
[image: image1.jpg]Brent












[image: image2.jpg]Brent




TREATMENTS OUTSIDE SERVICE LEVEL AGREEMNTS (TOSLA) 

ANNUAL REPORT
APRIL 2008-MARCH 2009

June Farquharson

Deputy Director – Strategy & Development
Jim Connelly

Director of Public Health and Regeneration

Ack:  Alice Lindi-Moyo/Jacqueline Jacobs/Simon Bowen
V4.0
 Updated 020609
1.0 Introduction
Although the majority of treatments provided by the NHS are within specified contracts with various service providers, there are some instances when requests are made that fall outside the Service Level Agreement (SLA).  These are often for new high cost interventions or treatments that are not covered by the National Institute for Health and Clinical Excellence (NICE) technological appraisal or robust national guidelines.    These treatments are described as Treatments Outside Service Level Agreements (TOSLA’s), or namely Individual Funding Requests (IFR).
The purpose of this paper is to provide an update on the latest strategic developments and guidance regarding the delivery of local TOSLA processes and the findings of an internal audit of referrals received from April 2008 to March 2009.
2.0 Strategic Context:
2.1
Local Decision Making
There have been a number of strategic drivers that raise the profile of the processes Primary Care Trusts use to support decisions around treatments outside Service Level Agreements.  The most recent one being  a publication of a paper by  
The National Prescribing Centre (commissioned by the Department of Health) for Primary Care Trusts (PCT’s) on the  Guiding Principles and Processes for Supporting Local Decision Making about Medicine.   The paper indicates that there should be a more standardised approach across PCTS and more collaboration in the decision making.  The key highlights of the report also include guidance that Primary Care Trusts (PCT’s) 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.
· Establish an appeals process for decisions made on IFR’s, including clearly defined grounds for appeal, independent of 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 and the rationale for decision, while maintaining appropriate confidentiality.

· Establish assurance process to monitor the application and performance of decision making arrangements, and to enable learning to be incorporated into future process improvements.
2.12
Local Decision Making - North West London Sector 
On a wider local level this directive has been echoed by recommendations from the NWL CRG to all PCT Chief Executives in February 2009 supporting the proposal for a more unified and streamlined clinical approach in local decision making processes and the governance structures that support them.   This has also been further supported with recommendations from the London Cancer Network on what Cancer drugs PCTS should be commissioning in 2009/10.
2.2 NHS Treatment Top Ups

The directive for improved transparency and standardisation has also been echoed by the publication in November 2008 by Professor Mike Richards, on Improving Access to Medicines for patents wishing to pay for additional private care alongside NHS treatment with a recommendation for PCTS to publish a clear policy on the local process to be used in implementing this policy.  The guidance suggests that those making the medicine management decisions in supporting this policy should do so considering:

· Whether NICE has issued a positive technology appraisal for the treatment of the relevant indications.  If so, it must be made available on the NHS:

· If not, whether the relevant PCT has a local policy to fund the treatment, perhaps based on collaboration with other PCTS, or in the  case of cancer drugs, advice from a cancer network.  
· If not, whether there are specific aspects of the patient’s case which justify an application to the PCT for exceptional funding.  
Finally only once these avenues have been explored should the assessor suggest that the patient’s only option is to pay privately for treatment.

It can be suggested therefore that until there is a clearer definitive operational policy for PCT’s, to ensure an effective and robust mechanism is in place, any such requests should dealt within alongside  the existing TOSLA process.  
In summary it has been identified that it is timely for NHS Brent to review and establish a baseline of current requests received through the TOSLA process and identify any alignment with its current TOSLA terms of reference  as there are a number of national directives that are focuses on wider strategic collaboration and transparency.
3.0 NHS Brent TOSLA Review Findings:
For the purpose of the review an audit was undertaken of all IFR’s received within the financial year of 2008-09 (table2)
The key findings demonstrated were:

Of the total 634 IFR’s received:

· 158 were reviewed by the TOSLA panel, the remaining were made up of Low Priority Procedure Requests, or cases requiring prior approval.

· 103 of those reviewed were approved by the panel

· 55 were rejected

· Of those rejected, 7 had appeals made against them and 3 of those appeals resulted in the original decision being overturned.  
· Average length of time of receipt of referral to decision made is 21 days against a NWL benchmark analysis of Harrow PCT (38.7 days), Kensington and Chelsea PCT (55.6), and Hammersmith and Fulham PCT 11.3 days.
In summary, the applications for 2008/09 were significantly higher than the previous two financial years.  The total applications received that were recorded for 2006/7 were 73, in 2007/8 these were 97 but in 2008/9 this had increased to 634.  Reasons identified for the significant variation include:

· The introduction of a TOSLA database which is managed by a dedicated TOSLA administrator, would have improved the efficiency in logging of referrals. 

· Implementation of updated policies – particularly around the Low Priority Procedures has provided clinicians in advance the criteria for funding of procedures and this has seen a significant increase in the number of applications received - diverted from referral routes within contracts.  

· The increased number of new cancer drugs that have received appraisal by NICE.
The assumptions identified above are further supported by an evaluation of the top 6 referral types received both for drugs and interventions highlighted in table1 below.    This demonstrates that:

· Most drug requests received were for cancer drugs.

·  Other than cancer drugs, the non drug interventions were mostly for surgical procedures.  
· A proportion of the cancer drug requests were for non-cancer treatments.  

Table 1 
NHS Brent IFR’s Audit – Top 6
	Top 5 interventions IFRs received 
	Top 5 drug IFRs received

	Circumcision (17 IFRs)
Lipoma excision (9 IFRs)
Sebaceous cyst excision (9 IFRs)
Wireless capsule endoscopy (4 IFRs) 
Rhinoplasty (4 IFRs)
Abdominoplasty (4 IFRs)
	Ranibizumab (47 IFRs)
Infliximab (29 IFRs)
Adalimumab (18 IFRs)
Rituximab (13 IFRs)
Erlotinib (12 IFRs)
IV Immunoglobulin (12 IFRs)


3.1
TOSLA Review Findings – Comparative Context:
To provide some comparative context - 
the NWL CRG commissioned audit on IFR’s activity across North West London was used.   The audit was commissioned as a direct response to the NPC’s paper recommendations for a more unified approach to clinical decision making and governance structures that support Individual Funding Requests (IFR).    
Table3 shows the Comparative NWL PCT audit of the five most frequently received funding requests for interventions/drugs via the IFR pathway:
Key findings from the audit when making comparisons across North West London were:
· Significant variation in number of drug and intervention IFRs. 

· Significant variation in number of approvals in IFRs. 

· Significant variation in number of IFR appeals. 

· Significant variation in the average length of time from request to ITP/IFR decision and the range of time taken to reach a decision.

· Significant variation in the nature of intervention IFR request 

· Trends in the nature of drug IFR request. 

3.2 CHALLENGES FOR 2009/10:
When benchmarking the current local Brent process and the NWL wide audit against the NPC guiding principals, it could be argued that:

· Although there is a robust local policy in place, supported by a multi-disciplinary TOSLA panel, there is limited external validation of decisions made or emerging themes, particularly in collaboration with other neighbouring PCT’s.

· Communication with stakeholders is undertaken on an adhoc basis usually around high profile interventions and following national directive.  
· 2008/9 showed a significant increase in referrals received for the IFR process.  Whilst there is some assurance that there is a more effective centralised system in place for the processing of the referrals, in order to respond to the emerging theme around standardisation of practice, there must be a more significant effort in ensuring a more robust is in place that supports service and new policy development when receiving an agreed threshold of requests for similar treatment.
4.0 Recommendations
Based on the evidence presented in this paper, the following recommendations are made for consideration:
Recommendation 1

The Board is asked to agree to a pilot scheme whereby a number of IFR case decisions are shared between PCTS to compare and learn from each other.
This will provide a stepped approach in supporting the longer term strategic direction of a pan London TOSLA committee and will act as an assurance of consistency in the process.
Recommendation 2
We ask the Board to agree that the lay membership of the TOSLA committee should be expanded by the appointment of an additional lay member through an open process.
Recommendation 3

Within the context of the TOSLA process we ask the Board to agree that the Commissioning Directorate develops clear thresholds for developing policies and generating services developments.
Table2 NHS BRENT  TOSLA ANNUAL REPORT

	
	2006-2007
	2007-2008
	2008-2009

	Total number of applications
	73
	97
	634

	Number approved

	32
	32
	387

	Number rejected
	27
	14
	98

	Number Withdrawn
	10
	1
	3

	Number which went to TOSLA Panel
	76
	50
	158

	Number approved by TOSLA panel
	
	
	103

	Number Rejected by TOSLA panel
	
	
	55

	Number of notifications which met NICE criteria
	
	
	179

	Number of notifications which met other criteria
	
	
	33

	Number dealt with under low priority procedure policy
	
	12
	291

	Number approved as meeting low priority procedure criteria
	
	
	139

	Number rejected as not meeting low priority procedure criteria
	
	
	81

	Number of treatments for cancer - received
	-
	20
	20

	Number of treatments for cancer - approved
	
	13
	14

	Number of treatments for cancer – rejected
	
	7
	6

	Number of applications received from each Trust (add to list as needed)

	
	
	

	NWLH


	5
	24
	408

	Imperial


	
	17
	137

	East & North Hertfordshire, Mount Vernon


	
	5
	13

	UCLH


	8
	4
	10

	                                                                              Moorefield’s
	
	3
	33

	Cost of Funded requests
	
	£314,381
	£2,127 714 ,41

	Cost of Declined requests if we had funded them
	
	£419,273
	£218,242 ,00

	Appeals
	
	8
	7

	Appeals approved
	
	8
	3

	Cost of Appeals upheld
	
	£56,809
	£17,786


Table 3
Comparative NWL PCT audit of the five most frequently received funding requests for interventions/drugs via the IFR pathway 
	PCT
	Top 5 interventions IFRs received 
	Top 5 drug IFRs received

	Brent
	Circumcision (17 IFRs)
Lipoma excision (9 IFRs)
Sebaceous cyst excision (9 IFRs)
Wireless capsule endoscopy (4 IFRs) 
Rhinoplasty (4 IFRs)
Abdominoplasty (4 IFRs)
	Ranibizumab (47 IFRs)
Infliximab (29 IFRs)
Adalimumab (18 IFRs)
Rituximab (13 IFRs)
Erlotinib (12 IFRs)
IV Immunoglobulin (12 IFRs)

	Ealing 
	IVF (6 IFRs)
Homeopathy (6 IFRs)
Cosmetic surgery (4 IFRs)
Breast reduction (5 IFRs) 
Breast augmentation (5 IFRs)
	Rituximab (6 IFRs) 
Ranibizumab (5 IFRs)
Bortezomib (4 IFRs)
Etanercept (4 IFRs)
Infliximab (3 IFRs)

	Hammersmith & Fulham 
	Gastric Banding (14 IFRs)
Cochlear implant (6 IFRs)
Cardiac (Aortic Stent) (7 IFRs)
Assisted Conception (IVF) (8 IFRs)
Assisted conception (ICIS) (6 IFRs)  
	Ranibizumab (21 IFRs)
Infliximab (18 IFRs)
Adalimumab (11 IFRs)
Rituximab (9 IFRs)
Etanercept (9 IFRs)

	Harrow
	Homeopathic treatment (3 IFRs)
Breast reduction (3 IFRs)
Bilateral cochlear implants (2 IFRs)
Gamma knife surgery (2 IFRs)
Occipital nerve stimulator (2 IFRs)
Teeth implants (2 IFRs) 
	Sunitinib (4 IFRs)
Adalimumab (4 IFRs)
Infliximab (4 IFRs)
Erlotinib (4 IFRs)
Bortezomib (3 IFRs)

	Hillingdon 
	Insulin pump (19 IFRs)
VAC Therapy (12 IFRs)
Removal of benign skin lesions (9 IFRs)
Bariatric surgery (7 IFRs)
Removal of ganglion (4 IFRs)
IVF (4 IFRs)
Varicose vein removal (4 IFRs)
	Ranibizumab (86 IFRs)                           Etanercept (31 IFRs)
Anti-TNF -not specified further (23 IFRs)
Infliximab (15 IFRs)
Beta Interferon (11 IFRs)
 

	Hounslow
	Gastric banding (28 IFRs)
AICD (Defibrillator) (18 IFRs)
IVF (15 IFRs)
Pulmonary rehabilitation (13 IFRs)
Varicose vein surgery (9 IFRs)
	Ranibizumab (37 IFRs) 
Rituximab (31 IFRs)
Adalimumab (24 IFRs) 
Etanercept (17 IFRs)
Sorafenib (10 IFRs) 

	Kensington and Chelsea 
	Hirsutism (4 IFRs)
Chronic fatigue care package (4 IFRs)
Homeopathy (3 IFRs)
Laser treatment (2 IFRs)
Breast augmentation (2 IFRs)
Abdominoplasty (2 IFRs)
All other intervention IFRs applied for once 
	Information not provided 

	Westminster 
	IVF (6 IFRs)
MRI guided focused ultrasound surgery (MRgFUS) (4 IFRs)
Gamma knife surgery (3 IFRs)
Breast augmentation (3 IFRs)
Chronic fatigue syndrome (CFS) service (2 IFRs)
	Ranibizumab (3IFRs)

Bortezomib (3 IFRs)

All other drug IFRs applied for once

	NWL Sector Common Top Interventions (included within top 5 for a minimum of 4 PCTs)  
	IVF 
	Ranibizumab
Infliximab 
Adalimumab 
Rituximab                                 Etanercept 


� NPC Defining Guiding Principles for Processes supporting Local Decision Making about Medicines Jan 2009


� NWL PCTs: Audit of NWL Individual Funding Requests March 2009
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