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Self-testing for type 2 diabetes 

The British In Vitro Diagnostics Association (BIVDA) is the national trade association for companies with major involvement and interest in the In Vitro Diagnostics (IVD) industry.

The membership of BIVDA currently represents over 95% of the industry with more than 100 member companies.  Membership includes UK subsidiaries of multinationals, UK SMEs and a number of start-up companies.
Disease Overview

Diabetes is a major cause of ill health in the UK.  Approximately 3.5% of the UK adult population, more than 2.4 million people have been diagnosed with diabetes, and estimates suggest that a further one million people have diabetes but are not aware of it. The prevalence of diabetes is increasing, predicted to grow to 2.5 million by 2010.  High-risk groups include those who are overweight, have a family history of the condition or are of Asian or Afro-Caribbean origin.  

Department of Health data shows that 10% of all patients are classed as Type 1 patients and 90% as Type2
. Of the Type 2 population almost 18% of patients use insulin alone to control their diabetes2.

Diabetes is a condition managed largely by the patient themselves.  The Diabetes National Service Frameworks (NSF), published in 2001 and 2003, set out a vision of a system of care where the person with diabetes is at the centre of the decision making process about how their condition is managed.  The availability of products to self monitor blood-glucose levels and associated services to support patients are therefore crucial for high quality diabetes care which meets the Diabetes NSFs’ standard.   

Cost Implications 

Ensuring that high quality diabetes services are available for a growing patient population will have a major impact on health outcomes and on the NHS resources needed to manage the condition.  The 2007 Department of Health Report “ Working together for better diabetes care” gave the costs of diabetes care to be :
Personal impact

· In the UK, people with diabetes spend 1.1 million days in hospital each year

· 80% of people with diabetes will die of cardiovascular disease

· Life expectancy is reduced on average by 15 years in those with Type 1 diabetes, and up to 7 years in those with Type 2

Cost to the individual

· People with diabetes in the UK are spending around £500m per year on coping with their condition

· Social services costs for people with diabetes are around £230m per year
The 2007 Healthcare Commission report “Managing diabetes: Improving services for people with diabetes” estimates the cost to the NHS for the care of people with diabetes to be:
· As high as £9 billion, 10% of total 2007/2008 NHS expenditure, which is over £25 million every day. 

Self-monitoring blood glucose strip prescriptions cost £142milion3 per annum which represents less than 2% of diabetes care expenditure. It is also important to note that the majority of the £142million expenditure spent on self-monitoring of blood-glucose levels is for the 10% of patients with type 1 diabetes and the 18% of patients who are insulin dependant type 22. There is no debate about the evidence for these patient groups as regards to self-testing of blood glucose.  
The case for self-monitoring for type 2 diabetes patients  

Two recent studies published in the British Medical Journal by researchers from the University of Oxford and the University of Ulster have queried the efficacy of self-testing for type 2 diabetes.  The studies argue that encouraging people with type 2 diabetes to monitor their own blood sugar levels may not improve care and is a waste of NHS resources.  

Support for self-monitoring for type 2 diabetes

These two recent reports run counter to the views of the Department of Health and Diabetes UK who believe that appropriate use of self-monitoring of blood glucose leads to long-term wellness in people with diabetes.  Furthermore draft NICE guidelines, due for final release in May 08, recommends self-monitoring of plasma glucose for newly diagnosed people with type 2 diabetes as an integral part of self-management education.  

The guidelines can be viewed at the link below:

http://www.nice.org.uk/nicemedia/pdf/T2DFULLdraftguidelinev16.pdf
The NICE guidelines state that self-monitoring of plasma glucose should be offered to all newly diagnosed type 2 patients as an integral part of self management education, and should be made available to: 

· Those on insulin treatment            

· Those on oral glucose lowering medications to provide information on hypoglycaemia

· Assess changes in glucose control due to medications and lifestyle changes  

· Monitor changes during intercurrent illness 

· Ensure safety during activities including driving                                                                                                  
Further studies have given support for self-testing for type 2 diabetes.  The RetrOlective Study: Self-monitoring of blood glucose and Outcome in people with type 2 diabetes (ROSSO) study from 2006 found:

· self-monitoring of blood glucose is clearly correlated with improved life expectancy and reduced long-term complications 
· people with type 2 diabetes who self-monitor have a 51% lower risk of death 
· self-monitoring leads to a 32% lower risk of complications like heart attack, stroke, blindness and amputation.4
Self-monitoring and patient education 

Studies of self-monitoring in people not using insulin, continue to fail to address the complicated issue of its integration into patient education and self-management behaviours.  BIVDA strongly believes that monitoring, in combination with a high standard of patient education is vital to enable people to improve their quality of life and ensure 

cost-effective self-management of their disease.  This is because , as outlined above it can influence longer-term outcomes and delay or even prevent the onset of serious complications associated with diabetes.  Diabetes charities have consistently argued that access to monitoring must be based on individual need, made jointly by the person with diabetes and their healthcare professional.  

However, it is essential that patients are given the necessary understanding through education to use this tool effectively to manage their condition.  Patient education is further supported by the UK-wide consensus on SMBG published in a recent paper by Owens et al.5 This provides healthcare professionals with a robust framework about when to use self-monitoring for blood glucose in people with type 1 or type 2 diabetes. It stresses the importance of patient education and healthcare professional guidance in effective self-monitoring.  Anyone with diabetes who has concerns about their health should discuss these with their doctor or diabetes nurse. 

Conclusions 

BIVDA strongly supports the continued use of self-testing for type 2 patients.  We fully support the positions taken by NICE, the DH and Diabetes UK in relation to self-monitoring.  But this must be undertaken in conjunction with adequate patient education and close discussion with a healthcare professional.  

Doris-Ann Williams

Director General, BIVDA
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