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Mr. Chairman, senatorKenn~dy, distinguished members of the Committee~ I '--'1 -fJ 
appreciate the opportunity to appear before you to discuss the recommendations I 
am today submit to the Congress under Section 264 of the Health Insurance 
Portability and Act, (HIPAA) concerning standards for the privacy 
and protection of individually identifiable health information . 

As you mentioned in your invitation ietter for today's hearing, HIPAA also 

requires our to act in the areas of administrative and 

nondiscrimination in group plan enrollment. At your request, I would like to . 

address these issues briefly at the onset. As you know, the administrative 

simplification of the Act require our Department to a series of, 

standards-to the interchange of electronic data for a number of 

administrative, insurance-related transactions in health care. We also are 

required to adopt standards ifor unique health identifiers for health care 

professionals, , employers arid individuals, as well as for data 

standards fo~ data or health indent for security 


I am pleased to report that we've made significant progress. We will soon 

publish the first set of proposed rules for health data standards. As you know, 

HIPAA calls for final adoption of the standards by February 1998. The latest 

information about our efforts in this area is available on the HHS web site. 


In developing our proposals for the standards, we did extensive outreach and 

consultation with the industry. We met with a wide variety of groups with 

interests in health data standards. And our public advisory committee in this 


Committee on Vital and Health Statistics, conducted eight 

hearings, which included over 130 witnesses from across 


the of the health community. 


In addition, our Department's Health Care Administration is 
'working with the Departments of Labor and Treasury to review comments on an 

interim final designed to prohibit a group from basing 

enrollment on an individual's health status, medical condition 

(physical or mental), claims experience, receipt of health care, medical 
history, information, evidence of insurability and 

Mr. Chairman, I am pleased to provide to you today recommendations for 

federal to protect the privacy of health information. I should note 

that our report is today available on the HHS web site 

(http:/ .os.dhhs.gov/admnsimpo). In developing our recommendations, we have 

benefited ly from consultations with a variety of outside groups and from 

six days public hearings conducted by the National Committee on Vital and 

Health Statistics. The hearing involved over 40 witnesses from across the 

health community, including health care professionals, , insurance 

companies, the privacy community and the public health and research communities. 


Our recommendations represent tough choices and difficult tradeoffs. They 

strike a balance between the privacy needs of our citizens and the critical 

needs our health care system and our nation. And, most. important, they must 
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be the first--not the last-- chapter in an ongoing bipartisan about an 
issue that touches every single American. 

Just a few weeks ago, the cover of Time Magazine read "The Death of 
Privacy." While our privacy certainly is in danger, to Mark Twain, 
'rumors of its death have been greatly exaggerated. If we act now, we still have 
a golden opportunity to safeguard our age-old right to in a brave new 
world of computers and biology. Nowhere is that more important than with our 
most personal information, our family secrets: our medical records. 

Until recently, at a Boston-based HMO, every single clinical employee could 
tap into patients' computer records and see detailed notes from psycho-therapy 
sessions. In Colorado, a medical student copied countless health records at 
night and sold them to medical malpractice attorneys looking to win easy cases. 
And, in a major American city, a local newspaper published information about a 
congressional candidate's attempted suicide. Information she thought was safe 
and private at a local hospital. She was wrong. 

When we a physician or health insurance company information 
about our mood or motherhood, money or medication, what happens to it? As it 
zips from computer to computer, from doctor to hospital, who can see it? Who 
protects it? What happens if they don't? It all depends on the states you live 
in. 

Every day, our private health information is being collected, 
analyzed and stored with fewer federal safeguards than our video store records. 
Let me be frank. The way we protect the privacy of our medical records right now 
is erratic at best dangerous at worst. 

When Congress looked at the privacy threats to our credit records, oui video 
records, and our motor vehicle records, it acted quickly to protect them. It is 
time to do the same with our health care records. 

It's been 25 years since my predecessor, Secretary Elliot Richardson, set 
forth that led to the landmark Federal Privacy Act. Those 25 years 
have brought vast changes in our health care and our health care system. 

Twenty-five years ago, our health care privacy was protected by our family 
do6tor who kept hand written notes about us sealed away in a big file cabinet. 
We trusted our physicians to keep their file cabinets locked and their mouths 
shut. 

Today, revolutions in our health care delivery mean "that instead of " 
Marcus Welby, we must place our trust in entire networks of insurers and health 
care s--both public and private. 

The and telecommunications revolutions mean that information no 
longer exists in one place. It often travels in real time across hospitals, 
physicians, insurers, even state lines. And, it can no longer be protected by 
simply up the office doors each night. 

And, revolutions in biology mean that a whole new world of genetic tests 
have the potential to either help prevent disease or reveal our families' most 
personal secrets. Without safeguards that assure citizens that getting tested 
won't endanger families' privacy or health insurance, we could, in turn, 
endanger one of the most promising areas"of research our nation has ever seen. 

We are at a decision point. Depending on what we do over the next months, 
these revolutions in health care, communications, and biology could bring us 
great or even greater peril. The choice is ours. For~example, will 
health care information flow safely to improve care, cut fraud, ensure quality, 
and reach citizens in underserved areas? Or will it flow recklessly into the 
wrong hands? 
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The fundamental question before us is: Will our health records be used to 

heal us or reveal us? The American people want to know. As a nation, we must 

decide. 


Today, almost 75 percent of our citizens say they are at least somewhat 
concerned that computerized medical records will have a negative effect on their 
privacy. If we don't act now, public distrust could ultimately stop 
citizens from disclosing vital information to their doctors, getting needed 
treatment for mental illness or seeking genetic . As history has taught 
us, distrust, if left unchecked, can undermine and stop progress in our entire 
health care system. 

The question is, what can we do? Some say we have already lost the battle. 

They say privacy in this new electronic world is impossible. There are others 

who say that consumers should not only have control over their health care 

information, should have complete control. They say that Americans should 

even have the power to ensure that their records are kept on paper, not in 

computers. Both sides are wrong. We cannot turn back the hands of progress or 

turn our backs on public responsibilities like research or fighting fraud and 

abuse--and we shouldn't. 


But we can and must do what Secretary Elliot Richardson envisioned in 1972. 
We must look ahead and balance our age-old right to be left alone with our 
desire to fulfill the promises of a new age in health care. Health care 
privacy can be safeguarded. I believe we must do it. with national legislation, 
national education, and an on-going national conversation. 

) 

As I s earl{er, we have federal laws th~t protect the privacy of video 
records, motor vehicle records, and credit records. But, when it comes to comes 
to our e health care records, we rely on a patchwork of state laws. The 
patchwork of state laws does not provide Americans the privacy protections they 
need, as our health information becomes increasingly 
national--crossing state boundaries. Right now, we have no federal health care 
privacy standards. We have no federaf standards. We do have a national interest. 
Now all of us must make a national commitment. 

Today I offer our recommendations for federal legislation protecting health 
care information. We want to work with you, Mr. Chairman, and other appropriate 
committees to a comprehensive measure protect the privacy of medical 
records, to guarantee to consumers the right to inspect their records, and to 
punish unauthorized disclosures of personal health data by hospitals, insurers, 
health , drug companies or others. 

THE PRINCIPLES 

These recommendations are grounded in five key principles: 

Boundaries 

The first is the principle of Boundaries: With very few exceptions, health 

care information about a consumer should.be disclosed for health purposes and 

health purposes only. It should be easy to use it for those purposes, and very 

difficult to use it for other purposes. 


That means hospitals can use this information to provide and pay for 
care for their patients. And, subject to the requirements of other laws such as 
the Americans with Disabilities Act of 1990, employers could use it to provide 
on- site care for their employees or to administer a self-insurance plan. But, 
those same employers should not be able to use information obtained for health 
care purposes to make decisions about job hiring and firing, placements and 
promotions. We are recommending strong protections for Americans from the 
inappropriate disclosure of their medical records. 

Who should be bound by this law? Anyone who provides health care or pays for 
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it, or who receives health information from a provider or payer, either with the 
authorization of the patient or as authorized explicitly by the legislation. Our 
physicians, our nur$es, our hospitals and payers are the foundation of our health 
care system. They have been and must continue to be on the front lines in our 
battle to protect the privacy of patients. 

However, our recommendations acknowledge that these providers and payers do 
not act alone. Whether it's an organization paid by a hospital to encode and 
process bills or a pharmaceutical benefit management company that provides 
information to pharmacists about what medications are covered and appropriate 
for their customers, there are many new actors on the health care stage. The 
numbers of service Organizations are increasing every day. Most do not have 
direct relationships with the . But, they do have access to their 
personal health care information. And, we are proposing that they too be bound 
by the same tough standards. 

For example, we recommend that service organizations be able to do mailings 
to remind patients to schedule appointments for preventive care. But, they 
should not be able to sell the to a pharmaceutical company for a 
direct mailing announcing a new product. 

We believe a federal should define a range of health care 

conditions and services and certain demographic information about the 

patient collected during the health care process. 


A federal privacy statute also should define "information" to include 

records held in whatever form -paper, electronic" or otherwise. 


We believe that the statute must strongly protect individuals from 
inappropriate disclosures, but only in cases where these disclosures are in fact 
inappropriate. These protections should only cover the information that is 
personally identifiable. 

Our recommendation on "identifiability" follows the text of the 
administrative simplification provi,sions of HIPAA. For now, information should 
be consid~red as identifiable if there is a reasonable basis to believe that the 
information can be used to identify an individual. The potential for disclosure 
of a person's identity increases when there are other pieces of information 
present such as age, sex, marital status; race, ethnicity, place of residence, 
and occupation. A determination of what is identifiable information may 
a case-by-case decision based on reasonablepess and will certainly change as 
technology advances. 

We must remember that although explicit identifiers (name, social security 
number, etc.) can be removed, the pieces of information remaining may still 
yield an identity. Sometimes common information-- marital status, number of 
children, of residence--can become identifiable with combined with other 
information--like age and ethnicity. For example, what if you say someone is a 
male Korean college living in Akron, Ohio? He may be the only-person 
there to fit that Therefore, you may not have to identify him by 
name to, have his known. We want to insure that ,in these cases when 
the identity can known, privacy protections are in place. 

Because the recommendations would create a minimum floor of protection for 

all records, this does not distinguish among types of health care 

information based on sensitivity. However, we are well aware that there are 

certain types of information that have been viewed as particularly 

sensitive--such as health information. 


We look forward to working with Congress, advocates, and others to discuss 
these unique considerations. Where stronger protections for particular of 
information may be , the stronger protections provided by other 
federal or state laws should remain in place. And new laws providing such 
special protections could be enacted. 
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For example, our recommendations do not include specific provisions related 
to genetic information in health records, Genetic information should be covered 
by the same rules. However, we recognize that the public is especially concerned 
about the properties of genetic information--its predictive nature, and 
its link to identity and kinship and its ability to reveal our family 
secrets. As you are aware, the President announced support-for 
federal legislation that would limit collection and disclosure of genetic 
information and would also prohibit health insurers from discriminating against 
individuals on the basis of their genetic information. Because of the speedy 
development of genetic technologies and its history of abuse, we recommend that 
legislation concerning dis~rimination in underwriting by insurers be considered 
expeditiously. We look forward to continuing our work with you on this issue. 

We have also elected to limit the scope of our recommendations to the health 
care and the information that flows directly from it. For example, DNA 
results contained in a crime information data bank would not be included. 

The Administration and Congress should continue to examine the privacy 
concerns created when heal~h information is held and used in other settings, and 
recognize that further action may be required. 

The second principle is Security. Americans need to feel secure that when 
they give out personal health care information, they are leaving it in good 
hands. Information should not be used or out unless either the patient 
authorizes it or there is a clear basis for doing so. 

Think about all the ways that private information like your blood tests 
could become public. 

People who are allowed to see it--like those at a lab--can misuse it either 
carelessly or intentionally. And people who shouldn't be seeing it--like 
marketers--can find a way to do so anyway, either because an organization 
doesn't have proper safeguards or they find an easy way around them. 

To give Americans the security they deserve, we must develop legislation 
that those who legally receive health information to take real and 
reasonable steps to safeguard it. They must ensure that it isn't used 
improperly by those who have access to it, and it isn't obtained improperly by 
hackers or others on the outside. 

What do we mean by reasonable steps? They include administrative and 
management techniques, education of , and disciplinary sanctions 
against employees who use information . It also includes technical 
security safeguards like audit trails. 

We don't believe a law can specify the details of these protections, since 
they must keep pace with the new threats to our privacy and the technology that 
can either abate or exacerbate them. But a law can--and must--require everyone 
who holds health information to have these types of safeguards to protect it. 

Consumer Control 

The third principle is Consumer Control. Americans should not have to trade 
in their privacy rights to get quality health care. 

The principles of fair information (formulated in 1'973 by the 
committee that Secretary Richardson appointed) included as a basic right the 
following: 

There must be a way for an individual to find out what information about him 
is in a record and how it is used. 
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Americans should have the power to find out what rules protect their 
records, who's looking in them, what's in them, how to inspect, copy and, if 
necessary, correct them. They should be given clear explanations of how 
organizations will use their information, and what their rights are. Let me 
you an example of why this is important. According to the Privacy Rights 
Clearinghouse, a California physician in private practice was having trouble 
getting health disability, and life insurance. She ordered a copy of her 
from the Medical Information Bureau--a clearinghouse used by many insurance 
companies. It included information about her heart problems and her Alzheimer's 
disease. There was only one problem. None of it was true. What if she hadn't 
requested her records? With electronic data, mistakes can multiply--and sunlight 
is still the best disinfectant. Unfortunately, under the current system these 
types of errors are too often the case. Americans often do not have access to 
their own health records and even those who do are not always able to correct 
some of the most egregious errors. 

With that in mind, our recommendations set forth a set of 
procedures that would that Americans be provided a written 
from insurers or health care detailing who has access to their 
information; how that information is kept; how they can restrict or limit access 
to it; ,how they can authorize disclosures or revoke such authorizations; and 
what their rights are under the proposed legislation should an improper 
disclosure occur. 

We also recommend for patients to inspect and copy their 
information and set out the very limited circumstances under which patient 
inspection should be properly denied. 

Finally, we recommend a process for patients to seek corrections or 
amendments to their health information to resolve situations in which innocent 
coding errors cause to be charged for procedures they never receive or 
to be on record as having conditions or medical histories that are inaccurate. 

Accountability 

The fourth principle is Accountability. If you're using information 
improperly, you should be severely punished. This flows from the second 
principle of security. The requirement to safeguard information must be followed 
by real and severe for violations. When someone's health care privacy 
has been violated, it's not enough to say it's wrong. We need to show it's 
wrong. We need to send the message that protecting the confidentiality of 
peoples' medical information is vitally important, and that who violate 
that confidence will be held accountable. 

People who knowingly disclose medical records improperly, or who 
misrepresent themselves to obtain health information, should be subject to 
criminal penalties. Federal legislation should include punishment for those who 
misuse personal health information and redress for who are harmed by its 
misuse. 

We believe offenders should be subject to criminal penalties 
(including fines and imprisonment) if they knowingly obtain or use health care 
information in violation of the standards our report outlines. This includes 
passing out information to those who shouldn't have it and obtaining it under 
false pretenses. 

The penalties mandated in a federal privacy law should be higher when 
violations are for monetary gain, similar to those s mandated in the 
administrative simplification provisions of the HIPAA for misuse of personal 
identifiers and other violations. And, when there is a demonstrated pattern or 
practice of unauthorized disclosure, those committing it should be subject to 
civil monetary 
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But, in addition to punishing the perpetrators, we must give redress to the 
victims. We believe that any individual whose rights under the federal privacy 
law have been violated--whether those rights were violated negligently or 
knowingly--should be permitted to bring a legal action for actual damages and 
equitable relief. When the violation was done knowingly, attorney's fees and 
punitive damages should be available. 

These four principles--Boundaries, Security, Consumer Control and 
Accolintability--must be weighed against the fifth principle, Public 
Responsibility. 

Public Responsibility 

Just like our free speech rights, privacy rights can never be absolute. We 
have other critical--yet often competing-- interests and goals. We must balance 
our protections of privacy with our public responsibility to support national 
priorities-~ public health, research, quality care, and our fight against health 
care fraud and abuse. 

As a major payer of health care in this country, our Department is acutely 
aware of the need to use health records to fulfill those responsibilities. 

For example, HHS auditors use health records to zero in on kick-backs, 
over-payments and otherfraud~-so we can bring the perpetrators to justice and 
the money back to taxpayers. Researchers have used health records to help us 
'fight childhood leukemia and uncover the link between DES and reproductive 
cancers. Local public health agencies use health records to warn us of outbreaks 
of emerging infectious diseases. ' 

In addition, our efforts .to 'improve quality in our health care system 
depends on our ability to review charts to determine quality of care provided by 
health institutions and health professionals and to examine adverse events to 
see if they reflect underlying structural or practice problems. The practice of 
medicine itself is grounded in the review of profile cases in certain clinical 
domains to evaluate the quality of care provided to the patient. 

In these cases, it's not always possible to ask for permission. And, in 
many cases, doing so would create major obstacles in our efforts to protect 
public health and fight crime. But that doesn't give us a free pass. Allowing 
access doesn't mean we can forget about protecting privacy. And we shouldn't. 

PUBLIC RESPONSIBILITY CHOICES 
Let me outline a few of the areas in which we recommend that disclosure of 

health information for particular purposes under specified conditions be 
permitted without patient authorization. 

Public Health 

Under certain circumstances, we propose to permit health care professionals, 
payers, and those receiving information from them to disclose health information 
without patient authorization to public health authorities for disease 
reporting, public health investigation, or ,intervention. Why is this important? 
Think about the recent outbreak of Ecoli 0 157 in hamburger that resulted in the 
largest recall of meat products in history. Public health authorities, working 
with other officials, were able to identify quickly the source of the outbreak 
and thereby prevent thousands of other Americans from being exposed to a 
contaminated product. 

Research 

A recent consultant's report to HHS on health privacy and research concluded 
that if people don't trust the research community to protect their personal 
information, they may refuse to participate in clinical trials and they may even 
oppose the use of their records for all research under any circumstances. 
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Research which improves the health of all citizens must not only survive, 
but thrive, under strong assurances that privacy of personal information will be 
carefully protected. We must make every effort to see that this happens. 

These are situations under which personal information should be made 
available to researchers without consent. These conditions should include a 
determination by an Institutional Review Board (IRB) that the research involves 
minimal risks to participants; that the absence of consent will not .adversely 
affect the rights or welfare of participants; and that conducting the research 
would be impracticable if consent were required. 

In addition, the researcher should be required to remove the personal 
identifiers and to provide the IRB with assurances that the information will be 
protected 'from improper use and unauthorized additional disclosures. 

This recommendation is consistent with the Federal Policy for the Protection 
of Human Subjects and the Privacy Act-- policies that have protected research 
participants and research records fQr a quarter of a century and that have saved 
lives and fostered countless improvements in medical treatment. 

Law-Enforcement 

Law enforcement officials seek access ·to health care information for a 
variety of reasons, depending on the target of their investigation--from the hot 
pursuit of an injured fugitive in an emergency room to the review of health care 
information to determine if a crime has been committed by a hospital or 
insurance company. 

We recommend that a federal health privacy law not interfere with the 
well-established procedures of the criminal justice system. Information would 
be disclosed without patient authorization for purposes required by State 
law--like the reporting of gunshot wound victims, the id~ntification or 
location of an injured fugitive--or for other legitimate law enforcement 
purposes. 

PREEMPTION 

The report calls for national standards. But, it does not recommend outright 
or overall federal preemption of existing State legislation that is more 
protective of health information. 

In HIPAA, Congress generally expressed a preference for leaving stronger 
State laws in place and that is the right thing to do. Although most State laws 
are in no way uniform or comprehensive, these recommendations concern an area 
already regulated by State laws. Some protections that we propose may be 
stronger than some existing State laws. Therefore, we recommend that Federal 
legislation replace State law only when the State law is less protective than 
the Federal law. Thus, .the confidentiality ;protections provided would be 
cumUlative, and the Federal legislation would provide a floor. Federal 
legislation should provide every American with a basic set of rights with 
respect to health information. All should be assured of a national standard of 
protection. 

Many have argued for one law in the interests of administrative 
simplification. We may reach a consensus one day, after watching the rapid 
evolution of health care, in which we determine the interests of nationwide 
administrative simplification for health transactions justifies preemptive 
federal legislation. I am not convinced that day has arrived. 

Nevertheless, the impact of leaving in place more restrictive State laws on 
the effective use of health information bears careful watching. If dual 
regulation impairs care or the operation of information and payment systems, 
poses risks to confidentiality because of confusion about two levels of law, or 
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creates uncertainty among patients about their rights and forms of redress, we 
may want to revisit the notion of a federal law. 

As we seek to protect privacy in the information age, we will always be 

shooting at a moving target. As technology develops, and as we continue our 

implementation of HIPAA, there may need to be adjustments or additional 

legislation in the future to address emerging concerns. 


CONCLUSION 

Mr. Chairman, the five principles embodied in our recommendations 
--boundaries, security, consumer control, accountability, and public 
responsibility--should guide a comprehensive law that would our nation real 
federal standards and our citizens real peace of mind. 

They a practical, comprehensive and balanced to protect 

health care information that is collected, shared, and used in an increasingly 

complex world. 


At the same time, we need to build on the efforts of the American with 
Disabilities Act and the Kassebaurn-Kennedy law to address another legal issue 
that has a tremendous impact on how people view their : health care 
discrimination, including genetic discrimination. Because efforts on health 
care privacy will never be.enough until we give all Americans confidence that 
information in their medical will not be used to deny them jobs or 
affordable health insurance., 

Yet, as we know from past , national alone will not 

inspire trust in one's rights or commitment to one's responsibilities. It's 

going to take education. Every health care professional, every public 

health official, every pharmacist-- every single person who comes in contact 

with health care records must understand why it's important to keep them safe, 

how they can keep them safe, and what will happen to them if they don't. 


Most of all, we must help consumers understand not just their privacy 
rights, but also their responsibilities to ask questions and demand answers--to 
become active participants in their health care. 

We need an informed public, because, as the National Research Council 

recently pointed out, we need an informed public debate. An ongoing 

conversation. 


We cannot expect. to solve these problems all at once. With changes in 
medical practices and technology occurring every day, we need to'be flexible, to 
change course if our strategy isn't working and meet new challenges as 
arise. 

Twenty-five years ago, Secretary Richardson and the Congress looked into an 
uncertain future and tried to chart a course on which individual rights and 
privacy would prevail. The result, as I mentioned, was the landmark Federal 
Privacy Act. 

Now a similar challenge is before us. Twenty-five years from now, what will 
say about the footsteps we left? Will we leave the next generation with 

real federal privacy standards based on fundamental principles? Will we have 
boundaries to ensure that, with very few exceptions, our health care information 
is used only for health care? Will we have assurances that our information is 
secure? Will we have control over what happens to it? Will those who violate our 
privacy be held accountable? And will we be able to safeguard our privacy rights 
while still protecting our core public responsibilities like research and public 
health? 
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In short will we harness these revolutions in biology, communications, a'nd 
health care to breath new life into the trust between our patients and their 
doctors, between our citizens and their government, between our past and our 
future? 

We can. We must. And, I believe, working together, we will. 

Mr. Chairman, we in the Department and the Adrninistration are eager to work 
with you to enact strong national privacy legislation. 

Thank you again, for giving me this opportunity to testify. I look forward 
to answering any questions that you may have. 
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.. TO PROIDBIT inSCruMINATION IN FEDERAL EMPLOYMENT 
'. . ,~, " BASED ON PROTECTED GENETIC INFORMATION 

By ~~ authority vested in.me as President by the .C~nstitutionand the la,ws of the United States· 

.of America, it is ordered as foilows: 
'" : . . " : .:''''. .' . .' 

. NoJidiscrimination in Federal Employment on 'the Basis of 

Protected Genetic Information . 

'1-101: It is the policy ot-the Government Qfthe United States to' prQvide equal emplQyment.. ...., . .~ 

.6pp~rtuility iQFed~~al~pIQyment fQr ail qualified ~ns'and to prQhibit discrimi~tiQnagai~t 

e~PlQY~S based on prQtected gen~tic inf~rmatiQn Qr infQmi~iQn abQut arequest fQror the receipt ~f 
.' ' .. genetic services: This policy Qt:equaloppOJ1Unity applies to every aspectofFederalempl~yment. 

., 1;102; The head Qfeach Executive department and agency shall extend the PQlicy set forth in 

Seeti<>n 1~1<> 1 ror Illl its emplQYees covered by Secti<?n 717 ofTitle viI ofthe Civil Rights ~ct of 1964 

. as amended . 

...... 1-103. Executive 4epartments'and agencies shall canyotit the provisionS of this Qrder to. the' 

,~xt~t permitted by law and consistentW:ithth~ir statutQryaild'regulatoIy authQrities and their 

<enfQrcement mechanismS. The Equat EmplQyment Opportunity CQmmission shall be respo'nsible for 
\ . ." 	 , . 

. . cQOrdinilting the policy ofthe Government of the United States to prohibit discrimination againSt
" 	 ", , .. " . ." .' , 

..... employees i~ Federal emplQyment based ~n protected genetic information Qrinformation about a 

"!. 	 .~." 

. request for or ~e receipt ofgenetic services. . 

. Requirements Applicable to Employing Departments and Agencies .. 

. . 1-20LDefinitions. 
. . 

(a) 	 .• The term "empiQyee~' shall include an employee, appliCant for employinent or former . 

'eniployee CQV~ by Section 717 ofthe Civil Rights Act ofl964(42 U.S.C. 2QOOe­. . 	 , 



.. ·.16). 

, (b) .'. Genetic morti~rin.B·means the periodic examination 'of employees to evaluate acquired 
. '. , 	 . 

• modifications to their ge~etic ~aterial, such as chromosorrial damage or evidence of 

increased occUrrence of mutations, that may have developed in the course of 

employment due to exposure to toxic 'substances in the w~rkplace, in' order to identify, ' 
. 	 . , ' " . 

eval\late, or respond to the effects of, or control, adverse environmental expo~uies in . 

the workplace. 
-	 . 

(c) 	 . Genetic services means health services, inCluding genetic tests, provided to ~btain, 

assess, or interpret gerteticinformation for diagnostic or .therapeutic purposes, or for 
. . 

. ,genetic education or counseling. 
. . .. 

Genetic test means the analysis ofhuman: PNA, RNA; chromosomes,proteins, or 
. '.' ; ,":. .' . ' 

, . '. '.' " 	 ',,' . 
certain metabolites in order to detect disease-related genotypes or mutations. Tests for 

metabolites are ,covered when an excess or deficiency ofthe nietaboli~ indicates the 

presence oh mutation or mutations. 

(f) 	 .Protected genetic information~ 
, . " , . 

(I) . In general,' protected genetic information means-­

(A) information about an ind;.vidUal!s ge~etic te~; 

(8) iriform~tionabout genetic teSts of family rnembersofthe individual; or· 
.. ' ," 	 . 

(C) information about the occ~nce of a disease ~r disorder in family 

. , members ofthe individual. 

',", . " (2) . . InforI'll~tio~ ~bqut an individual,;scurrent healili'~tuS (including' information . 
, , 

. about sex, age, physical exams, and Chemical, blood, or urme analyses' of the 
('>' ". . .', • • 

individual) is, not proi~tedgenetic inrorm~tion ~ess it is described in 

subpai:agraph (1)., ,. 

i -202. 'The agencies, in discharging their responsibilities under this order, shall implement the 
" . , "", .'.. ' . 

. " fol1o~g n~rid~~rimimitio~ r~uirementS. ; 

(a) ." The emplOYingd~Partmentor ~gencys~1 not discharge, fail or refuse~ hire; or 



'otherwise discriminate against any employee with respect to the compensation, tenns, 
" "",' " . . . 

. . '. conditions, or privileges of emploYment of the emploYee. because of protected genetic . . ".' . . 

info~ation with respect to·the employee or because of infonnation about a request for 
.' 	 . 

~r the receipt ofgenetic service~ by such employee or by a family member ofsuch 

(b) 	 .The employing department or agency shall not limit, segregate. or Classify employees in 

anyWay that would deprive or tend to dep!ive any employee ofemployment 

. '. opportunitieso~ otherWise ~versely atrectthe employee's sta~, because ofprotected 
" .... . . . . 

, '. 	 ," gen~c infonnation with respect to the employee or because of infonnation about a 

.... r~quest for or,the receipt ofgenetic serVices 'by stich employee or by a family 'member 
, 	 . . ,. . 

ofsuch empl()yee.. ' 

(c) The employing department oi agency shall not request, require, collect or purehase 

'., ' . protected genetic inf~nnationwilli r~pecno an employee or a family member ofthe
.' . . ~ . . . , . 

employee or .infonnation aboutareq~est for or the receipt of genetic services by such 

. . ," 


'.' . 
 '" . employee or by .a family ni~niber of sti~h ~mpIOyee. 
..... (d)' .. The employing department or agency shall not disclose protected genetic informati~n 

with respect to an employee oritif()rmati~n about a request fo~or the receipt ofgenetic 

.': 

• services by anempioyee orby a fanIilymembCrof an employee except-­

(l) 
.' 

..•to the employee who is thesubject ofthe iIuonnation, at the request ofthat 

.' employee to whb~ disClosure is being made; 

(2) 	 to an oCcupational or other health researcher if the. research is cond~cted in . 

. compliance with the regulations' andprotectibns provided for under part 46 of 

title 4S,Code of Federal Regulations; .. 

(3)' . under legal ~~pulsion ofa Federal court order,except that ifthe court order 
. . ". 	 . , 

Was secured without the knowledge ofthe individual to whom the infonnation 

. ref ern, the employer shall provide the individual With adeqUate notice to 
. 	 . . .. 

ch~lenge the court.order unless the court order also imposes confidentiality 

-3- .. ' 



, . 


requirements; " 

,(4) 	 to ,government officials investigatiIlg c:ompliance with this ~xecutive Order if the 

information is relevant to the invistigation; and. 

(5) 	 to government officials in connection with a compelling national security or law 

enforcement matter. 

(e) 	 ,The employing department ora:gency shall not maintain protected genetic information or' 

information about a request for or the rec~ipt ofgenetic seryices in general personnel 

, files; suchinform~tion shall be maintained separately from personnel files. 

Exceptions 

1-301. The following exceptions shall apply to the nondiscrimination ,requirements set forth in 

, Section 1-202. 

, (a) Th~employing department or agency may request, require, collect; or purchase' 

protected genetic inforjnation with, respect to an employee or any information about a 

" 	requesfforor receipt ofgenetic services by such employee or by a family member of 

such employee if: 
, " 

(1) 	 , the employee ot family member Uses genetic or health Care services provided 
, , . , . . 

by the employer; • 
. . 	 . . 

(2) 	 the empl~yee or, ~ily member who uses the genetic or health care services' 
. ' .' , 

has provided prior, ~owing, voluntary: and written authorization to the , 
, 	 ' , 

•e~plorer to collect protected ge~etk, inforination; 

(3) 	 the person whop~rforms the genetic orhealth care services does not diSclose 
, 	 ' , 

the results ofthe genetic services to anyone except to the employ~ who uses 

the services, and pUrsuant to section.1-202( d) of this order; and 

(4) 	'suchinrorm~tionisnotused inviolatio~ of Sections 1~202(a) orl-202(b) of . 

this Executive Order. 

(b)' 	' ~eticm~nitoring ofbiQlogical effects oftoxic substances iIlthe workplace sh<U1 be 

" permitted if all ofthe folloWing conditio~ are ?I,et: " 



• 


(1) the employee hasprovidedprior,knowiIig, voluntary, and written auth~rization; 

, (2), the employee is informed ofthe specific results of the monitoring; 

(3) 	 the employee is informed ofany other protected genetic information that may 

have been acquired, provided that the employee has given prior, knowing, 

'voluntary, and written consent to suCh additional disclosure; 

" 	 . . . 
(4) 	 the monitoring conforms to any genetic monitoring, regula~ons that may be 

promulgated by the Secretary ofLabor ; and 

, (5) 	 theemploye~, excluding any licensed health care professionals that are involved 

in the ,genetic monitoririg program; receives results of the monitoring only in 

~gregate terms that do not (ljscl~sethe identity of specific employ~s. 

(c)' 	 ~s Executive Order does not Iimitthe statutcii-y authority ofa Federal agency to (1) 

promUlgate or enforce w<;>rkplace s3fety and health laws ~d regulations or (2) conduct 
, 	 . , 

or sponsor occupational or ~therhealth research that is conducted in compliance with 
. '" . .... ..". "",. : 	 . 

regulations at part 46 oftitleA5, Code ofFederal Regulations, (3) collect protected 
I "".'! . 

• " ", geneti~~fonriati~n as, part ofa laWful p~gram, the exc1~iv~ purpose ofwhich is to 

'carry ou~identifiCation Qfremains. 

, Miscellaneous' 

,",., • 1-401. The head of.~p.deparbnent and agency shall take appropriate action todisseminate 

,', ' ,this policy. and to this, end shall desi.gnatea'high lev!!l official responsible for carrying oui its 

, ,"re~PonsibilitiesundertlusExecutive Order;' 
',.. . . 	 . 

1-402. Nothing in this, Executive Order shall be cOnstrued to:' ' 
0 

, (a)"limit the rights or protections ofariindividual under the Rehabilitation Act of 1973 (29 

U.S.C. 701 etseq.)orthe Americans With Disabilities Ac{0f199O (42 U.S.C.)21 01 et seq.), 


i~cluding Cove~ge affo~ded to individUals under Section 1 020fAmerieans with Disabilities Act of 1990 
. ,'. ,> . . .. , 

arid any other Federal ~tatute; , 

(b) suPersede any provision OfthePrivacyAct of 1974 (5 U.S.C. 552a), and actions taken 
, " 

under this- Executive Order shall be in compliance with the Privacy Act; , 



I 

, ! 

(c) reqUire sp~cificbenefits 'for ~ empl~yee or dependent under the Fede~l Employees 

, ~eaI~ B~efits progrrunorsimil;u- progriun; or , 

, , '(d) supersede any other statut~, regulation, or rule thatrequi~es disclosure of information. 

1::4:03. After conSultation With the Secretary of the Department of Health and Human Services' 

and the chairoftheEqualEmploynlent OpportunitY Commission, an agency may: 
. '. ' 

" ' (aldeteimine thattheeoilectii:m of protected genetic information is required from an individual, 
, , 

'after aconditional offer of employment is made, ~enthe' collection of such protected genetic' 

, , , .', infomlliti~n isjob-~lated-and consistent with business necessity within the meaning ofthe Rehabilitation 

, , .. Act; 

'(b) detennfue thatthe use ofsuchprotectedgerietic information to make an employment. . . . 

,d~isioIi isnecessMy to av~ida ~irect threat witlUnthe mear).i~g of the Rehabilitation Act, 

1-404. This 6~i:lei: clarifies and makes uniform administration policy and does not cr,eate any 
. . . ", " .".. 

, , , "right o~benefit. substantive or pro~dUniI; enforce~ble at law by a party ag;Unst the United States, its ' 
.' . : " 

'officers or employeeS, or any other person . 

.-~WfITTEHODSE, " 
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". tion can be thought of as one big genetic test.'WhEm a~ve- chance of getting colon cancer. 
, 1'. ,,", , I,' 

. ""'''. " TIME, SEP.T~MBER 29,1997, 
,( .. 

,., 
 , / 

E . S .S A y 
lVtichaell(insley 

·Oh,MyAching GeneS!. 

,br~wingatube ~fblood:Lsjustone 'of the many waysw~ unfairly judge peoPle 

"M'y'sroCKS ARE DOrNG~o.K., BUT MY GENE 'PORTFOLIO" 

',: ',' took a big hit recently. D,'octo~, at Johris ,H,opkin,'s, 
" , announced that they have discovered a genetic 

" " ' mutation in Ashkenazi Jews that ,doubles the risk, 
of ooloncancer. ~hkEma'zi'Jews are those with roots i~ Centrat 

, and EastemEurope. That covers most Jewish Amencans, in­
'cludingme; Only 6% ofAshkena.zj Jews are thought to carry the 
d~fective gene, bu~ that's enough to niake it, aCCo~ding to the' 
New York Times, "the most cominon ' ' 

,known cancer gene in a particular 
population:" And colon cancer is just 
',on,e disease for which Ashkenazi Jews 
seem, to have a disproportionate, 

,'genetic tendency; 'Breast' cancer, ' 
Tay-Sachs' and Cystic fibrosis are oth-, 
ers. The Times reports that this is the 

, ,resultoftoom\lch intermarriagedur­
e ing the Middie AgesIS~ tell that to ' 

your moiher, Jewish boys of America. 
, 'The Times was comically eager to 

p,oint out that other ethnic, groups 
probably have a lesser genetic ten ~ . 
dencytoa larger number of diseases, 
so AshkenazijeWs shouldn't feel that 
put upon. Nevertheless; both stories 
rirlsed the possibility that bloQ<i tests', 
for this genetic defect will be "sed by 
,health insurers and employers to"discrilliinate'agiiinst people 
with the defective gene. (Why? Oh, possibly bosses maym?t 
want their workplace atmosphere soured by a lot of ~py contrast, when the cavemen fought, ;he genetic measurements 

. 'people who've just undergone a 'colonqseopy.) . \ 
Genetic research. is rapidly discovering all sorts of creepy 

information abou~ the future in our genes, such as who is li,ke-' 
. iy to develop Alzheimer's. These predictions are widely re- . 


garded as the apple of knowledge; which we right be be,tter off 

not tasting. There is a general fe.eling that it is;wrong for a per­

, son's life Chances to be determined by a test tUbe Of blOod. Ac~ 

, cor.di~g to this, reaSoning, the o~ly issue for pl)blic policy is 


""liatto do about:it. Forbid ~r discourage genetic tests? Strict 

rulesaboutwhattheymayormaynotbellsedfor?W~can'tyet' 
prevent Alzhelmer~s, but weca~ atleast try to preve~t dis- , ' unfaii- aboutsorting a,nd rewarding people based on the genes 

'criminationagain:St folks just because they havean'increaSed 'they were born yvith and have no control over. Good. That feel­

, probabilIty 6f gettiJlg Alzheiine~'s.' ".,.,. ing Should be encouraged. The proper lesson is not thal there's 

This revulsion at fate-by-genetic~testing is und~rstand-.nothing wrong with discrimination ~ased on what it lab tech- ' 

able ,and admirable. It's also a' bit crazy. That's because the 
, so'rting.of pel?ple according.t~ their gen~s'goes on'in all kinds' 

of ways th,at ~on't, involve, drawing blood. it's ~ot necessary 
to know the actual gene involved. In fact, the human condi­

ma'n lost his woman, ,or his life, to another caveril~n, that was ," 
, a genetic test. , ,," 

Ihyould be'niee'to thinkof civilization as a:iongprocess by',' 
' ' which such crude genetic deteiminism (the bigger guy wj.lls) is 

replaced with finer ~d fmer values. Bl,ltgi:mes are' barely less 
important today. TIu,;re is, of course, the sensitive issue of in­
telligence ).1any people think, of the SAT as a genetic market: t 
eyery bit as clinical as that contained ina syring~ of blood. ,The' 

' " 	 ... folks-who believe thiS:are,mistakell. 
~ But even the, politically correct posi-
Stion-that "intelligence;' is actUany a 

bundle of different mental, capabili­
.. ties that 'people have in varying 
~' amourlts, and that these capabilities' 
~ can be strongly affected by enyiron­

mental factors-leaves' room for' a 
l,argegenetic component. Few Ash-
ken~ Jews,'I sUspect, ~uld trade, 
their genes for a random draw from \ , 
the gene pool, whatever their fear of 
colon cancer: and whatever. they may, 
have fe~t (arid said) ,about Charles, 

' MUrray, notorious co-author'of The, 
'Bell Curve, ' 

We are all undergoing genetic 
teSts eVery ,day, and our life chances ' 

, are beinginfluenced,by tIle results. A 
blOOd test for, say, an Alzheimer's gene is different in only two 
ways,FirSt,the test is separate from its ~ialapplication. By' 

and their use ~ a wayof ordering society were intertwined and 
siniultan~ous. Second, discriinination based' on blood tests .is· 
,punishingpeopl~ ~n the'basis of mere probabilities. Yet ho~ 
much do these distinctions matter? If iDsurersand employers' 

,discriminate against people with an increased risk of getting 

,tucian finds in a t~t tube ~f your blood. The proper lesson is, 
that Ii lot of the sorting and rewarding in society works essen­
tially the same way. And whatever upsets you ,about genetic, 
testingoughttoapplytomatterslargerthanaslig4t1yincreaSed " 

" 	 .1 . 

some'dreadful disease, they are making a rational assessment of 
probable future costs. We as a society may decide that such dIS­
crimination is unfair and outlaw it, but it is no more unfair. Plan 
discriininating against it person With the diseaSe itself. ' 

.StilI, thenaturai feeling remains that ,there is something , 

. 

_~ 

. "I 

' 

http:so'rting.of
http:Ashkena.zj


, ,E, s S'A 'Y' 

Michael Kins~ey , 

. Oh, MyAching-Genes! 
. 	 \, t', I, ," ; ',,' • '. 

Draiving'a tube ofblood isjust one' ofthe many ways we unfairly judge pedple'',,' Y STOCKS ARE DOn~G O.K" BuT MY GENE PORTFOLIO man lost his woman, or his'life, to another 'caveman, that was 
, , took a Big hit recently. Dcx.:torsat Johns Hopkins, a genetic test. " . 

, \, , 

, , announced that they have discovered agenetic It would be nice to think 9f ci~ation as a long process by 
, , mutation in AShkenazi Jews that doubies the risk ,whlch such crude genetic determinism (the bigger guy wins) is 

of colon cancer. Ashkenazi Jews are ~thosewith roots in Centrru.' repl~cedWith finer and fair~r,values. But genes:ir~ barely less 
, and Eastern Europe. That covers most Jewish Americans', jn- important today. There is, of course, the sensitive issue of in-' 

cIllding me. Only 6% of Ashkenazi J ews an~ thought to carry the' tellig~nce. Many, people think of the SAT as a genetic marker , 
'defective gene, b4t that's enough to make it, according to the 'every bit as clinical as that containedi,n a syringe ofbloocl; The 
New York Times, "the most common" 'folks'whobelieve'thisare mistaken. 
known cancer gene in ~ particul::p:' ~ But even the politi6all~ corre~t posi­
population.': AnQ. colon cancer is just Stion-that "intelligence" is actually a, 

, ,one disease for which Ashkenazi Jews 9bundle 6f different mental capabili- , 
'seem to have, a dispropqrtionate ~ ties that; people have ,in varying 

M 

o· ' . .
genetic tendency. Breast cancer, ~ amounts, and thatthese"capabilities 
TaY7Sachs and cystic fibrosis are oth-,' ~ ,can be strongly' affected by ellviron~ 
Etrs. ,The Times reports that this is thel "mental, factors~le~~~s' room for a: 
result of too much intennarriage dur- ,large genetic' component. Few Ash-, 

, 	 " '\ 

ing the 'Middle Ages!. So tell that to ,kenaii Jews, 1:. suspect, would trade ' " 
your mother, JeWishboys of America.. ' their' genes fOr a r~dom draw. from ' 

) The TimeS was comically eager to the gene pool, whatever their fear of 
, point ,out that other' ethnic groups ,colon cancer and whatever they may 

probably ,have a lesser genetic ten- ' have felt, (and said), about, Charles 


, dency.to a larger number of diseases~ , MUrray, notori()us,co-au~or of The' 

so AShkenazi J~~ sho~dn\ feel that Bell Curoe. 

, , p~t u~ri. Nevertheless, both stories 	 We are an undergoing genetic" 
. 	 raised the'pOssibilitY that blood tests tests every d~y, and our life charices 

for this genetic defect will be used by , , are being inftuencEXl bythe results. A 
h~alth insurers and employers to discriminate against people, blood test for; say, an Alzheimer's gene is different in only two' 

0' ~ththe defective:gene.(Why? Oh, pOssibly bosses may not, ways. First, the 'testis separate from its social application. By 
'\ . ~ .. ".~,,'..~ want their workplace atmosphere soured by a lot of grumpy' contrast, when the cavemen fought, the genetic measure~erits 

peopie who've just undergone a lfOlonoscopy,) 'andtheir use as a way of ordering sOcietY were in~ertwiried and 
." 	. , Genetic' research is rapidly discovering all sorts of creepy simultaneous. Second, dis.crimination baSed on blood tests is 

information about the future i~ our gene~, such as who is like~' punishing people on ,the basiS of ~erep~abilities. Yet how ' 
ly to develop Alzheim~r's. These predictions are widely ie~m.uch do these diStinctions: matter? If insurers ~d employers 

': garded as the apple ofknowlElcige, which we might be better off discrj.miriate against people, with an increased risk of getting 

, not tasting. There is a general feeling that it is wrong for a per: som~ dreadful disease, they are making a rationalassessme~t of 

, son's'life chances to be deteriilined by a test tube of blood. Ac- ,prob~bJe future'costs. We as a society may decide that such dis~ 

, cording to this reaSoning, the only issue for 'public policy is, ,criminationiS unfair and outlaw it;:but it is no more unfair tIi~n 

what to,do about jt. Forbid or discoUrage genetic tests? Strict discriminating againsf a: person with the di~ease itself. 
rules about Vihat they mayor may not be used for?'w ecan't yet Still, 'the natural '~eeling remains that, there is so~ething' 
prevent Altheimer's, but we can at least try' to preve~t dis- unfairab9ut sorting and rewarding people based op. thegenes 
crimination agains't, folks just because they have an increased they were born with and have no control over. Good. That fuel­

, probabiiity of getting Alzheimer's., " " ' :, ingshould be encouraged. The proper Iessoriis not ~at 'there's 
Thisrevills!on" at fate~by~genetic-testing,is understanq- nothing wrong with, discrimination based'on what a lab tech-, ' 

able and admirable. It's also a-bit crazy. That's becausetlte nician!finds'in a test tUbe of your blood. The proper lesson is 
, sorting of people according to their,genes goes on in all kinds that alot of the sorting and rewar~g in society works essen­
"of ways that don't involve drawing blood. It's not necessary, tially the' same ~y. And whatever' upsets y~u about geneijc 
Ito know the actual' gene involved, Ih fact; thehuman conOi-, "testing ought to apply to matt~rs l!irger than a slightly increased 
tion can be thou~t of aS'one big gerietic test-When a cave- ,chance,of getting colon cancer. ' ." 
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HEALTH INSURANCE IN THE AGE OF GENETICS 
AN EXECUTIVE SUMMARY 

The "Health Insurance in the Age ofGenetics" report responds to the President's request for 
information on the potentials and perils ofgenetic testing. It includes information on the current 
state of legislation about genetics as well as recommendations for Federal legislation to improve 
protectionS against genetic discriminatio~. "" 

The Progress and Promise of Genetic Testing. Genetic testing has the. potential to identify 
hidden genetic disorders and spur early treatment Tests for genetic predisposition to certain 
diseases and conditions - such as Huntington's disease' and eertai,n types ofbreast cancer - are 
already available and more genetic tests are on the horizon. In the next few years we will know 
the location ofnearly every human gene and we are learning more and more about how genes 
interact As genetic information becomes increasingly common, it will revolutionize our health 
care system. With this new technology, Americans will be able to determine conclusively 
whether or not they are in fact genetically predisposed to a disease. -Those who are can begin 
early and often life-saving treatment and those who are"not will gain much-needed peace of 
mind. 

Genetic Discrimination: The P.erils ofThis Progress. While progress in genetics can help 
millions ofAmericans, we know that genetic testing can be used by insurance comp~nies and 

" others to discriminate and stigmatize groups ofpeople. Even those who have not yet or may 
never show signs ofa disease are still at riskfor discrimination. Studies have shown that eighty-~· 
fiw percent ofAmericans are still extremely concerned with the possibility that their genetic " 
makeup will be used to discriminate against them or a member of their family. Twenty-two 
percent ofpeople in families where someone has a genetic disorder report that they have been 
discriminated against by an insurance plan." In genetic testing studies at the National Institutes of 
Health (NIH), nearly a third ofeligible people offered a test for breast cancer refused to take it 
The overwhelming majority of those who refused tests cite concerns about health insurance 
discrimination and loss ofprivacy as ~e reason why. 

StateInitiatives and Why These Laws Are Insuffident. Nineteen states hav~ already enacted 
laws to restrict the use ofgenetic infonnation in health insurance and many oth~ have 
introduced legislation. However, state legislation is insufficient to solve this prpblem for a ­
number ofreasons. Firs4private sector employer sponsored health plans, which covers halfof 
all Americans, are exempt from state insurance laws due to ERISA preemptionJ Secon~ ~urrent 

r 

state laws generally focus on genetic tests rather thari a broader 4efinition ofgenetic information 
such as'family histDry, medical records, and physical exaJ;llS. . Finally, the variability 'among state 
bills ~ lead to a lack ofuniformity across the :nation as to whether and how genetic information 

"may be used by health plans. 
~ ,. 



HIPAA; Gaps in the Current Federal Legislation. HIPAA took steps to prohibit genetic 
'discrimination by preventing insurers from using genetic infonnation as a "pre-existing , 
condition" and denying or limiting coverage in group markets. However, HlPAA falls shon 
in three areas. It does D.Ql: (l) prevent insurers in the individual market from denying coverage 
on the basis ofgenetic information; (2) assure that premiums are in no way based on genetic 
information both in the group and individual market; and (3) prevent insurance companies from ' 
disclosing genetic infor.m.ation to other insurers, to plan sponsors, and other entities regulated 
by state insurance laws, such as life, dis~bility, and long-tenn care insurers. 

Recommendations for Federal Legislation. Any Federal legislation sho1:lld address the three 
major areas not included in IDP AA: 

Access in the individmil market. The HIPAA protections should be extended to the 
individual market in the absence of a diagnosis. Only'thenwill all Americans rest 
assured ,that they or their f3.miIies will not be denied or lose their health care coverage 
based on their genetic information. ' 

Affordability in the individual and group market., HIPAA did not prevent insurers 
- in either the individual or the group market - from increasing group premium rates' 
based solely on knowledge about genetic information. New legislation must ensure that 
health plans do not use genetic informaqon in any way when determining premiums. 

Disclosing Genetic Infonnation. New legislation should protect the privacy .and 
confidentiality of genetic information by preventing health plans from releasing or 
demanding access to genetic information. It should impose restrictions on the 
disclosure of genetic information to other insurers, to plan sponsors, and other entities 
regulated by state insurance laws, such as life, disability, and long-term care insurers . 

. 
Congressional Initiatives. Several bills have been introduced in this Congress which prohibits 
health plans from requesting or using genetic information to deny health care coverage or raise 
premiums. The bipartisan legislation introduced by Rep. Louise Slaughter, H.R 306, addresses 
the three major gaps left by the HIP AA legislation and represents a strong foundation for this 
much-needed reform. The report recommends that the Administration build on this legislation 
and enact a bill that protects all Americans from the threat ofgenetic discrimination . 

'. 
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,QUESTIONS AND ANSWERS , 
ON PREVENTINq GENETIC n~SCRIMINATION 

'IN HEALTH INSURANCE 

Q.-" " ' 	 'IS THERE ANY EVIDENCE THAT INSURANCE COMPANIES ARE ' 
DISCRIMINATING AGAINST PEOPLE wITH A GENETIC 'PREDISPOSITION 

"TO A DISEASE? 

A: , 	 Medi~ r~searchers ~dphysiCianS b~v~ reported 'that people' are refusing to get genetic ' 
testingot'to participate in medical research beCause they fear that this' infonnation Gould 
beiIsedagrunst them ora member of their family. We know that geneticInfonnation has 
peen-used to discnmina,te againsfpeoplein the past. ' ' ' 

.. '\. . . 

In the~ly ·1 970's, health insurance Coverag~ and jobs were denied to many:'African.:. 
, AIDericans who ~ereideritified as carriers ofsiclde:-eell anemia, We also' know that a . 
leading reason women 'refuse genetic'testing for breast ~cerisb~caiisethyy fear,that 
insurance companies maycharge excessively high ,premiums or deny health care 
Coverage to either themselves or members oftheir'fam~lies. ' 

'Moreover~over one-'fifth ofpeople who live i~ fami~ies where ,soineoriehaS agenetic 
disorder report that they llave beeri discrimimited against by an insurance plan. (Lapham 

,et at.', SCience, October, 1996). " . ' 

A,1985 Harris Poll of the 'general ,public. revealed that over'85 percent'ofthose s~eyed 
indicated they were very concerned or somewhat oonC!!medthat insurers or employers 
might have aCcess 'to 'and use genetic infonnation. " " , 

. 	 " '. ­

. , 	 ' 

Q: 	 aOW MUCH WOULD THIS LEGISLATION COST? 

" A: ,We.do not have any fonnal,estimates on ho~ much this legislation would'cost~ 'However, 
.~tates ~t have enacted legislation in this area have not experienced any significant costs 
associated with it. ' ' " ' 

Q: 	 How·MANv~RICANSWOULD,BEAFFECTED BVTBisLEGISLATION?' , 

A: 	 This legislation w()uld'Pl9~ a1lAmeri~ from futving to pay'highet pre.tclwnSbaSed 

on genetic'ijlformatioJ,fand from haVing their ,genCtlc ~onriati()ndiscloSed. ." '.,," 


, ." " \"'" , , 

, \ , 
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Q: 	 WHY ISN'T THE ADMINISTRATION ADDRESSING THE PROBLEM OF 
EMPLOYMENT DISCRIMINATION BASED ON GENETIC SCREENING 
INFORMATION WITH THE SAME RIGOR IT IS TAKING IN THE HEALTH 

, INSURANCE ISSUE? ' 	 ' 

A: 	 Genetic discrinlination by employers is no less an important issue. The Department of 
Labor, in conjunction with the Equal Employment Opportunity Commission, the 
Department pf Justice, and the Department of Health and Human Services, is currently 
considering the feasiblityqf extending protections beyond current law for this explicit 
purpose. We anticipate that we will have their findings and.recommendationssometime 
later this year. As we review this issue, we look forward to working with Members of 
Congress - such as Senator Tom Daschle -- who have shown an interest in this area. 

Q: 	 DIDNfT THE KASSEBAUM-KENNEDY HEALTH REFORM LEGISLATION 
TAKE CARE OF THIS PROBLEM? 

A: 	 The Kassebaum-Kennedy legislation did take important steps to prevent health insurers 
from discriminating on the basis of genetic information. However, this legislation builds 
on these provisions in three important areas. It: (1) prevents insurers in the individual' 
market from discriminating on 'the basis ofgenetic information in the absence ofa 
positive diagnosis or treatment; (2) :assures that group premiums, both in the group and 
the individual market, are not based on genetic information; and (3) restricts insurers and 

, health plans from disclosing genetic information. 

Access in the individual market. The HIPAA protections sl10uld ,he extended to the 
individual market. Only then will all Americans rest assured that they or their families 
will not be denied or lose their health care coverage based on their genetic information. 

Affordability ,in the individual and group market. The Kassebaum-Kennedy 
legislation"did not prevent insurers - in either the individual' or the group 'market ­
from increasing group premium 'rates based on knowledge about genetic information. 
New legislation must ensure that health plans do not use genetic information in any 
way 'when determining premiun:iS. 

'Disclosing Genetic Information., New ,legislation should protect the privacy and 
confidentiality'of genetic information by preventing heaIth plans from releasing,or 
demanding access to gei1etic infOr.m3.tion. ,It should impose restrictions on the 
disclostireof genetic information to othernlsurers, to plan sponsors,and other entities 
regulated
'.'

by state iIIsurance laws, 
. 
such as life,'diSability,

\ 
8nd long-term Care insurers~ 

. 	 ~: '\ \", . 
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Q: , THERE'ARE'A NUMBER OF BILLS ON THE HILL ON TillS ISSUE. WHY 
DOES THE PRESIDENT LIKE THE ONE INTRODUCED BY REPRESENT­
ATIVE SLAUGHTER AND SENATOR SNOWE? 

A: While there are many bills on the Hill and many important legislators with commendable 
commitments in this area, the President believes that this is the strongest bill to build on. 
The bill is bas<.::d, on the joint recorru:nendations made by the National Institutes of, ' ' 
Health's Working ,Group on Ethical, Legal, Social Implications of Human Genome 
Research (ELSI Working Group) and the National Action Pian on Breast Cancer 
(NAPBC) to address the issue of genetic discrimination and health insurance. It 
addresses the three major gaps left by Kassebaum-Kennedy: (1) preventing health plans 
in the individual market from denying coverage on the basis of genetic information; 

, (2) assuring that premiums settings are in no way based on genetic information; and 
(3) preventing health plans from disclosing genetic information to insurers, to plan 
sponsors, and other entities regulated by state insurance laws, such as life, diSability, and ' 
long-term care insurers. ' 

Q: WHAT ARE THE DIFFERENCES BETWEEN THE SLAUGHTER-SNOWE 
LEGISLATION AND THE LEGISLATION THAT PRESIDENT IS SENDING TO 
CONGRESS? 

A: The legislation that the President will be forwarding to the Hill builds off the 
SlaughterlSnowe bill and strengthens it by explicitly specifying that genetic information. 
cannot be disclosed to insurers, plan sponsors (theemployer), and other 'entities regulated . 

. by state insurancelaws, such as life, disability, and long-term care insurers. It also gives 
the Secretary the authority to define other situations where it is appropriate to allow 
genetic information to be disclosed. This modi~cation will ensure that g~netic 
information can still be used, where appropriate, to help improve importantbiomedical 

'research efforts. It also ,prohibits insurers from varying premiums in a group plan based . 
on the genetic information of any individual in that group.· It 8Iso contains some 
technical chariges that protects the intent of the Kassebaum-Kassebaum and ensure~ that , 
the patient-doctor relationship is' not undermined. ' 

. .: 
' .. " 

, . ' 
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Q: 	 REPRESENTATIVES OF SOME DRUG COMPANIES SUCH AS THE , 
pIlARMACEUTiCAL RESEARCH AND MANUFACTURERS ASSOCIATIONS 
(Ph~) THAT DO BIOM.l!!DICAL 1;l.ESEARCH ARE CONCERNED THAT 
THIS LEGISLATION WOULD PREVENT RESEARCHERS FROM; GETTING 
ACCESS TO MUCH-NEEDED GENETIC INFORMATION. WILLTHIS ' 
LEGISLATION UNDERMINE OUR PROGRESS IN THIS AREA? 

" ,', 	 ___' If ' ' ' 

, " 	 " ;--I~~ ~ . .' ,
A: 	 Absolutely not. We want to_mak,e,' sure that thIS legIslatIon does not undemune these " 

important res I~ part ofth~ reason why the President is forwa.r&in& 
egIS ation to the Hill to improv~ on the Slaughter-Snowe legislation is that he wantsto,_

-" -,.' 	 . "­
make sure that we have clarified the 1,lnderlying hUrto'ensure that efforts bolster -- not, ') 
harm -:-me efforts of biomediCal researchers. 	 / " ­

Researchers like Dr. Francis Comn~ of the National Inst~fH~~ Genome' 
Project are some of the strongest supporters of the President's efforts. ,Fear of genetic 
discrimination by potential research subjects has been cited as the biggest impediment to 
research in these fields. By removing this fear, the Administration will greatly reduce the 
number of potential research participants who presently shy away from participating in 
studies_ ' 

Q: 	 AREN'TMANY STATES TAKING ACTION ON THIS ISSUE?' WHY DO WE 
NEED 'FEDERAL LEGISLATION?·, 

A: 	 While nineteen states have taken actipn' in this area and manymore have proposed 
legislation this year, state legislation is insufficient to solve this problem. The :variability 
among state bills could lead to a lack of uniformity across the nation as to whether and 
how genetic information may be used by health plans., Moreover, the Emplpyer 
Retirement Income Security Act (ERISA) exempts private sector employer-sponsored 
health plans that provide benefits through self-funded arrangements from state insurance 
laws. Thus, even if states enactlegislation restricting the use ofgenetic information 
nearly one~halfofthe American population, would not protected. 

For the most part, health insurance plans do not have formal guidelines ~ut coverage of 
genetic tests, instead ~ decisions to cover based oli individual considerations. A 

, Task Force on Genetic Testing survey ofHMOsfound that Some, bt;rt nofmoSt, do cOver, ' ' 
predictive testing'Jor breaSt and cqlon cancer in ilsymptomatic people. Kaiser P~ente 
and Blue CfossIBlueShield have conducted iIi-House technologiassCssments ofthe . " . 
BRCAl12 ~ and both havefonnulated pOlicies for' cOvering BRCAl12 teSting under 
cert.aiil conditions. ' , \ . ' 



, "':., ; , 

, ' 

Q: 	 WQN'T THE,GENETIC SCREENING ISSUEBE ADDRESSED BYTHE HHS " 
SECRETARYWHENSHERELEASESHERSTATUTORILY'REQUIRED", 
REPORT ON PRIVACY ISsUEs LATER TmS YEAR? ISN'T THE,WORK BY 
MEMBERS INTERESTED IN PRIVACY, DISCLOSURE AND 

" 

GONFIDENTIALITY ISSUES GOING TOADDRESSTmS PROBLEM? 

A: 	 Scientific experts from the NIH feel strongly that the geneiic,infonnation chailenge raises, 
a host of issues that nlerit immediate,and separate attention. While there may be some 
overlap on these efforts, we believe this to be${ way to most cOmprehensively and 
effectively address this issue." , '" ' , 

'; The patientconfidentiatityissues,that HHSand the:Congr~ss ~e looking a(separate ~d 
apart from the genetic informaiion'issue relate gerierallyto diseases that individuals, 
already have. In contrast, predilection and susceptibility to disease may raise'different 

,issues. Moreover, g~netic.infoDnation not orily applies to one's own medical history, but , 
'to those of future generations as welL' , ' 
". 	 . . . . 

. . , . .,. ':, , 	 ", , ' " 

These are , all complicated, and very unique matters that require very careful apd deliberate 
consideration. They 'also merjt separat~ legislation at least:itthe beginning of the ' 
legislative prQcess. 

, , ' 
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,Summary of the President's Genetic Anti-:-Diserimination Legislative Priorities . 

• , Assuring access in the individual market. Assures that Americans who are insured 
through the individual market will not be denied or lose their- health care coverage 
based on their genetic information.' ' 

• Enhancing affordabiUty in the individual and group market. Prevents insurers -:- in 
either the individual or the group market - from increasing group premium rates based ' 
on kD.owledge about genetic information. New legislation must ensure that health plans 
do , not use genetic information in any way when detennining premiums. 

• Protecting ~ainst inappropri,ate disclosure of genetic infonnation. 

Protects the privacy and confidentiality of genetic information by preventing 
health plans from releasing or demanding access to genetic information. 

Specifically imposes restrictions on the disclosure of genetic information to 
other insurers, to plan sponsors, and other entities regulated by state insurance 
laws, such as life~ disability,and long:..term care insurers ... , 

Gives the Secretary additional authority to determine other situations where it is 
inappropriatefor health plans to disclose genetic information. 

Protects biomedical research efforts by speCifying which entities cannot receive 
'genetic information from health plans. In so doing, it pro,vides safe harbors for 
situations in which it is appropriate and, in fact, often extremely beneficial to 

. disclose genetic information, including for ,important biomedical research efforts. , 

• 	 Providing for other'technical modifications. Contains other important technical , 
.changes to ensure that any legislationffOin the Hill 'does not \JIlderininethe ~~ 
Kennedy legislation, does not interfere with thedQCtot.:.patient relationship, and does not 
impose undue adJ:ni$trative hassles on beaIth plans. . 
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MEMORANDUM 

March 8, 1999 

TO: . Chris 

FR: SarahB 


RE: Outstanding Genetics Concerns 

The fullowing are the two remaining policy decisions to be made on the genetics EO that 
need bigh level discussions. What would be helpful is ifyou would read thruugh them 
tonight and give me in the morning a sense ofwhere you might be and '!hat I need to do 
and who I need to have at the Wednesday meeting -- I assume you, HHS. Justice~ Elena?, 
WH counsel, and OMB. But ifyou could give me a sense of who I need to educate, what 
you are concerns are 1ikely to be than I can spend aU day tomorrow laying the 
groundworl,. 

I. Any Exemptions? 

The first issue is whether there should be any cases in which agencies should be able to exempt 
themselves in any situation from this executive order. Clearly, this sJlould be quite a tight clause 
if any exemptions are granted. The only reason to consider this at all is that we have a broa.d 
definition of genetics -- includin~ the fact that we do not allow for the collection of any family . 
related health care information. Therefore, one might enVision a scenario where say NASA "7 v I c; ... ~b(n....~~ 
thought it would be useful to have family nledical history (such as the fact that 14 people in your <lr ~:T '1 

family have had heart disease) before deciding what kind of tests to do on someone going up into wh,;o 't.lv 

space. They may want to be aware ofthis kind of predisposition to a disease to be aware ofwhat ,........1 ~ 


kind oftesting this would require. ~Wfr.:,-....J\..--

However, clearly if we are going to move in this direction at all~ we would want a tightly crafted 
exemption. The one that EEOC is completely comfortable (although the~ preference is to have 
riO exemptions) with (as is Labor) is as follows: 

(1) An agellcy may determine after consulting with the Secretary ofHHS and the Chair of 
EEO~ that the collection ofprotectedgenetic information-is required only after a conditional 
employment offer is lIflule where suel' collection is job related and consistent with business 
necessity. 

(2) An agency, in consultation witl, HHS and EEOC may use such information to make 
If/If/oyment decisions where nec~sary to avoid direct threat. 

7:. ·1 
~,..',. 
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THE WHITE HOUSE 

Office of the Press Secretary 

ease 

PRESS BRIEFING BY 

A SENIOR ADMINISTRATION OFFICIAL' 


ON GENETIC DIS,CRIMINATION 


The Briefing Room 

1:33 P.M. EST 

MR. KENNEDY: A short: while ago, the President signed 
an historic executive order to ban discrimination on the basis of 
genet information by federal agencies. And here to provide 
additional information is a senior administration official. 
Thank you. 



SENIOR ADMINISTRATION OFFICIAL: Good afternoon. Just 
a few short minutes ago, the President participated in an event 
at the American Association for the Advancement of Sciences to 
sign an executive order that wOlild prohibit any genetic testing 

the purposes hiring, promoting or placing employees within 
every federal agency and department employing civilian employees. 
This execut order is the result of months of work with all the 
agencies throughout the federal government, but particularly with 
the National Institute Genome Research, with Francis Collins, 
and the Department of Health and Human Services, as well as the 
EEOC and the Department of Labor, OPM and every agency that has 
been in any way· significantly affected by this executive order. 

Many of you know that this act is on the heels of 
concerns about, and extraordinary excitement for, the potentials 
of research in gene. therapy." And the unmatched, probably 
unparalleled potentials in this area are such that the President 
outlined them in the State of the Union in some detail, as a 
matter of fact, and again today, as did Francis Collins. 

The concern with this executive order and the reason, 
the rationale behind it is there is a growing concern within the 
consumer community as well as in research community that 
there is an increasing concern by employees and Americans as a 
whole about the potential misuse of genetic testing - so much so 
that those who may well benefit from genetic testing are 
suggesting to many people that they are hesitating to undergo 
genetic testing for fear that that information will be misused, 
both in terms of employment and in terms of health insurance. 

The President has raised this issue before. In fact, 
he goes back to talk about the perils .and potent s of 
biomedical research back td a Morgan State speech that Dr. 
Collins referenced in 1997. But in this particular action, we're 
moving ahead. We are hoping the Congress will.do the same. 
Beyond the executive order, the President called on Congress 
to pass legislation on Capitol Hill to ensure that all employers, 
not just federal employers, utilize the same principles and do 
not utilize genetic infor~ation for placement. 

r 

I'd like to just make a distinction, now, on thi$ issue 
and how important is -- and it's important to make this 
distinction. Utilizing health care information to determine 
whether someone can do the job "something that happens all the 
time, and is approprlate. What not appropriate is to use 
genetic testing to determine predisposition for il ss.People 
who have a predisposition for illness, that has in no way any 
bearing on their ability to perform their tasks at the jobs. 
And in fact, many people -- all of us in this room -- have a 
predisposition for some illness. There's no doubt about that. 
But if someone was going to be.utilizing testing to make that 
determination, and trying to lower costs, I think most peop 
and understandably, most I Americans -- would be aghast. 



However, in the abs~nce of legislation and this 
executive order, no such protections do exist in employment. 
Back in 1996, we did pass legislation in the Kassebaum-Kennedy 
HPA insurance reform initiative, to ban the use of these types of 
testing for health insurance underwriting. It applied to group 
insuranc~, but not individual insurance. So since that'time a 
number' of members, including Congressman Louise Slaughter, .as 
well as Senator Daschle,have introduced comprehensive 
legislation to finish the job on the health insurance front, and 
to continue our work on the employment front in a way that is 
very consistent with the executive order the President released 
today. ' 

The other issue that the President ieferenced is his 
concern about some of the reports on gene therapy trials that 
have occurred. And he has asked the Secretary to' accelerat.e the 
NIH's and FDAfs work in that regard, to make sure that we can 
enhance the public's confidence that welre doing everything 
possible to avoid any mistakes that have occurred previously, or 
at least have been reported previously. 

But again, the focal point of this announcement was on 
the genetic discrimination in employment. We anticipate -- we 
have great hope and expectation that Congress,will'move and act. 
We had a bipartisan contingent in the event, today, and we have a 
great deal of confidence that wefll be able to get the 
legislation done ·as well as the EO implemented. 

The EO was signed. It is now formal. We will try to 
make copies for those who are interested in it. I think it will 
serve as a model for employers to contemplate for their model 
practices in the private sector before we get this legislation 
done. 

And with that, why don't I stop and take any questions 
you may have ~bout today's action. 

Q Is it safe to say that the administration is 
trying to get ahead of the problem, rather than respond 1::0 a' 
widespread problem? 

SENIOR ADMINISTRATION OFFICIAL: I think that's 
relatively fair. Genetic testing does occur in a range of 
different areas. We have genetic testing breast cancer, for 
colon cancer, for Huntingtonfs Disease, for diabetes and for 
other diseases - for 'instance, Collins referenced some others 
today. 

Having said that, they are not widespread. 'They are 
certainly available. In terms of daily use, they're not used as 
much as they will be, inevitably, in the years to come. And 
absolutely this a preventive action as the President and 
Francis Collins suggested today. We need to get ahead this 
before inappropriate practi.ce get endemic in this society and it 

" 
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becomes harder to address ,the issue into the future. 

I think what's exciting about this initiative is that 
the scientif and the consumer community are completely 
endorsing this legislation, and the executive order. And the 
reason why they are is that the fear of a growing lack of 
confidence in the public about the use of this information in' 
inappropriate ways. And that has also an impact on the ability 
to attract people to participate in clinical trials in ,the ways 
that can produce advances in medical science and treatments, 
cures and diagnostics. 

Q Were there agencies that were poised to use this 
kind of testing, whose programs are going to be interrupted or 
canceled as a result of this executive order? 

SENIOR ADMINISTRATION OFFICIAL: I think what the 
agencies wanted to make certain was that medical information 
could be used appropriate ways to determine ability to work in 
their current task ~- when we made the breakthrough in terms of 
his executive order, when we made that point of demarkation on 
the issue of predisposition for illnesses that mayor may not 
exist. 

In terms of - I do not know of any agency who had 
planned to use genetic testing for this purpose. But I will tel 
you that it is, one of those issues where, not because people' 
think that they're doing something wrong, but because they're 
just using another tool, that if they don't think about it, you 
could see it becoming a practice that is used and accepted and, 
before you know it, becomes a practice that people become 
dependent ori. The President wanted to stop any such practice 
from occurring now and into the future, and he's done that with 
today's action. 

Q Are there other medical privacy issues that you 
would expect the President to address through executive action In 
the months ahead? 

SENIOR ADMINISTRATION OFFICIAL: Well, we have to 
finalize the privacy reg, which we anticipate in the next couple 
of m6nths. We have had an extraordinary response from the' 
private and public sectors on the draft regulation. We will move 
ahead on that March-April time frame I think is what we're 
looking for. I'll get back to you on the exact dates, but it's 
around the spring time'frame. Genetic discrimination'we'll be 
pushing the Congress to move legislatively this year. We hope it 
could be certainly before this summer. 

I think an orientation to privacy and I think some 
people look at some the issues of patient quality and they 
look at medical errors and some of those initiatives, as well as 
patient protections. They get wrapped some these broader 
issues of quality protections, consumer information, consumer 



protections. They all will be high priorities for us this year. 
I do think, clearly, the patients' bill of rights will be a 
priority and we think we can get that done this year. Medical 
errors I anticipate we'll be talking about in the upcoming weeks, 
in respons~ to the President's r~quest from late year. So 
this going to be a continuation of a high priority for the 
President. 

Q Are you aware of any public or private employer 
who's adopter a policy like'the one the President adopted today? 

SENIOR ADMINISTRATION OFFICIAL: Actually, Robert, I do 
not know. We are going to be working -- we wer~talking last 
night of working with the private ,sector and'thelemployer 
community to highlight model employers in this regard, to 
illustrate the commitment of the employer community in these 
areas. We have absolutely every confidence that there are people 
who would be very strongly behind such activities. We also are 
concerned that there may well'be some who are not as committed. 
That's why the only way you ensure these Iprotections are in place 
will be to pass federal legislation, and that's what we're going 
to be doing. 

Q When you said it's all civilian employees, does' 
that mean that the Pentagon, all the mil ary people at the 
Pentagon, are not covered by the order? And are there other 
agencies that are considered military? 

SENIOR'ADMINISTRATION OFFICIAL: All civilian employees 
are covered. That's 2.8 million employees. That does not 
included DOD. All the reference -~ there nb specific 
exemption for DOD in this executive order. The'reason is that 
every time we do executive orders on these types of initiatives 
in federal law -- and, in fact, going back from the beginning of 
every executive order -- they don't explicitly cover DOD. DOD 
generally follows civilian practices then, and we have every 
anticipation that theY,will, and DOD has made no indication that 
they will not. But that's how we always do it with these 
executive orders civil rights laws. 

Q Can you just clear up the number of employees 
covered? I think Joe said in his briefing it was 1.8 million. 

SENIOR ADMINISTRATION OFFIC,IAL: Well, I checked that 
todaYi it's 2.8 million 2.78 million. I rounded it to 2.8 
million. 

Q Do they use any genetic testing at DOD, as far as 
you know? 

,SENIOR ADMINISTRATION OFFICIAL: I have absolutely no 
information what DOD is doing. I will tell you that the CIA is 
coming into compliancei the State Department is coming into 
compliance. So it would be my thought, if CIA and State 



Depa\rtment are, that DOD probably will have no problem in doing 
so, particularly in the way we've drafted this EO. 

Q Does that mean they were using genetic tests at 
certain levels? / 

SENIOR ADMINISTRATION OFFICIAL: I don't have' 
information on that, although I think a while back there may have 
been a case on something. But I don't know current practice at 
DOD that has utilized genetic testing for placement or hiring or 
promotion. 

Q Are there specif 'examples of people who have 
been discriminated against, or had their privacy 

, 
SENIOR ADMINISTRATION OFFICIAL: Yes. We have some 

for those of you who are interested, we have some 
examples that have been written up. In many cases - and we'll 
give you some cites of people who have actually been counseling 
these people in how to deal with this situation. Actually, on 
both sides of this, in the one case people who have actually been 
discriminated, and others who decided not to seek testing because 

the of" discrimination because they know they have family 
histories and other such issues. 

I will say that many of these people do not want to be 
publicly recognized. You can talk to them, but they don't want 
to be cited in any significant way, and the reason is that there 
are not federal protections and they are concerned that either 
their employers or insurers might ,discriminate against them. And 
this really plays into the very issue the President is trying to 
address today. 

Q Can you explain the exception that is described in 
the'fact sheet which says that obtaining or disclosing genetic 
information about employees prohibited except when it's 
necessary to ensure workplace health and safety -- what that 
exception means? 

SENIOR ADMINISTRATION OFFICIAL: I think that's an 
example of - I think that was a case that there'are cases in 
which, with ,informed consent, that there may be an issue, for 
example, where there's an environmental area in the work force 
tha~ would create particular health problems to that employee. 
In other words, they had a genetic predisposition not a 
genetic predisposition - they had a specific medical condition­
where genetic tests can show that they would be at particular 

sk in a particular hazardous work force -- like if you were in 
a nuclear plant and there was an issue about radiation. But 11m 
pretty certain that's right, Robert, but I'll get right back to 
you on that. 

Q -- what kind of genetic predisposition might be in 
appropriate to work there? 



SENIOR ADMINISTRATION OFFICIAL: They may be physically 
unable or less able to work in that particular environmental 
setting. But I will - it's a very rare exception issue, but we 
will give you a specific example subsequent to this bri'efing. 

Q And all these inst~hces has to be informed 
consent? 

SENIOR ADMINISTRATION OFF.ICIAL: Yes. They have to 
meet the privacy laws 'and the application of the requirements 
that we have in the federal legislation. 

, 
Q Can you go over the distinction between the 

predisposition and the actual having - I'm a little blurry on 
that. 

SENIOR ADMINISTRATION OFFICIAL: Yes, I thinok 'that's a 
very important point. If you have a medical condition where it 
affects your ability to perform the job, there are current laws 
that $3.re -- if you can't perform the job" then you can't perform 
the job. That isn~tdi~crimin~tion. ' ~ 

, 
If, on other hand, you have a predisposition for an 

iliness -- you may have a 20 percent, greater chance, or a 30 
perc~nt g~eater chance, or~ 40 percent gre~terchance to have a 
disease -- that does not mean that you will have a disease, and 
it certainly' doesn't affe~t your ability to work at the current 
time in that place of work. Arid the ve'ry -:... the real distinction 
that we're making here is a current condition and a 
predisposition fo'r'one. And we think that you have to draw the 
line there in order to be able to deal with ,these, types or 
potent abuses that could occur in the future and are occurring' 
today. 

Q ~s ther~ any opposition to this? 

SENIOR ,ADMINISTRATION OFFICIAL: Well, this legislation 
has been pending for awhile, q couple yeq.rs now. And it either 
hasn't been a prioritY',' or there's someone opposing it. There 
have been in the past some insurers and some in the employer 
community that have opposed this legislation~ I don't know what 
their current standing, is. I hope and expect them, after today's 
announcement, to be more supportive. And we look forward to 
working with them. 

Th~re are a lot of people who do support this in both 
sectors, both insurance and employers. And we anticipate many 
them will be our al s as we 'move forward in this year's 
Congre'ss. 

Thank you very much. 

END 1:50'P.M. EST 
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Clinto'n Bans Use of Genetic Makeup in 
Federal Employment 

Forum 
• Join a Discussion on DNA Research 

By ROBERT PEAR 

ASHINGTON, Feb. 8 -- Setting what he hopes will be a 
precedent for employers nationwide, President Clinton 
issue,d an order today that prohibits federal agencies from 

using genetic information in any decision to hire, promote or 
dismiss workers. 

/ 	

The order will protect 2.8 million federal employees. White House 

officials said they knew of no other employer who had adopted such 

a policy. 


Information about the human genome and a person's genetic makeup 
can transform medical care, making it easier to detect, treat and 
prevent disease, Mr. Clinton said. But, he added, the misuse of 
genetic tests can also violate personal privacy. 

Several studies in scientific journals suggest that many people have 
been asked questions about genetic diseases on job applications, and 

!some workers report that they have been denied jobs or dismissed 
from jobs be,cause of genetic conditions in the family. 

"We must not allow advances in genetics to become the basis of 
discrimination against any individual or any group," Mr. Clinton 
told the American Association for the Advancement of Science. "By 
signing this executive order, my goal is to set an example and pose a 
challenge for every employer in America, because I believe no 
employer should ever review your genetic records along with your 
resume." 

Joe Lockhart, the White House press secretary, said Mr. Clinton's 
order, setting policy for the nation's largest employer, '''s~nds a 
powerful message to the private sector about how they'll need to 
deal with the advances" in human genetics. 

Scientists have developed hundreds of genetic tests that can help 
identify people with an increased risk of developing breast cancer, . 
ovarian cancer, cystic fibrosis, Alzheimer's and other diseases. 
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In 1998, a federal appeals court found that a government laboratory 
in California, the Lawrence Berkeley National Laboratory, had for 
years conducted genetic tests on employees without their 
permission, and it said the practice might have violated the workers' 
privacy rights. 

Scientists had urged President Clinton to adopt the privacy 
protections because of evidence that many people were reluctant to 
take advantage of genetic tests, or to participate in genetic research, 
because they feared that the results might be used against them. 

Mr. Clinton said Congress ,should pass legislation to prevent private 
employers from discriminating against workers on the basis of 
genetic tests. Such legislation has been introduced by Senator Tom 
Daschle of South Dakota, the Democratic leader, and Representative 
Louise M. Slaughter, Democrat ofNew York. 

The legislation would also bar insurance companies from using 
"predictive genetic information" to deny coverage or to set rates for 
insurance policies. Group health plans serving 50 or more 
employees ,are already forbidden to discriminate on the basis of 
genetic data, but the safeguards do not apply to people buying 
insurance as individuals or in small groups. 

Senator Trent Lott of Mississippi, the Republican leader, said he had 
not studied the Daschle-Slaughter bill. "But," he said, "we have a 
tight schedule for this year, and I don't now have that on the 
schedule for consideration during this year." 

White House officials distinguished,between genetic information, 
which may indicate a predisposition to an illness or disease, and the 

/ actual medical condition or disorder. 

It may sometimes be appropriate for employers to consider currerit 
illnesses that,impair workers' ability to perform the essential 
functions of a job, the officials said, but it is not proper to consider a 
person's predisposition to develop such illnesses. 

Wendy R. Uhlmann of the University ofMichigan, who is president 
of the National Society of Genetic Counselors, hailed the president's 
action, saying: !'All of us are predisposed to some type of illness, but 
most of us don't know what it is yet.. The more protections we have 
in place, the better it will be for all ofus. " 

But E. Neil Trautwein, director of employment policy at the 
National Association of Manufacturers, said: "We have not seen any' 
signs that additional laws or regulations are needed to prevent 
employment discrimination on the basis of genetic information. " 
Existing laws are sufficient. Employers are doing everything they 
can to get workers into the workplace. We are notabout to start 
barring the door, especially in an area like this, which is fraught 
with the potential for litigation." ' 

The president's order says federal agencies may not dismiss, refuse 
to hire or discriminate against workers because of genetic tests 
conducted on them or their relatives. Likewise, it says, federal 
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agencies may not discriminate against workers because they request 
or receive genetic counseling or tests. 

The order has several limited exceptions. For example, a federal 
agency could periodically test employees, with their consent, to see 
if they had suffered chromosomal damage or genetic alterations 
because of exposure to radiation or toxic substances in the 
workplace. 
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Clinton Targets Misuse of Gene Data 
Anti-Bias Order Covers Agencies 

By Justin Gillis 
Washington Post Staff Writer 

Wednesday, February 9, 2000; Page A 19 


Seeking to allay deep public fears that advances in gene science could 
lead to discrimination, President Clinton today barred federal 
agencies from using genetic information to discriminate against 
employees. He called on Congress to pass a law applying the same 
rule to private employers. 

Clinton praised researchers who are racing to unravel the human 
. genetic code, saying the knowledge they are uncovering will become 
the foundation of medical progress. But he said that same progress 
poses a new challenge. . 

"The fear of misuse of private genetic information is already very 
widespread in our nation," Clinton said in a speech yesterday at the 
American Association for the Advancement of Science. "Americans 
are genuinely worried that their genetic information will not be kept 
secret, that this information will be used against them." 

The fear centers on the possible use employers and insurers might 
make of genetic tests showing that people are at risk of developing a 
disease or passing the disease gene on to their offspring. Every person 
carries genes that may dispose him or her toward some ailments, 
,including cornmon diseases of aging such as cancer and heart attacks. 
A few people carry genes that virtually guarantee they will contract a 
serious disorder during their working lives. 

t 

Few such gene tests have corne into wide commercial use, and only ,a 
, smattering of discriminatory incidents have been reported around the 

country, but privacy advocates fear that could change as more tests 
are developed. 

Congress has already barred insurers writing large group policies 
from using genetic tests as a basis for discrimination. But that does 
not apply to some types of insurance, and there are no national rules 
regulating what private employers can do with gene tests. 

About 30 states have passed laws banning genetic discrimination in 

insurance, and a handful have extended the policy to employment. 


Not everyone who tracks the issue is convinced the country is on the 
verge of a wave of d,iscrimination. Philip Reilly, an expert on genetic 
issues at the Eunice Kennedy Shriver Center. in Waltham, Mass., said 
in years of studying the issue he has yet to see a clear-cut case of 
discrimination. "There is extremely little evidence to support this as a 
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realistic threat," he said. 

Still, there is wide agreement that the fear of discrimination, if not the 
reality of it, is altering people's behavior. One study said many 
women with a family history of breast cancer were reluctant to have 
genetic tests that could help them safeguard their health because they 
feared the results would fall into the wrong hands. 

Clinton made clear yesterday that he was not trying to discourage 
, genetic tests. To the contrary, he said, banning discrimination would 
actually make people more likely to consent to such tests: 

Sharing a stage with Francis Collins--director ofthe National Human 
Genome Research Institute, the agency that is unraveling the genetic 
code--Clinton emphasized his support for the new biology. He 
recounted the time, in his youth,'when the nation deployed Jonas 
Salk's vaccine against polio, with parents watching in "nail-biting 
anticipation" as science removed a h~ge fear from their lives. He 
predicted similar progress in the new century, against other scourges. 

A bill pending in Congress would ban genetic discrimination by 
. private employers. <:::linton, who has spoken repeatedly on the subject 
of genetic privacy since 1997, offered his explicit support today for 
that bill. Before an audience that included biologists, doctors and a 
few members of Congress, he signed an executive order barring 
federal agencies from using genetic records in their employment 
decisions. 

The order covers about 2.8 million federal civilian workers. 

"By signing this executive order, my goal is to set an example and 

pose a challenge for every employer in America," Clinton said, 

"because I believe no employer should ever review your genetic 

records along with your resume." 


Clinton also called on the Food and Drug Administration and the 
National Institutes ofHealth to hasten a review they have undertaken 

. 	of gene therapy tests, a controversial field of medicine that was roiled 
recently by the disclosure of unreported deaths and other adverse 
reactions in clinical trials. . 

"I want to know how we can better ensure that this information about 
the trials is shared with the public," Clinton said. "I want to know 
whether we need to strengthen requirements on informed consent. If 
we don't have full confidence in these trials people won't participate, 
and then·the true promise of genetic medicine will be put on hold;" 

. Staff writer Charles Babington contributed to this report . 
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S. 1322/H.R. 2457 

The Genetic Nondiscrimination in Health Insurance 


and Employment Act of 1999 


'* Indicates provisions also in S.326, the GOP bill; provisions without asterisk are unique to 

S.13221H.R.2457 


TITLE I. PROHIBITION OF HEALTH INSURANCE DISCRIMINATION ON THE 

BASIS OF PREDICTIVE GENETIC INFORMATION 


Applies to four areas ofhealth insurance: 

1. Self-insured or other health insurance plans governed by the Employee Retirement 
Income Security Act of 1974.* 

2. Group health insurance plans governed by the Public Health Service Act It< . 

3. Individual insurance policies governed by the Public Health Service Act. * 

4. Medigap insurance policies governed bY,th~'Social Security Act. 

The protections outlined below are applied to all four ,areas. 

. Discrimination 

• 	 Prohibits health plans or health insurance issuers from restricting enrollment based on 

predictive genetic information or infomlation about genetic servi~es.* 


• 	 'Prohibits health plans or health insurance issuers from adjusting premium or contribution 
rates for individuals or groups based on predictive genetic infomlation or information 
about genetic services. * 

Genetic Testing 

• 	 Prohibits health plans or health insurance issuers fr~m requesting or requiring an 

individual to undergo genetic testing. A health care professional treating a patient may 

SU?gest that a patient undergo a genetic test. 


Collection of Predictive Genetic Information 

• 	 Prohibits health plans or health inSJ..ll'ance issuers fr<?m.requesting* , requiring*' , 

collecting"', or purchasing pre'dictive genetic information or information·about genetic 

services. (Exception for payment ofclaims in strictly lixnited circumstances.) 

GOP bill allows requests lor diagnosis. treatment. and payment. No limitation on 



circumstance where request jot payment purposes is allowed. 

Disclosure of Predictive Genetic Information 

• 	 Prohibits disclosure ofpredictive genetic information or informationabbut genetic 
services to: 
- Health plans or health insurance issuers (except for-payment for health care under 

strictly limited circumstances). . 
- Employers. 
- The Medical Information Bureau, or other entities that collect or disseminate insurance 

information. 
- Other persons the Secretary. ofLabor or Health and Human Services may specifY in 
regulations. 

\
Enforcement 

• 	 Individual may bring private right ofaction in state or federal court. The court may 
award any appropriate legal or equitable relief. 

• 	 Secretary ofDepai1ment ofHealth and Human Services or Secretary of Labor may bring 
an action in federal court for civil monetary penalties of up to $50,000 for first violation. 
up to $100,000 for subsequent violations. 

Relationship to Other Laws 

• 	 This Act would not supersede any more protective state hlW on the confidentiality of 
genetic information or prohibiting discrimination on the basis of genetic information. 

Definitions ofPredictive Genetic Information and Genetic Test 

• 	 . Predictive genetic information is defined as infonnation about an individuaP s own 
genetic tests and informa.tion about genetic tests, diseases, or disorders of an individual's 
family members. Predictive genetic information does notindude'inforroation about an 
individual's current health status, but predictive genetic information is protected 
regardless ofhealth status .... 
GOP definition only protects genetic information in the absence ojsymptoms, clinical 
signs. or a diagnosis. 

• 	 DefInition oigenetic test includes analysis of DNA. RNA. chromosomes, proteins, and 
metabolites to detect genotypes, mutations, or chromosomal changes~ The definition was 
.developed from language created by the Task Force on Genetic Testing convened by the 
NIH-DOE Working Group on the Ethical, Legal, and Sociallmplieations of Human 
Genome Research. * . 
GOP definition only considers genetic tests in asymptomatic or undiagnosed individuals 
to he genetic tests. Test must he/or the purpose ojpredicting risk; excludes genetic 

J 



u"'t ...... !:: I ~ ,: .'!,.. 

" 

information revealed inadvertently. 

TITLE II. PROHIBITION OF EMPLOYMENT DISCRIMINATION 'ON THE BASIS 
OF PREDICTIVE GENETIC INFORMATION 

Definitions: 

It The definitions of genetic test and predictive genetic infonnation are the same as those in' 
Title 1. Definition of employer ~d employee are from the Civil Rights Act. 

• 	 Genetic monitoring is defined as periodic examination to detect any damage to genetic 
material which might occur as a result of exposure to toxic substances in the workplace. 

,. 	 , 

Discrimination (Applies to Employers, Employment Agencies, Labor Organizations, and 
Training Program.s) 

• 	 Predictive genetic infonnation or information about genetic services may not be used as a 
basis for: 

- Hiring, discharging, compensation, terms, or privileges of employment, 
- Limiting, segregating, or classifying individuals 
- Representatio'n by or referral for employment by an employment agency 
- Exclusion, expulsion from membership or other discrimination in a labor 
organization , 

- Discrimination in admission to or employmertt by any training program 

Collection of Predictive Genetic Information 

• 	 P,redictive genetic infonnation may not be requested or required by an employment 
I,lgency, labor organizat!on or training program. 

" 

• 	 An employer may request genetic infonnation only: 
- For monitoring ofeffects of toxic compo\Uld in the workplace, if employee has 

provided prior written authorization, the employee is infonned of the results, the· 
monitoring confonns to regulations that the Secretary ofLabor may promulgate, 
and the employer only receives the results in aggregate. 

- Ifgenetic 'services are directly provided by the employer with employee consent, 
and only the employee receives the results of the services. 

Maintenance and'Disclosure of Information, 

• 	 Any predictive genetic information in the possession of an employer must be kept as a 
confidential part of the employee's medical record. . . . 

Predictive genetic information may be disclosed only: 

- to the employee at hi~ or her request 




V.I ... : 

to an occupational safety or public health researcher WIder 45CFR46 (the 
"Common Rule·~). . 

- lUlder legal compulsion of a Federal court order· 
- to goverrunent official~ for investigation of compliance with this Act .. 

:Enforcement 

• 	 Individual may bring private right ofaction or class action in state or federal court, The 
court may award any appropriate legal or equitable relief. Action may be brought under 
the Equal Employment Opportunity Conunission. 

Relationship to Other Laws 

..This Act is not intended to limit rights or protectionS WIder the Americans with 
Disabilities Act of 1990 or the Rehabilitation Act of 1973. 

This Act would not supersed~ any more protective state or federal law on the 
confidentiality ofgenetic in.for:l'Qation or prohibiting discrimination on the basis of genetic 
infonnation. . 

., 	 This Act does not apply to the Anned Forces Repository of Specimen Samples for the 
Identification of Remains 

• 	 The Act does not limit the statutory or regulatory authority of the Occupational Safety 
and Health Administration and the Mine Safety and Health Administration. 

( 



Clinton Seeks Gene Therapy Review http://www.nytimes.orgiaponline/w/AP-Gene-Therapy.html 

Breaking News 
FROM A.P" . . 

•••WiIN"tlI;:- 4il• 1,,61 

FREE 
THE POWER OF THE WALL STREET JOURNAL 

February 8, 2000 

Clinton Seeks Gene Therapy Review 
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Filed at 5:33 p.m. EST 

By The Associated Press 

WASHINGTON (AP)-- President Clinton ordered an expedited 
review Tuesday of guidelines for gene therapy research in the wake 
of reports that some researchers failed to explain carefully enough to. 
patients the risks involved. 

"Like many Americans, I have been extremely concerned abo.ut 
reports that some families involved in trials of experimental gene 
therapies have no.t been fully informed of the risks, and that some 
scientists have failed to report serious side effects fro.m these trials," 
Clinto.n said. 

The September death of an 18-year-old patient in Pennsylvania 
triggered a government investigation, the suspension of eight gene 
therapy trials in that state and a Senate hearing last week. Beth Israel 
ho.spital in Boston shut do.wn a gene therapy program this week. 

The president asked Health and Human Services Secretary Donna 
Shalala to instruct the Food and Drug Administration and the 
National Institutes of Health to "accelerate their review of gene 
therapy and guidelines." . 

"I want to. know how we can better ensure that this information 
about the trials is shared with the public," Clinton said. "I want to 
know whether we need to strengthen requirements on informed 
consent." 

Gene therapy attempts to repair or replace abnormal genes in 
seriously ill patients by transferring normal genes into the body. 

. Dozens of human experiments have been conducted in the past 

decade, but there has been no clear-cut success. .
.' 

Clinto.n discussed the gene therapy research at an event where he 
anno.unced his order barring federal agencies from discriminating 
against employees on the basis of genetic tests. 
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PRESIDENT CLINTON TAKES HISTORIC ACTION TO BAN GENETIC 
DISCRIMINATION IN THE FEDERAL WORKPLACE 

February 8,2000 

Today, President Clinton will sign'an executive order that prohibits every civilian Federal 
Department and agency frpm using genetic information in any hiring or promotion action. This 
historic action will prevent critical information from genetic tests used to help predict, prevent,' 
and treat diseases being used against them by their employer. At an event at the American 
Association for the Advancement of Science, the 'President will endorse the Genetic 
Nondiscrimination in Health Insurance and Employment Actof 1999, imroduced by Senator 
Daschle and,Congresswoman Slaughter, that will extend these employment protections to the 
private sector and finish the job begun with the Health Insurance Portability and Accountability 
Act to help extend protections to individuals purchasing health insurance. Finally, the President 
will also state his strong concerns about recent troubling reports about inappropriate use of gene 
therapies and will ask the Secretary of Health and Human Services to instruct FDA and NIH to 
expedite their review of gene therapy guidelines and regulations .. 

AMERICANS FEAR THAT THEIR GENETIC INFORMATIONWILL,BE MISUSED. 
, Progress in the field of genetics has increased the ability of researchers and health care providers 

to detest and prevent health disorders; however, it can also be misused to discriminate against or 
stigmatize individuals. Some employers may seek to use' genetic tests to discriminate against 

, workers - even those who have notyet or who may never show signs of illness - because tMy 
want to avoid increased costs associated with workers who are genetically predispos~d to 
particular alIments. " ' 

• 	 Genetic discrimination is real. In a 1996 study published in Science, 15 perc~nt of 
individuals at risk of developing a genetic condition said that they had been asked questions 

. about genetic di~eases on job applications. Thirteen percent of the respondents reported that 
they or another family member had been denied a job or fired from a job because of a genetic 
'condition in the family.' ' ) 

•. 	 Fear of discrimination is widespread. The confidentiality of genetic ~est results is a major 
concern for the pUblic. A 1997 study by the National Center for Genome Resources found 
that 63 percent of people would not take genetic tests if employers coUld access the results ­
and that almost 50 percent of people believe that most employers will ask employees to take 
genetic tests in the future. 

PREVENTING GENETIC DISCRIMINATION IN THE WORKPLACE. Today, President 
Clinton will sign an executive order that prohibits every agency in the-Federal government from 
using genetic testing in any hiring or promotion action. This executive order, endorsed by the 
American Medical Association, Ute,American College of Medical Genetics, the National 

, Society of Genetic Couriselors,and the Genetic Alliance, will: " 

• 	 Prohibit Federal employers fr,om requiriJ;tg or req(Jesting genetic tests as a condition of 
being hired or receiving ~enefits. Employers would not be able to request or require 
employees to undergo genetic tests in order to evaluate an employee's ability to perform his 
or het job. ' 



• 	 Prohibit Federal employers from using protected genetic information to classify, 

employees in a manner that deprives them ofadvancement opportunities. Employers 

would not be able to deny employees promotions or overseas posts because of a genetic 

predisposition for certain illnesses. .. ' 


• 	 Provide strong privacy protections to any genetic information used for medical 

treatment and research., Under the EO, obtaining or disclosing protected genetic' 

information about employees or potential employees is prohibited, except when the 

collection or disclosure of genetic information by employers is necessary to provide 

, 	 , 

medical treatment to employees, ensure workplace health and safety, and to provide 
researchers access to data. However, when genetic information about employees is 
obtained, it will be subject to Federal and state privacy protections. 

PRESIDENT CALLS ON CONGRESS TO PROTECT THE PRIVATE GENETIC 
INFORMATION OF ALL AMERICANS. Today, President Clinton will endorse the Genetic 
Nondiscrimination in Health Insurance & Employment Act of 1999, introduced by Senator 
Daschle and Congresswoman Slaughter. This bill would extend the protections for genetic 
information included in the President's executive order to the private sector. In 1996, the 
President signed the Health Insurance Portability and Accountability Act (HIP AA), which 
prevents group ~ealth insurers from using genetic information to deny individuals health ' 
insurance benefits: The Daschle-Slaughter legislation finishes the job begun by HIPAA and, 
ensures that genetic information used to help predict, prevent, and treat diseases will not also be 
used to discriminate against Americans seeking employment, promotion, or health insurance. 

AT THE PRESIDENT'S REQUEST; HHS ACCELERATES THEIR REVIEW OF 
PATIENT PROTECTIONS IN GENE THERAPY. Today, President Clinton will also. 
address recent reports on lapses in gene therapy clinical trials- specifically that researchers 
failed to comply with federal regulations requiring the reporting ofany serious illness or death 
and that patients may have been misinformed about the risks associated, with their particlpation 
in the trials. At the President's request, the Secretary ofHealth and Human Services will instruct 
FDA and NIH to expedite their review of gene therapy guidelines and regulations to determine 
whether the current informed consent requirements need to be strengthened, and to ensure that 
i~ormation about these trials is shared with the public. 

BUILDING ON THE CLINTON-GORE ADMINISTRATION'S STRONG 
COMMITMENT TO PROTECTING PRIVATE GENETIC INF'ORMATION. Since 1997, 
the President and Vice Presidenthave called for legislation that will guarantee that Americans 
who are self-employed or otherwise buy health insurance themselves will not lose or be denied 
that health insurance because of genetic information. Under the Clinton-Gore Administration, 
the Human Genome Research Project has made swift: progress, and is on schedule to finish a ' 
draft: of the hlllilan genome by April of 2000. The President today will make clear that while 
these advances promise great benefits, they also carry potential perils. Today's actions are part 
'of the Administration's longstanding effort to ensure that we harness sCientific advances to our 

, most cherished values. 



THE WHITE HOUSE, 

WASH lNGTON. 

February 7, 2000 

GENETIC DISCRIMINATION EVENT 

DATE: February 8, 2000 

LOCATION: Americ;m Association for the Advancement of . 


Science, Washington, D.C. 
BRIEFING TIME: 11 :25am - 11 :45am 
EVENT TIME: 12:05pm - 12:50pm . 
FROM: Bruce Reed, Chris Jennings 

I. PURPOSE 

To sign an executive order that prohibits every civilian Fedenil Department and agency 
from using genetic iriformation in any hiring or promotion action. 

II. BACKGROUND 

Today, you will sign an executive order that prohibits every civilian Federal Department 
and agency from using genetic informatio-!l in any hiring or promotion action. This 
historic action will prevent the critical information from genetic tests used to help predict, 
prevent, and treat diseases being used against them by their employer. At an event at the 
American Association for the Advancement of Science, you will endorse the Genetic 
Nondiscrimination in Health Insurance and Employment Act of 1999, introduced by 
Senator Daschle and Congresswoman Slaughter, that will extend these employment 
protections to the private sector and firush the job begun with the He81th Insurance 
Portability and Accountability Act to help extend protections to individuals purchasing 
health insurance. Finally, you will also state your strong concerns about recent troubling 
reports about inappropriate use of gene therapies and will ask the Secretary of Health and 
Human Services to instruct FDA and NIH to expedite their review of gene therapy 
guidelines and regulations. 

AMERICANS FEAR'THAT THEIR GENETIC INFORMATION WILL BE 
MISUSED. Progre~s' in the field of genetics has increased the ability of researchers and 
health care providers to detect and prevent health disorders; however, it can also be 
misused ·to discriminate against or stigmatize individuals. 



• 	 Genetic discrimination is real. In a 1996 study published in Science, 15 percent of 
individuals at risk of developing a genetic condition said that they had been asked 
questions about genetic diseases on job applications. Thirteen percent of the 
respondents reported that they or' another family member had been denied a job or 
fired from a job because ofa genetic condition in the family. 

• 	 Americans do not want employers to access private genetic information. Some 
employers may seek to use genetic tests to discriminate against workers . even those 
who have not yet or who may never show signs of illness - because they fear ' 
increased costs associated with hiring workers likely to take sick leave, resign, or 
retire ~arly for health reasons, file for workers' compensation, or use health care 
benefits excessively. A 1999 survey found that 95 percent of respondents believed 
that employers should not be able,to obtain access to employees' genetic records or 
DNA without permission. 

• 	 . Fear of discriminaiion is widespread~' The confidentiality of genetic test results is a 
major cope ern for the public.' A 1997 study by the National Center for Genome 
Resources found that 63 per~ent ofpeople would not take genetic tests if employers 

, could access the results and that almost 50 percent of people believe that most 
. employers will ask employees to take genetic tests in the future. 

PREVENTING GENETIC DISCRIMINATION IN THE WORKPLACE. Today, 
, you wilI' sign an executive order that prohibits every agency in the Federal government. 

from using genetic testing in any hiring or promotion action. This executive order, 
endorsed by the American Medical Association, the American College of Medical 
Genetics, the National Society of Genetic Counselors, and the Genetic Alliance, will: 

• . Prohibit Federal employers from requiring or requesting genetic tests as a 
. condition of being hired or receiving benefits. Employers would not be able to 
request or require employees to undergo genetic tests in Older to 'evaluate an 
employee's ability, ~o perform his or her job. 

• 	 'Prohibit Federal employers from using protected genetic information to classify 
employees 'in a manner that deprives ,them of advancement opportunities. 
Employers'would not be able to deny employees ,promotions or overseas posts 
because of agenetic predisposition for certain illnesses. 

. • 	 Provide strong privacy protections to any genetic information used for medical 
treatment and research. Under the EO, obtaining or disclosing protected genetic ,,' 
information about employees or potential employees is prohibited, except when the 
collection or disclosure' of 'genetic information by employers is necessary to provide 
medical treatment to employees, ensure workplace health and safety, and to provide 
researchers access to data. However, when genetic information about employee~ is 
obtained, it will be subject to Federal and statcnrivacy protections. 
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questions about genetic diseases on job applications, Thirteen percent of the 
respondents:reported that they or another family member had been denied ajob or 
fired from a job because of a genetic condition in the family, ' 
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retire early for health reasons, file for workers' compensation, or use health care 
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that employers should not be able to obtain access to employees' genetic records or 
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• 	 Fear of discrimination is widespread. The confidentiality of genetictest results is a 
major concern for the public. A .1997 study by the National Center for Genome 
Resources found that 63 percent of people would not take genetic tests if employers. 
could access the results - and that almost 50 percent of people believe that most 
employers will ask employees to take genetic tests in the futu:re. 

PREVENTING GENETIC DISCRIMINATION IN THE WORKPLACE. Today, 
you will sign an executive' order that prohibits every agency in the Federal government 
from using genetic testing in any hiring or promotion action. This executive order, 
endorsed by the American Medical Association, the American. College of Medical 
Genetics, the National Society of Genetic Counselors, and the Genetic Alliance, will: 

• 	 Prohibit Federal employ'ers from requiring or requesting genetic tests as a 
condition of being hired or receiving benefits. Employers would not be able to 
request or require employees to undergo genetic tests in order to evaluate an 
employee's ability to perform his or her job. 
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• 	 Prohibit Federal employers from using protected genetic information to classify 
employees in a manner that deprives them of advancement opportunities. 
Employers would not be able to deny employees promotions or overseas posts 
because of a genetic predisposition for certain illnesses: , 

• . Providestrong privacy protections to any genetic information used for medical 
. treatment and research. Under the EO, obtaining or disclosing protected genetic 

information about employees or potential employees is prohibited, except when the 
collection or disclosure of genetic information by employers is necessary to provide 
medical'treatment to employees, ensure workplace l;1ealth and safety, and to provide 
. researchers· access to data. 	 However, when genetic information about employees is 
obtained, it will be subject to Federal and state privacy protections. 
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CALL ON CONGRESS TO ACT NOW TO PROTECT THE PRIVATE GENETIC 
INFORMATION OF ALL AMERICANS. Today, you will endorse the Genetic 
N9ndiscrimination in Health Insurance and Employment Act of 1999, introduced by 
Senator Daschle and Congresswoman Slaughter, that will extend the protections for . 
genetic information included in the President's executive order to the private sector. This 
legislation finishes the job that HIP AA began and ensures that genetic information lIsed 
to help predict, prevent, and tre·at diseases will not be used to discriminate against 
Americans se~king employment, being evaluated for a promotion~ or purchasing health 
insurance. 

REQUEST 'tHAT HHS ACCELERATES THEIR REVIEW OF PATIENT 
PRQTECTIONS IN GENE THERAPY CLINICAL TRIALS. Today, you will 
express your concern at the recent discovery that researchers failed to comply with 
Federal regulations requiring the reporting of any serious illness or death of patients in 
gene therapy Clinical trials, and reports that patients may have been misinformed about 

. the risks associated with their participation. You will ask the Secretary of Health and 
Human Services to instruct FDA and NIH to expedite their review of gene therapy 
guidelines and regulations to determine whether the current requirements to provide trial 

. participants with informed consent need to be strengthened and develop new ways to 
ensure t~at information about these tria,ls is shared with the public. 

III. PARTICIPANTS 

Briefing Participants: 

Bruce Reed 

Chris Jennings 

Loretta Ucelli 

Lowell Weiss 


Greeters: 
RichardNicholson, Executive Officer, Am·erican Association for the Advancement of . 

Science 
Robert Zayas, Building Manager 

Members of Cabinet In Attendance: 
Secretary Donna Shalala 
Director Janice LaChance, OPM 
Ida Castro, Equal Employment Opportunity Commission 



POTENTIAL GENETIC SCREENING EVENTS 


Event in conjunction with announcement on new gene discovery.Apparently, there is a new 
gene discovery on a well-known late adulthood disease that is potentially being announced in the 
next month in Science magazine. Science has not decided when they will publish this gene, 
although there is fairly good chance they will publish it in late June or eatly July. They will be 
able to notify us between two and three weeks before publication. When they do publish, the 
Human Genome Institute plans to do a press conference on the discovery. This event -- could 
highlight the discovery and then emphasize that as we make these new breakthroughs on 
genetics, we should enact legislation to ensure that this genetic information is not used to 
discriminate against people. (Even if we do not want to use this to highlight the genetic screening 
legislation, we may want to consider some possible POTUS involvement). 

Event with the Society of the Advancement of Women's Research. This group is holding 
their annual awards event on June 24th, where they will give awards in the areas such as basic 
research, clinical research, and public policy. We could issue our report and announce our 
support for genetic screening legislation at that event. This event would obviously emphasize 
women's concerns about genetic screening in breast cancer. 

Event with The Genome Action Plan. The Genome Action Plan, which consists of groups in a 
number of different areas including breast cancer, people with disabilities, etc. is willing to 
design an event with us in order to highlight our report and support legislation on genetic 
discrimination. This event has the advantage of including a number of groups -- rather than just 
one -- that are impacted by this legislation. We are having discussions with them regarding 
options, including some type of awards event. We will get back to you with the specifics . 

.
' 


