (send them the standard letter together with Form 1 and 1a)

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.


	Co-ordinator / Secretary

	On receipt of additional information:

· Complete Sections D & E

· Refer to the Chair of the TOSLA  Panel  – providing all correspondence, results of the requests for information from consultant, and front sheet of decision making record

· Copy to Commissioning Manager



	6.


	Public Health Specialist
	· Complete page 1 of Part 2 (decision-making record)

· Assemble evidence and decide whether other evidence is required, for example from experts or from an independent literature search



	7.


	Chair of TOSLA Panel & Co-ordinator
	· Set date for consideration of case

· Invite relevant Commissioner/lead



	8.


	Co-ordinator / Secretary 
	· Distribute papers to TOSLA panel members 7 days prior to meeting. 


	9.


	TOSLA  Panel
	TOSLA panel meets:

· Completes the second page of the Decision Making Record (Part 2) form during the meeting

· Agrees funding or not



	10.


	Co-ordinator / Secretary
	Following  decision:

· Notify applicant of : 
Funding decision





Start date of treatment

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

· Copy letter to:
Patient’s GP




Budget holder (Director of Commissioning)                      



Relevant Commissioning Manager

· The letter should provide information on:

· conditions of approval

· treatment start date (how long, etc)

· review date

· how to appeal




	11.


	Co-ordinator / Secretary
	Complete database record

	12.


	Co-ordinator / Secretary
	On receipt of invoices:

· match against TOSLA approval

· forward to budget holder for authorisation

· pass for payment



	13.


	Commissioner /

Secretary
	· Regular monitoring
· Write quarterly reports to the tPCT Board and produce an annual report to tPCT Board
· Refer back to Co-ordinator to request TOSLA panel consider additional funding if required




Brent teaching Primary Care Trust            
TOSLA POLICY 
APPENDIX 2

TOSLA Panel

APPEALS PROCESS

Introduction 

The TOSLA Panel makes decisions on funding for treatments which are not normally funded by Brent Primary Care Trust.  This document describes the mechanisms for appeals against decisions of the TOSLA Panel. 

Right to appeal 

The responsible clinician may appeal a decision of the Panel when treatment is not funded.  The patient and clinician will be informed of the right to appeal in writing when they are informed of the decision of the panel. 

Reasons for appeals

Appeals may be made on two grounds:

(1) The need to consider additional information or change in the patient’s      
     circumstances

(2)  Disagreement with the decision

Where the request for funding is for a treatment covered by the tPCTs Low Priority Policy and the patient does not meet these criteria the only grounds for appeal are: 

The need to consider additional information or change in the patient’s circumstances

Appeals Panel 

Membership of the Appeals Panel where there is additional information or a change in the patient’s circumstances will comprise the usual TOSLA Panel.

Membership of the Appeals Panel where there is disagreement with the decision will comprise the following members:

· Chair or other Non-Executive Member of the Board (NED)

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

· Chief Executive or other corporate director

· Public Health Consultant 

This Appeals Panel will not include any individual who is a member of the TOSLA Panel.  The Appeals Panel will be supported by the co-ordinator for the TOSLA Panel who will organise, advise and service the Appeals Panel but will not participate in the decision-making.  The Appeals Panel will be quorate 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 should be informed of the potential timescale and the reasons for the delay.

Procedure for appeals

The Appeals Panel will make provision for the responsible clinician to attend the hearing should either the responsible clinician or the Panel request this.

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

· Additional information provided by the applicant
· 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

· Ask theTOSLA  panel to reconsider the case  
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 Primary Care Trust Board.

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.  The TOSLA Panel will consider any lessons, which can be learnt from the appeal to guide its decision-making in other cases. 

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.
Adoption and Review
The current policy has been revised and was presented to the Board on 29th May 2008 and if adopted will be reviewed in May  2009.

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 maybe measured as average cost of treatment or as a marginal cost for treatment also known as incremental costs for treatment for example, a treatment may increase life expectancy by 1 year for £30K. If the quality of life during this year is (say) 0.5 then the Quality Adjusted Life Year (QALY) is 1 x 0.5 = 0.5. The incremental cost for each QALY would be said to be £60K per QALY.
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.
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Tracking Changes 
	Older Policy
	New Policy
	Reason for change

	P2  Text:: Line 1
	Add:

Moreover TOSLA deliberations can form the basis for the development of new services in appropriate cases

	Makes it clear that the PCT will learn from the process

	P3 In very urgent cases, where treatment must start within 48 hrs, the Chair, Director of Commissioning and Chief Executive, will make the decision
	In very urgent cases, where treatment must start within 48 hours, the Chair and the Medical Director will make the decision.
	EMT recommendation

	P3: Membership
	Add:

“1 or 2 individual members of the public, publicly recruited”
	Increases accountability and recommended in “Bromley Report”

	P4 Reporting to Board every 6 months
	Reports to the Board every 4  months
	Increase accountability

	P4 QUORUM

The required quorum for reaching a decision is four people as a minimum, which must include one commissioner, one clinician, one public health specialist and one non-executive director.
	QUORUM

The required quorum for reaching a decision is four people as a minimum, which must include one commission, one clinician, one public health specialist and one lay person who may be a non-executive director.
	TOSLA panel recommendation

	No definition of key terms
	Add:

Appendix 3 defines key terms
	Allows more consistency of decision making. Recommended by the “Bromley Report”

	P5  No detailed considerations indicated
	Add considerations for making decisions
	From Dr. Andrew Harris “A review of the literature and management of decision making processes in resource allocation for commissioning treatments” October 2006


PAGE  
Tosla   Page 12 of 12

