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Question 01 - Health care as a consumer good 
 
ANSWER: 
The expanding array of medical products and services becoming available as 
consumer goods outside traditional medical settings raises the stakes on 
regulating and monitoring product efficacy and safety, and this is a key area 
where attention should be drawn. The Medicines and devices regulatory agency 
is currently struggling to deal with medical products sold over the internet, and 
this problem will only increase unless existing or new regulatory structures are 
developed that are more proactive in terms of policing product suppliers and in 
educating consumers about their options. Currently consumers have few 
independent information sources, other than those provided by those who sell 
direct to consumer medical products and services, upon which to base their own 
judgments about safety and efficacy of these health related consumer products.  
 
Question 02 - Validity of information 
 
ANSWER: 
There are many sources of health and lifestyle information available to 
consumers, most of which do not provide personal health risk information or 
advice but rather general theories and approaches. The bases for making these 
claims vary enormously, and the general approach is, and has long been, one of 
caveat emptor and pluralism – individuals accessing general information are free 
to assess it’s validity on their own, and there is a recognition of medical 
pluralism, or more than one approach to understanding and treating bodies and 
pathology (including the ‘scientific point of view’ of the question). What is 
different about both DNA profiling and body imaging is that they are accessed to 
provide information about individuals rather than general consumers, and they 
do so in the form of a marketed product or service. Some of this information 
may lead to general health or lifestyle advice, but some is quite consequential 
for actions individuals might take on the basis of receiving the information. It is 
not access per se that should be limited, but the products or services that 
should be regulated, in the sense of being required to meet standards of safety, 
efficacy and disclosure required of other products. They should be under the 
purview of the Medicines and Healthcare products Regulatory Agency, but this 
agency itself has difficulty keeping on top of medicines and devices sold over 
the internet. It should be considered whether a specific part of this agency 
should be directed toward products available over the internet or directly to the 
consumer. This question raises the difficult problem of classifying DTC genetic 
testing services in terms of whether they are ‘medical’ or recreational/lifestyle. 
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This is not a straightforward distinction, as the case of nutrigenomic tests 
indicates, and there is danger in allowing some forms of testing providing health 
related information about specific individuals to fall outside regulation. Similarly 
to other products that walk a line between medical and lifestyle such as diet 
supplements, health-related claims should be verifiable (and in the case of DNA 
and imaging profiling tests these should include clinical utility as well as validity 
and safety). A number of companies market DNA tests accompanied by offers 
of products such as nutritional substances or smoking cessation kits. This 
companion product approach further suggests the need for product-oriented 
regulatory control, again with regard to claims of efficacy and safety. DNA 
profiling with companion products may be a good marketing strategy – a recent 
report of research conducted in the US of smokers who had accessed an online 
test for the presence or absence of the GSTM1 gene that has been associated 
with a slightly increased risk of lung cancer indicated that all participants 
decided to use at least one of several smoking cessation aids.  
 
Question 04 - Who pays? 
 
ANSWER: 
With regard to genetic tests, publicly funded services should provide follow up 
to patients who come to their physician with the results of tests that are 
available through the NHS but have been purchased privately. While this could 
be viewed as a raid on the medical commons, it would also be wrong for a 
physician not to include a type of information that has been evaluated as valid 
and useful in making clinical judgments about follow up, diagnosis or treatment. 
In circumstances in which the tests are not available in the NHS, the treating 
physician may incorporate the information into a diagnosis and treatment plan as 
they would other evidence, but should not be compelled to provide follow-up 
diagnosis or treatment on the basis of privately accessed information alone. It is 
likely that, with regard to genetic testing, a major impact on the health system 
will be demands for genetic counselling to assist in interpreting test results, 
straining an already scarce resource, and one that the health system will need to 
invest in to meet future requirements of genomic medicine. With this in mind, a 
requirement that genetic counselling services be bundled into direct to consumer 
genetic testing products would be one mechanism for addressing this impact.  
 
Question 12 - Regulation 
 
ANSWER: 
Consumers should be aware of the status of privately available tests vis a vis 
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health system evaluations through disclosure requirements such as labelling. 
Stringent evaluation remains a duty of a public system to society. There should 
be stricter monitoring of advertising and of compliance with disclosure 
requirements, and tougher penalties for non-compliance. Mechanisms should be 
put in place to provide consumers and health care providers with transparent 
information regarding the evaluation procedures tests are required to go through, 
and standards applied, in order to be available in the NHS, to allow potential 
users to make their own evaluations of tests that do not currently meet these 
standards. This information should include evidence based guidelines such as 
concerning overtreatment of cancers with aggressive early screening. This 
would impose an additional burden of informing consumers upon the NHS or 
regulatory agencies, but would be consonant with more general moves away 
from information gatekeeping toward facilitating informed consumers.  
 
Question 13 - Responsibility for harm 
 
ANSWER: 
It may not be feasible to hold providers responsible at law for such harms, but it 
may be feasible to set certain standards such as guaranteed provision of genetic 
counselling to accompany results of direct to consumer genetic tests. A 
requirement for genetic counselling has been included in a provision of the 
Additional Protocol on Genetic Testing of the Council of Ministers of the Council 
of Europe (which to date has only 5 signatories). This will apply to all genetic 
tests whether they are provided privately or publically, and requires that genetic 
testing must be accompanied by genetic counselling that is appropriate to the 
individual. Merely encouraging consumers to seek genetic counselling is likely to 
have an impact on public health system resources, and requiring a consumer to 
pay additionally for what should be a bundle of services risks not only harm, but 
unequal distribution of harm across consumers. These considerations suggest 
that regulatory attention to what constitutes the ‘product’ and the product’s 
safety and efficacy with regard to DNA profiling will be important, and this 
would provide a mechanism for holding providers responsible for foreseeable 
harms at law. It is important to include diagnostic as well as predictive results in 
thinking about harm; for example, a company called Psynomics in the US has 
been offering an online genetic test to improve diagnosis of bipolar disorder, and 
another company offers a ‘rule out’ genetic test for diagnosis of symptoms of 
celiac disease. Diagnostic tests raise questions about immediate treatment 
decisions that should be limited to medical contexts. As discussed above, 
diagnostic tests that are not approved by the NHS should not be used as the 
only basis upon which follow up diagnosis or treatment should be made 
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available from public sources.  
 
Question 15 - Other issues 
 
ANSWER: 
A major concern with ‘self profiling’ products is that they open the door for use 
to test or profile others, and without consent (e.g., surreptitious and/or non-
consensual testing). It is currently not legal in the UK and this should remain the 
case, within a European framework. In the US, there is currently no federal 
policy with regard to these uses but some states have enacted laws preventing 
them. For example, Alaska prohibits any person from collecting a DNA sample, 
performing a DNA analysis, or disclosing the result of such analysis without the 
consent of the person tested, and the law defines DNA analysis as testing to 
‘determine the presence or absence of genetic characteristics in an individual’. 
Examination of the consent procedures for DNA testing of a child for paternity 
testing products available in the UK suggests that such procedures may be 
designed to protect the company from legal liability, rather than the rights of the 
child. Existing commercial DNA profiling companies open the door for uses such 
as testing of children without consent. While this is mentioned in the 
consultation document, this is an issue that requires considerable thought. A 
study reported recently by researchers at the Baylor College of Medicine 
suggests that direct to consumer testing may have a significant impact on the 
extent of predictive genetic testing of children. There has been some consensus 
in the bioethics arena that clinician involvement in such testing of children 
protects the interests, including the future interests, of parents and children, as 
well as weighing medical benefit, but direct to consumer testing without such 
involvement presents a considerable challenge to this model. While these issues 
are explored in the context of direct to consumer testing, a legal moratorium on 
testing of children outside medical contexts might be put into place. Relatedly, 
some companies in the US have offered non-invasive prenatal diagnosis of 
gender (e.g., GenderBabyMonitor) using a sample of a pregnant woman’s 
circulating blood from which fetal cells are isolated and analysed. This company 
has been sued on the basis that the technology was not as accurate as 
advertised and faced criticism from within the scientific community that the 
product was premature. However, as this technology improves, it will become 
possible to develop non-invasive prenatal genetic diagnostic products in a direct 
to consumer format. In addition to issues of accuracy and oversight of 
laboratory practice, these tests raise questions about the private rights of 
individuals and couples, questions that may have been answered with over the 
counter pregnancy tests, but which may require further debate. The types of 
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regulatory oversight of products discussed above may cover these emerging 
uses of direct to consumer health related genetic testing. 

 


