
The American Journal of Bioethics

Kravitz, R. L., Epstein, R. M., Feldman, M. D., et al. (2005). In-
fluence of patients’ requests for direct-to-consumer advertised an-
tidepressants: a randomized controlled trial. JAMA 293(16): 1995–
2002.

Lee, R., Beattie, M., Crawford, B., et al. (2005). Recruitment, genetic
counseling, and BRCA testing for underserved women at a public
hospital. Genetic Testing 9(4): 306–312.

Lubitz, R. J., Komaromy, M., Crawford, B., Beattie, M., Lee, R., Luce,
J., et al. (2007). Development and pilot evaluation of novel genetic
educational materials designed for an underserved patient popu-
lation. Genetic Testing 11(3): 276–290.

Murray, E., Lo, B., Pollack, L., Donelan, K., and Lee, K. (2004). Direct-
to-consumer advertising: public perceptions of its effects on health

behaviors, health care, and the doctor-patient relationship. Journal
of the American Board of Family Medicine 17(1): 6–18.

O’Malley, P. G., and Taylor, A. J. (2004). Unregulated direct-
to-consumer marketing and self-referral for screening imaging
services: a call to action. Archives of Internal Medicine 164(22): 2406–
2408.

Pasick, R. J., Hiatt, R. A., and Paskett, E. D. (2004). Lessons learned
from community-based cancer screening intervention research.
Cancer 101(5 Suppl): 1146–1164.

Peterson, E. A., Milliron, K. J., Lewis, K. E., Goold, S. D., and Mer-
ajver, S. D. (2002). Health insurance and discrimination concerns
and BRCA1/2 testing in a clinic population. Cancer Epidemiology
Biomarkers & Prevention 11(1): 79–87.

DTC Genetic Services: A Look Across
the Pond

Pascal Borry, KU Leuven
Heidi Howard, KU Leuven

In their contribution, Matloff and Caplan (2008) discuss
various concerns related to the direct-to-consumer (DTC)
advertising of BRCA genetic testing. In this commentary,
we address major differences between the European and
American context with regard to the sale and advertising
of DTC genetic tests and introduce the relevant European
legislation.

Concerning the provision of DTC services, it is striking
that apparently North American companies are dominating
the provision of these services. A recent extensive Internet-
based search identified a sample of 24 companies that are
currently offering genetic diagnostic, risk assessment, or en-
hancement tests (Geransar and Einsiedel 2008). Although
the research results may be biased due to use of English
keywords in the search strategy, their search found that 21
of the 24 identified companies have their headquarters in the
United States or Canada and only two companies are operat-
ing from Europe. Furthermore, in the annex of the recently
published report More Genes Direct from the Human Ge-
netics Commission (HGC 2007), 19 American, three British,
three continental European, and one Icelandic company are
reported to offer DTC genetic tests. Could this relatively
low number of companies selling DTC genetic services in
Europe be a sign that Europeans are presently less toler-
ant to, or less interested in this type of service? The answer
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to this question requires additional investigation. However,
what is becoming clear is that regardless of the concrete geo-
graphic location of these companies, the global marketplace
with Internet access everywhere, means that there are few
obstacles to obtaining testing services. Any individual who
desires, and can afford, DTC genetic services may obtain
it through the Internet, even if it is technically prohibited
within their own national borders.

Concerning the current consumers of DTC services, only
little information is known. It is unclear to what degree
consumers are interested and where such testing is most
popular. This being said, the global market for such tests
is apparently healthy, with worldwide spending, by both
physicians and patients, standing at $730 million in 2007
and the market growing 20% per year. (Herper and Langreth
2007) The fact that companies are mainly located in the
United States may be explained by the fact that those com-
panies expect American consumers to be more open to DTC
services than European consumers (as is discussed later
in text). Furthermore, as the American healthcare system
has evolved, patients and their families have had to take a
more active role in the care they and their loved ones re-
ceive. In a context in which consumers have to take on more
and more responsibility for their own health, it is under-
standable that there is an increased interest in do-it-yourself
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testing schemes. The organization of the public healthcare
system in Europe may be less stimulating in that respect.

In preparation for the Genes Direct report in 2003, the
HGC commissioned a series of focus groups and a survey
of public attitudes in the United Kingdom (HGC 2003). The
reactions received might be exemplary of the current scep-
ticism of potential consumers of DTC services in the United
Kingdom (and potentially Europe). Out of the focus groups
came out that, although “speed, convenience and confiden-
tiality” (People, Science and Policy Ltd 2002, 7) might be the
main reasons to order DTC tests, the participants saw very
little need for people to use such tests. There was little under-
standing why healthcare professionals should be ruled out:
test received through physicians (and pharmacists) were
considered “to be more credible than those obtained through
the Internet because a qualified person could be asked
for advice” (People, Science and Policy Ltd. 2002, 13). There
was also concern from the participants that they would
not be equipped to deal with the results of genetic tests
and that they would need medical input and counselling
to understand them. Moreover, in all focus groups came
out that some people might be vulnerable towards DTC
advertising of genetic tests and that “vulnerable people
needed to be protected” (People, Science and Policy Ltd.
2002, 19). Therefore the participants preferred a strict regu-
lation above a self-regulation by companies offering these
services (People, Science and Policy Ltd. 2002). The Internet
survey showed a high trust in the medical system. Re-
spondents were only inclined to use genetic home testing
if this test were recommended by a physician. Most re-
spondents considered the general practitioners or the Na-
tional Health Service specialists to be the most appropriate
way to access genetic tests. Even for lifestyle tests, pater-
nity tests, and genealogy tests, the general practitioners or
the National Health Service specialists remained the pre-
ferred partner. Moreover, the respondents identified tests
that are available on prescription from a physician as the
tests that would inspire most trust in the service and results
(YouGov Ltd. 2002). Even if concerns can be voiced with
regard to whether the public as a whole has been prop-
erly represented in this consultation process, it provides
at least some indication that the British public does not
generally appear enthusiastic about direct genetic testing
services.

Although an identical survey was not performed in the
United States, the National Science Foundation (Arlington,
VA) did conduct a survey in 2001 regarding public attitudes
toward and public understanding of science and technol-
ogy (National Science Foundation [NSF] 2008). This survey
revealed some discrepant views towards genetic testing for
inherited diseases in the United States and Canada versus
Europe (NSF 2008, figures 7–10). The former two countries
had higher levels of public support than did Europe for the
following categories: usefulness, moral acceptability, and
should be encouraged. Meanwhile, the percentage of peo-
ple who felt that testing for inherited diseases is risky was
higher in Europe than in the two North American countries.

Concordant with the information from the British survey,
these results could indicate that Europeans are less open to
genetic testing for inherited diseases, and hence more eager
to have some form of regulation in place for DTC genetic
testing.

The advertisement of genetic tests, such as in the case
of Myriad Genetics, Inc., has yet to materialize in Europe.
The rise of DTC advertising of genetic tests could have
been made easier in the United States because it already
accepts the promotion of prescription drugs to the public
while Europe and most countries (except for New Zealand)
do not allow for DTC advertising of medication. (Wolin-
sky 2005) Research showed that this form of advertising
influences patient demand and physicians’ prescribing be-
haviour (Gilbody et al. 2005). This seems to apply to ad-
vertisement for DTC services as well, considering that the
article of Matloff and Caplan (2008) also discussed that
shortly after the BRCA DTC campaign the revenues of Myr-
iad Genetics increased. To summarize the potential affin-
ity the United States may have for DTC genetic testing,
Wolinsky (2005) sums up the situation in as follows: “The
US population may be particularly ripe for DTC testing
because it has a do-it-yourself ethic and is accustomed to
marketed medicine and paying out of pocket for healthcare
services” (806).

At the level of the European regulatory framework, DTC
services are considered to be controlled by the In-Vitro Med-
ical Devices Directive (98/79/EC). However, the application
of the European Directive on genetic testing has created var-
ious problems, and proposals are currently being made to
create an enhanced framework for the evaluation of new
genetic tests (Hogarth and Melzer 2007). In addition, arti-
cle 12 of the Council of Europe’s Convention on Human
Rights and Biomedicine, stressed that genetic tests should
be subjected to “appropriate genetic counselling.” On May
7, 2008, the Committee of Ministers of the Council of Europe
approved an additional protocol to this Convention (Coun-
cil of Europe Press Division 2008), which underlined that
“a genetic test for health purposes may only be performed
under individualised medical supervision.” The document
had clearly the aim to restrict the commercial offer for ge-
netic tests outside any health system, but it still allows ex-
ceptions to the rule of individualized medical supervision
for tests that are considered “without important implica-
tions for the health of the persons concerned or members of
their family and without important implications concern-
ing procreation choices” (Committee on Culture SaE and
Wodard 2007). The protocol will be opened for signature at
a date to be fixed around mid-November. Only countries
that sign and ratify the convention and its additional pro-
tocols are legally bound by these documents. Finally, the
HGC (2007) reported as well that it has identified a trend in
European countries towards limiting the availability of ge-
netic testing direct to the consumer and banning advertising
of genetic tests. Some countries, including Switzerland and
France, have introduced a universal ban on private genetic
testing (HGC 2007).
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In conclusion, DTC genetic testing is posing challenges
for both North America and Europe, however, the differ-
ent contexts of each continent mean that these problems are
surfacing to different degrees and legislation to regulate ser-
vices are evolving in a distinct manner. �
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Consumer Alert: Ethical Issues Raised
By the Sale of Genetic Tests Directly

to Consumers
Katherine Wasson, Loyola University Chicago

The Internet has made a vast range of goods and ser-
vices available at our fingertips, including genetic testing.
A wide range of genetic tests are now available direct-to-
consumers (DTC) online, from specific diseases to “health
related” areas. Matloff and Caplan’s (2008) article not
only highlights ethical concerns about the marketing of a
specific genetic test, BRCA1 and BRCA2 (BRCA1/2), di-
rectly to consumers, misleading information in advertis-
ing campaigns, and ethical issues in patenting genetic in-
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formation, but also the related area of selling genetic tests
direct-to-consumers.

DTC genetic tests exist for both high- and low-penetrant
genes. Both gene penetrance, the likelihood that a particu-
lar genetic trait will be expressed, and the associated bene-
ficial or detrimental risk vary (Wasson et al. 2006). DTC ge-
netic tests can be parsed into three broad categories. The first
are tests for specific diseases or conditions with more well
established genetic mutations or markers, often linked to
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