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Independent review of NHS pathology services
– Response from industry

The British In Vitro Diagnostics Association (BIVDA) represents the industry which develops manufactures and markets a diverse range of products and services that are used to diagnose and monitor disease. These include molecular and genetic tests which will become increasingly essential as our understanding develops of both the human genome and also the use of diagnostics to ensure the safest and most effective use of pharmaceuticals. Additionally there is ability to provide testing at the point of care which will enable patient choice and improve care pathways providing suitable funding mechanisms are employed to enable its use.

BIVDA welcomes this opportunity to provide a response to the Review Panel.

Summary:
As the suppliers of in vitro diagnostics to the National Health Service we would like to focus our comments on two areas: 
1.   The evidence base used to demonstrate the value of in vitro diagnostic tests. 
2.   The methods used to procure and pay for in vitro diagnostics. 

We further believe that a whole systems approach should be encouraged so that in vitro diagnostics are fully integrated into the patient pathway. This includes the use of Point of Care Testing where it can be demonstrated to be of clinical benefit to the 
patient in addition to being a cost effective use of resource. 
BIVDA believes that these issues are central to achieving significant improvements in pathology services which will be essential elements to enable this crucial part of healthcare to continue to provide innovative new technologies. 

1.
 The Evidence Base

As an industry we have serious concern about the levels of evidence that are being required to assess new in vitro diagnostic products.  There has been a tendency for DH agencies and associated bodies to use the same procedures that are used to appraise pharmaceuticals, even though these products play a very different role in clinical practice.  A hierarchy of evidence should be established as soon as possible which is appropriate for different categories of in vitro diagnostics within an agreed timeframe.

The NHS is placing an increasing emphasis on the importance of a robust evidence base to inform both clinical practice and procurement.  This has been exemplified by the establishment of the National Institute for Health & Clinical Excellence (NICE) and the Centre for Evidence Based Purchasing.

BIVDA welcomes the principles behind these developments. We support the view that procedures should be put in place to assess new medical technology and clinical practice to ensure that they deliver the most clinically and cost effective outcomes for patients.

In vitro diagnostics are not a treatment – they are a tool for gathering information which is then analysed and used to inform clinical decision making.  They are also subject to a very different research and development process and regulatory regime from the pharmaceutical sector.  Furthermore, IVDs can have very different functions which will again have an impact on the evidence base – whether as tools for prognosis, diagnosis or treatment monitoring.
BIVDA was pleased that NICE acknowledged this difference when it revised its procedures for developing clinical guidelines in 2004 and introduced new methods for assessing diagnostic tests.  The current process has been adapted from The Oxford Centre for Evidence-Based Medicine Levels of Evidence (2001) and the Centre for Reviews and Dissemination Report Number 4 (2001)

	Level


	Type of Evidence

	Ia
	Systematic review (with homogeneity) of Level-1 studies



	Ib
	Level-1 studies



	II
	Level-2 studies

Systematic reviews of Level-2 studies

	III
	Level-3 studies

Systematic reviews of Level-3 studies

	IV
	Evidence obtained from expert committee reports or opinions and/or clinical experience without explicit critical experience, based on physiology, bench research  or first principles


Notes:

Homogeneity means there are no or minor variations in the directions and degrees of results between individual studies that are included in the systematic review.   


  Level-1 studies are studies that:

· use a blind comparison of the test with a validated reference standard (gold standard)

· in a sample of patients that reflects the population to whom the test would apply.  


  Level-2 studies are studies that only have one of the following:

· narrow population (the sample does not reflect the population for whom the test would apply)

· use a poor reference standard (defined as that where the “test” is included in the “reference”, or where the “testing” affects the “reference”

· the comparison between the test and reference standard is not blind

· case-control studies


  Level-3 studies that have at least two or three of the features listed above.

However, we still have concerns that the system is not sufficiently suited for diagnostic products whether used for prognosis, diagnosis and treatment monitoring.  Furthermore, it has not been systematically tested and NICE is currently recommending that “the NCCs
use the system when appropriate, on a pilot basis, and report their experience to the Institute.” 

Further information can be found at http://www.nice.org.uk/pdf/GDM_Chapter7.pdf  

It is also essential to note that prior to 2004, NICE used a different hierarchy of evidence to assess diagnostics devices.  For example, the clinical guidelines for Management of Type II Diabetes – Management of Blood Glucose (guideline G) published in 2002 used the following levels of evidence, even though the Institute noted that “evidence grading (and consequent recommendation grading) is problematic in the assessment of non-intervention studies eg diagnostic or screening procedures.”
	Level


	Type of Evidence

	Ia
	Evidence from meta-analysis of randomised controlled trials



	Ib
	Evidence from at least one randomised controlled trial 



	IIa
	Evidence from at least one well designed controlled study without randomisation



	IIb
	Evidence from at least one other type of well designed quasi-experimental study



	III
	Evidence from non-experimental descriptive studies, such as the comparative studies, correlation studies and case studies

	IV
	Evidence from expert committee reports or opinions and/or clinical experience of respected authorities.


The impact of this approach is still being felt across England and Wales as the clinical guidelines are still in use and the conclusions of the periodic review are not expected for some time. 

2.
Appropriate Financing for in vitro diagnostics 
NHS pathology services are invariably seen as an overhead rather than an integral part of patient care and are forced to operate in a culture of cost constraint and continual underinvestment. 
The Payment by Results programme has the potential to address some of these issues but the creation of a national tariff for in vitro diagnostics is already presenting significant challenges:   

There is evidence from overseas that healthcare providers may seek to cut the number of tests being used in order to meet the tariff price or to undercut it in order to maximise their profit margin.  This must not be allowed to undermine established clinical guidelines or to put pressure on clinical best practice. 

The national tariff must make adequate provision for new diagnostic tests or the disincentives to invest will become worse rather than improve.  This would directly undermine the objectives set out in the pathology modernisation programme and the wider objectives set out in the NHS Improvement Plan and related documents. 

A fixed reimbursement price should be set for new in vitro diagnostic tests that mark a significant step forward in technology and/or clinical practice at the time of launch.  This would address two issues:

It would allow the full cost impact of the new test to be clearly assessed against the existing diagnostic and treatment options – not just in terms of comparing tests but also measuring the impact of the new technology on the whole pathway of care.

It could offer a potential solution to the “chicken and egg” situation which frequently arises when new tests are introduced.  Currently there is often no clear financial incentive for pathology laboratories to offer the test and primary and/or secondary care physicians do not request it because it is not available at their local laboratory.  

Hospital pathology laboratories have traditionally been funded by block contracts which are allocated by the NHS Trust at the start of the financial year.  There is usually no mechanism for taking into account the actual type and number of tests run during the year and adjusting the budget accordingly.   As a result, pathology services are invariably seen as an overhead rather than an integral part of patient care and are forced to operate in a culture of cost constraint and continual underinvestment.
Additionally, much of the burden on secondary care could be relieved by the use of point of care testing (POCT) in the community where this is clinically appropriate and can be demonstrated to be cost effective. The provision of this testing is critical to funding being available for implementation within the primary care sector. A modification to Figure 1: The Pathology Patient Pathway in the launch of this review has been included as an addendum to this document. This shows how the complexity of the pathway can be reduced by the use of POCT (Addendum 1).     

The effect of sustained underinvestment can be seen clearly when comparing the UK with other health systems in Europe.  The UK spends less per capita on in vitro diagnostics than most other countries in the European Union including Germany, France, Italy, Spain and Switzerland. 
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(Source: European Diagnostic Manufacturers Association – 2004)
This point was also clearly made in the Analysis of Six Healthcare Equipment Segments  commissioned by the Department for Trade & Industry earlier this year.  It concluded that the UK procurement system was “largely risk averse, under high cost-cutting constraints and not adapted to evaluate and acknowledge the benefits of new products.” 
In particular, the report highlighted the following:

· The NHS tends to focus on price rather than value and can command significant discounts.

· The NHS budget has traditionally favoured “critical” products such as medicines, wound care and implants and capital equipment such as diagnostic technology has fallen down the list of priorities.

· NHS budgets have traditionally been allocated on a departmental basis which has encouraged a “silo” mentality and a failure to make decisions based on the overall benefits to the patient pathway.

· The NHS is traditionally risk averse which has had a major impact on the length of time taken to make procurement decisions and to offer patients access to the latest medical technology.

The Health Select Committee of the House of Commons reached similar conclusions earlier this year in its report on The Use of New Medical Technologies in the NHS.  It included several examples of how existing financial structures created a disincentive for the health service to adopt best practice or introduce new technology, and recommended that the Government look into the issue.
The disincentives to invest in pathology services and make effective use of new technology   can have direct impact on the quality of clinical care. 
Reforming NHS Financial Flows – Difficulties in Practice?
The introduction of a national tariff under the Payment by Results scheme has the potential to address some of these issues by encouraging more transparent pricing, supporting patient choice and rewarding increased activity and greater efficiency.  However, it is essential to note that the creation of a national tariff for in vitro diagnostics is already presenting significant challenges in a number of areas:

In vitro diagnostic tests that are carried out during an outpatient consultation or an inpatient stay are already included in the relevant Healthcare Resource Groups (HRGs).  However, it is not clear how much has been allocated per test.  The HRGs are based on national reference cost data, which give a composite figure for each treatment and do not provide information on the individual elements involved.  Even if they did, reference costs are based on very approximate expenditure estimates and do not give an accurate picture of how much it costs to run individual diagnostic tests.  
The use of similar payment systems in overseas markets reveals some interesting information about the potential impact on in vitro diagnostic tests.  The need for healthcare providers to cut costs in order to meet the tariff price – or indeed to provide care at lower prices in order to maximise their profit margin – has resulted in the number of tests used being reduced in some areas.  It is clearly essential that this does not undermine established clinical guidelines and that healthcare professionals are not put under pressure to compromise the standard of patient care.

As yet there is no national tariff to cover the tests commissioned in primary care, but the Department of Health hopes to have a system in place by 2008.  It is also exploring the options for unbundling some of the existing HRGs to encourage the expansion of diagnostic services into primary care.   However, the same issue applies regarding the accuracy of the national reference cost data which are used as the basis for the national tariff.  

This point is of fundamental importance to the introduction of innovative technology in the NHS.  If the national tariff does not make adequate provision for new diagnostic tests, the disincentives to invest will worsen rather than improve.  This will directly jeopardise the objectives set out in the pathology modernisation programme which clearly calls for the NHS to make better use of new technology.  

The failure to address this point would also undermine the DH’s recognition that pathology services have an important role to play in supporting the wider modernisation agenda.  The DH has described them as “key services to support the overall delivery of the NHS Plan”, particularly in key areas such as cancer, coronary heart disease, diabetes, care of older people, population based screening and public health interventions.  The NHS Improvement Plan also highlights the importance of widening the range of diagnostic services available in primary care in order to widen patient choice. However, despite the formation of Primary Care Trusts and the accompanying shift of NHS budget to enable Primary Care, the funding streams required to allow Point of Care Testing in the community have still not become available to best exploit its advantages to the population.

But it is very interesting to note that when financial incentives are put in place the NHS is motivated to modernise the way in which it delivers services and to take advantage of developments in diagnostic technology. 
Conclusion - Recommendations for Action

1.
Developing an Evidence Base for In Vitro Diagnostics

Work is currently being conducted by a number of bodies to assess how in vitro diagnostics should be assessed, including the Cochrane Collaboration and a number of member organisations of the International Network of Agencies for Health Technology Assessment (INAHTA).  BIVDA recommends the following:
· These studies should be kept under continual review by the DH, NICE and the Centre for Evidence Based Purchasing to ensure that the guidance issued to the NHS uses the most up to date approaches.  

· The Centre for Evidence Based Purchasing should make the issue a particular priority as it develops its work programme under the auspices of the NHS Purchasing & Supply Agency.  This should include regular dialogue with representatives from both the research community and industry to ensure an open flow of information and ideas in the spirit of the Healthcare Industries Task Force (HITF).   

· The ultimate objective should be to establish a hierarchy of evidence which is appropriate for different categories of in vitro diagnostics within an agreed timeframe.

2.
Getting the Financial Incentives Right     

A fixed reimbursement price should be set for new in vitro diagnostic tests that mark a significant step forward in technology and/or clinical practice at the time of launch.  The amount should be paid to the provider and would address several of the problems identified in the previous sections:
· It would allow the full cost impact of the new test to be clearly assessed against the existing diagnostic and treatment options – not just in terms of comparing tests but also measuring the impact of the new technology on the whole pathway of care.

· It could offer a potential solution to the “chicken and egg” situation which frequently arises when new tests are introduced.  Currently there is often no clear financial incentive for pathology laboratories to offer the test and primary and/or secondary care physicians do not request it because it is not available at their local laboratory.  

· The creation of a national reimbursement price for innovative in vitro diagnostics could be particularly helpful when introducing new tests, which can result in a significant change in the processes used to reach a diagnosis.  
3.
Encouraging a Whole Systems Approach 

Diagnostic tests should be seen as an integral part of the clinical pathway.  This point was raised in the first Report by Derek Wanless to the Treasury, Securing Our Future Health, which described how diabetes care might look in 2022 using a “whole systems” approach and the opportunities this offered both to improve standards of care and to achieve cost savings.
Similar issues also arise when monitoring a condition once it has been diagnosed, for example in the case of diabetes.  Effective management will become increasingly important as the number of individuals being diagnosed with diabetes increases, presenting the NHS with a significant challenge for the future.  
The key issue is whether there are appropriate incentives in the NHS to enable these benefits to be achieved - or whether the opportunity will be lost because individual organisations focus only on their own budgets and the period for which they apply rather than taking a longer-term whole systems approach.  The length of time required to gain a return may also deter NHS bodies from looking seriously at the future benefits, as they are encouraged to focus on the coming 12 to 36 months.  This point links directly with the earlier comments on the importance of appropriate financial incentives. 
To conclude, BIVDA believes the cornerstones for modernisation are establishing the evidence base; re-modelling the financing of diagnostics through reimbursement of tests; allowing the uptake of innovation and enabling proximity of testing to patients where appropriate. 
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Addendum 1


The Pathology Patient Pathway using Point of Care Testing
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		Excluding Republic of Ireland

								Population		Total IVD		IVD spend						Population		Self test		Self test

								000's		Euro 000's		per capita						000's		Euro 000's		per capita

						Switzerland		7290		226500		31.1				Germany		82489		614000		7.4

						Belgium		10333		261300		25.3				Finland		5201		29500		5.7

						Austria		8053		203000		25.2				Austria		8053		38700		4.8

						Italy		57994		1440800		24.8				France		59486		248500		4.2

						France		59486		1437700		24.2				Italy		57994		235700		4.1

						Germany		82489		1810100		21.9				Switzerland		7290		28900		4.0

						Portugal		10368		227000		21.9				Belgium		10333		40300		3.9

						Spain		41874		802700		19.2				Spain		41874		149900		3.6

						Finland		5201		92100		17.7				Netherlands		16149		55200		3.4

						Greece		10604		186100		17.5				Portugal		10368		31000		3.0
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						UK		63164		616800		9.8				Greece		10604		23000		2.2
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