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Concerns re DTC

scientific and clinical validity of these tests and their clinical utility 

the quality of the testing services

unnecessary anxiety/false reassurance

further costs to individual and publicly funded health services (NHS)

data protection

loss of public trust and confidence in the science
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For example deCODEme said my risk of developing 
exfoliation glaucoma, which causes loss of vision, was 91% 
below average. Yet according to 23andMe, I was 3.6 times 
more likely to get it than average. 

For age-related macular degeneration, deCODEme put my 
risk at 20% lower than average, while 23andMe said it was 
62% higher.

According to deCODEme, my risk of developing Alzheimer’s 
was 74% above average, while GeneticHealth said my 
genes were associated with “a fourfold increased risk of 
developing Alzheimer’s disease by your late 80s”. 
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Molecular genetic testing should be:

•delivered within the framework of health care, 

•practised under a quality assurance framework, 

•in compliance with applicable legal, ethical, and professional 
standards, 

•that advertising, promotional and technical claims for 
molecular genetic tests and devices should accurately 
describe the characteristics and limitations of the tests 
offered, 

•test results should be reported back to the referring health-
care professional 

•appropriate pre and post-test counselling should be 
available

http://www.oecd.org/dataoecd/43/6/38839788.pdf

OECD Guidelines



•genetic tests should meet generally accepted criteria of 
scientific validity and clinical validity

•clinical utility should be an essential criterion for a test to be 
offered

•a quality assurance programme should be implemented

•adequate prior information is provided whenever a test is 
considered, 

•appropriate genetic counselling should be available in the 
case of predictive tests

•persons providing genetic services should have appropriate 
qualifications, to enable them to perform their role in 
accordance with professional obligations and standards.

https://wcd.coe.int/ViewDoc.jsp?id=1287907&Site=DC&BackColorInternet=F5C
A75&BackColorIntranet=F5CA75&BackColorLogged=A9BACE

Council of Europe 
Additional Protocol to the Convention on Human Rights and Biomedicine 

concerning genetic testing for health purposes May 7th 2008



www.hgc.gov.uk



Genes Direct 2003: Ensuring the effective oversight of genetic tests supplied 
directly to the public

•Defined direct to consumer genetic testing as any test to 
detect differences in DNA, genes or chromosomes that is 
not provided as part of a medical consultation.

•Recommended controls on the sale of tests and 
professional self regulation of those who supply the tests, 
but no statutory ban



 Genetic Testing  

     
Testing Kits  Commercial Services  NHS testing 

     
Medicine and Healthcare 

Products Regulatory Agency 
 

·  Medical Devices 
Regulation 

 
·  Enforcement 
 
·  Codes of Practice  & 

guidance 

   GenCAG 
 

UKGTN 

     
Human Tissue Authority    National Institute for 

Clinical Excellence 
     

Council for the regulation of 
healthcare professionals 

    

     
Healthcare professionals  Pharmacists  Complementary 

therapists 
     

Consumer Advice NHS Direct    ASA Codes 
Office of Fair Trading 

     

 Consumer/Patient  



More Genes Direct 2007 : Report on the developments in the availability, 
marketing and regulation of genetic tests supplied directly to the public.

Recommendations in 3 areas

1.Premarket Review

2.Quality Assurance

3.Advice and Advertising



Premarket Review

•Certain tests should only be offered by qualified medical professionals

•Classification of genetic tests for health purposes by the In Vitro Diagnostic 
Devices (IVDD,2003) Directive as low risk (and therefore exempt from pre-
market review) should urgently be reviewed

•Transparency of evidence

•‘Lifestyle’ tests falling outside the IVDD Directive require an alternative
mechanism to provide reliable oversight



Quality Assurance

•Code of practice should be developed to taking into account the OECD 
guidelines and other relevant international standards

•Development of a code of practice should involve relevant stakeholders 
including government public bodies, charities and industry

•UK should engage with the Council of Europe and offer to participate in work 
in this area



Advice and Advertising

•Advertising for tests only available via medical consultation should be 
restricted to appropriately  qualified health care professionals

•Advertising Standards Agency and Office of Fair trading should consider 
enhancing the codes of practice for tests marketed DTC

•Web based information resources should be used to provide comprehensive 
and independent information for consumers

•Test developers/providers should be encouraged to facilitate consumer 
access to this information



2008-2009:Meeting to discuss Code of Practice

Do we need one?

What should it look like?

Who should develop it?

Who should develop and maintain it?

Who should oversee compliance?

•Industry representatives from Europe and USA
•Government
•Regulators
•Consumers
•Charities
•Professionals
•Public bodies



Code of Practice for DTC genetic tests

•Overwhelming support

•Tests to be stratified according to risk

•Common standards re consent, confidentiality, data protection, sample handling 
and storage

•Need for quality assurance of laboratory processes 

•Need for transparency

•The value of a marker of quality e.g. Kite mark 

BUT

•Code of practice in individual countries will have to function in different legislative 
frameworks

Common Framework of Principles 



Framework of Principles

High level overarching document could be applicable in many countries and 
jurisdictions

Will be used develop Codes of Practice

Consultation is finished

Final version currently being drafted



Scope

Tests marketed directly to consumers rather than to appropriately qualified 
health professionals.

Includes

Tests provided direct to consumer

Tests provided via non-medical intermediary eg nutritionist

Tests commissioned by consumer but where a medical 
practitioner or health professional involved.
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??

What about new technologies and 
techniques

Whole genome sequencing

Free Fetal DNA







More Genes Direct 2007 : Report on the developments in the availability, 
marketing and regulation of genetic tests supplied directly to the public.

Recommendations in 3 areas

1.Premarket Review

2.Quality Assurance

3.Advice and Advertising
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