
DIRECT-TO-CONSUMER 
GENETIC TESTING

Dena S. Davis, J.D., Ph.D.
Cleveland-Marshall College of Law





http://www.dnadirect.com/web/

http://www.dnadirect.com/web/
http://www.dnadirect.com/web/


Internet Sites Offering Direct-to-Consumer Genetic Services*
(n = 105)

Characteristic No. of Sites

Type of Genetic Service
Parentage testing
Identity testing
DNA banking
Health-related genetic testing

DNA Collection Method
Buccal swab
Passive collection
Venipuncture
Hair extraction
Finger/heel pricks

Location of Sample Collection
Home
Other site (clinical laboratory)
Patient’s primary care clinic
Traveling (mobile) facility

87
59
25
14

96
32
29
10
9

77
65
10
8

*Gollust, et al.  Direct-to-consumer sales of genetic services on the Internet.  Genetics in Medicine.  2003;5(4):332-337.



Some “medical” risks
• Alzheimer
• Abdominal/brain aneurysm
• Atrial fibrillation
• Breast/stomach/colon/lung/prostate cancer
• Celiac disease
• Crohn’s disease
• Diabetes, type 2
• Glaucoma
• Graves’ disease



Medical risks, continued

• Heart attack
• Hemochromatosis
• Lactose intolerance
• Lupus
• Macular degeneration
• Melanoma
• MS
• Obesity



Continued…

• Osteoarthritis/Rheumatoid  arthritis
• Prostate cancer
• Restless Leg Syndrome
• Saroidosis



For potential benefits to be realized, DTC testing must 
be:

•Offered to the appropriate population

•Performed accurately

•Interpreted correctly

•Accompanied by adequate counseling

•Governed by appropriate safeguards

•Hogarth, Javitt, Melzer, “The Current Landscape for Direct-to-Consumer 
Genetic Testing: Legal, Ethical, and Policy Issues,” Ann. Rev. Genomics 
Hum. Genet. 2008, 9:161-82. 



ASHG Statement on DTC Genetic 
Testing in U.S. (2007)

• Transparency
• Provider Education
• Test and Laboratory Quality



Transparency

DTC companies should disclose :
• sensitivity, specificity, and predictive value 

of test
• risks associated with testing
• CLIA certification status of lab
• clinical evidence for “lifestyle changes” 

recommendations



Provider Education

• Professional organizations should 
disseminate information to their members 
explaining what DTC testing is, what tests 
are offered, and potential benefits and 
limitations of such testing for patients.



Test and Laboratory Quality

• CLIA should include “genetic testing” 
specialty

• FTC should take actions against 
companies making fraudulent claims

• FDA and FTC should create guidelines for 
DTC testing companies, to ensure truthful 
claims

• CDC should conduct study on impact of 
DTC testing on consumers









It felt like a missing piece of my family puzzle was finally put into place.

Tracing my ancestry was more than a cultural exercise. It is a deeply spiritual event.

I believe that God is in this movement. It is no coincidence that the Bible itself focuses 
much on genealogies.

If you don’t know your heritage you can’t fully know who you are.

If you don’t know who you are someone else will define you.

If someone else defines you they tend to define you in terms that position themselves
for power and you for subjugation.

If you don’t know your history you can’t trace the trajectory of God’s plan for your life 
and His plan for your family.

Now that I know I plan to redouble my efforts to research, strategize and invest my 
resources in ways that build up my people on this side of the Atlantic and on the
other side.

God bless you African Ancestry
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