
Request for Inclusion of State-Added Questions on the 2009 Michigan BRFS
Topic: Genomics / Direct to Consumer Marketing of Whole Genome Scans 

Bureau/Division: Genomics, Perinatal Health and Chronic Disease Epidemiology
What do you want to learn by including these questions in this survey?

The rapidly advancing field of genetics has brought about new implications for public health, including the increasing availability of direct-to-consumer (DTC) genetic tests intended to assess individual risk of common chronic diseases based on genetic variation.  The first ever DTC marketing campaign for a genetic test was launched in 2002 when Myriad Genetic Laboratories advertised to local residents in Atlanta and Denver its patented BRCA1/2 test for predisposition for breast and ovarian cancer.  Previously, health related genetic testing had been confined to clinical and research arenas.  Since that time, numerous genetic tests have been marketed and sold directly to the public, with limited federal and uneven state oversight and regulation.  Until recently, DTC genetic tests typically examined fewer than 100 genes; however, beginning in November of 2007, companies have been offering personal genome scans that examine as many as one million genetic variants, scanning the entire genetic make-up of an individual, purportedly to provide information on genetic risk for a wide spectrum of chronic diseases and other inherited characteristics.  Currently, three companies offer DTC personal genome scans- 23andMe, deCODEme, and Navigenics-at costs ranging from $1000-$2500.

DTC personal genome scans have been criticized in the scientific and medical literature as having uncertain analytic validity, clinical validity and clinical utility, such that their use could lead to harms, including interventions and costs.  This quote from a recent New England Journal of Medicine Perspective exemplifies this sentiment, “[t]here are very few observational studies and almost no clinical trials that demonstrate the risks and benefits associated with screening for individual gene variants — let alone testing for many hundreds of thousands of variants.”  Hunter DJ et al.  Letting the. Genome out of the Bottle – Will We Get Our Wish? N Eng J Med 2008;358(2):105-107
In the 2006 Michigan BRFS, the MDCH Genomics Unit assessed public awareness and use regarding DTC marketing of and access to nutrigenomic genetic testing. In the 2009 Michigan BRFS, the MDCH Genomics Unit—as requested by the CDC, National Office of Public Health Genomics (NOPHG)—would like to assess public awareness and use regarding genome-wide scans offered by 23andMe, deCODEme, and Navigenics.  

How will the data be used from a program or policy aspect?

To our knowledge, there are currently no national or state data regarding the awareness and use of personal genome scans among the general public.  Given the incomplete state of the science supporting these tests, there is a need and opportunity to improve public and health care provider educational efforts, monitor potential benefits and harms that occur from DTC personal genome scans, and develop strategies to minimize the risks and maximize the benefits from DTC genetic tests.

In 2006, three CDC-funded state genomics programs (Michigan, Oregon, and Utah) assessed public awareness and/or use regarding another type of DTC genetic tests, called nutrigenomic tests.  Assessing the public’s awareness of genome-wide scans through a population-based survey will be a continuing step, building on the knowledge acquired from the 2006 BRFS, towards developing and distributing appropriate public health messages and educational materials for the general public and health care practitioners.  Furthermore, our Genomics Unit is collaborating with the NOPHG and other state health departments to address issues surrounding genome-wide scans.  As a joint effort, Utah, Oregon and other states are also seeking to include the same questions on their state BRFS surveys to allow for a larger combined sample size and estimated prevalence, and comparison between states.  This topic is also of interest to the Secretary’s Advisory Committee on Genetics, Health, and Society.  The Committee held a two day meeting beginning July 7, 2008 to explore issues associated with the marketing of personalized genomic information and services directly to consumers.  Committee members identified standards to monitor DTC genetic tests as a top priority.  
What is the target population from whom you want to collect this data?

Michigan residents aged 18 years and older.

What data are currently available on these issues and what would data from the BRFSS provide that is not provided by these other sources?

In response to Myriad’s DTC marketing campaign in 2002 and 2003, the CDC and four state health departments conducted a survey of consumers and health care providers to assess the impact of the marketing campaign on consumer behaviors and provider practices.  Data indicated that consumer awareness of the genetic test being marketed was higher in the two cities in which the campaign took place (45% and 39%), as compared to two comparison (control) cities (24% and 21%) (p<0.05).  (Jacobellis J et al. Genetic Testing for Breast and Ovarian Cancer Susceptibility: Evaluating Direct-to-Consumer Marketing. MMWR 2004; 53(27): 603-606.)
Results from the 2006 BRFS indicated that 7.6% of Michigan residents were aware of DTC nutrigenomic tests.  Increasing age (up to age 65), income, and education level were associated with increased awareness of these tests.  Awareness was significantly lower in Michigan than in Oregon (24.4%), Utah (19.7%) or nationally (14%).  However, questions were not the same between states, making a direct comparison difficult.

The genome-wide scans offered by 23andMe, deCODEme and Navigenics have received national attention, with articles appearing in publications such as Newsweek, USA Today, and the New York Times.  In 2008, the New York State Department of Health sent warning letters to these and 20 other companies, informing them that they needed a permit to offer such tests.  Similarly, the California Department of Health has also sent warning letters to these companies.

Because of the rapid expansion over the past few years of DTC marketing of genetic tests and media coverage of companies like 23andMe, there may be increased levels of public awareness of genome-wide scans than there was of nutrigenomic testing in 2006.  Because of Michigan’s unique law requiring informed consent for genetic testing, this awareness may also be less than in other States without such a law.  However, at the current time, the awareness and use of DTC personal genome profiles at the state and national level are not known. 

Assessing the public’s use and awareness of genome-wide scans through a population-based survey will provide important baseline data and contribute to the knowledge base that will support the development and dissemination of appropriate public health messages and educational materials for the general public and health care providers, as well as informing federal and state policy regarding DTC genetic tests.

Approximately how many questions do you think are needed?

4 questions.

Are there existing questions that can be used or would questions need to be developed? Please attach a list of existing questions, and cite their source & background, if available.  If you do not have existing questions please list the general idea that you would like to collect data on.

The following questions will form the basis of the questions for the Michigan BRFS and are adapted from the CDC’s 2008 HealthStyles survey.

Please read:  In the last couple of years researchers have developed new technologies that scan a person’s entire genetic makeup for potential health risks, and these genetic scans are currently being advertised directly to consumers by several different companies, such as 23andMe, deCODEme, and Navigenics.
 TC \l5 "1)
Have you heard or read anything about these genetic scans?


()

Interviewer Note: If needed, the interviewer should say: “I am referring to the genetic scans that are advertised directly to consumers by several different companies, such as 23andMe, deCODEme, and Navigenics.”
2.[Fill in (Does this child/How many of these children) from Q1] still have asthma?(277-278) TC \l5 "2.[Fill in (Does this child/How many of these children) from Q1] still have asthma?(277-278)

 TC \l5 "1
Yes









          Number of children TC \l5 "          Number of children2
No 


[Go to next section]

8   8 None Go to Next Module TC \l5 "8   8 None Go to Next Module7
Don’t know / Not sure 
[Go to next section]

7   7  Don=t know Go to Next Module TC \l5 "7   7  Don=t know Go to Next Module9
Refused 

[Go to next section]
 TC \l5 "2)
From which of the following sources did you first hear or read anything about these genetic scans?


()

Interviewer Note: If needed, the interviewer should say: “I am referring to the genetic scans that are advertised directly to consumers by several different companies, such as 23andMe, deCODEme, and Navigenics.”
2.[Fill in (Does this child/How many of these children) from Q1] still have asthma?(277-278) TC \l5 "2.[Fill in (Does this child/How many of these children) from Q1] still have asthma?(277-278)

Please read:


 TC \l5 "1
Newspaper









          Number of children TC \l5 "          Number of children2
Magazine


3
TV or radio


4
Health professional


5
Internet


6
Family member


7
Friend


8
Other (specify)

Do not read: 


8   8 None Go to Next Module TC \l5 "8   8 None Go to Next Module7 7
Don’t know / Not sure 


7   7  Don=t know Go to Next Module TC \l5 "7   7  Don=t know Go to Next Module9 9
Refused 
 TC \l5 "3)
Have you ever had one of these genetic scans?


()

Interviewer Note: If needed, the interviewer should say: “I am referring to the genetic scans that are advertised directly to consumers by several different companies, such as 23andMe, deCODEme, and Navigenics.”
2.[Fill in (Does this child/How many of these children) from Q1] still have asthma?(277-278) TC \l5 "2.[Fill in (Does this child/How many of these children) from Q1] still have asthma?(277-278)

 TC \l5 "1
Yes









          Number of children TC \l5 "          Number of children2
No 


[Go to next section]

8   8 None Go to Next Module TC \l5 "8   8 None Go to Next Module7
Don’t know / Not sure 
[Go to next section]

7   7  Don=t know Go to Next Module TC \l5 "7   7  Don=t know Go to Next Module9
Refused 

[Go to next section]
 TC \l5 "4)
Did you discuss the results with your health care provider?


()2.[Fill in (Does this child/How many of these children) from Q1] still have asthma?(277-278) TC \l5 "2.[Fill in (Does this child/How many of these children) from Q1] still have asthma?(277-278)

 TC \l5 "1
Yes









          Number of children TC \l5 "          Number of children2
No 




8   8 None Go to Next Module TC \l5 "8   8 None Go to Next Module7
Don’t know / Not sure 


7   7  Don=t know Go to Next Module TC \l5 "7   7  Don=t know Go to Next Module9
Refused 



