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Introduction


My name is Mary K. Pendergast.  I am the head of my own consulting firm --- Pendergast Consulting --- which focuses on providing strategic advice to biopharmaceutical and medical device companies.  I am a lawyer, and received a graduate law degree from Yale Law School in constitutional law – a subject directly relevant to this hearing.  I worked at the Food and Drug Administration (FDA) for 18 years, first as a lawyer in the Office of the General Counsel, and then for seven years as the Deputy Commissioner and Senior Advisor to the Commissioner of Food and Drugs.  I then worked for a biopharmaceutical company before starting my own firm.

I have been involved in the question of whether, and to what extent, FDA should regulate genetic testing since FDA considered the first genetic test, when I was a lawyer at the agency. In 1980 FDA published a proposed rule that would have established restrictions on the sale, distribution, and use of alpha-fetoprotein (AFP) test kits sold by manufacturers to clinical laboratories for detection of neural tube defects, though not for cancer diagnoses.
   FDA later abandoned the effort to impose significant restrictions on the AFP test when used for neural tube defects, instead creating a distinction, which we still find today, where tests sold as “kits” to laboratories are regulated differently than the same tests when performed by clinical laboratories after being developed in-house.
  

The AFP testing question also resulted in what is now a firm (though in my view mistaken) belief at the Center for Devices and Radiological Health (CDRH) – that different intended uses for a genetic test can support different levels of regulation for that genetic test.  Because of a concern over inappropriate abortions, FDA proposed to impose regulatory requirements for AFP tests used prenatally to determine neural tube defects in fetuses, but not the same test used for diagnoses for persons with cancer.  Now is the time for CDRH to abandon the idea that different intended uses for the exact same genetic test should result in different levels of regulation.
As this Committee well knows, the scientific knowledge regarding genetics expanded rapidly in the late 1980’s and 1990’s.  Scientists both within and without government were developing tests to directly measure DNA, RNA, and chromosomes, and located genes related to cystic fibrosis, muscular dystrophy, BRACA 1 and BRACA 2 related to breast and ovarian cancer, and ApoE related to cardiovascular disease and adult onset Alzheimer’s disease.  Because these genetic tests were being offered as clinical laboratory services, they did not undergo pre-market review or approval by the CDRH, consistent with the regulatory scheme then in place. 


While Deputy Commissioner, I worked with CDRH and the Department of Health and Human Services to try to determine if there was a regulatory structure that CDRH should implement to increase the controls over high-complexity regulatory tests used by clinical laboratories, including genetic tests.  There was no governmental consensus then as to how to regulate clinical laboratories and genetic tests, and there still is no consensus, underscoring the challenges in regulating fast-changing, important scientific discoveries.   


Since leaving FDA, I have followed the genetic testing issue closely in several capacities.  I served on the board of the Genetics and Public Policy Center, part of the Johns Hopkins University Berman Institute of Bioethics.  In my consulting practice, I advise 23andMe, a company engaged in direct access genetic testing.  I also advise several other pharmaceutical, biotechnology, and medical device companies that think that genetic testing – and personalized medicine – serve important diagnostic and therapeutic goals, and that direct access to genetic information will advance the ability of medicine to provide specialized care to people facing health challenges.  I also serve on the board of directors of AesRx, a start-up company seeking to treat sickle cell anemia, the first disease recognized to be caused by a genetic variation.  The views I express today are my own and should not be attributed to any of my clients.

HIV Home Testing

Let me begin by drawing an analogy between the debate over direct-to-consumer genetic testing and the debate FDA resolved over a decade ago regarding whether HIV testing could be conducted without using doctors or medical personnel as an intermediary between the person and the testing laboratory.  I know a great deal about this because, while serving as FDA Deputy Commissioner, I led the team considering whether FDA should permit persons concerned about their HIV status to be tested anonymously, privately, at home.
  

After careful deliberation, we determined that direct access to HIV testing was the right thing to do.  After all, many people were afraid to be tested in their physician’s offices, for fear that the nurses and receptionists and others from their community might learn of their positive HIV status, or at least of their interest in learning their HIV status.  In examining the issue at FDA, we gave careful consideration to the fears of CDC and physicians about “what will happen when people find out they have a fatal disease without a doctor being present to counsel them?”  CDC and some physicians postulated that people would not be able to cope psychologically when learning they were infected with the HIV virus, and having a physician or medical professional there to provide counseling was thought to be an essential safeguard.  It turns out that those concerns were unfounded.   Direct-to-consumer HIV testing has proven to be an effective way of encouraging people to get tested for HIV, and there is no evidence that the concerns that animated CDC and some physicians to object have come to pass.   

That experience taught us a lesson that CDRH appears to have forgotten: When people seek information about their health status, they are able to cope with the information even if the news is “bad.”  Indeed, in my view, direct-to-consumer genetic testing presents a far less compelling case for physician intervention than did HIV testing.  In 1997, HIV testing was a matter of life or death.  That is not true with respect to genetic testing.  Indeed, I cannot conceive of any information that a consumer could learn through a genetic test that would be as important as HIV status.  I urge this Committee to advise CDRH to take the same position for genetic testing that the FDA took for HIV testing – that allowing consumers direct access to information is the right thing to do because individuals have a right to know their health status and the decision about whether to use a physician as an intermediary should be left to the individual, not the government.    

There Is No Physical Risk To Genetic Testing

There are no medical risks related to the collection of samples for genetic testing.  As with HIV tests, the sample collection is simple – a drop of blood, some spit, or a small vial of urine --- is all that is needed to perform genetic testing.  Therefore, the only conceivable risk that might flow from genetic testing is the risk of the knowledge that testing might provide.  

Genetic Testing Information Does Not Result in Psychological Distress


There is no credible evidence that any person has been harmed by receiving genetic information voluntarily sought.
  There are some – including ethicists, physicians, and CDRH employees – who speculate that a consumer might be harmed by the information, presumably by learning that, because of their genetic makeup, they are at risk of contracting a disease.
  That speculation, however, has been refuted by empirical evidence.  Scientific studies, conducted on consumers who have obtained voluntarily their genetic information, demonstrate that the speculation is not borne out by experience.  On the contrary, people who voluntarily seek information cope well when they receive it, even if the news is bad.
  This Committee could well serve the public by advising CDRH that its fears are not founded, and that genetic tests should be placed in the lowest risk category.


It also bears emphasis that much of the speculation, inflammatory in nature, is inherently implausible.  Take a common, but extreme, example.  For instance, there has been speculation that a woman who learn that she had a BRACA 1 or 2 genetic mutations might decide to remove her breasts or ovaries as a precautionary measure.
  Putting aside whether a woman in those circumstances might be justified in taking such action,
 there is absolutely no risk that a woman in that circumstance could act unilaterally.  No one could – or would -- do surgery of that sort on themselves.  Before surgery could occur, the woman would have to find a physician who agreed that the surgery was a prudent and medically justifiable response to her medical condition.  This argues for a low risk classification for all genetic information given to consumers.

Forbidding Consumers From Obtaining Genetic Information Directly Violates The First Amendment


CHRH is legally obligated to implement the Food, Drug, and Cosmetic Act, but it must do so in a way that recognizes and respects the principles of the First Amendment.  Restricting consumer access to information about their genetic makeup would be a clear violation of the First Amendment.  Since 1976, the U.S. Supreme Court has repeatedly rejected government attempts to restrict information that can be provided to consumers.  The Court has recognized that the flow of truthful and non-misleading information furthers important values, including the value of enabling consumers to make informed decisions about their health and well-being.  In Virginia State Board of Pharmacy v. Virginia Citizens Consumer Council, Inc., 425 U.S. 748 (1976), the Supreme Court considered whether the Commonwealth of Virginia could forbid pharmacists from advertising the price of prescription drugs.  Virginia had defended the statute on the ground that advertising, and the cost-cutting that might follow, would undermine the special relationship between consumers and pharmacists, on whom consumers rely for important information about medications and their health.  Id. at 767 (observing that “[a] pharmacist who has a continuous relationship with his customer is in the best position, of course, to exert professional skill for the customer’s protection.”).  The Supreme Court rejected Virginia’s paternalistic arguments:


There is, of course, an alternative to this highly paternalistic approach.  That 
alternative is to assume that this information is not in itself harmful, that 
people will perceive their own bests interests if only they are well enough 
informed, and that the best means to that end is to open the channels of 
communication rather than to close them.

Id. at  770.  See also 44 Liquormart, Inc. v. Rhode Island, 517 U.S. 484 (1996) (broadly condemning restrictions on the dissemination of truthful, non-misleading speech for reasons of paternalism).  


Thus when it comes to question (1) to this Committee, which asks whether different tests or categories of tests should result in different levels of regulatory approach, the Committee’s answer should be an unequivocal “no.”  Information about one’s own body should not be limited depending on the content of that information.


In addition, when answering question (2) for the CDRH, with respect to the “risks of and possible mitigations for incorrect, miscommunicated, or misunderstood test results,” this Committee should suggest that CDRH set standards for dissemination of information that are consistent with the dictates of the First Amendment.  For example, CDRH should be advised to require (a) that the information disclosed be truthful and non-misleading; (b) that the information be provided in as simple and readable format as is possible when discussing genetics; (c) that graphs, charts, figures, or other explanatory methods be used when necessary; and (d) that consumers be given an opportunity to ask questions of the information provider.  


And with respect to question (3), which asks whether there should be different evidence appropriate for information provided to consumers or physicians, again the answer should be an unequivocal “no.”  Consumers should not be shielded from information that could be provided to their physicians.

Consumers Can Access All Of Their Genetic Information From Their Medical Records


CDRH is seeking advice as to when a consumer can find out about his or her genetic makeup directly, and when the consumer would have to ask a physician to find out the same information.  There is no point – other than to increase health care costs and to discourage consumers from learning about their genetic makeup – to require a consumer to pay a physician to obtain his or her genetic information.  Nor would forcing a consumer to use a physician intermediary ensure that the consumer would have the physician convey the results to the consumer.  After all, a consumer could use a physician to obtain genetic information (to “pay” for the prescription by paying for an office visit), but could nonetheless decide not to discuss that genetic information with the physician.  Consumers understand that if a physician obtains a person’s genetic information, that information would be placed in the person’s files.  Of course, at that point, the person has a right, under both state and federal law, to obtain the files in their entirety.  Indeed, lest there be any doubt that people have a right to see their own files, that right was enshrined in the “patient access to information” provisions of the federal Health Insurance Portability and Accountability Act (HIPAA), which took effect in 2003.  Under HIPAA or state laws, the person can obtain the information from the physician and then not discuss the information with the physician.  


So any CDRH effort to compel consumers to require the involvement of a clinician and to obtain a prescription, will not result in any more physician involvement than if the consumer obtain the information from a testing company and then discussed it with his or her physician.

CDRH’s Distinction Between “Clinical” and “Non-Clinical” Genetic Tests Is Not Useful


CHRH has asked this Committee to give it “recommendations on scientific issues” relating to the risks and benefits of direct access to genetic tests “that make medical claims.”  CDRH is understandably vague about what genetic information provided would be a “medical,” because there is no agreed upon line between medical and non-medical information.   CDRH also refers to some genetic tests as “clinical genetic tests.”  All information about one’s own body should be treated the same and access to some of that information should not be restricted or denied.


When consumers request genetic testing, they are seeking information about themselves – it is as though they have a very high powered microscope that can give them more information about what they can already see in a mirror or learn about themselves from their family history.   A mirror can tell me that my eyes are brown; genetic testing can tell me why my eyes are brown.  Several diseases run in my family -- a family history would tell me that.  But it cannot tell me if I have the genes for some but not for others of those diseases.  Is telling me I carry a gene a medical claim?  I do not think so.  Genetic testing can tell me about my ancestors and where they came from, which informs me why I have pale skin.  But wait!  Pale skin is associated with a higher risk of skin cancer.  Is that ancestor information now a medical claim?  


I think that information becomes a “medical claim” only when the information becomes tied to a product or service that is being offered for sale to remedy the “medical” condition.  If you say to a person, “you have this gene so you should have surgery,” it is a medical claim.  Or if you say “you have this gene so you should buy this drug (or food) to prevent the occurrence of a disease,” then it is a medical claim.  But if you say “you have this gene” it is not a medical claim, it is a statement of fact.  Statements about risks associated with certain genetic traits may induce individuals to seek advice or prophylactic measures, but simply because information may cause someone to take action does not make it a “claim,” let alone a “medical claim.” 

Government and Physician Paternalism Should Be Avoided


There are two types of paternalism inherent in the questions CDRH is asking of this Committee.  The first order paternalism is the government telling consumers that they may not receive information about their personhood unless they employ a physician to be an intermediary.  Apart from putting consumers to the expense and burden of hiring a physician to be an intermediary, without regard to whether the patient wants one, there is a second order paternalism.  That is, once a consumer hires a physician, the physician might exercise paternalistic judgment regarding his or her patient.
  Thus, even though a consumer wants his or her genetic information, if he or she is required to do so through a physician intermediary, the physician may deny the consumer that information, if the physician believes it is in the consumer’s best interest to withhold that information.  Neither form of paternalism is appropriate here, where what is at stake is an individual’s right to information about their own personhood.  


As stated in the health literature, 


The informed consent model is the best way to promote public health, prevent 
disease, respect individual autonomy, and safeguard scientific honesty and 
openness.  In following this model, [health care experts] should provide law 
people with the information and advice they need to make sound decisions.  
They should not manipulate, distort, exaggerate, or conceal relevant 
information, nor should they use coercive means to induce the “correct” 
decisions.  Paternalistic communication only makes sense under the 
extraordinary challenges posed by bona fide public health emergencies.  Of 
course, informed people may still make unwise choices, but this is a cost that 
one must accept in a free, open, and democratic society.

In one study, 95% of the women surveyed thought they should be able to have their BRACA1 and BRACA 2 genes tested even when the doctor recommended against it.
  I urge this Committee to reject efforts to restrict genetic testing because of unproven and vaguely perceived “harm” that might come to consumers.

Consumers Take Risk, And The FDA Should Take Risk-Taking Into Account In Deciding How To Approach Direct-to-Consumer Genetic Testing


People voluntarily take significant risks every day.  When considering the “risks” of information, the Committee should consider the risks people take voluntarily to evaluate which risks the government should forbid people from taking.  According to the Bureau of Labor Statistics, the most dangerous jobs in the United States are fishermen, loggers, aircraft pilots, famers, roofers, and structural steel workers.  Those risks are serious, yet hundreds of thousands, if not millions, of people take those jobs and make careers out of them.  People also volunteer to fight wars, fires, and crime.  To put the potential risks of genetic testing into perspective, fishermen die at the rate of 200 per 100,000 full time employees.  Yet the government does not intervene to prevent fishing.  Translating that death-risk rate to 23andMe’s 75,000 customers would yield 150 customer deaths; yet there have been no reports of anyone taking his or her life as a result of receiving genetic information.


People also engage in risky behavior as part of their leisure time.  Tens of thousands of people engage in dangerous sports including scuba diving, big wave surfing, bull riding, hang gliding, drag racing, moto-cross, and cheerleading.  Yes, cheerleading.  Cheerleaders have an estimated 20,000 injuries a year, and it is the most dangerous sport for women.  Please keep what you are being asked to consider in context.

CDRH Cannot Protect Consumers From “Horrible News”

Everyone has their own sense of what news would be horrible to hear.  I “googled” “horrible news” to see what people are concerned about, and it ranged from a gifted actor dying to news that a mother had killed her four children.  But horrible news is often personal – a parent might die, or a brother might have lost his job, or a family pet might have run away.  We, as consumers, cope with that news, as well as all of the other tragic events that come our way.   Part of life is learning to cope with loss.   We are not as fragile as CDRH seems to think we are.  Let’s face it; life is full of both good and bad news.  People have learned how to cope with it.  Do not underestimate us.


So when this Committee thinks about the “risk” of genetic information, voluntarily sought, to a consumer, I urge you to put the question in the context of the larger world in which we live, and recognize that while learning about our bodies carries a risk of unwanted news, it is a risk that adults ought to be free to take.

Genetic Testing Has Value To Consumers 


Everyone has their own value system, especially when it comes to spending money, and direct access genetic tests do cost money.  CDRH has not asked this Committee what consumers think about it when they get their genes tested, but the answer can be found on the internet, where people talk about just about anything.  There is a forum where consumers can write in regarding whether they found having their genes tested was worth it.  The answers range from it was ok to it was fascinating.  See http://www.quora.com/Has-anyone-who-has-done-23andMe-found-it-worth-it

Interestingly, for purposes of this Committee’s deliberations, none of the people reported having any anxiety or fear associated with getting their results.

The Benefits And Risks Of Different Types Of Genetic Information

CDRH has not proven any risk of genetic testing, but it assumes, by its very questions, that it must be risky.  I disagree with that position, and, therefore, disagree with CDRH that different types of information pose different levels of risk.  Instead I think that each of the three categories of information discussed in questions 1(a), (b), and (c) have value to consumers and should not be limited.


Carrier screening for hereditary diseases should be encouraged for all couples who are considering bearing children.  There are many diseases that could be avoided or better coped with if parents underwent carrier screening before conception.  Because of the heterogeneity of our society, we are beyond the point where people of particular ethnicities or religions should be targeted for particular types of screening.  In fact, dosing so has resulted in couples not receiving screening for diseases for which they are carriers.  While Tay-Sachs disease occurs primarily in Jews of Eastern European descent, it also occurs in the Amish, French Canadian and Italian Catholic, African-American, and Hispanic communities.  Rather, given the capacity for screening dozens if not hundreds or thousands of hereditary diseases at the same time, all couples could be offered comprehensive screening for little cost.  This is an aspect of reproduction that the government should be especially wary of over-regulating, given the protection of the privacy rights surrounding marriage and procreation.  Griswold vs. Connecticut, 381 U.S. 479 (1965).


Right now, the federal and state governments perform genetic tests on newborns and then advise the parents of the genetic diseases the babies have.  Since it is acceptable to find out that your child has a disease after s/he is born, it follows that it should be acceptable to provide carrier screening ahead of time.  Primum non nocere.

Tests to predict disease in the future are at their infancy, but some are well understood now, and they will grow in strength and value as time goes on.
  Certainly the government encourages people to understand their family’s health history.
 Genetic information is simply another way of finding out what diseases might be in one’s future.  It makes no sense to encourage consumers to learn the limited information available from their family’s health history, without also offering consumers access to the more specific information about their own bodies.  Genetic tests should be permitted for all Mendelian disorders.


Tests to predict treatment response are also a valuable tool for a consumer to best protect his or herself from medical misadventure.  Consumers are constantly encouraged to be active participants in their health care, and this information would be helpful.  FDA directs information directly to consumers though its “Medication Guides” and other educational programs.  This is simply one more tool, among others, for consumers to use to protect their health.  Which pharmacogenomic tests that should be offered widely readily are available from FDA-approved drug labeling, medical society recommendations, and NIH research.
Conclusion

For the reasons stated above, I encourage this Committee to advise CDRH that it should not require physician intervention for any direct-to-consumer genetic test.  I also urge the Committee to advise CDRH that all genetic tests, wherever performed and regardless of who receives the results, to have analytical validity, subject to an exemption for very rare tests.  Finally, I urge the Committee to help CDRH develop a scheme consistent with the Food, Drug, and Cosmetic Act’s dictate that all medical device regulation should be “the least burdensome” possible.”

Respectfully submitted,
Mary K. Pendergast
� Alpha-Fetoprotein Kits; Proposed Rule, 45 Fed. Reg.  74158 (Nov. 7, 1980).  FDA held a public hearing on the proposed rule on January 15-16, 1981.  The Centers for Disease Control and Prevention (CDC) and the Health Care Financing Administration  (now the Centers for Medicare and Medicaid Services) also proposed additional quality control and testing requirements applicable to AFP tests for neural tube defects.  45 Fed. Reg. 74174 (Nov. 7, 1980).  





� In 1983, FDA abandoned its effort to impose the extensive personnel, genetic counseling, record keeping, proficiency testing, labeling, and reporting requirements for AFP tests conducted in laboratories, but stated it would approve AFP “kits” sold by manufacturers to clinical laboratories.  Alpha-Fetoprotein Kits; Withdrawal of Proposed Rule, 48 Fed. Reg. 27780-83 (June 17, 1983).  None of the in-house tests developed by clinical laboratories (also called “home brew” tests), were actively regulated by FDA in the early 1980’s, and they still are not regulated today.  





� CDC presently describes HIV home testing kits as follows:


	Consumer-controlled test kits (popularly known as "home testing kits") were 	first licensed in 1997. Although home HIV tests are sometimes advertised 	through the Internet, currently only the �HYPERLINK "http://www.fda.gov/BiologicsBloodVaccines/SafetyAvailability/HIVHomeTestKits/ucm126460.htm"�Home Access HIV-1 Test System� is 	approved by the Food and Drug Administration. (The accuracy of other home 	test kits cannot be verified). The Home Access HIV-1 Test System can be 	found at most local drug 	stores. It is not a true home test, but a home 	collection kit. The testing procedure involves pricking a finger with a special 	device, placing drops of blood on a specially treated card, and then mailing 	the card in to be tested at a licensed laboratory. Customers are given an 	identification number to use when phoning in for the results. Callers may 	speak to a counselor before taking the test, while waiting for the test result, 	and when the results are given. All individuals receiving a positive test result 	are provided referrals for a follow-up confirmatory test, as well as 	information and resources on treatment and support services. 


�HYPERLINK "http://www.hivtest.org/faq.aspx" \l "screening"�http://www.hivtest.org/faq.aspx#screening� (last accessed Feb. 27, 2011).  This system is essentially the same as that used for direct-to-consumer genetic testing, through consumers often buy the test over the internet, not in a store.











� The Genetics and Public Policy Center spent years trying to collect information on people who had been harmed because they had their genes tested.  It is my understanding that they could find no credible specific examples, and later funded a scientific study that showed that consumers were not, in fact, harmed.  See an abstract of their study located at � HYPERLINK "http://www.ashg.org/cgi-bin/2010/showdetail.pl?absno=21043" �http://www.ashg.org/cgi-bin/2010/showdetail.pl?absno=21043�





�  “Genetic test mix-up reignites regulation debate,” by Rob Stein, Washington Post, A1, col. 1 (July 17, 2010) (CDRH official expressing concern about surgery; a lawyer/ethicist has a “nightmare” fearing women will stop getting mammograms).





� See, for example, Bloss, CS, et. al, “Effect of Direct-To Consumer Genomewide Profiling to Assess Disease Risk,”  NEJM, Vol. 364, pp. 524-34 (2001) (genetic testing did not cause changes in psychological health); green, RC et al, “Disclosure of APOE Genotype for Risk of Alzheimer’s Disease,” NEJM, Vol. 361, No. 3, p. 245 – 54 (2009) (learning genetic risk of Alzheimer’s disease did not result in significant short-term psychological stress; persons with high stress before testing had high stress after testing); Meiser, B and Dunn, S, “Psychological impact of genetic testing for Huntington’s disease: an update of the literature,” J. Neuro Neurosurg Psychiatry, Vol. 69, pp. 574-78, 2000 (few adverse effects arise from Huntington’s disease testing and while there might be short term stress, there is not long term, general psychological stress).





� See footnote 5.





� See Domchek, SM et all, “Association of Risk-Reducing Surgery in BRAC1 or BRCA2 Mutation Carriers With Cancer Risk and Mortality,” JAMA, Vo. 304, No. 9, 967-75 (Sept. 1, 2010).


� Physician-patient paternalism has been studied extensively in both theoretical and applied ethics.  Paternalism permits, in exceptional cases, the withholding of information from the patient, which undermines the autonomy and liberty interests of the patient who is not being told the truth or is being deprived of information to which the patient would otherwise be entitled.  Paternalistic behavior is done without the consent of the person.  And to be ethical, the purpose of the person withholding the information must be to improve the welfare of the other person.


The paternalistic method of practicing medicine has become increasingly out of favor in this country.  Physicians used to think that they should limit their patient’s knowledge about the patient’s serious condition in order to avoid making the patient upset. For example, not telling a patient that he or she had cancer used to be common in the United States, and is still considered ethical in some other countries.  It was common when the medical device law was passed in 1976, and the law reflects a paternalistic foundation.  But today, it would rarely be considered ethical for a physician to lie to a patient about a patient’s disease.  I do not think that any physician ethically could refuse to tell a patient about his or her genes, if the physician knew the information.  





� Resnik, DB, “Ethical dilemmas in communicating medical information to the public,” Health Policy, vo. 55, No. 2, pp. 129-49.





� Bernkendorf, JL, et al, “Patients’ attitudes about autonomy and confidentiality in genetic testing for breast-ovarian cancer susceptibility,” American Journal of Medical Genetics, Vo. 73, No. 3, pp. 296-303, Dec. 19, 1997.


� See Gulcher, J and Stefannsson, K, “Genetic risk information for common diseases may indeed be already useful for prevention and early detection,” Eur J Clin Invest, Vol. 40, No. 1, pp 56-63, 2010.


� CDC encourages people to get their family’s medical history, � HYPERLINK "http://www.cdc.gov/Features/FamilyHistory/" �http://www.cdc.gov/Features/FamilyHistory/�, and even is developing a web-based tool to predict a person’s risk of disease based on family history.  The CDC website explains:





	Family Healthware™ is a Web-based research tool that can be used to assess 	a person’s familial risk for six diseases (coronary heart disease, stroke, 	diabetes, and colorectal, breast, and ovarian cancer). It provides users in 	research studies with a “prevention plan” containing personalized 	recommendations for lifestyle changes and screening. For each person, the 	tool collects data about the following: 


	Health behaviors (e.g., smoking and exercise). 


	Screening tests (e.g., blood cholesterol and mammography). 


	Health history among his or her first- and second-degree relatives. 


	One set of algorithms in the software analyzes users’ family history data and 	assesses their familial risk for each of the six diseases. A second set of 	algorithms uses the data on familial risk, health behaviors, and screening 	results to generate personalized prevention messages. 


� HYPERLINK "http://www.cdc.gov/genomics/famhistory/famhx.htm" �http://www.cdc.gov/genomics/famhistory/famhx.htm�








� The FDA Modernization Act of 1997 encouraged FDA to implement the device provision of the Food, Drug, and Cosmetic Act in the “least burdensome” way possible.  See sections 513(a)(3)(D)(ii) and 513(1)(D) of the FDC Act.





4328 Yuma St. NW

202-537-0338

Washington, DC 20016                              
MaryKPendergast@aol.com


Page 1
Page 12

