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Purpose
The purpose of this position statement is to support consumers and health care professionals in making informed decisions regarding the use of direct-to-consumer genetic tests.
Background
Genetic testing is a tool that has the ability to confirm or rule out a suspected genetic condition, or help determine an individual’s risk of developing and/or passing on an inheritable disorder.

In Australia, genetic testing has traditionally been offered in a health care setting such as a general practice, or the clinic of a medical specialist or genetic service. Individuals offered testing in this setting benefit from meeting with a health care professional to discuss the benefits and harms of receiving the information gained from the test and make an informed decision about whether the test is appropriate for them.
Over the last decade, numerous private companies have begun marketing and selling genetic tests outside of the traditional health care setting. Genetic tests are now available directly to consumers through the internet and over-the-counter; in many cases, for around $100. These tests typically come in a kit that can be purchased without the need for a medical referral or the involvement of a health care professional. The kits normally require a test tube-like device to be filled with saliva and sent back to the company for analysis. The company then extracts the DNA in their laboratory, analyses the sample and provides the consumer with their test results in an email or through a password-protected website.
There are a number of factors that have contributed to the rapid growth of the direct-to-consumer genetic testing industry. These include the decreasing cost and increasing number of tests being offered, easy accessibility of the tests and heightened public curiosity about genetic information. A number of tests are now being produced in various countries claiming to provide customers with information on: their risk for an expanding list of health conditions; a breakdown of their ancestry; their likely response to certain medications; descriptions of non-medically significant personal characteristics; and much more.

The results of a direct-to-consumer genetic test can have significant implications on the individual undergoing the test. These implications can also extend to their family members because many genetic conditions can be passed down through relatives who share the same genes. Some positive implications include the potential to adopt positive lifestyle changes and preventative interventions to improve health and reduce disease risk. However, the information gained from the tests also has the potential to cause harm, such as affecting their ability to obtain life insurance or find employment.
Some of the genetic markers used by companies offering direct-to-consumer genetic tests may be based on limited research, making the associated results potentially inaccurate or unreliable. This can result in individuals misinterpreting test results or feeling confused about what the results say about their health. Some companies make it a requirement of testing that the individual have a telephone consultation with a genetic counsellor, either before or after the test, to discuss the appropriateness of the test or to interpret results. Others require that the test be ordered or endorsed by a health care professional. Most, however, release results directly back to the individual, without any counselling or medical consultation.
Without appropriate support from a health care professional, individuals might not appreciate the full implications of undergoing direct-to-consumer testing; an understanding needed to make an informed decision about whether the test is appropriate for them.
Recommendation
The WA Department of Health recommends that direct-to-consumer genetic testing is only pursued after the following criteria have been met.
Processes to support the consumer
· Criterion 1: A qualified health care professional is involved before and after the test to offer appropriate counselling and/or medical advice relating to the test, explore the meaning of test results and discuss potential flow-on effects, such as the impact of results on other family members.

· Criterion 2: The company offering the test has an established process that supports consumers to provide informed consent.
· Criterion 3: Information pertaining to aspects of the test, including its purpose, scientific limitations, and associated benefits and risks is easily accessible to and understood by the consumer prior to the test.

· Criterion 4: Policies and/or statements on the privacy, storage, use and destruction of genetic material and information gained from the test are easily accessible to and understood by the consumer prior to the test.

Attributes of the test

· Criterion 5: The associations between the genetic variant and the condition being tested are well-understood and based on scientific evidence.
· Criterion 6: Laboratories analysing the tests are accredited and comply with accepted quality standards, and personnel performing the analysis are appropriately qualified.
· Criterion 7: The test is not being used to detect risk for multifactorial diseases; that is, conditions that are influenced by a range of genes, their interactions with each other and the environment.
Please refer to the companion document for further detail on the recommendations.

�To be supplied later, after feedback (via this online survey) is sought from stakeholders about what information should be included in the companion document.
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