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The British Society for Human Genetics (BSHG) represents health professionals working in 
specialised genetic services in the NHS and scientists and health professionals in medical 
research. (www.bshg.org.uk). In this response we have focused on the issues relating to DNA 
profiling service provided directly to the public. 

Question 1 Health care as a consumer good 

The BSHG is supportive of the position that individuals should have equal 
access to evidence based health care regardless of ability to pay. This 
requires some degree of risk sharing across the population. Individuals 
also have the right to self determination. Increasing opportunities for 
access to services and information that improves their knowledge about 
themselves may be a form of empowerment. However access to health 
related goods should be provided within a framework that addresses the 
protection of the individual as a consumer and does not adversely impact 
on the equitable availability of health care across the population. The 
BSHG supports the work of the HGC in developing a framework of 
common principles in relation to genetic tests and services provided 
directly to the public.  In this work emphasis is placed on the need for 
transparent evidence in relation to the clinical and analytical validity of 
medical products and services. This includes accurate interpretation and 
explanation to the consumer in order that they may understand the 
limitations and benefits of the service. Advertising and information 
relating to products and services should be accurate and highlight both 
the potential benefits and harms to the consumer. The services should 
also comply with international and national legislation and standards 
relating to confidentiality, consent and storage and future use of samples 
and information.  
 

Question 2 Validity of information 

The important issues relate to what individuals think they are buying and 
having systems in place to set standards as outlined in the response to 
question 1 and to monitor those standards. Health related goods may be 
recommended by a health care practitioner. Registered health care 
practitioners enjoy positions of trust which means that advice they give 
may carry more weight and therefore it is even more important that false 
and misleading claims are not made. Their behaviour is bound by 
professional codes of practice and one way of control and regulation is to 
strengthen the obligations of health care practitioners in relation to ethical 
conduct as well as ensuring that the public understand the difference 
between a registered practitioner and a non-registered one. One difference 
between DNA profiling and body imaging and information in books and 
magazines is that they require an intervention and then interpretation 
giving predictive information about future health states. The degree of 
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regulation needed to ensure that information provided is not misleading 
should be proportional to the impact of the information and the potential 
consequences if the information is inaccurate or misleading. In addition 
genetic information is a shared property of other blood related relatives 
and this may need extra consideration. Current genomic prediction of 
susceptibility to common disorders based on the analysis of multiple 
markers will not be of direct relevance to other family members but would 
be used to give an individual risk prediction. However if the panel of 
markers includes those that are linked to mutations in mendelian disorders 
such as inherited breast and ovarian cancer caused by mutations in the 
BRCA genes then this would have implications for the risk status of family 
members and extra caution and protection would be required. In addition 
the possibility of discovering information about genetic relatedness should 
also be considered.
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Question 3 Prevention 

At the present time we do not force individuals to undergo any health 
screening for example cervical smears. It is quite rightly regarded as a matter 
for individual choice. However the decision by the State to offer such 
screening is or should be evidence based. Encouragement to participate in 
screening programmes is by communication and education. If DNA profiling 
and body imaging services should pass the standards of evidence required 
for implementation of other health screening programmes then they should 
be provided under the same standards with the same values attached to an 
individual’s right to make a free and informed choice as to whether to 
participate. 

Question 4 Who pays? 

Currently there is a lack of evidence as to the clinical validity of any of these 
services. If the service finds something that is clinically valid and that 
requires further investigation under the same guidelines as an equivalent 
finding made during an episode of publicly funded health care then the 
argument should be made that future care and interventions should be 
funded through the NHS. If recommendations are made for follow up care 
and investigations that fall out with clinical care pathways and guidelines 
agreed and funded by public health care systems then the argument could be 
made that this should not be paid for by the NHS.  Companies providing the 
services should be obliged to facilitate access to interpretation and advice to 
clarify the implications of their findings and indicate appropriate actions as 
part of  the original contract with the customer.  

 

Body imaging and DNA profiling services: cross-cutting issues 

Question 12 Regulation 

All diagnostic and prognostic tests and services should have to pass stringent 
evaluation before being implemented in the NHS. Currently, although there is a 
well respected system for implementing genetic tests (UKGTN) there is no such 
system for other pathological tests. This is a gap as acknowledged in the recent 
House of Lords report of the Science and Technology Committee into genomic 
medicine. The same standards relating to analytical validity and truth of claims 
made about clinical validity and utility should be applied to all tests. The BSHG 
support strongly the work of the HGC and other bodies in this area and refer the 
council to the documents ‘Genes Direct’ and ‘More genes direct’ and the OECD 
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guidelines on Quality Assurance in molecular genetic testing.  The evaluation 
decision for implementation in the NHS includes consideration of cost 
effectiveness for the NHS. For the individual making a decision as to whether a 
service is cost effective for them they need accurate, unbiased and meaningful 
information that is relevant to their own particular circumstances 

 

Question 13 Responsibility for harm 

Suppliers should be made responsible for harmful consequences as a result 
of faults in the quality of the analysis and interpretation, harm caused by 
misuse of samples and personal information and misleading claims in 
promotional materials and advertising.  

Question 14 Quality of information 

Some have criticised current commercially-available body imaging and DNA 
profiling services for giving information that is of limited quality and 
usefulness. Do you think more should be done to improve the quality and 
usefulness of body imaging and DNA profiling services? 

The issue is that at the present time systems are not in place that allow the 
consumer to make an informed judgement as to whether the information that 
is being provided is of high quality, that the benefits of the information 
outweighs the potential risks and that it will be useful to them. In addition 
the mechanisms of complaint and restitution if a consumer believes that they 
have been harmed by a supplier are not clear. There does need to be more 
public investment generally in the evaluation of diagnostic and prognostic 
tests for use in health care. This would feed into standards for provision of 
tests and service direct to the public.  
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