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Unregulated Genetic Testing on the High Street and the Internet

Human genetic tests are now being sold directly to the public in the High Street and on the Internet. Genetic testing is unregulated and vulnerable customers are being misled. Current knowledge of genetics and health is too uncertain and complex to be left to commercial interests.

It is essential that people are:

· fully informed about the implications of taking a genetic test before they do so;

· given accurate and up-to-date medical and scientific information about the results and their reliability, and proper medical advice;

· protected from potential misuse of their genetic information.

Current knowledge of genetics and health is too uncertain and complex to be left to commercial interests.

The Government is currently preparing a Green Paper on Human Genetics. The Secretary of State for Health has promised: “positive safeguards to address the public’s concerns”
. Regulation of genetic testing should be a key part of the Government’s proposals.
Who is selling genetic tests direct to the public?

The UK company, Sciona, describes itself as: “the first company in the world to offer genetic screening that will empower the individual to take actions to improve their health and well-being” by combining genetic testing with advice on diet
. The tests are now being sold in the High Street via eleven Body Shop stores, as well as on the Internet.

Other companies selling genetic tests directly to consumers, mainly via the Internet, include the US companies DNA Dynamics Inc, D-FWMall.com, Genelex Corp, HealthScreen America, GeneLink Inc and Bioheart Inc and the Canadian company Pro-DNA
,
.

Sciona’s genetic tests are now being sold in eleven Body Shop stores and on the Internet.

A genetic test can only indicate a susceptibility to a disease with no certainty of the illness developing.

Sciona’s tests have been criticised as meaningless and unethical by leading scientists.
If genetic testing remains unregulated, the market is likely to expand to include tests that supposedly predict the risk of mental illnesses like depression.


What is being tested?

Most genetic tests being marketed directly to consumers are for common variations in genes (known as ‘polymorphisms’) that have been linked to major, common illnesses like heart disease. These common, complex diseases have many different causes including lifestyle and environment - a genetic test can only indicate a susceptibility to the disease with no certainty of the illness developing.

For example, Bioheart Inc tests for variations in genes which it claims can lead to an increased risk of heart disease. GeneLink Inc offers an “Obesity Susceptibility Profile”. Its website claims that the test looks for variations in several key genes that are associated with obesity and that it provides a score which is useful in determining interventions or therapies
.

UK company Sciona does not claim to predict the risk of future illness using its current tests, but instead offers advice on diet, supposedly tailored to an individual’s genetic make-up. Sciona tests for common variations in nine genes linked to metabolism
. Sciona’s tests have been criticised as meaningless and unethical by leading scientists
 and GeneWatch UK has called on the Body Shop to withdraw them from sale
,
. 

What genetic tests may be marketed in future?

“Other [genetic] screens are in development… Next year, we want to introduce one focused on the skin, which would tell customers how sensitive their skin is to sunlight, chemicals and oxidative stress, how prone they are to skin cancer, and what they can do about it. We’re also looking at metabolisms important for people with depression, and how they can be affected by diet and medicines.”
Chris Martin, Chief Executive, Sciona Ltd
.

Sciona has recently taken over another UK company called Genostic Pharma and acquired its (recently granted) patent relating to screening for 2,500 genes that it believes can be used to predict illness
,
. When the patent application was made, it was criticised by leading scientists who were sceptical of its use in predicting the risk of future disease, and by others concerned about the inclusion of genes supposedly linked to personality and behaviour
. If genetic testing remains unregulated, the market is likely to expand to include tests that supposedly predict the risk of mental illnesses like depression. The public will be very vulnerable to misleading claims.

Why is regulation needed?

“I think it’s meaningless and the dangers are much greater than the benefits. For most of these polymorphisms, we are still at the research stage. This is really irresponsible behaviour.” Paolo Vineis, Professor of Biostatistics at the University of Turin, commenting on Sciona’s genetic tests7.
There are many possible harmful consequences of allowing the direct sale to the public of unregulated genetic tests:

· The information currently being offered is likely to be misleading and inaccurate. For example, everyone needs a healthy, balanced diet, whatever their genetic make-up. Genes are poor predictors of complex diseases
,
 and scientific understanding is changing very fast. More important factors (such as smoking) can be sidelined or ignored.
· Genetic tests can be harmful without proper advice and counselling
,
. Customers may not be warned of possible links between their genetic make-up and serious diseases or the potential misuse of this information by insurers or employers in the future.

· Databases of genetic test results could be used to direct-market products to consumers, such as vitamins, skin creams or diet pills. People’s health could be harmed if they are convinced in future that their genetic make-up means they should take medication, even when they are not ill. 
The existing voluntary system of regulation has clearly failed. The former Advisory Committee on Genetic Testing (ACGT) developed a Code of Practice and Guidance on genetic testing
. This required 

suppliers to present their proposal to the ACGT prior to introduction of the service. The ACGT’s role has now been taken over by the Human Genetics Commission (HGC), but the Commission has yet to assess Sciona’s genetic tests, although they are already on sale. The ACGT also failed to anticipate that genetic tests for susceptibility to complex diseases would be offered directly to the public. The ACGT believed that such tests were best provided through a medical practitioner.

An expert working group has advised the NHS and HGC that they need: “a co-ordinated mechanism for the assessment and evaluation of new genetic tests according to agreed criteria for analytical and clinical validity and for clinical utility – only tests that meet these standards should be considered for service implementation” 
.

However, there is currently no mechanism to ensure that genetic tests sold directly to the public are valid, of high quality, or useful in improving an individual’s health.

There are many possible harmful consequences of allowing the direct sale to the public of unregulated genetic tests.

The existing voluntary system of regulation has clearly failed.

There is currently no mechanism to ensure that genetic tests sold directly to the public are valid, of high quality, or useful in improving an individual’s health.

This role should not be left to an advisory committee, but requires statutory regulation. Medical practitioners should also be involved in all genetic testing – it is hard to see how an individual can otherwise receive the impartial information necessary to give fully informed consent.

Conclusions

The current unregulated sale of genetic tests is misleading and unethical. The need for regulation is urgent and essential.

Necessary safeguards include:

· the creation of a statutory body to assess the validity and utility of all genetic tests before they are used (other than for medical research);

· medical oversight (via GPs or genetic counsellors) of genetic testing to ensure that those taking tests have given fully informed consent and have access to counselling if needed;

· legislation to control the collection, storage and use of genetic information and to prevent genetic discrimination.
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