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GENETIC NON-DISCRIMINATION: EXAMINING
THE IMPLICATIONS FOR WORKERS AND
EMPLOYERS

Thursday, July 22, 2004
U.S. House of Representatives
Subcommittee on Employer-Employee Relations
Committee on Education and the Workforce
Washington, DC

The Subcommittee met, pursuant to notice, at 10:30 a.m., in
room 2181, Rayburn House Office Building, Hon. Sam Johnson
[Chairman of the Subcommittee] presiding.

Present: Representatives Johnson, Wilson, Kline, Carter, An-
drews, Payne, McCarthy, Kildee, Holt, and Grijalva.

Staff present: Kevin Frank, Professional Staff Member; Aron
Griffin, Professional Staff Member; Richard Hoar, Staff Assistant;
Donald McIntosh, Staff Assistant; Jim Paretti, Workforce Policy
Counsel; Deborah L. Samantar, Committee Clerk/Intern Coordi-
nator; Jo-Marie St. Martin, General Counsel; Jody Calemine, Mi-
nority Counsel, Employer-Employee Relations; Margo Hennigan,
Minority Legislative Assistant/Labor; and Peter Rutledge, Minority
Senior Legislative Associate/Labor.

Chairman JOHNSON. Good morning. A quorum being present, the
Subcommittee on Employer and Employee Relations of the Com-
mittee on Education and the Workforce will come to order. We are
holding this hearing today to hear testimony on Genetic Non-Dis-
crimination: Examining the Implications for Workers and Employ-
ers. Under Committee Rule 12(b), opening statements are limited
to the Chairman and the Ranking Minority Member of the Sub-
committee. Therefore, if other members have statements, they will
be included in the hearing record.

With that, I ask unanimous consent for the hearing record to re-
main open for 14 days to allow members’ statements and other ex-
traneous material referenced during the hearing to be submitted in
the official hearing record. Without objection, so ordered.

STATEMENT OF HON. SAM JOHNSON, CHAIRMAN, SUB-
COMMITTEE ON EMPLOYER-EMPLOYEE RELATIONS, COM-
MITTEE ON EDUCATION AND THE WORKFORCE

Good morning. I want to welcome you all, and especially Mr. An-
drews, our Ranking Member, and my other colleagues. When the
NIH and Department of Energy announced they had completed a
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rough map of the human genome in 2000, it opened the door to a
new era of research. The dream of detecting diseases early on, ac-
curately treating them with minimal side effects, if not preventing
them entirely, seemed within reach. And indeed, we move closer to
that reality every day.

With this unprecedented potential for discovery, however, comes
an equally weighty challenge for public policymakers. The possi-
bility of unjust use of genetic information about individuals and
their families must be addressed.

Discrimination against a potential employee because they may
get cancer someday is not acceptable. Employment decisions should
be based on an individual’s qualifications and ability to perform a
job, not on the basis of factors, genetic or otherwise, that have no
bearing on job performance.

On the flip side, if in an effort to prevent that sort of discrimina-
tion we define genetic information too broadly, it could greatly
upset some insurance markets, resulting in an adverse selection.

The government has taken some measures to tackle this issue by
expanding the Americans with Disabilities Act to include those
that are subject to discrimination on the basis of genetic informa-
tion in relation to illness, disease or other disorders. Additionally,
the Health Insurance Portability and Accountability Act, lovingly
referred to as HIPPA, prohibited group health plans from using ge-
netic information to establish rules for eligibility.

In addition, more than half of the states have enacted their own
laws that further restrict the use of genetic information in health
insurance underwriting and employment decisions. As this Con-
gress continues to consider further legislation, it’s vital that we
move only after careful deliberation. We need to know and under-
stand the effects of current law before we attempt to take further
steps, so as not to be surprised by any unintended consequences of
our work to provide the right balance of privacy for Americans.

In short, these are tough issues that have no easy answers, and
we appreciate you all being here today to give us a more detailed
backdrop for -discussion, your latest research and to answer any
questions if you can.

I now yield to the distinguished Ranking Minority Member of the
Subcommittee, Mr. Rob Andrews, for whatever opening statement
you wish to make, sir.

[The prepared statement of Chairman Johnson follows:]

Statement of Hon. Sam Johnson, Chairman, Subcommittee on Employer-
Employee Relations, Committee on Education and the Workforce

Good morning. Let me extend a warm welcome to all of you, to the ranking mem-
ber, Mr. Andrews, and to my other colleagues.

When the NIH and Department of Energy announced that they had completed a
rough “map” of the human genome in 2000, it opened the door to a new era of re-
search. The dream of detecting diseases early on, accurately treating them with
minimal side-effects if not preventing them entirely seemed within reach, and in-
deed we move closer to that reality every day.

With this unprecedented potential for discovery, however, comes an equality
weighty challenge for public policy makers. The possibility of unjust use of genetic
information about individuals and their families must be addressed. Discrimination
against a potential employee because they MAY get cancer some day is not accept-
able. Employment decisions should be based on an individual’s qualifications and
ability to perform a job, not on the basis of factors, genetic or otherwise, that have
no bearing on job performance.
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On the flip side, if—in an effort to prevent that sort of discrimination—we define
“genetic information” too broadly, it could greatly upset some insurance markets, re-
sulting in adverse selection.

The government has taken some measures to tackle this issue by expanding the
Americans with Disabilities Act to include those that are subject to discrimination
on the basis of genetic information relation to illness, disease or other disorders. Ad-
ditionally, the Health Insurance Portability and Accountability Act (lovingly referred
to as HIPAA) prohibited group health plans from using genetic information to estab-
lish rules for eligibility.

In addition, more than half of the states have enacted their own laws that further
restrict the use of genetic information in health insurance underwriting and employ-
ment decisions.

As this Congress continues to consider further legislation, it is vital that we move
only after careful deliberation. We need to know and understand the affects of cur-
rent law before we attempt to take further steps, so as not to be surprised by any
unintended consequences of our work to provide the right balance of privacy and
for Americans.

In short, these are tough issues that have no easy answers. We appreciate you
being here today to give us a more detailed backdrop for discussion, your latest re-
search and to answer any questions you can.

STATEMENT OF HON. ROBERT E. ANDREWS, RANKING MEM-
BER, SUBCOMMITTEE ON EMPLOYER-EMPLOYEE RELA-
TIONS, COMMITTEE ON EDUCATION AND THE WORKFORCE

Mr. ANDREWS. Good morning. Good morning, Mr. Chairman.
Thank you for your courtesies, and welcome, ladies and gentlemen.
We look forward to hearing from you this morning.

We're interested in this subject, and we’re here this morning be-
cause of people like a young woman named Kim who was a social
worker at a human services agency. One day she went to a work-
shop for her staff about caring for people with chronic illnesses.
She mentioned at the workshop that she had been the primary
caretaker for her mother, who had died of Huntington’s Disease. It
appears that because of her family history, this young woman,
Kim, had a 50 percent chance of developing the disease herself.

Kim had always received outstanding performance reviews as a
great employee of her agency. One week later, after disclosing cas-
ually in the workshop that she had a family history of Huntington’s
Disease, Kim was fired.

At best under present law—at best—it is ambiguous as to wheth-
er Kim is protected by the employment discrimination laws of our
country. She should be. And if in fact the reason for her dismissal
was her genetic predisposition for a disease, she should be pro-
tected by the laws of this country.

The purpose of this hearing today is to figure out exactly how to
do that. This is one of the rare issues in the field of employment
law where there is, at least on the surface, very broad agreement.
One voice in this debate said this: “Genetic discrimination is unfair
to workers and their families. It is unjustified. Among other rea-
sons, because it involves little more than medical speculation. A ge-
netic predisposition toward cancer or heart disease does not mean
the condition will develop. To deny employment or insurance to a
healthy person based only on a predisposition violates our country’s
belief in equal treatment and individual merit.”

I could not have said it better myself. These words were not spo-
ken by me. They were spoken by President George W. Bush.
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This is an issue on which we should reach prompt agreement.
There are many ways that we can approach this problem, and I
would hope that the hearing this morning will explore the assets
and liabilities of those various ways. But our goal needs to be to
move as the Senate has moved very expeditiously in a nearly unan-
imous vote toward legislation—in fact, it was a unanimous vote of
those present—toward legislation that will prohibit discrimination
in hiring, promotion, employment status, legislation that will pro-
tect the rights of people to be free from invasive testing with re-
spect to their genetic status. This is what we need to do.

If a person walks into a hiring office this morning and the
human resources director says we're not going to hire you because
we're not hiring dark-skinned people or women or Catholics, if an
H.R. director says that this morning, they’ve violated the law. And
I think the law should be no less profound if a person walks in and
their medical history shows that they have a predisposition toward
leukemia or heart disease. It’'s an immutable characteristic.

The point of employment discrimination law for decades in this
country, really longer than that if one looks at the constitutional
law, is that people should not be judged on their immutable per-
sonal characteristics. They should be viewed, as the President stat-
ed, they should be viewed on the merit of their performance in the
job. We should be judged by who we are, not by what our genetic
makeup does to the color of our skin or our gender or our health
care status.

I think it’s very important that we move quickly toward a legisla-
tive resolution of this problem. I thank the Chairman for holding
the hearing, and I look forward to working with him and his good
offices to achieve a level of consensus as the Senate did to get this
on the President’s desk and outlaw this practice.

Thank you very much.

Chairman JOHNSON. Thank you, Mr. Andrews. We've got a very
distinguished panel of witnesses before us today, and I want to
thank you all for coming. Dr. Kathy Hudson is the Director and
founder of The Genetics and Public Policy Center and an associate
professor in the Berman Bioethics Institute and Institute of Ge-
netic Medicine, Department of Pediatrics, at Johns Hopkins Uni-
versity.

Before founding the Genetics and Public Policy Center, Dr. Hud-
son was the assistant director of the National Human Genome Re-
search Institute. That’s an acronym I haven’t seen. How do you
pronounce it?

Dr. HUDSON. It’s not possible.

Chairman JOHNSON. NHGRI. Responsible for communications,
legislation, planning and education activities.

Mr. Tom Wildsmith is currently a consultant in the Hayes
Group’s Arlington, Virginia office. Mr. Wildsmith has 21 years of
experience dealing with all aspects of health insurance policy and
financing, including 12 years operational experience with a com-
mercial carrier, 9 years advocacy experience with a major health
insurance trade organization.

Dr. Jane Massey Licata, a biotechnology patent lawyer rep-
resenting universities, biotechnology companies, and major phar-
maceutical companies, Dr. Licata has been involved in the filing of
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numerous patent applications concerning diagnostics and thera-
peutics which rely upon genetic information and human genes, and
you’ve been here before. We welcome you back.

Mr. Lawrence Lorber, a partner in the Washington, D.C. office
of Proskauer Rose, is an employment law practitioner who counsels
and represents employers in connection with all aspects of labor
and employment law. Mr. Lorber was formerly the Deputy Assist-
ant Secretary of Labor and director in the Office of Federal Con-
tract Compliance Programs during the Ford Administration.

Before the witnesses begin their testimony, I want to remind
members we will be asking questions after the entire panel has tes-
tified. In addition, the Committee Rule 2 imposes a 5-minute limit
on all questions, and you've got lights down there which were used
for he and I, and if you see the yellow light come on, we’d like you
to try to tie it up and close it out.

And TI'll now recognize Dr. Hudson as the first witness, and you
may begin your testimony.

STATEMENT OF KATHY HUDSON, DIRECTOR, THE GENETICS
AND PUBLIC POLICY CENTER, JOHNS HOPKINS UNIVERSITY,
WASHINGTON, DC

Dr. HubpsoN. Thank you, Mr. Chairman, Members of the Com-
mittee. Thank you for inviting me to appear before you, and thank
you for your consideration of this important issue.

My name is Kathy Hudson. I'm the director of the Genetics and
Public Policy Center at Johns Hopkins University. The Center was
created in 2002 by a grant from the Pew Charitable Trusts, and
our mission is to provide information and analysis on genetic tech-
nologies and genetic policies for the public, the media and policy-
makers.

In my current position, and in my former position at the Human
Genome Project, I've had the pleasure of working with both Repub-
lican and Democratic staff to help craft genetic discrimination leg-
islation. I'd ask that my written testimony be made a part of the
record, and I'll proceed to make three points about the promise of
genetic medicine.

Chairman JOHNSON. We'll do that for all of you.

Dr. HupsoN. Thank you.

Chairman JOHNSON. If you want to submit them for the record.

Dr. HUDSON. The threats to realizing that promise, and the need
for public policy protections. Last year marked the completion of
the Human Genome Project, a historic international effort to deci-
pher letter by DNA letter the entire sequence of all human genes.
Genes are simply instructions, instructions for the human body to
develop and function normally, but a misspelling in those instruc-
tions can cause disease or increase the risk of disease.

With the human genome sequence in hand, scientists can iden-
tify quickly DNA misspellings associated with disease, and it’s rel-
atively straightforward then to develop a genetic test.

Genetic tests provide information, information that can provide
a diagnosis and guide treatment decisions, prognostic information
about the future course of a disease, and probabalistic information
about the future risk of developing a disease.
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Today there are over a thousand different genetic tests available,
and that number is increasing steeply. They range from tests for
fatal and untreatable diseases such as Huntington’s to tests for
mutations that detect a risk for future disease such as breast can-
cer.

And not only is the number of tests increasing, but the tech-
nology for testing is getting ever more powerful. It used to be that
a genetic test looked for one DNA misspelling at a time. With new
gene chip technology, we can look at hundreds, even thousands of
DNA misspellings in a single test.

As we move ahead to integrate genetics into mainstream medi-
cine, we need to make sure that public policy keeps pace. Protec-
tions must be in place to assure people that the results of their ge-
netic tests will not be used against them. There have been cases
of genetic discrimination and breaches of genetic privacy. Workers
at Burlington Northern Santa Fe Railroad were subjected to sur-
reptitious genetic testing to determine if they had a supposed ge-
netic basis for work-related carpal tunnel syndrome.

More recently, Heidi Williams has shared the story of how her
two young children were denied health insurance even though they
were only carriers of a recessive genetic disease and would not
themselves become ill.

Should a person’s job be dependent on whether they may or may
not develop a disease at some point in the future, or should the
ability to land a keep a job be based on whether the person can
do the job today?

A number of steps, as the Chairman mentioned, have been taken
to put limited protections in place. HIPPA includes some restric-
tions on the use of health-related information and explicitly in-
cludes genetic information. The privacy regulations afford the same
privacy protection for genetic information as other health-related
information, and the EEOC has issued guidance that genetic infor-
mation should be protected under the Americans with Disabilities
Act, though the extent of those protections remains largely untest-
ed and unclear.

As the Chairman noted, a key challenge in drafting genetic dis-
crimination legislation is getting the definitions right. The key defi-
nitions are genetic tests and genetic information. Definitions that
are inexact will undermine an otherwise well-intentioned effort. In
crafting a definition that is neither too broad nor too narrow, it’s
also important to ensure that the definition is not rooted in genetic
testing technologies of the present time that will rapidly become
obsolete. So the definitions need to be able to accommodate new in-
novations in genetics and genetic testing.

Finally, I want to share with you results from new research con-
ducted by the Genetics and Public Policy Center to look at what
the public knows, thinks, and feels about genetic testing. We com-
pleted a very large survey in April and found that Americans are
generally very optimistic about the future of genetic testing and its
potential for improving human health, but they are also very con-
cerned about who is going to have access to these test results. An
overwhelming majority, 92 percent, oppose employers having access
to genetic information. Similarly, 80 percent oppose health insur-
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ance companies having access to that information. Opposition is
growing since we asked an identical question in 2002.

In conclusion, the need for protections against genetic discrimi-
nation grows with every new test developed and with every new
patient who decides to forego or delay genetic testing because of
their concerns about genetic discrimination.

I am confident that as you chart a path forward, you will be able
to meet the needs of scientists, health care providers, insurers, em-
ployers, and most importantly, of patients.

Thank you.

[The prepared statement of Dr. Hudson follows:]
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Statement of Dr. Kathy Hudson, Director, The Genetics and Public Policy
Center, Johns Hopkins University, Washington, DC

Mr. Chairman and members of the subcommittee, thank you for inviting me to be with you today to discuss the medical
possibilities and policy challenges arising from the dazzling scientific and technical achievements in genetic research.

My name is Kathy Hudson and T am the Director of the Genetics and Public Policy Center and Associate Professor in the
Berman Bioethics Institute and in the Institute of Genetic Medicine at Johns Hopkins University. Established with a grant
from The Pew Charitable Trusts, the mission of the Genetics and Public Policy Center is to be an independent and objective
source of credible i ion on genetic technologies and genetic policies for the public, media and policymakers and to
create the environment and tools needed by key decision makers in both the private and public sectors to carefully consider
and respond to the challenges and oppertunities that arise from scientific advances in human genetics,

1 have been involved in genetics research and genetics policy for over a decade and had the privilege of serving as the
assistant director of the National Human Genome Research Institute from 1995 to 2002,

Last year marked the completion of the human genome project, an historic international project to decipher, letter by DNA
letter, the sequence of all the human genes. 1 believe that the mapping and sequencing of the human genome is the
“moonlanding” of the current ion. It is an plist that is ing in its own right. It also serves as the
centerpiece of a wide array of breathtaking breakthroughs in genetics research that have provided new insight into human
health and disease. Now these advances are beginning to change the practice of medicine in ways that are at once exciting
and challenging.

Today, I am pleased to discuss the rapid advances in genetic testing and the importance of public policies that will keep pace
with the science and will ensure that genetic information is used for benefit and not for harm.

The Human Genome Project

The Human Genome Project was more than a technological tour de force. The genome project and genetic research are
providing brilliant new insights into the role of genes in health and disease. Genes are instructions, instructions for building
cell structures and proteins needed for the human bedy to develop and function properly. With the genome sequence in hand
and with new tools for genetic research, scientists can quickly identify DNA misspelling in the genetic instructions that can
cause disease or increase the risk of disease. Once a gene is identified that, when misspelled, causes or contributes to
disease, it is relatively straightforward to develop a genetic test that can detect that misspelling.

There are some genes that if misspelled will always cause di if you have the di ing mutation for Huntington
disease, for example, you will, at some stage, develop the disease. But many diseases are not that simple. Many common
diseases such as heart disease and diabetes are the result of many genes and many complex environmental factors. For
example, scientists have recently discovered variants in a gene that appear to increase the risk of type 2 diabetes by about 30
percent, An individual found to have this increased genetic risk could p ially start an active f of prevention
including losing weight and regular exercise. Yet, when this test becomes available, some may be afraid to get tested for fear
their employer may gain access to the information and use it against the employee out of the belief that the employee will be
too costly to employ and insure.

Fueled by progress in genome science, genetic tests can detect a growing number of diseases with increasing precision.
Today there are over 1000 genetic tests available or in development. They range from tests for fatal and untreatable diseases
such as Tay Sachs discase to tests for gene mutations that increase the risk of developing a disease at some point in the
future, such as the BRCA1 and BRCA2 mutations that are associated with an increased risk of breast and ovarian cancer.

Not only are the number of tests increasing but the technology for genetic testing has become ever more powerful. It used to
be that a genetic test involved looking for one DNA misspelling at a time. Now, hundreds, even thousands, of possible DNA
misspellings can be looked at simultaneously with new “gene chip” technology, exponentially increasing the power and
scope of genetic testing,

Growth of Genetic Testing
1000
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N
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Genetic tests provide information. Information that can provide a diagnosis and guide treatment decisions, prognostic
information that can help tell the course of a disease, or probabilistic predictive information about the future risk of
disease.

Within a dozen years, it may be common medical practice to test each one of us for our individual susceptibilities to
common illnesses. This knowledge will allow the use of individualized preventive medicine to maintain weliness,
rather than spending society's health care resources on expensive and ineffective treatments for advanced disease.
Genetic tests can also reveal how an individual will respond to a drug therapy and who will experience serious side
effects. The future holds the possibility of pharmaceuticals that can target ilinesses at the molecular level, truly
revolutionizing drug therapy for discases.

The information to be gained from genetic testing is incredibly powerful and can lead to life altering decisions that
improve health and the quality of life. But it is important to remember that our ability to detect gene misspellings
precedes, sometimes by decades, the development of effective prevention and treatment. For example, we have had a
genetic test for Huntington disease for over a decade but still have no effective intervention.

The Importance of Protecting Genetic Information

As we move ahead to integrate genetics into mainstream medicine, we need to make sure that public policy keeps pace.
The same genetic test that can guide treatment decisions and improve human health can also be used in ways that are
fundamentally at odds with our most basic, shared American vatues. The promise of genetic medicine will only be
realized if protections are in place to assure people that the results of genetic testing will not be used against them.

There have been cases of genetic discrimination in the past few years. For example, beginning in March 2000, workers
at Burlington Northern Sante Fe Railroad were subjected to surreptitious genetic testing to determine if they had a
supposed genetic basis for work related carpal tunnel syndrome. Many observers believe that the company was
interested in using this information to Hmit workers’ compensation claims by these employees. More recently, at a
press conference held on Capitol Hill earlier this year, Heidi Williams told how her two young children were denied
health insurance even though they were only carriers of a recessive genetic disease and would not themselves become
ill.

Finding principles to guide the fair use of genetic information and prevent test results from being misused is critical to
all of us, Each of us has a number of misspellings in our DNA that can forecast our future health risks. But, like the
weather forecast, this information is often probabilistic. There is a greater or lesser chance that it will rain, there is a
greater or lesser chance that an individual will develop any number of diseases or conditions.

Should a person’s job be dependent on predictions whether they might or might not develop a disease at some point in
the future? Or, should the ability to land and keep a job be based on whether the person can do the job today?

‘These are issues that were anticipated early on in the Human Genome Project and a number of steps have already been
taken to put limited protections in place. With the passage of the Health Insurance Portability and Accountability Act
(HIPAA) in 1996, Congress put in place some restrictions on group health insurers’ use of health related information in
making coverage decisions and in setting premiums. Congress specifically recognized and listed genetic information as
among the protected health information. Subsequently, in promulgating privacy regulations called for by HIPAA, the
Department of Health and Human Services made clear that access to and disclosure of genetic information is protected.

In the workplace setting, the EEOC has interpreted the Americans with Disabilities Act to provide some protections
from the use of genetic information by employers, but the extent of those protections is largely untested and unclear.

Both President Clinton and President Bush have recognized the need to protect workers from genetic discrimination.
On February 8, 2000, President Clinton issued an Executive Order that prohibits Executive departments and agencies
from using protected genetic information as a basis for employment decisions. The Executive Order provided important
protections to millions of federal workers and placed the federal govemment in the laudatory position of leading by
example.

In a June 22, 2001 Radio Address, President Bush said “1 look forward to working with members of Congress to pass a
law that is fair, reasonable, and consistent with existing discrimination statutes, We will all gain much from the
continuing advances in genetic science. But those advances should never come at the cost of basic fairness and
equality under law.”

The challenge is to nurture scientific exploration, encourage the translation of these new discoveries into life saving
medicines, and to put in place public policies that reflect our core American values that prevent the unjust, unfair, and
discriminatory use of genetic information,
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Definitions

As part of my work at the National Human Genome Research Institute I had the distinct pleasure of working with
scientists, health care providers, legal scholars and ethicists to craft principals that we felt should be embodied in public
policy fo protect patients from unjust uses of genetic tests. Since that time, I have been asked and had the privilege to
provide technical assistance and advice to Republican and Democratic Senate staff members as they sought to craft
definitions that are both pragmatic and scientifically sound.

The key terms in genetic discrimination legislation are “genetic test” and “genetic information.” Definitions that are
inexact can undermine a well-intentioned effort. In crafting a definition that is neither too broad nor too narrow, it is
also important to ensure that the definition is not rooted in genetic testing methods that will becore rapidly obsolete.
The technology for genetic testing is changing and a statutory definition must be able to accommodate these
innovations.

Public Opinion

Finally, I want to share with you some research conducted by The Genetics and Public Policy Center, to find out what
the public knows, thinks and feels about new genetic testing. Members of the public have shared with us their hopes
for healthy children, for reducing the burden of disease and disability, and for reducing health care costs. They have
also shared with us their fears and concerns.

We know from genetics researchers that all too often, those offered genetic tests decline, citing their concerns about the
privacy and use of their test results. These concerns are widespread and, interestingly, are growing in America.

Qur recently completed survey of 4,834 Americans shows that Americans generally approve of genetic testing
procedures to benefit health but are concerned about who will have access to genetic test results.

This survey, unprecedented in its scope, shows that an overwhelming majority of Americans oppose employers and
health insurance companies having access to genetic information. When asked the question “if a genetic test shows
that a person has an increased risk for disease, does the employer have the right to know,” 92% said “no”. Similarly,
80% opposed health insurance companies having access to this information. In contrast, most respondents are
comfortable with their spouse or partner knowing their genetic test results.

Opposition to employer and health insurer access to genetic test results has grown since a similar survey was conducted
by the Genetics and Public Policy Center in 2002. The opposition to employer and health insurer access does not vary
based on age, sex, or political affiliation. However, attitudes do vary by educational leve! of the respondents with more
than 97% of respondents with a college education opposing employer access.
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To explore public opinion about genetic technologies in more detail, the Genetics and Public Policy Center is
facilitating public discussion of the issues surrounding reproductive genetic testing in cities across America this
summer. The Center is inviting citizens in six U.S. cities to participate in “Genetic Town Halls: Making Every Voice
Count”. In the Town Halls, the public is invited to learn about genetic testing through presentations and interactive
discussion, discuss and debate the issues with their fellow citizens, and register their attitudes and opinions.

At the three Genetics Town Halls held this month ~ in Sacramento, CA, Seattle, WA, and Kalamazoo, MI -
participants voiced a broad range of opinions. Participants’ opinions about the types of genctic technologies that are
acceptable ranged widely, and their opinions about who should decide which genetic tests are available were even more
diverse. Still, participants in all three town halls have spontaneously expressed deep concern about how information
from genetic testing will be used. As a participant in Sacramento asked, “Will you have trouble getting a job because
you have this gene that may cause cancer, whether or not you have cancer?”

Conclusion

As a scientist, | am eager to bring genetic research out of the lab and to the patient’s bedside. As someone who
believes in the public policy process, I want to make sure that we have policies in place to make genetic testing as safe
and beneficial for as many as possible.

‘When a woman goes to her doctor to discuss the possibility of having a genetic test to learn whether she has an
increased genetic risk for a disease, there are many important issues to consider to understand what the results will
mean for her medically and emotionally. How the test result will affect her treatment, what it will mean for her
reproductive decisions, what it will mean for her family, and what it will mean for her, personally, to have this
information about her own genome. It is my hope that soon, very soon, doctors can confidently tell their patients that
while there is much to consider when deciding to have a genetic test, the threat that those genetic test results might be
used to deny her a job is not one of them.

The need for such protections grows with every new test developed and with every new patient who decides to forego
or delay genetic testing because of discrimination concerns. Iam confident that as you chart a path forward you will be
able to meet the needs of scientists, health care providers, and patients alike in creating the appropriate protections.

Chairman JOHNSON. Thank you, Dr. Hudson.
Mr. Wildsmith, you may begin.

STATEMENT OF THOMAS F. WILDSMITH, CHAIRMAN, GENETIC
TESTING TASK FORCE, AMERICAN ACADEMY OF ACTUARIES,
WASHINGTON, DC

Mr. WILDSMITH. Chairman Johnson, Ranking Member Andrews,
and distinguished Members of the Committee, I thank you for this
opportunity to testify on behalf of the American Academy of Actu-
aries. My name is Tom Wildsmith, and I currently serve as the vice
chairperson of the Academy’s Federal Health Issues Committee.

I've also served as the chairperson of the Academy’s Task Force
on Genetic Testing in Health Insurance. The Academy is a non-
partisan public health policy organization for actuaries of all spe-
cialties.

Scientific understanding of human genetics is advancing rapidly,
and the technology continues to evolve. It’s difficult to predict the
impact this technology will ultimately have on the health insurance
system. There are several key factors to consider in the public pol-
icy debate over the proper regulation of genetic information, espe-
cially with respect to health insurance.

First, basing premiums and eligibility for coverage on a specific
person’s own health is a characteristic of the voluntary individual
health insurance market, not the employer-sponsored group insur-
ance market. Thus, while possible future use of genetic information
for medical underwriting is a potentially significant issue in the in-
dividual medical expense insurance market, it’s not a significant
concern in the group insurance market.

Second, medical expense coverage is unique, because beyond the
questions related to the use of genetic information, it involves the
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question of whether the direct cost of genetic testing and treatment
will be covered.

Third, innovative disease management and prevention programs
depend on the ability to identify patients and high risk individuals
for appropriate interventions. It’s important that rules governing
the use of genetic information not hamper the ability of such pro-
grams to improve care.

Finally, all personal health information is, as it should be, pro-
tected. Applying special rules to genetic information would increase
the complexity of an already quite complicated health care system.
I'd like to discuss each of these in turn.

Information on the health status of individual program partici-
pants is not used to determine eligibility for participation in em-
ployer-sponsored health insurance coverage, which covers nine out
of ten privately insured Americans. Private group and individual
health insurers do not currently require applicants for insurance to
undergo genetic testing or use genetic testing to limit coverage for
preexisting conditions.

Of course, the debate is really over the future. The impact of ge-
netic information on the health insurance system will change over
time as the technology develops and may often be overshadowed by
broader societal concerns about the meaning and significance of the
information.

Employers will have to decide whether or not to pay for new ge-
netic tests and treatments. It’s unclear whether genetic technology
will increase or decrease overall lifetime spending on medical care,
and what the timing of those changes may be. We expect genetic
tests that aid in the diagnosis of disease and genetic treatments for
disease to be gradually recognized and covered by medical expense
plans. Unless these new tests and treatments produce an offsetting
reduction in other medical expenses, they may produce an overall
increase medical care cost. As the use of genetic technology be-
comes routine, the question of how to pay for it will become more
important.

Employers are increasingly turning to a variety of targeted pro-
grams to prevent the development of disease in high risk individ-
uals and to manage its progression in those who are already ill. To
be successful, all of these programs depend on information. As we
attempt to ensure that personal health information is not used
against employees, it is important that we not inadvertently pre-
clude its beneficial use on their behalf.

There is broad agreement that patients’ privacy must be pro-
tected and the confidentiality of sensitive health information must
be secured. Underwriting and pricing for group insurance has his-
torically focused on the overall makeup of the eligible group, rather
than on the health of any particular individual. And HIPPA pro-
hibits employers from using health status to deny coverage to an
employee or to make an employee pay more than a coworker.

Genetic information is subject to the same confidentiality rules
as other forms of health information. Separate rules governing ge-
netic information could increase complexity in a system that’s al-
ready quite complicated.

I would also note that the definitions in the first genetic informa-
tion legislation to be enacted would likely set an important prece-
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dent for the future. As genetic science advances, additional legisla-
tion will be needed to address future issues that we can’t predict
in advance. Legislation in this area should be drafted carefully and
try and capture what is unique about the newly emerging genetic
technologies.

Again, I thank you for the opportunity to testify on behalf of the
Academy.

[The prepared statement of Mr. Wildsmith follows:]
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Statement of Thomas F. Wildsmith, Chairman, Genetic Testing Taskforce,
American Academy of Actuaries, Washington, DC

Chairman Johnson, Ranking Member Andrews, and distinguished committee members, I thank you for
the opportunity to comment on an increasingly important issue that could have a significant impact on the
health insurance market — the use of genetic information. My name is Tom Wiidswmith, and [ currently
serve as the vice chairperson of the American Academy of Actuaries” Federal Health Issues Committee. |
have also served as chairperson of the Academy’s Task Force on Genetic Testing in Health Insurance.
The Academy is the non-partisan public policy organization for actuaries of all specialties in the United
States. | would like ta submit for the written record the Academy monograph Genetic Information and
Medical Expense Insurance, which expands on some of the key points that [ will address today regarding

genetic information and health insurance.

Legislation is pending before the House and has passed the Senate that would regulate the use of genetic
information, particularly with respect to health insurance and employment. Scientific understanding of
human genetics is advancing rapidly, but the technology continues to evolve. It is difficult to predict the
impact this technology will ultimately have on the health insurance system. There are several key factors
1o consider in the public policy debate over the proper regulation of genetic information especially with
respect to health insurance:

¢ Basing premiums and cligibility for coverage on a specific person’s own health is a characteristic of
the voluntary individual health insurance market — not the employer-sponsored group insurance
market. Thus, while possible future use of genetic information for underwriting medical expense
insurance is a potentiaily significant issue in the individual market, it is not a significant concern in
the group market,

» Medical expense coverage is unique because, beyond the questions related to the use of genetic
information, it involves the issue of whether the direct costs of genetic testing and treatment will be
covered.

* Innovative disease management and prevention programs depend on the ability to identify patients
and high-risk individuals for appropriate interventions. It is important that rules governing the use of
genetic information not hamper the ability of such programs to improve care.

¢ Al personal health information is, as it should be, protected — applying special rules to genctic
information would increase the complexity of an already complicated health care system.

Policymakers must balance these and other competing social and economic concerns in considering

legislation on this issue.

Group vs, Individual Medical Expense Insurance

Americans currently receive health care coverage through a variety of public and private systems. While
some issues raised by genetic technology are common among most or all of these systems, others are
specific to particular types of health care coverage. Information on the health status of individual
program participants is not used to determine eligibility for participation in employer-sponsored health

coverage — which covers nine out of 10 privately insured Americans.

Voluntary, individually purchased coverage in particular presents unique issues. A ban on the use of
genetic information that would prohibit insurers from asking for genetic tests may remove applicants’
fears of genetically based denial of coverage. However, barring insurers from obtaining test results
already known to the applicant could result in adverse selection, which would have a direct impact on

premium rates, uitimately raising the cost of insurance to everyone.

Any attempt to regulate the use of genetic tests and the information derived from them should provide a
clear definition of the tests being regulated. If a ban on information obtained from “genetic tests™ defines

such tests broadly to include medical history or routine physical exams, it would severely hamper
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Private group and individual health insurers do not currently require applicants for insurance to undergo
genetic testing or use genetic testing to limit coverage for preexisting conditions. Of course, the current
debate is really over the future. The various impact of genetic information on the health insurance system
will change over time as the technology develops, and may often be overshadowed by broader societal
concerns about the meaning and significance of genetic information. When balancing social and economic

concerns, a clear understanding of the economic impact of alternative policies is vital.

Costs of Covering Genetic Testing and Treatment

The employer-sponsored medical expense insurance market will be faced with the question of whether the
direct costs of various genetic technologies will be covered. Tt is unctear whether genetic technology will
increase or decrease overall lifetime expenditures on medical care, and what the timing of those changes
may be. We expect genetic tests that aid in the diagnosis of disease, and genetic treatments for disease, to
be gradually recognized and covered by medical expense plans. Unless these new tests and treatments
produce an offsetting reduction in other medical expenses they may produce an overall increase in

medical care costs.

Disease M and Prevention

Employers are increasingly turning to a variety of targeted programs to prevent the development of
disease in high-risk individuals, and 10 manage its progression in those who are already ill. To be
successful, all of these programs depend on information. As we attempt to ensure that personal health
information is not used against employees, it is important that we not inadvertently preclude its beneficial

use on their behalf.

Confidentiality of Health Information

There is broad agreement that patients’ privacy must be protected and the confidentiality of sensitive
health information must be secured. The possibility of testing for abnormal genes has, in particular,
raised fears about access 1o health coverage. However, underwriting and pricing for group insurance has
historically focused on the overall makeup of the eligible group rather than the health of any particular
individual ~ and HIPAA prohibits employers from using health status to deny coverage to an employee or
to make them pay more than a coworker, (OFf course, for small groups, a single high-cost individual can
significantly affect the average cost of an entire group.) In addition, genetic information is subject to the
same confidentiality rules as other forms of health information. While there may be particular sensitivities

in the case of genetic information, this is part of the broader issue of health information confidentiality.

Separate rules governing genetic information could increase plexity in an atready licated health

care system.

Conclusion

For the employment-based heaith insurance system, the use of genetic information in individual
underwriting is not a significant issue. As the technology advances and becomes a routine part of medical
care, the question of how to pay for it will likely take on increasing significance. Personal health
information is aiready subject to a variety of protections. Any additional protections placed on genetic
information should attow for the use of such information in the development of new disease management
and prevention programs, which could improve care and reduce costs, Rules governing genetic
information shoutd be balanced against the need to better manage an aircady complex health care system,
and the need to use genetic information for legitimate, beneficial purposes. I would also note that the
definitions in the first genetic information legislation to be enacted would likely set a precedent for the
future. As genetic science advances, it is inevitable that additional legislation will be needed to address
future issues we cannot predict in advance. It is important that legislation in this area be drafied carefully,

and reflect what is unique about the newly emerging genetic technologies.

Thank you for this opportunity to testify on behalf of the American Academy of Actuaries.
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Genetic Information
and Medical Expense Insurance

Executive Summary

cientific understanding of human genetics is advancing rapidly, but the technology is not yet

wmature. Itis difficult 1o predict the impact this technology ultimately will bave on the insur-

ance system. Key concerns that have been raised include access to health care, the cost of

health care and health insurance,and the privacy of genetic information. Policy-makers must
balance these and other competing sociat and economic concerns.

Key Issues

Americans currently receive health care coverage through a variety of public and private systems.
Some issues raised by genetic technology sre cammon amoeng most or all of these systems; others are
specific to particular types of health care coverage.

B The impact of genetic testing on the cost and defivery of health care likely will have an effect
an alf forms of health care financing.

Genetic informalion is subject to the same confidentiality rules as are other {orms of healthy
information. While there may be particular sensitivities in the case of genctic information. this
is a part of the broader issue of heaith information confidentiality.

The possible future use of genetic information in risk selection and risk classification is a
patentially significant issue only for the voluntary individual market.

While most Americans are guaranteed access to some form of medical expense insurance, the
cost of coverage varies significantly, and there are still some gaps. Filling those gaps could help
reduce the potentially adverse irapact of genetic testing on an individual’s future ability to pur-
chase medical expense insurance.

Costs of Covering Genetic Testing and Treatment

Any program of medical expense coverage will have to face the question of whether the direct costs of
various genetic technotogies will be covered, 1tis unclear whether genetic technology will increase or
decrease overall lifetime expenditures on medical care, and what the timing of those changes may be.
We expect genetic tests that aid in the diagnosis of disease, and genetic treatments for disease. to be
gradually recognized and covered by medical expense plans as they are demonstrated to be more effec-
tive than other, more traditionat approaches. Unless these new tests and (reatments produce an off-
setting reduction in other medical expenses, they may produce an overall increase in medical care
costs,

Current Use of Genetic Technology

Information on the health status of individual program participants is not used to determine eligibit-
ity for participation in employer-sponsored medical expense programs — which cover nine out of ten
privately insured Americans. Private health insurers do nol currently require applicants for insurance
to undergo genetic testing or use genetic testing to limit coverage for preexisting conditions. Insurers
in the voluntary, individual medical expense raarket do ask spphcants abaut their health and some
may inquire ahout the results of any prior tests. Currently insurers rarely encounter any such infor-
mation. Once a medical expense insusance policy has been issued. the Health Insurance Portability
and Accountability Act of 1996 (HIPAA) prohibits cancellation based on the health of the policy-
holder.

Legislative Proposals and the Voluntary Individual Market

State and federal legistators have developed proposals to regulate the use of genetic information. While
actuaries support many of these initiatives, praposals (hat ban the use of any genetic information may
be overly broad. and conflict with the principles that underlie the financial soundness of veluntary,
individually purchased medical expense insurance.

The process of risk classification is fundamental to a voluntary, individually purchased medical
expense insurance market. Voluntary markets operate most efficiently where there is a rough equali-
ty of information between buyers and sellers. But individuals who know. or suspect, that they have
genetic disorders fear that this information could be used to deny or terminale insurance coverage.
When balancing social and econamic concerns.a clear understanding of the economic impact of alter-
native policies is vital.

Sorne believe that banning the use of information gained from genetic testing in risk classification
would help to alieviate problems in recruiting research subjects, would encourage individuals to seek
out test results, and would reduce insurance fears. Unfortunately. such proposals often contain three
elements that concern many actuaries:

W the scope of any definition of "genetic tests”

W any limitations placed on insurers’ knowledge of applicants” health status that would result in
asymmetric information

W the effeet of new genetic testing lechnologies on the concepl of preexisting conditions.

Definition of “genstic tests”; Any attempt to regulate the use of genetic tests and the information
derived from them should provide a clear definition of the tests being regulated. If a ban on infor-
mation obtained from “genetic tests” defines such tests to include medical histary, routine physical
examinations, and other routine laboratory testing, it would severely hamper individual medical
expense insurance underwriting. Since some individuals’ health risks would be unknown, the pool of
insurance purchasers might soon include a disproportionate number of people with higher-than-
average anticipaled medical expenses. This biased selection would cause premium rates to rise, mak-
ing individual medical expense insurance even less affordable than it is now.
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Asymmetric information: Would a ban on the use of genetic information merely prohibit insurers
[rom asking or genetic tests, or would they also be barred [rom obtaining test results already known
to the applicant? While a more encompassing ban may remove applicants’ fears of genetically based
denial of coverage, the imbalance of information would leave insurers at a disadvantage. A ban on
genetic information about minor conditions probably would not have a serious impact on insurers. In
the case of more serious conditions, however, an informmation imbalance might alfow one applicant to
benefit financially over others by choosing the timing, type. and level of benefits purchased. This
biased selection would have a direct impact on premium rates, ultimately raising the cost of insurance
1o everyone.

Ereexisting Conditions: Preexisting conditions typically are covered on the same basis as any other
condition, but only after an individual has been covered under a health plan for a specified period of
time {typically six to 12 months). However, state and federal laws increasingly limit the extent to
which group and individual health plans may exclude wverage for preexisting conditions. Does a pos-
itive test result on a genetic tost constitute a preexisting condition? Currently, for employer-sponsored
heaith plans, HIPAA specifies that if genetic information is used to screen for a genctic predisposition
to disease, and is not related to a diagnosis. it may not be treated as a preexisting condition, A similar
approach might be appropriate for individually purchased medical expense insurance.

Guaranteeing all Americans access to medical expense insurance, while preserving the viability of a
voluntary system of individually purchased insurance, is a difficuit but important challenge that pol-
icy-makers have struggled with for a number of years. Some believe that banning the use of informa-
tion gained from genetic testing in risk classification would alleviate problems in recruiting research
subjects, would encourage individuals 1o seek out test results, and would reduce insurance fears, The
impact of a ban on the use of genetic tests would depend on the ban’s duration, the scope of the def-
tnition of “genetic testing” used. and the cost and predictive power of the tests covered by the ban. A
moratorium on some types of tests would cause minimal disruption at first. However, such a ban
could have more severe consequences over time. as genetic technology advances. A long-term ban on
genetic testing has the potential to disrupt the voluntary individual medical expense insurance system,
ultimately hurting the American people by making individual insurance more expensive and more
difficult to obtain. On the other hand, mechanisms are needed o ensure that everyone has access to
needed medical care.

Conclusion

The Academy believes that further research should be undertaken on the issues raised by genetic test-
ing. Potential test recipients, physicians, plan sponsors, and insurers are all concerned by, and need
information about, the implications of genetic test results for future health and health care expenses.
Research {ocusing not only on survival rates and the probability of future disease, but on future health
care needs and the availability, effectiveness, and potential cost savings of early intervention,is of great
potential benefit. Not only would patients better understand their prognoses, but physicians could
improve treatment modalities, and plan sponsors and insurers could better evaluate the appropriate-
ness of covering specific tests, their likely impact on insurance costs, and their potential implications
for risk classification in the individual market.

Some of the key questions that remain are:

W How accurately will genetic tests predict future heaith care needs?

W Wil meaningful interventions be avallable for genetic disease?

B Wil geneticaily based treatments hecome available?

B What impact will genetic technology have on overall medical care expenditures?

Policy-makers need a clear understanding of these issues so that proposals regulating the use of
genetic testing information can find the best balance between the concerns of the public, the predic-
tive ability of genetic test results, and the affordability of health insurance.

! Medicare Payment Advisory Commission, Report to the Congress-Selected Medicare Issucs, June 1999
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Introduction

ecent scientific advances in the understanding of human genctics, particularly those

achieved by the Human Genome Project, hold the hope of significant progress in the pre-

vention, diagnosis and treatment of disease. This in turn will affect the various public and

private systems for financing medical care. It is difficult to predict what impact advances in
genetic technology will have on the insurance system, because this technology is not yet mature!.
Interested groups are looking into a future that promises rapid and significant changes. Each group
has unique concerns, and many are seeking legislative solutions to the problems they foresee. Key con-
cerns include access to health care, the cost of health care and health insurance, and the privacy of
genetic information. Policymakers must balance these and other competing social and economic con-
cerns,

Americans currently receive health care coverage through a variety of public and private systems.
While some issies raised by genetic technology are common among most or all of these systems, oth-
ers are specific to particular types of health care coverage. Voluntary, individually purchased medical
expense coverage in particular presents unique issues. Almost all elderly Americans are covered
through the Medicare program. Most also have private coverage to supplement the benefits available
through Medicare?. Among the non-elderly. six out of ten are covered through employer-sponsored
programs, and more than one out of ten are covered though public programs. While fewer than one
out of ten are covered through individually purchased policies?, this market is an important residual
source of coverage for those who do not have access to an employer-sponsored or governmeni-spon-
sored program?,

The impact of genetic testing on the cost and delivery of health care will likely have an effect on all
forms of health care financing. It is impossible to predict with confidence the future cost of covering
genetic testing and genetic treatments, but that cost could potentially be significant. The possible
{uture use of genetic information in risk selection and risk classification is, however, a potentially sig-
nificant issue only for the voluntary individusl market®. The various impacts of genetic technology on
the medical expense insurance system will change over time as the technology develops.and may often
be overshadowed by broader societal concerns about the meaning and significance of genetic infor-
mation.

The American Academy of Actuaries is committed (o assisting the political process by providing
independent, non-partisan actuarial information on current public policy issues. This monograph on
genetic information and medical expense insurance is provided for the information of elected offi-
cials, regulators, and the general public. It is based on the current state of genetic technology, and our
understanding of potential future developments.Genetic technology is evolving rapidly, and its future
course is difficult to predict with any certainty. Answers given today to questions raised by genetic
technologies may no longer be valid tomorrow, and even the questions themselves may change over
time.

Unless otherwise stated, the tertns “genetic test” and “genetic testing” will be used to refer to tests
whose immediate object is to determine the presence or absence of particular variations in a person's
genetic code, in contrast to tests whose immediate object is to examine the physical structure or func-
tioning of a person's body. Medical expense insurance is a form of health insurance. Other forms of
health insurance include disability income insurance and long-term care insurance. This monograph
focuses on medical expense insurance. The term “medical expense coverage” will be used on occasion
to include self-insured employee benefit plans. The term “heaith insurance” will be used only when
discussing concepts that apply to ali forms of health insuranceS.

{Several alternative scenarios are outlined in the appendix. These are intended to HHlustrate a number of key factors tha
the work group believes will affect the future impact of genetic technotogy, and should not be interpreted as forecasts or
predictions.

ZEBRI Databook on Emplayee Benefits. Fourth Edition. Table 36.1, page 302, Employee Benefit Research Institute. 1897,
3Psul Fronstin, Sources of Health Insurance and Characteristics af the Uninsured: Analysis of the 1397 Current
Population Survey. EBRI ssue Briel Number 192. Employee Benefit Research Institute. December 1937

4Medicaid also serves as a residual source of coverage, serving "categarically eligible” low-income individuals.

9Risk Classification in indjvidually Purchased Voluntary Medical Expense Insurance, Anieriean Academy of Actuaries,
January 1989, The market for very smail emplayer groups is in many respects similar to the individual marketand simi-
far considerations may appiv.

6The term “health care coverage” is used by many as a synonym for medical expense coverage. This usage will be avoided
in this brief to prevent confusion with the more general term "health insurance.”
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Genes and Medical Expense Insurance

Background

The discovery of DNA has produced an explosion of research into the genetic structures fundamental
10 life and heredity. Since 1390, the Human Genome Praject, a $3 billion, 15-year joint effort of the
National Institutes of Health and the U.S. Department of Energy, has been mapping the human
genome. A complete map of the human genome could atlow geneticists, researchers, and the medical
profession to better understand and deal with human characteristics, including those that may tead to
discase. Many have recognized that as we map the human genome and gain the ability to test individ-
uals for gene abnormualities, we confront a host of ethical, legal, and social issues. A unique aspect of
the.Human Genome Project is that 3 percent to 5 percent of the anral budget for the project is alio-
cated to studying the ethical. legal. and social issues surrounding availability of genetic information,
making it the world's largest bioethics program.

For a number of years, newborns and their parents have been tested for several genetic birsh defects,
such as Tay-Sachs disease and Phenylketonurea. Fetuses are also routinely tested in utera to detect dis-
eases such as Down’s Syndrome. There are roughly two dozen genetic tests that can at this time be con-
sidered practical for adults (several dozen less practical ones are also available}. While many more tests
are expected to be devetaped during the next few years,currently only a few are clinically useful. Newer
tests are generally being used to study specific populations and for experimental purposes. This is like-
Iy to be the case with any test until it can be incorporated into medical practice in a way that lcads 10
meaningful medicat decisions and advice to patients. Even so, advancing technology appears to be o
the verge of creating genetic microchips that can screen for hundreds of genetic abnormalities at onee’.

While there is a general perception that an individual who tests positive for a gene linked 10 3 spe-
cific disease will contract that disease, in most cases a positive genetic test result indicates only an
increased probability of developing such a disease. Only & few genetic abnormalities are known to lead
directly and certainly to disease. The vast majority of genetic conditions require a combination of
genetic and environmental factors ity order to result in disease. Almost all of us are bora with genetic
risk factors, but it is not possible to determine when, or even if, individuals who are predisposed Lo a
disease will actually contract it. Nonetheless, these genetic factors may provide an important indica-
tion of the refative health risks dilferent individuals face.

Medicare, a social insurance program designed (o cover medical expenses for Americans over age
65, does not consider an individual's health in ining eligibility or for ishing the premium
paid by a benefictary®. Because virtually all eligible individuals are covered, there is nio concern that
biased selection might increase overall program costs®. Private health insurers do not currently require
insurance applicants to undergo genetic testing, nor do they use genetic testing o Himit coverage for
preexisting conditions. Insurers in the voluntary. individual medical expense market do, however, ask
applicants about their health and some may inquire about the results of any prior tests. Currently,
insurers rarely encounter any such infarmation®,

Fears About Insurability and Confidentiality

The possibility of testing for abnormal genes has. in par ticular, raised fears about access (o medical
expense coverage. Insured individuals whe learn they carry genes linked to medical conditions worry
their coverage may be canceled or their premium raised. Potontial applicants for insurance fear they
may be forced to take genetic tests, perhaps receive unwanted information about their health status,
and perhaps be denied access to coverage now and in the future. Individuals are also concerned aboul
the privacy of genetic information and the implications such information may have for their families
and for their prospects for employment and career advancement. Researchers worry that (ears about
the use of genelic information will deter volunteers from participating in research projects. And final-
Iy, there is concern that insurers will use genetic tests (o select only low-risk individuals, excluding
many other individuals [rom coverage. These concerns lead some to believe that insurers should not
be permitted to consider genetic test results in determining the cost and availability of insurance prod-
ucts,

Questions about Coverage and the Cost of Medical Care

The potential impact of genetic technologies on medical expense insurance goes beyond its effect on
other forms of insurance. In addition to questions of access and privacy. any program of medical
expense coverage must face the question of whether the direct costs of various genetic technologies
will be covered, In addition, it is unclear whether genetic technelogy will increase or decrease overall
tifetime expendilures on medical vare. and what the timing of those changes may be. These are ques-
tions that will need to be conti as genetic t advances, In particular, since
basic technical advances often have mulnple applications and because advances in diagnosing or treat-
ing one disease ofien facilitate advances in dealing with other discases,the number of genetic tests and
treatmients accepted into standard medical practice may grow quite rapidly once a critical level of base
technology is achieved.

Charles $. Jones. Jr. M.D., The Current State of Genetic Testing An Insurance Industry Perspective on the Rush ta
Legistate, Thomas P. Bowles Symposium on Genetic Technology and Underwriting, March 26-27,1998,Geargia State
University, Atlanta, Georgia.

87he tendency for fate enollees (o have higher than average medical costs. due to biased selection.is refected i an
increased Past B premiun. Indicators of future claim levels (i¢.. age.sex. instrutional status and Medicaid eligibitity) are
used in establishing the capitation paid by the Medicare program 1o private Medicare«Choice plans for Mediare
eqrotless. A mare accurate method of establishing Medicare +Chaice plan payments is being developed

FThere have been suggestions howuver, that biased selection by Medicare beneficiaries choosing between traditionat fee
for-service beneflts and HMO con rrage may affect the overal cost of the Medicare progratn.

Hinark A. Hall and Stephen S. Righ,"Laws Restricting Insurers’ Use of Genetic Information: Impact on Genetie
Discrimination.” American Journai of Humian Genetics, January 2000
Paul R. Lenz. PE,The Current State of Gesetic Testing in Health Insurance, Symposium Proceedings,
Genetie Testing: hnplications or Insurance, Sponsared by the MetLife Medicat Department.the University af
Health Syster Center for Bioethics and The Actuarial Foundation, June 1997,

Willim J. Warlct, P 0. CLU, CPCU, Peter Mikcla. Ph.D., Alex Harme. Ph.D0. Genetic hnformation and Rigk
Classification in Individual Life and Health Insurance, Journal of the American Sociery of CLU & ChFC, September 1998

his Academy Task Force is niol aware of any health insurer that requires applicants to take a genetic test
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Considerations Common to Both Employer-
Sponsored Programs and Individually
Purchased Insurance

Common Coverage Considerations

Genetic technology has a number of potential uses. Orie way of understanding these uses is by group-
ing specific genetic technologies into the following general categories: tests used for general popula-
tion screening: tests used to screen populations at high risk for a particular disease: tests used in the
diagnosis of disease; and treatments for discase!!. Each of these categories has implications for med-
ical expense coverage.

Medical expense insurance bas historically focused on covering the cost of medicat care necessary
for the diagnosis and treatment of an injury or an iliness. This approach is consistent with the need to
protect insured individuals from catastrophic medical costs, while avoiding coverage of expenses that
are largely non-random or discretionary, because insurance is not generally an efficient way to fund
such expenses. Over time, government-sponsored and employer-sponsored medical expense programs
gradually began covering some preventive care and screening tests. This is at least partly because pro-
gram subsidies, in the form of both sponsor contributions and tax preferences, have outweighed the
economic inefficiency of using insurance to fund expenses that could otherwise be handled through
routine budgeting. In addition, some forms of preventive care have been found by program sponsors
to be cost-effective in reducing medical expenses that would etherwise be covered.and some programs
of network-based managed care have been developed with a philosophical orientation toward coordi-
nating all forms of "primary care.”$2 Coverage of screening tests and preventive care is less prevalent
in the voluntary, individual medical expense market, where program subsidies arc generally imited o
unavailable, and where the process of individual purchase decisions makes biased selcction against the
insurance system!3 a more significant problem,

We expect genetic tests that aid in the diagnosis of disease, and genetic treatments for discasc, to be
gradually recognized and covered by medical expense plans as they are demonstrated to be more effec-
tive than other, mare traditional approaches. From the standpoint of an insurance program. they are
no different from any other new approach to diagnosis or treatment. Many new genetic tests have, at
least initially, very high per-unit costs. The likely cost of future genetic treatments is not yet clear, but
they may alsa have very high per-unit costs. Unless new tests and treatments produce an offsetting
reduction in other medical expenses. or unit costs drop significantly, they may produce an overall
increase in medical care costs,

Genetic screening Lests for high-risk populations present a more complex question. If a high-risk
population is relatively small and well defined, if a positive test result indicates a high likelihood of
developing the disease, and if effective early interventions are available, then screening of that popula-
tion may be cost effective!t. If positive results do not strongly carrelate with future disease, or if no
effective intervention is available, then the result of the screening test may have no direct impact on
clinical care,and testing may not be medically appropriate. OF course, even if an effective intervention
is available.high unit costs for either the test or the intervention itself may raise overail medical spend-
ing if not offset by other cost reductions. In addition, even if lifetime medical expenses are reduced,
short-term medical expenses may increase. This could happen, for example. if screening and inter-
vention early in fife becomes practical for discases of old age such as Alzheimer’s disease. Costs would
then rise for the programs providing medical expense coverage lo non-elderly Americans, even
though lifetime costs might ultimately fall, with Medicare benefiting from the reduction in the med-
ical costs of old age. In the absence of legisiative requirements, private medical expense plans are like-
ly to decide whether to cover screening tests for high risk populations on the basis of their effective-
ness refative Lo existing methods of screening and diagnosis, the cost effectiveness of carly identifica-
tion and intervention in reducing overatl claim costs. and on consumer demand.

The use of genetic screening for large segments of the general population also requires tests that are
highly predictive of future disease and have effective interventions, but in addition requires very low
unit testing costs to be practical. Typicaily, most of the direct cost of a broadly based population-
screening program will be for individuals who receive negative test resuits. [n addition, {f a test for a
rare condition is used to screen the general population, a significant number of false positive results
may be obtained, even if the test is highly accurate!S, False negative results may be an even more seri-
aus concern because of their potential for providing a false sense of security, possibly leading to delays
in treatment. Again, private plan sponsors are likely to make coverage decisions based on comparisons
10 existing medical practice. the cost effectiveness of screening in reducing future covered medical
expenses, and on consumer demand.

HQthers distinguish between diagnostic tests and predictive less, We are characterizing predictive tests as screening tests.
and dislinguishing between thase applied 1o the general population and those applied to specific high-risk populations
because stightly dilfercnt considerations may apply in the two cases.
"2Nou-specialist, basic medical care - typically. the care provided by a generat practitioner or famity physician, pynecolo-
gist or pediatrician, including routine physical examinations.
13Biased selection againist an Insurance pragraim.also knowa as antisclection ar adverse selection, accurs when applicants
€an expect to gain financially by making purchase decisions based on risk characteristics known o suspected by them but
unknown to, or not considered by, the insurer or administrator of the program. The opportunity for biased selection
arises from an imbalance in the information available o the consumer and the insurer.
HBecause much genetic research has facused on specific ethnic and racial groups, gonetic diseases for which tests have
been develaped are often clasely assaciated with such groups. Because of this, ever if weil defined populations at tisk can
be defined. there may be social policy reasons for avoiding their use. This creates a difficult problem. 1f extended to the
general populatian, a particulir iest may na tonger be affordable. Butif it is imited o an ethnically o raciatly defiried
risk proup. it mav serve to reinfirce negative stereotypes.
T5Even a very low error rate for a test, when appiied to a large number of healthy individuals,may produce 3 large num-
bur of tncorrect positive test cesults. I the condition lvolved is sufficiently rare.the number of false positive results may
exceed the number of Individuals correctly identified as having the condition. For a more complete discussion. please see
Pavrick L. Brockew, Richard MacMinn and Maureen Carter, Genetic Testing, Insurance Economics and Societal

iitity, Thoras P. Bowl ium on Genetic Te and Underwriting, March 26-27.1998, Geargia
State University. Atlanta, Georgia.
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Regardiess of the populations involved, many screening tests will present plan sponsors with diffi-
cult ethical questions. For instance, by covering testing for BRCA mutations (which are carrelated with
an increased incidence of breast cancer), would a plan sponsor be encouraging women to take a test
whose implications are not yet fully understood, and which may cause women to have radical, possi-
bly unnecessary surgery? On the other hand, if a plan sponsor does not cover BRCA testing, is it fail-
ing 1o encourage the use of a procedure that has the potential to prevent breast cancer?®

Because prenatal screening tests pose particularly dilficult ethical issues, it is difficult to predict the
extent to which they will be covered. Tests for such diseases as Down's Syndrome are already being
used to help parents decide whether to terminate a pregnancy. While many Americans have religious
and moral objections to abortion, others are beginning 1o see this testing almost as a moral duty
because of its potential impact on: {uture generations. The availability of more tests is unlikely to
reduce the controversyl?.

Prenatal testing is likely to be viewed as particularly objectionable if it begins to deal with factors
that might be considered eugenic, si:-h as blindness, deafness, mild mental retardation, or susceptibil-
ity to heart disease or cancer. Some private-plan sponsors may have moral objections to paying for
such tests, and there may be political objections to paying for them through publicly sponsored pro-
grams. Of course, the avaitability of appropriate and effective treatments would change the situation
dramatically, but unfortunately testing technology appears to be advancing much morc rapidly than
treatment, Depending on its unit cost, prenatal treatment for serious genetic disorders might reduce
the overall health care costs for pregnancies that are brought te term, while potentially raising them
for pregnancies that would ntherwise be terminated.

Tests that deal with susceptibility to disease, rather than the diagnosis of an iliness that has already
manifested itself, challenge our conventional ideas of what constitutes a medical condition or “dis-
ease,” and when iliness begins, The ability ta test for genetic abnormalities that have not yet produced
any symptoms will require plan sponsors to address how existing benefit provisions, such as pre-exist-
ing conditions clauses, should be apptied to the new technologies.

Common Confidentiality Considerations

Genetic information presents serious confidentiality concerns, because of its very personal nature,
public fears and uncertainty about its implications, and because an individual’s genctic information
may have potentially serious implications for {amily members. In addition to concerns about future
access to health insurance, individuals contemplating undergoing genetic testing are often concerned
that a positive test result could lead to social stigmatization or employment discrimination. While
there may be particular sensitivities in the case of genetic information, this is a part of the broader
issue of health information confidentiality.

The Health Insurance Portability and Accountability Act of 1996 (HIPAA) established a process lor
setting national standards for confidentiality of personal health information. In the event Congress
did not enact national confidentiality standards by August of 1999, the Secretary of Health and
Human Services was instructed to issue regulations establishing standards no later than August of
200018, HIPPA also stipulates criminal penalties for wrongful disclosure of individually identifiable
health information in violation of those standards. In September 1998, the National Association of
Insurance Commissioners (NAIC) adopted a Health Information Privacy Model Act with a recom-
mendation that it be enacted by state legislatures. If states enact this model, then it has the potential
to strengthen and standardize the privacy protections already provided by state insurance law!9, It is,
however, unclear whether the federal standards, when ultimately established, will preempt existing
state standards.

Some policy-makers and consumers are particularly concerned that health insurers will not main-
tain the confidentiality of genetic test resuits revealed on applications for insurance. However, disclo-
sure of personal health information is not required for enroliment in ernployer sponsored medical
expense prograrns®. Even in the case of voluntary, individually purchased medical expense insurance,
state faw requires insurers to keep all underwriting information confidential. Currently, an applicant’s
consent is required before an insurer is permitted access Lo personal medical records, The confiden-
tiality of this information is protected by law, and its use by insurers is tightly restricted, In the 1980s
and early "80s, many states reviewed and strengthencd their confidentiality laws in response to the
AIDS epidemic, and the continuing regulatory trend is to toughen such safeguards.

Y8Current evidence indicates that prophylactic mastectomy may resalt in significant gains in tife expectance,

Prophylactic oophorectomy (surgicai removal of the ovarles) appears significantly less effective. For a discussion of the
effectiveness of prophylactic surgery. see Deborah Schirag, MD, MPH, Cancer Prevention for Individuals with Inherited
Mutations, Risk in Perspective, Harvard Center far Risk Analysis, Volume 6. lssuc 5, May 1998 and Lynn C. Hartmann,
MD. et al., Efficacy of Bilateral Prophylactic Mastectony in Women with a Family History of Breast Cancer, New England
Journal of Medicine. Valume 340, Number 2, January 14,1999,

Work is currently being done on in vit o fertlization, followed by pre-implantations genetic testing. It is unclear to
what extent this miight reduce ethical concerns about prenatal testing. This approach s also quite expensive.

18As o carly May 2000, no such legistation has yet been enaced, although several proposals are before Congress.
Pretiminary regutations have been exposed for comment.and the comment period has expired. but finat regulations bave
not yet been issued.

19Thers are two relevant NAIC modet acts. The first.the Insurance information and Privacy Protection Modet Act: 1)
establishes standards for the collection.use and disclosure of information gathered in connection with insurance transac-
tions by insurers and insurance related entities: 2) allows individuals the oppartunity to access and verify the accuracy of
infarmation maintained about them by these entities: and 3) enables applicants for insurance to abtain the reasons for
any adverse upderwriting decision. This model act has been adopted by severteen stases {(AZ.CACT.GA, HI, ILKS,
MEMA MN, MT, NV, NJ, NC, OH.OR. & VA).

The secand is the more recent Health Information Privacy Model Act, which impases much more detailed and prescrip-
tive mandates on healih plan operations and procedures. No states have adopted this model to date,

While not il states have adopted one of t1.c NAIC models an this issue, almast every state has one or more laws that
slirectly or indirectly refate (o how insurer, wust protect the confidentiality of personatly identifiable health or insurance
information.

20HIPAA prohibits empluyer-sponsored group health plans fram basing enrofiment eligibility on health status, medical
condition, claims experience, receipt of heaith care, medical history, genetic information, evidencs of insurability or dis-
ability. Na plan participant may be required. on the basis of any health status related factor, o pay a higher premium or
contribution than that of a similarly situated participant. ERISA Title 1. Subtitle B, Part 7, Section 706 as amended by
HIPAA Title [, Subtitle A, Part {, Section 1B1. State insurance law governs the premiums that a health plan charges an
employer for insured coverage.
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Employer-sponsored
Medical Expense Programs

Access and Renewability

Employer-sponsored medical expense plans are generally structured with a significant subsidy from
the employer, ensuring that participation is attractive to the healthy as well as to those who anticipate
significant medical expenses. Because of this, these group plans are less likely to experience a dispro-
portionate enroliment of relatively unhealthy individuals than are individually purchased medical
expense insurance policies. Historically. underwriting and pricing for group insurance has focused on
the overall makeup of the cligible group rather than the health of any particular individual?!, HIPAA
now prohibits "group health plans "2 from basing eligibility on the health of an individual®s, Genetic
information is explicitly included in this prohibition. Any insurer offering medicai expense insurance
in a state is required to accept any small employer from that state who applies for coverage?s,
According to the U.S. General Accounting Office "[v]irtually all medium and large employers have
access (0 group health insurance. and about 90 percent actually offer health coverage to their employ-
ees."28 HIPAA also requires guaranteed renewability of caverage for both small and large employers.Z?

Enrollee Self-Selection and Costs

In most cases, employer-sponsored plans should not be seriously affected by a disproportionate num-
per of high-cost individuals cnrolling as a result of genetic information. Among the very smatlest
employer groups, those with an owner or key employee with poor heaith or high anticipated medical
costs may be somewhat inote hiely to seek coverage. Il covered genetic therapies have very high unit
costs, they may significantly imuact the cost of smaller plans that happen to have an individual need-
ing treatment. This would be sumilar to the way in which a transplant case or premature infant can
significantly raise a small plan’s costs for a given year. [t s also possible that the widespread availabil-
ity of genelic testing or treatment will raise the overall level of claim expenditures and. in turn, pre-
miums for employer-sponsored programs. Because employer-sponsored plans are tax-subsidized
fringe benefits as well as insurance programs, they are probably more likely 10 cover screening tests
and preventive care than are individually purchased policies.

2IRisk Classification in Individually Purchased Voluntary Medical Expense Insurance, American Academy of Actuaries,
January 1999,

Defined 25 employee weifare benefit plansas defined by the Emplayee Retirement fncome Security Act of 1974

(ERISA} ahat directly, through insurance, or otherwise provide benchits or retmburserent for medicat care, Accident and
disability insurance liabifity insurance or coverage supplemental to Hability insuranice, workes's compensation insarance,
automobile medical payment insurance,credit insurance, coverage for an-site medical chinics.and other similar secondary
or incidentat benefits as specified by regulation are excluded. Limited scope dental or vision benefits, long-term care,
nursing horme, or home-heaith care, and other similar, timited scope benefits are excluded if offered separately, Specified
disease and hospital or other fixed indemnity coverages are also excluded If offered s independent.noncoordinated bene-
s, Medicare supplement benefits are also excluded IF offered as a separate insurance poticy. ERISA Titie 1. Subtite B.
Part 7. Section 706 as amended by HIPAA Title . Subtitie A, Part 1. Section 101,

ZIERISA Tile §, Subtile B, Part 7. Section 702 as amended by HIPAA Tidle I, Subtitle A, Part 1, Section (01,

Small employers are defined as those with at least two, but no more than 50, employees. Public Health Service Act, Titte
XXVI, Part C, Section 2791{e) (4) as amended by HIPAA Title &, Subtitle A, Part 1, Section 102,

Z3Pyblic Health Service Act, Title XXVIL, Part A, Subpart 2, Section 2711 as amended by HIPAA Title I, Subtitte A, Part 1,
Sectfon 102, Provision is rade for limitations in managed care network service areas, the capacity of netwarks Lo provide
medical services, and the reserve capacity of insurers.

HLarger firms are more likely to offer caverage than are smaller ones, and full-time employees are mare likely o be eligi-
ble to participate than are part-time or temporary employees. Employment Based Health Insurance: Medium and Large
Employers Can Purchase Coverage. but Some Workers Are Not Eligible, United States General Accounting Office.
GAQ/HEHS-98-184, July 1998

2iExceptions are made far nonpayment of premiums. fraud. violation of participatian or contribution rules. moverment
outside of @ plan's service area, or in the case of coverage offered through a bona-lide association the tormination of asso-
ciation membership. Provision is also made lor insurers (o update their products on a uniform basis.and to withdraw
from the market in a par ticular state. Public Health Service Act, Title XXVIL Part A. Subpart 2, Section 2712 3s amended
by HIPAA Title ¥, Subtitie A, Part 1. Section 102.
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Individually Purchased
Medical Expense Insurance

Access

Many states give insurers fexibility in i initial premiums for i | medical expense
insurance, and Inost states give insurers a great deat of Nexibility in accepling or rejecting cach appli-
cation for coverage. Beecause most consumers only keep their poticies in force for & fow years, the
underwriting of medicat expense palicies facuses on medical care costs likely during the first fow years
after a policy is sold?®. Family history is rarely, if ever, used i ovatuating applicants for individual med-
ical expense insurance because it has not proven (o be a good predictor of short-twrm medical costs.
Tt seems likely that most genetic screening tests witl identify the same (ypes of hereditary suscoptibili-
ties to discase that might otherwise be reveated by family history. Because of this, we do nat anticipate
that most individual sedical expense isurers will, in the foreseeable future, routinely require predic-
tive genetic scroening tests of applicants, even if ilowed 1 do so. On the other hand, Individuals wha
have undergone genetic testing for other reasons and thus have pessonal knowledge of a speific genet-
ic susceptibility or disorder may be more likely (o purchase coverage. Beeause of the adverse impact
that this self-selection could have on their expecied costs. individusl market insuress do ask for the
results of any prior genetic testing?®,

Where genetic information is avatlable, it will not have a uniform effect on availability of voluntary,
individual medical expense insurance. Same peopie could benefit from greater sccess 10 coverage; olh-
ers with specific genetic conditions could see reduced access 1 coverage or higher premium costs. In
some eases genetic information will lead 1o carly treatrient oF rule out a particular predisposition 1o
disease. In other cases it may confirm the fikelihood of future iliness. Depending on the pradictive
power of the test, the seriousiess of the disease, the likely Giving of its imarifestation, and the cost of
treatnent. this information may or may not prevent the individual from being able to purchase tidi-
wvidlual medical expense insurance at 2 standard premiwm.

IF information about 2 disease were (o prevent an individual from porticipating i the voluntar,
individual medical expense insurance market, other soucces of coverage might currently be avaitable
Most recent efforts ta restracture or reform the individual medical expense insurance marker have
focused on guaranteding access Lo coverage (or those who would otherwise be considered medically
uninsurabled. COBRA contingation voverage provides significant short-term protection to individu-
als leaving employers with 20 or more employees. HIPAA guaranees access 10 coverage 10 ertain indi-
viduals who lose group medical expense coveraged), but at a cost that varies significantty from state to
state®. Currenly. 13 states have a in the indivi medicat expense
HIBUTANUE 1IBOKEL 104 UIFIDG INSWRers 16 issue some fon of woveeage W il applicants regardless of
health status (specifics. soch as the type of policy thatnust be issucd, vary by state).and 20 states limit
Ui extent 1o which insurers can vary pronsiun: rates between individuals or the risk characieristics
they may consider™, High-risk health insurance pools have been created in 27 stales 1o ensure access
to i who woutd other be medicatly uni . In other states, Blue Cross and Biue
Shield plans guaraniee access during annual open enrollinent poriods®. Six states™ have no mecha-
nisa in place to Access to surabl whao are not eligible for HIPAA-mandat-
ed coveraged

Renewability

Contract provisions and state insurance Jaw sestrict a health insurer's ability 1o raise an lndividual's
prewium unce the poticy s in force, and have hisiorically resicicied an insurer’s ability (o canwl 2 pol-
iey. Typicatly, the insurer cian only raise premioros #f the increase is applied uniformly to a “class” of
policyholders, usually delined as aff policies of a particulor type sold in a given state. Most states
reserve the right 1o roeview and disapprave rate increases. HIPAA prohibits the cancellation of @ ined-
ical expense policy based on the health of the policyhotder.

Costs and Coverage

Depending on unit costs, and the offsctting savings from more traditional serviees (hat would othee-
wise be required, the prcad avai y of geoetic testing ur has the paten-
vial o raise the vversdl level of claim i

es.and. in . g L for s purctimsed
micdieal expense isurance paticies. fiven though these poticies are aore likely 10 be affected by bene-
ficiary self-selection than arc employer-sg ¥ purchased policies are prob-
ably Jess fikely to Face increased expenses due to the direct cost of sercening tests, Because individials
purchase these policies directly and face the full cost of the promiums with Hintted. if any. tax subsidy,
they typically sclect loss expansive coverage than Iy provided by eoployer-sporisored plans. As a result,
individually purchased medical expense policies are prabably less likely to cuver screoning tests and
preventive care than are cmiployer-sponsored plans,

P hisaiitity mcomic and fang-term ace poliies, in contraire ypivally viewed By buyers 25 posmasent bsutance, As 4 reak
1he uruleritiog of hose proracts consiers e Tong-(er health of appheanes

00 4 wiare campleie tscusstan af the e of mcdical underwritiog in the indrvrdusl medical P p——

plesse we the Acaderny issue pager Risk Classificasion i Individuatty Pupchased Nofuntary Medscal Expense Ensurance.
Amersean Academy of Acwanes, January 1939,

Mitor a mure complete stiscussian af the aciuonal issurs surrediog gusrsed accss please soe the Acidermy monogtaph
Providmg Universal Access sh a Votuntary hMarker. American Acadery uf Avsuaties, February 106,

3 puntic Heatih Serv e Act Tade NXVEL Pory 8, Secton 2741 as amended by HIPAA Firte 1. Subititte B, Svcrion 111 Fhiowr most
£CCONE prNE Eerage st bave bien wih 3 gsoup heith plan, srwesnemial plan o charch plans they s be sneligibie (o
wroup medicat expense coverage. Medicare Parts & or 8, Medicaid,and withoot any ofiwer niedisal exgemne coverageihey it
101 bive ben Cormiiaied Irotss Sheie i eeceat prio coverage fat sunpaymont of prosmiunts o fea: fhey must hiase extaust-
e any COBRA coverage avastable 1o them: avd they moust have kad at least 18 monihs of "prior «reditable caverage.” Mos forms
f midical experse coverage connt 35 L1EIRALE £avesaRe.0s fong i has mot bien imprenpied by a brvak in coverage of e
than 63 days (COBRA covere ko counts soward the 18-month requirciuens). The machasmsa used to provide avcess varies
by st

32Cuncerns have bren exprossed that some FIPAA-sligible indivicdials s eneousiter accrss bareess and high premivis i the
13 stites tht have inpleaened the i “frdecal fallback” rtes, Those dofauh rrlos eequire the griaranteot st of gl
bealdh inirance poficies to IPAA-eligibir individuats, but 00 1ot imil the pramvums that iy be cimeRed. it appears thit

st Mates tmplemeniing an altcriatve meChIRIS are RChading 3 Feeuremnent for o3k reading, <ome form of prensin reg
wtation. or a0 explicit subsify Letser frnm Williaur } Scantan, Director, Eeatth Financing and Systems sses, U S Geaerat
Accounting Uthice. 16 the Hanarable Naney L, Julwson. Chaisman, Suioramiee an Oveesght, Comaitiee on Ways arf
Means. House of Represcrnatives, "Aernatve Mectiaisnis” Under FHTAA, GAG/HENS-08. 161R. May 20,1098

1‘»‘ Private Heatth bowrance: Declining Gmptover Coverags May Affect Aceess (or 85+ 10 64-Yoar-Qids. GAQ/ [ETIS-98- |
General Accnmting Otfice. June 1958, page 50,

It page 81

Bthid.page $1.

I atire, Arszonia. Detaware. Grorgia, Haalt and Nevada, { it nmandares emplayer-sporsored health insurance, s »
result sciatively few Hawanans must rely on 1he individuat beakth insurance saskas for coverage,

3psiare Heatih lusuranca: Declmsing Employer Coverage May Alfecs Access fur 55. 1o (4 Year-Otds, GAOA LEHS.08. 133, US,
Gareral Accontoning Office, Juve 1998 page 82

IBtisceptions are made far nonpayraent af prentims, Jeand mavement outside plan's service area or, in the tase of coverum
e ¥hrough 3 houa-Gde Assoriaion the teemination 1 awsocition mombenhip, Provision f e e for urers 1
upshate their peodiuces on a pfarny basisand 10 witlidrs frow the mackel i a particular stute. Public leaith Service Acs, § itte
XXV Part B, Section £142 a5 mnended be THPAA e |, Subiitte B, Section 111



26

Key Questions

How accurately will genetic tests predict future health care needs?

Some believe that genetic technology will eventually be able to chart accurately an individual's med-
ical future, and are concerned about the ways in which that ability might be used. While tests for some
single-gene disorders may prove almost certain predictors of disease, in most cases illness is likely to
arise from a complex interplay of many genetic, environmental, and lifestyle factors, and testing witl
reveal predisposition rather than fate. For instance, an individual with a genetic predisposition for dia-
betes may, through a program of weight control, reduce the probability of developing the diseasc.
While the predictive value of genetic testing will likely improve over time, currently it is limited.

Will meaningful interventions be available for genetic disease?

Some are available now. For example, individuals who suffer from hemochromatosis. or iron-rich
blood, face serious medical consequences if their condition is lelt undetected and untreated. However,
il a test reveals genetic predisposition for the condition, early treatment, which usually is low in cost,
can prevent complications and avoid early death due to the condition. There is evidence that prophy-
lactic surgery may be an effective intervention for women with the BRCAL and BRCA2 genes. If, as
genetic technotogy advances, we are able to identify predispositions for conditions such as obesity, dia-
betes, or coronary ar tery disease, lifestyle interventions may prove useful. For ather conditions there
may be no uselul intervention. The availability of effective treatment, along with the predictive power
of a test, wili argely determine its practical value. If the results of a test do not lead 10 a change in clin-
ical treatment, the test will most likely not be considered medically necessary and as a result not be
covered by most medical expense programs.

Will genetically based treatments become available?

Genetic treatment appears to be developing more slowly than genetic testing. However, once a genet-
ic mutation has been identified. it seems natural to ask whether it can be repaired, or if the product of
the affected gene can be ar tificially replaced. Such treatment would hold the potential to significantly
improve the health of affected individuals. Depending on the unit cost of treatment, whether it was 2
one-time repair or an on-going maintenance program, and on the cost of other care that would be
avoided, it could either reduce lifetime heaith care costs or significantly raise them,

Genetic technology also may allow the growing of replacement tissues and organs tailored for spe-
cific individuals. The use of transplant technology is currently limited by the availability of donor
organs, and by the need to deal with donot/recipient compatibility and tissue rejection. If genetically
engineered replacement Lissues and organs become available, the frequency of transplantation may
increase dramatically. Two other factors affecting the impact of genetic technology on lifetime health
care costs will be the expense of genetically enginecred tissues and organs relative to the expense of
donor tissues and organs, and the extent to which a reduced risk of tissue rejection reduces the need
for follow-up care and repeat transplants.

What impact will genetic technology have on overall medical care expendi-
tures?

The impact of genetic technologies on overall medical care expenditures will depend on the unit costs
of the technologies, how often their use is required, and what offset savings are created by reductions
in the use of other more traditional services that may no longer be needed. It is impossible to predict
the impact that developing technologies will have. Historically, however, most advances in medical
technology have increased total expenditures, rather than reduced them. While genetic technology
holds the promise of improved health, that improvement may come at an economic price.
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Current Concerns

Access to Medical Expense Insurance

Genetic disease, like any other health factor, may not be used to restrict eligibility for participation in
employer-sponsored heath plans,? Insurers in the individual medical expense market do not require
genetic testing of applicants, but in most states are allowed to inquire about the results of any previ-
ous.tests. Most individuals in most states have guaranteed access to medical expense insurance though
the nature of the program and its costs may vary significantly.®® The exceptions are non-HIPAA eligi-
ble individuals in the six states that have not implemented any mechanism for guaranteed access to
medical expense insurance for those individuals. Once a person has purchased medical expense insur-
ance there are a limited number of reasons for which it may be canceled, none of which has anything
to do with the person’s heaith,

Potential Difficulties in Recruiting Participants for Genetic Research
Studies

Researchers are currently reporting some difficulty in recruiting research study participants. This is a
result of the informed-consent process and fears about the use of information and resulting discrim-
ination. A primary fear is that future access to medical expense coverage may be compromised,

As described above, access to employer-sponsored medical expense programs cannot be denied
based on genetic information, or indeed on any ather health factor. Both group and individual med-
ical expense coverage already in force cannot be canceled due to genetic information or health status,
nor can an individual be singled out for a rate increase. Individuals may, of course, lose their eligibit-
ity for employer-sponsored coverage due to a change in employment, or for other reasons, Federal law,
under COBRA and HIPAA, guarantees continuing access to coverage for those losing employment-
based coverage.t! Particular concerns have been expressed about access and affordability in the 13
states that have not implemented an "alternative mechanism” for providing HIPAA-mandated access,
but have instead relied upon the default "federal faliback” rules.®? implementation of a high-risk pool
or other mechanism to subsidize coverage for HIPAA-eligible individuals in those states could help
address those concerns.

Some people may not have access to an employer-sponsored program. In most states some form of
guaranteed access to coverage Is provided, even for individuals who do not qualify for guaranteed
access under HIPAA. Of course, the details of the program and the costs involved vary significantly by
state, and there are currently six states that do not have any form of guaranteed access for individuals
who are not qualified under HIPAA. Providing guaranteed access to health insurance to all individu-
als in those states through high-risk pools or other mechanisms could help reduce the need for con-
cern. In any event, participation in a blind study that does not inform participants about their test
results would have no effect on insurabitity.

Potential research participants also fear social stigmatization and employment discrimination if a
positive test result becomes known. They often fear that. in order to avoid potentially high benefit
costs and the costs of recruiting and training replacement workers, employers may be less likely to hire
or retain individuals with a genetic predisposition to disease. The Americans with Disabilities Act
{ADA), state disability discrimination laws, existing state privacy laws and the model act on health
information privacy recently adopted by the NAIC and recommended to the states for enactment. arc
intended to address these concerns for all types of health conditions. and not just genetically based
conditions,

39 As noted above.HIPAA prohibits employer-sponsored plans from using health status. including gepetic information.as
a basts for cligibility.

40 As discussed earlier, thirteen states have enacted individual market g d-i q twenty-seven states
have established high-risk health insurance poals, and in others guaranteed access is provided to Blue Crass and Biue
Shield plans during annual open enroliment periods.

41 prenyiums for COBRA continuation coverage are limited to 102 percent of the average cost to the employer-sponsored
pian far active employees and their dependents. The mechanisim through which HIPAA coverage is provided, and the
cost ta purchasers, vary significantly by state,

42 Health Insurance Standards; New Federal Law Creates Chalienges for Consumers, Insurers, Regutators, U.S. General
Accounting Office. GAG/HEHS-98-67, February 1998
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Legislative and Regulatory Issues

n response to growing public concern, fegislators at both the state and federat levels have devel-

oped proposals 1o regulate the use of genetic information. Many of these initiatives reinforce

well-established industry practices concerning confidentiality and disclosure of sensitive infor-

mation. Actuaries fully support many of these initiatives. However, some legislative initiatives
would go so far as 10 ban use of any genetic information. Such limitations conflict with the principles
that actuaries believe underlie the financial soundness of voluntary, individually purchased medical
expense insurance and consequently have raised concerns among many actuaries. Yoluntary markets
operate most efficiently where there is a rough equality of information among buyers and sellers.
When balancing social and econornic concerns,a clear understanding of the economic impact of alter-
native policies is vital.

{t has been suggested that banning the use of information gained from genetic testing in risk clas-
sification would alleviate problems in recruiting research subjects, encourage individuals (o seek out
test results, and reduce insurance fears. Unfortunately, such proposals olten contain two elements that
are of serious concern to many actuaries! the definition of "genetic test” and Hmitations on insurer
knowledge of applicants’ health status that would result in "asymmetric information.” A related issue
is how the new genetic lesting technologies affect the concept of "preexisting conditions.”

Definition of “genetic tests.”

Most people assume that the term "genetic testing” is reasonably well defincd. Actually, the range of
procedures that are sometimes considered genetic tests is broader than is commonly assumned.

DNA-based tests that tie specific conditions to specific genes are becoming more common as
research advances through the work of the Hurman Genome Project. These tests are commonly cited
in the debate about genetic privacy in underwriting. However, genetic information also is revealed
through tests that insurers have used for many years. For example, blood and urine tests reveal evi-
dence of conditions that may have a genetic basis, and which insurers take into account in their risk
classification procedures as a matter of course. Should such analyses be considered tests for genetic
information similar to DNA-based tests? Any attempt to regulate use of genetic tests and the infor-
mation derived from them should provide a clear definition of the tests being regulated.

In the event of regulatory restrictions, the scope of such a definition of genetic testing would have
a serious impact on insuress and consumers. A total ban or moratorium on information obtained
from genetic tests — if broadly defined to include medical history, routine physical examinations, or
routine laboratory testing of the structure and function of the body - would severely hamper indi-
vidual medical expense insurance underwriting.

An analogy might be to fire insurance. Imagine that there were good reasons to prohibit fire insur-
ers from going to the building departsnent and pulling the blueprints on structures that they were
considering insuring. This might not be a serious impediment if they were still allowed to send in
building inspectors to examine the physical structures involved. However, fire insurance might well
become impractical if insurers were required to cover buildings sight unseen. In a sense, genetic tech-
nology is giving us, for the first time, access 1o human “blueprints.” Not being able to directly access
the blueprints (i.e., require applicants to undergo genetic testing) may not adversely affect the indi-
vidual medical expense market as long as insurers are still able to examine physical structure and func-
tioning (i.e., through medical history, routine examinations and laboratory tests). Of course. if the
applicant has voluntarily undergone genetic testing in the past.that information may be relevant also.

Undes a broad ban that includes information from routine physicat examinations, some individu-
als’ health risk would be unknown and hence the pool of insurance purchasers might soon include a
disproportionate number of individuals with higher-than-average anticipated medical expenses, This
biased selection would cause premium rates to rise. making individual medical expense insurance
even less affordable than it is now.

Asymmetric information.

Would a ban on the use of genetic information in individual medical expense insurance underwriting
merely prohibit insurers [rom asking for tests to be performed or would they also be barred from
obtaining test resuits the applicant already knows? Clearly, a more encompassing ban would more
completely remove applicant fears of genetic-based denial of coverage. However, from an insurer’s
point of view, there is a world of difference between the two prohibitions.

When purchasing insurance, consumers weigh the price they must pay against the value they expect
to receive. Individuals generally will not pay significantly more in premiums than they expect to
receive back in benefits. Most healthy individuals are willing to pay a premium somewhat higher than
the benefits they would receive given their usual heaith care expenditures, in order to have the peace
of mind provided by protection against unanticipated injury or illness. However, there is a limit to the
additional premium any given consumer is wiiling to pay in order 10 obtain this peace of mind. 1f pre-
miums for a health insurance policy rise above this threshold, then healthy individuals wiil not pur-
chase the coverage. If no insurer offers coverage at a premium below this threshold, healthy individu-
als will drop out of the insurance marketplace.

Whenever an applicant knows critical information but the insurer does not, the asymumetry of
information may lead to biased selection. depending on the value of the information for predicting
future health care needs and thus the potential impact on premium costs. This could result in insur-
ance becoming less affordable. As prices rise, consumer buying patterns may change. With healthier
individuals becomning less likely to purchase coverage, average claims costs would increase, and prices
would rise yet again to keep the system in balance. These increasing prices would not only alfect
affordability, but over the long term could also cause insurers 1o withdraw from the market or restrict
coverage,
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Some have suggested that individuals would be more fikely to use helpful genetic information il
individual medical expense insurers were prohibited [rom using genetic information already known
1o applicants. Certainly, putting information about minor conditions that do not indicate a significant
increase in future health care needs “off limits” would not have a serious impact on the insurer.
However, in the case of a medica! condition with more serious consequences, an information imbal-
ance might aliow the applicant to financially benefit, relative to other purchasers, by choosing the tim-
ing of purchase,and the type and level of benefits purchased. This biased selection would have a direct
impact on premium rates, ultimately raising the cost of insurance to everyone,

The impaci of a ban on insurance company use of genetic tests would depend on the ban's dura-
tion and the scope of the definition used.A moratorium on some types of tests would cause minimal
disruption at first, but could have more severe consequences over time. This is primarily because the
new genetic tests of DNA are currently very expensive and provide little additional infermation about
the probabie health care needs of an individual. When tests become maore accurate, less expensive,and
better able to detect a wide range of conditions, this is likely to change.

Preexisting Conditions.

Historically, medical expense policies have either excluded or Bmited coverage for expenses incurred
as a result of medical conditions that existed or became obvious to the covered individual before
becoming insured. This is intended to prevent individuals from seeking coverage only when they need
niedical care, and discontinuing coverage during periods of good heaith.

Employer-sponsored programs typically exclude or limit benefits for an injury or illness that
occurred during a specified period, such as three or six months. prior to the effective date of coverage.
Preexisting conditions are typically covered on the same basis as any other condition after an individ-
ual has been covered under the plan for a specified period of time (typically six to 12 months).
Individual medical expense policies generally exclude coverage for preexisting conditions for a speci-
fied period of time, typically either one or two years.# However, state and federal laws are increasingly
limiting the extent to which group and individual health plans may exclude coverage for preexisting
conditions.#

As genetic tests become increasingly available, the question of whether or not a positive test result
constitutes a preexisting condition will arise, An important consideration may be whether a given test
is used to screen for a genetic predisposition to disease, or is used diagnostically to identify or confirm
the existence of a particular condition. For employer-sponsored health plans, HIPAA uses this dis-
tinction to specify how genetic information may be used for purposes of applying preexisting condi-
tion limitations, explicitly stating that if genetic information is not refated to a diagnosis, it may not
be treated as a preexisting condition. ** A similar approach might be appropriate for individually pur-
chased medical expense insurance.

3 Preexisting condition limitations apply to medical conditions that already exist at the time application is made for cov-
erage, even if the insurer is not aware of ther, Contract riders may be used to limit or exclude coverage for conditions
that become evident through the application or uudcrwrmng process
M Many states restrict the applicability of preexisti itations for both small group and individual coverage,
by limiting the period of time during whrch coverage for preexisting conditions may be excluded or by requiring carriers
to credit prior health coverage against the preexisting conditions exclusion period. The Heaith Insurance Portabiity and
Accountability Act of 1996 {(HIPAA) has a number of provisions to minimize the impact of preexisting conditions Hmita-
tions on insured individuals. With group health plan coverage an exclusion of up to 12 months can be imposed only
once, the "look-back” period cannot exceed six months;; and when msun:d individuals change plans the new plan must
glve credit Tor previous coverage toward any new preexi: Qualified indivi losing group
health plan coverage must be provided access to mdwidually purchased coverage aithough the mechanism used varies
from state to state, and must be given credit for prior coverage against any new preexisting condition limitation. ERISA
Title 1. Subtitie B. Part 7, Section 701 as amended by HIPAA Title I Subtitle A, Part 1, Section 101; Public Health Service
Act, Title XXVII, Part A, Subpart |, Section 2701 as amended by HIPAA Title [, Subtitle A, Part . Section 102; Public
Health Service Act. Title XXVI1, Part B, Section 274t as amended by HIPAA Title I, Subtitie B, Section 111.

45 ERISA Title I, Subtitle B, Part 7. Section 70} as amended by HIPAA Title 1, Subtitle A, Part 1. Section 101.




30

Coverage Options

n evaluating the concerns raised by genetic information, it is important to understand the

sources of coverage already in place. There are a number of alternative sources of health insur-

ance coverage currently available. Six out of 10 Americans are covered through employment-

based plans,and one out of four are covered through government-sponsored plans. 6 Most indi-
viduals already have guaranteed access to health insurance.although for some individuals who are not
eligible for employment-based coverage the cost may be high, The coverage needs of participants in
genetic research projects may require special consideration.

Options Currently Available
® Coverage through employer-sponsored programs,
W Individually purchased voluntary medical expense insurance for those who qualify,
® Guaranteed-issue COBRA or HIPAA coverage for those who qualify.
W Guaranteed-issue coverage through high-risk pools or other state programs for the medicaily
uninsurable.
B For some, individually purchased coverage with an extra premium reflecting the added risk.
® For specific population segments, government progratns such as Medicare and Medicaid.

Potential Options for Research Participants
W Increased use of blind studies to avoid any impact on future insurability.
W Requirement of existing coverage for study participation.
W Purchase of catastrophic coverage on a group basis for all study participants.
B Purchase of specified disease coverage, where applicable, prior to study participation.
W Creation of a trust fund to subsidize participants’ future excess costs of purchasing coverage
through risk pools or other guaranteed-issue programs.

Potential Public Policy Options

potential impact of genetic information on the availability of medical expense coverage.
Inclusion in this list should not be interpreted as an endorsement by the American Academy
of Actuaries.

r I Yhese are intended to illustrate the range of possible policy options available (o address the

Establish high-risk pools. or other similar safety net programs in all states, open to all who are

medically uninsurable, including those with significant genetic risks.

M Establish high-risk pools, or other stmilar safety net programs in all states, open to all those with
significant genetic risks,

® Mandate purchase of coverage (to avoid self-selection), then require guaranteed issue and mod-
ifted community rating in the individual market.47

B Encourage the development of insurance for "genetic risks” (to be purchased before testing).

A Guaranteed insurability coverage for individuals,

A “Excess premium” insurance to cover the additional cost of guaranteed-issue coverage for
those developing genetic illnesses.

A Specified disease caverage for genetic diseases.

46 Jennifer A. Campbel, Heaith Insurance Coverage: 1898, Current Population Reports, U.S, Census Bureau. Economics
and Statistics Administration. U.S. Department of Commerce October 1999, Sorne individuals have coverage from more
than one source.

23
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Need for Research

otential test recipients, physicians, plan sponsors, and insurers are all concerned with. and

need information about, the implications of genetic test results for {uture health and health

care expenses. Research focusing not only on survival rates and the probability of future dis-

ease, but future health care needs and the availability, effectiveness. and potential cost sav-
ings of early intervention,is of great potential benefit. Not only would patients better understand their
prognosis, but physicians could improve treatment modalities, and plan sponsors and insurers could
better evaluate the appropriateness of covering specific tests, their likely impact on insurance costs,
and their potential implications for risk classification in the individual market.

Summary

nformation on the health status of individual program participants is not used to determine eli-

gibility for participation in employer-sponsored medical expense plans, However, the process of

risk classification is fundamental to a voluntary, individually purchased medical expense insur-

ance market. Risk classification places applicants into groups with roughly equivalent levels of
risk, thereby ensuring their premium cost is commensurate with their risk level. Individuals who
know, or suspect, they have genetic disorders fear this information could be used to deny or terminate
insurance coverage. As a result, some individuals may avoid taking genetic tests that provide poten-
tially beneficial information about their condition, even if that information might help prevention or
treatment.

Various programs have been developed to guarantee access to medical expense insurance to those
who would otherwise be uninsurable, While most Americans are guaranteed access to some form of
medical expense insurance, the cost of coverage varies significanuly, and there are still some gaps.
Filling those gaps could help reduce the potentially adverse impact of genetic testing on an individ-
ual's future ability to purchase medical expense insurance.

While only a minority of Americans receive coverage through the voluntary, individual medical
expense market, it plays an important role as a residual market for those who do not have access to
caverage through an employer-sponsored or government-sponsored pregram. In addition, many pol-
icymakers have suggested that there might be significant advantages to moving away from an employ-
ment-based system of health insurance. As a result, the individual market may have a greater signifi-
cance than its size might otherwise indicate.

Guaranteeing all Americans access to medical expense insurance, while preserving the viability of a
voluntary system of individuaily purchased insurance. is a difficuit but important challenge that pol-
icymakers have struggled with for a number of years. Banning the use of genetic tests by health insur-
ers is one policy option often suggested. The impact of a ban on the use of genetic tests would depend
on the ban's duration, the scope of the definition of “genctic testing” used.and the cost and predictive
power of the tests covered by the ban.A moratorium on some types of tests would cause minimal dis-
ruption at first, because refatively few genetic tests are currently available and their predictive power is
generally limited. However, a ban on the use of genetic testing could have more severe consequences
over time, as genetic technology advances. As tests become more accurate, less expensive, and better
able to detect a wide range of conditions, the potential impact of a ban would increase.

A long-term ban on genetic testing has the potential to disrupt the voluntary individual medica}
expense insurance system, ultimately hurting the American people by making individual insurance
more expensive and more difficult to obtain. On the other hand, mechanisms are needed to ensure
that everyone has access to needed medical care. For these reasons, the Academy believes that further
research should be undertaken on the issues raised by genetic testing. As the public debate continues
on how best to face the multipte challenges posed by developing genetic technologies, the actuarial
profession, through the American Academy of Actuaries, will continue to assist public understanding
of actuarial aspects of this complex issue,
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Appendix

Hypothetical Future Scenarios

These scenarios are entirely speculative, and are not intended as projections or predictions of future
developrents. Rather, they illustrate the significance of several key factors and the wide range of pos-
sibitities the future holds. Among the key factors considered are the number of genetic tests available,
their unit costs and predictive power, and the avaitabilily and cost of treatments for the conditions
identified. Also considered are the availability of genetic treatments and the unit cast of those treat-
ments. Roughly speaking. the scenarios progress from one that assumes genetic technology will have
only a modest impact on the health care system 10 one that assumes much more significant changes
in our ability to identify and treat disease. We attempt to qualitatively describe the likely impact of
each scenario on health plan costs and premiums.

Scenario One

Several dozen tests are developed that identify single-gene abnormalities that lead almost inexorably
to serious illness. Taken together, these single-gene abnormalities affect only | percent or 2 percent of
the general population. Roughly haif are treatable; for the rest. only paliiative care is available. Unit
costs of testing are initially quite high, but drop steadily over time.

Roughly 100 tests are developed that show, o varying degrees, predisposition to diabetes, heart dis-
ease, and several of the more common forms of cancer. In general, they have roughly the same pre-
dictive power as moderately elevated cholesterol levels for heart disease, or mild obesity for diabetes.

Medical expense programs begin covering tests for those single-gene disorders that are treatable as
effective interventions are identified. Testing is covered on a medical necessity basis as determined by
family history and other risk factors, or early warning signs of disease. Tests for diseases that cannot
be treated are typically not covered except on a diagnostic basis, to confirm the existence of disease
once it has been manifested. The medical community generally avoids use of those tests. The cost to
heaith plans (and the consequent impact on premiums) of covering testing for single-gene disorders
is mild. due to the relative infrequency of use. Mest individuals are covered through employer-spon-
sored programs. Individual market insurers do not require applicants to undergo genetic testing,
However. those who have an identilied single-gene disorder generally do not qualify for newly pur-
chased private-market individual medical expense insurance, and must rely on subsidized high-risk
coverage. Specialty insurers develop specified disease coverage that pays a lump sum, or monthly
indemnity, on first manifestation of one of the “untreatable” single-gene disorders. This coverage must
be purchased befote any testing.

Screening tests that show a predisposition to disease are gradually accepted as covered expenses
when used to further evaluate individuals with other risk factors, such as family history or excess
weight. The impact of covering these tests on health plan costs and premiums is somewhat higher, due
1o broader use of the tests. Private individual market insurers do not require applicants o take these
screening tests either. The impact of an identified predisposition depends on the presence of other risk
factors,and may result in an increased premium or an inability to qualify for coverage. Those who do
not qualify for private coverage, or employer-sponsored coverage, rely on subsidized,guaranteed-issue
coverage.

Scenario Two

Several dozen tests are developed that identify single-gene abnormatities that lead almost inexorably
to serious illness, Taken together, these single-gene abnormalities affect only 1 percent or 2 percent of
the general population. Direct genetic therapy is developed for ali of them. generally within a few years
of their identification. Unit costs of testing are initially quite high, but drop precipitously over time.
While genetic therapy resulting in a complete cure is available, unit costs for treatment are extremely
high.

Roughly 100 tests are developed that show. to varying degrees, predisposition to diabetes, heart dis-
ease, and several of the more common forms of cancer. In general, they have roughly the same pre-
dictive power as moderately clevated cholesterol levels for heart disease, or mild obesity for diabetes.

Medical expense programs begin covering tests for those single-gene disorders that are treatable as
effective interventions are identified. Testing is initially covered on a medical necessity basis as deter-
mined by family history and other risk factors, or early warning signs of disease. Pressure from the
medical community and the general public leads to mandated coverage of the lests on a broad pop-
ulation screening basis. Treatment is covered, The impact of testing for single-gene disorders on
health plan costs and premiums is mild, due to the low unit costs. Covering treatrnent has a signifi-
cant impact on health plan costs and premiums, however, due to very high unit costs. Most individ-
uals are covered through employer sponsored programs. Due to the combination of low unit costs for
testing, broad medical acceptance, and high predictive power, individual market insurers gradually
begin requiring applicants to undergo testing for the most prevalent. single-gene disorders. Those whe
have an identified single-gene disorder generally do not qualify for newly purchased private market
individual medical expense insurance until they have been successfully treated, and must rely on sub-
sidized high-risk coverage. Once treatment is complete, affected individuals are considered cured and
the condition has no further effect on insurability.

Screening tests that show a predisposition to disease are gradually accepted as covered expenses
when used 1o further evaluaie individuals with other risk factors, such as family history or excess
weight. The cost impact is somewhat higher, due to broader use of the tests. Private individual mar-
ket insurers do not require applicants to take these screening tests. The impact of an identified pre-
disposition depends on the presence of other risk factors, and may result in an increased premium or
an inability to qualify for coverage. Those who do not qualify for private coverage, or employer-spon-
sored coverage, rely on subsidized, guaranteed-issue coverage.
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Scenario Three

Several dozen tests are developed that identify single-gene abnormalities that lead almost inexorably
to serious illness. Taken together. these single-gene abnormalities affect only one or two percent of the
general population. Direct genetic therapy is developed for all of them, generally within a few years
of their identification. Unit costs of testing are initially quite high, but drop precipitously over time.
While genetic therapy resulting in a complete cure is available, unit costs for treatment are extremely
high.

The combination of genetic microchips and sophisticated computer models aliows the automatic,
low-cost screening of tens of thousands of genetic variations and their interactions. They are able to
identily predisposition to a wide array of illnesses. In general, they have roughly the same predictive
power as do moderately elevated cholesterol levels for heart disease, or does mild obesity for diabetes.
Unit costs are relatively low. The tests identify one or more predispositions in most people tested.

Medical expense prograins begin covering tests for those single-gene disorders that are treatable as
effective interventions are identified. Testing is initially covered on a medical necessity basis as deter-
mined by family history and other risk factors, or early warning signs of disease. Pressure {rom the
medical community and the general public leads to mandated coverage of the tests on a broad pop-
ulation screening basis. Treatment is covered. The cost to health plans of testing (or single-gene dis-
orders is mild, due ta the low unit costs. The cost impact af treatment is significant, hawever, due to
very high unit costs. Most individuals are covered through employer-sponsored programs. Due to the
combination of low unit testing costs. broad medical acceptance, and high predictive power, individ-
ual market insurers gradually begin requiring applicants to undergo testing for the most prevalent
single-gene disorders. Those who have an identified single-gene disorder generally do not qualify for
newly purchased private market individual medical expense insurance until they have been success-
lully treated, and must rely on subsidized high-risk coverage. Once treatment is complete, affected
individuals are considered cured and the condition has no further effect on insurability.

individualized screening tests to identify a predisposition to disease are gradually accepted as cov-
ered expenses,driven largely by consumer demand. The cost of covering these tests is somewhat high-
er than that of covering screening for single-gene disorders, due to broader use of the tests and some-
what higher unit costs. Unlike tests for single-gene disorders, private individual market insurers do
not require applicants to take these screening tests. The impact of an identified predisposition
depends on the presence of other risk factors, and may result in an increased premium or an inabili-
ty to qualify for coverage. Most individuals show a susceptibility to one or more diseases, and it is
common for many with identified potentials for {uture disease to be accepted as standard risks. Those
who do not qualify for private coverage, and do not have employer sponsored coverage, rely on sub-
sidized, guaranteed issue coverage.

Scenario Four

The combination of genetic microchips and sophisticated computer models allows the automatic,
low-cost screening of hundreds of thousands of genetic variations and their interactions. They are
able to predict with a high degree of accuracy the future likelihood of most nen-infectious disease
other than poisoning, In gencral, they have very high predictive accuracy. Unit costs are moderate.

Roughly 2 percent to 3 percent of the general population are identified as having single gene abnor-
malities, for which direct genetic therapy is developed. Genetic treatment of single gene abnormali-
ties is moderately expensive. Direct genetic therapy for conditions arising from the interaction of
more than a handful of gene abnormalities is impractical. Where genetic therapy is available, the
result is a complete cure.

As consumers realize the predictive power of individualized assessments, they begin demanding
access to themn. When not covered by medical expense programs,individuals seek them on their own.
Pressure from the medical community and the general public jeads to mandated coverage of the tests
on a broad population screening basis. Treatment is covered. Covering testing has a significant impact
on health plan costs and premiums, duc to the combination of moderate unit costs and almost uni-
versal usage. The cost impact of genetic treatment is moderate, due to high unit costs, Most individ-
uals are covered through emplayer sponsored programs. Due to the predictive power of these indi-
vidualized assessments, individual mar ket insurers gradually begin requiring applicants to undergo
testing. However, this becomes a largely moot issue, as most individuals have already sought testing
for other reasons. Those who have an identified single-gene disorder generally do not qualify for
newly purchased private market individual medical expense insurance until they have been success-
fully treated, and must rely on subsidized high-risk coverage. Once treatment is complete, affected
individuals are considered cured and the condition has no further effect on insurability.

The impact of an identified multi-gene disease on the expected cost of traditional treatment varies,
and may result in an increased premium or an inability to qualify for coverage. Those who de not
qualify for private coverage. and do not have employer-sponsored coverage, rely on subsidized, guar-
anteed-issue coverage. Those individuals who have no identifiable genetic discase begin seeking very
low cost coverage, and are aften unwilling to pav for anything other than catastrophic coverage for
injury or infectious iliness. In this case the ultimate character of the market depends on the relative
number of these “genetically blessed” individuals. If there are relatively few, then the impact may be
relatively small. If they are refatively many, their unwillingness to pay for anything other than minimat
coverage may undermine the stability of the market for broad coverage leading to a voluntary market
that only provides catastrophic coverage and the need for a mandatory mechanism to provide for
genetically based ilinesses.

Chairman JOHNSON. Thank you, Mr. Wildsmith. We appreciate
your comments.
Dr. Licata, you may proceed.
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STATEMENT OF DR. JANE MASSEY LICATA, PARTNER, LICATA
& TYRRELL P.C., MARLTON, NJ

Dr. LicaTA. Good morning. When the Federal Government first
began really trying to address the issue of genetic privacy and non-
discrimination it was around 1995, and at that time, I was preg-
nant with my youngest child. In September of 2001, I came before
this Committee on his very first day of kindergarten, and was
slightly late, and thank you for your indulgence. And at that time,
we were beginning to really take a serious attack on the issue, fig-
uring out how to create a balance that fairly allocated the risks and
obligations between all the players in this very complex situation.

And here we are today, a few years later. He’s getting ready to
start the third grade in a few weeks, and some things have
changed, and we’ve progressed, and we actually have a much more
complex proposal before us, but it actually is very well crafted and
very well balanced. So I would just very quickly like to talk about
what the risks and obligations that we need to address are, and
how the—some of the suggestions that are currently before us that
have been very well stated in the Senate proposal, could be consid-
ered by this Committee and hopefully the House.

We've talked about HIPPA and all the wonderful things that
HIPPA does. It’s a very important legislation. The Act has done a
lot for Americans, but it does not prevent insurers from collecting
genetic information or limit the disclosure of genetic information
about individuals to insurers, and it does not prevent insurers from
requiring applicants to undergo genetic testing.

We have the ADA. And although the law is a very important law
and we have guidance, it does not explicitly address genetic infor-
mation in all cases or deal with unaffected carriers of a disease
who may never get the disease themselves, individuals with late
onset genetic disorders who may be identified through genetic test-
ing as being at risk of developing a disease, or others identified
through family history as being at risk for developing the disease.
It does not protect workers from requirements or requests to pro-
vide genetic information to their employers.

And we also have Title VII of the Civil Rights Act, which could—
and I'm a law professor, so I'm always looking for good argu-
ments—provide a basis that genetic discrimination based on ra-
cially or ethnically linked genetic disorders constitutes unlawful
race or ethnicity discrimination. But there’s only really a few mark-
ers where that would be relevant. The two that have actually been
addressed in most stages of legislation are Tay-Sachs and sickle
cell anemia.

Forty-one states have actually enacted some sort of legislation on
genetic discrimination in health insurance, and 31 have enacted
legislation on genetic discrimination in the workplace. So we’ve
come a long way. there’s been good progress. There’s been a great
public debate.

But we're at a critical point now where we need to create a basis
for all the players in the market. When I speak of all the players,
I'm talking about the individuals who clearly have a privacy inter-
est to protect themselves and their families; the researchers, who
want to continue this important research who need to recruit sub-
jects and be able to have as much information as possible to really
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get the right answer as to the relevance of the marker and the cor-
relation to a particular disease or condition.

We need to talk about business, and not just the people that are
insuring through self-insurance and providing this as a benefit to
their employees, but the companies that need to get investors, par-
ticularly in the biotechnology and medical industries where people
are very concerned about this as an issue because it creates unpre-
dictability and risk.

We're talking about unpredictability in a genetic marker and
how you interpret it; it’s even worse if you're a biotechnology com-
pany and you’re trying to raise money, and the thought of whether
if you even could come up with a good genetic diagnostic or a good
genetic therapy, how that would play out in the marketplace, given
people’s fears that they’re afraid of what is going to happen to the
information once it’s created, because you’re opening literally a
Pandora’s box.

And we're also looking at the broader economy. OK, we’re looking
at the issue of the cost to the employer and the cost in the work-
place of protecting this information. But there’s a greater cost in
the overall economy for not taking the opportunities for the best
medical care, for not allowing people to get the information and use
the information to preserve their health and to be able to actually
maybe even reduce health care costs overall, and also basically to
be able to compete in a worldwide economy where we are the lead-
ers right now in genetic research.

So asking to create a basis where we really have a fair apportion-
ment of risk and also responsibility is what the bill that we’re cur-
rently considering is all about. We’re looking at what is the job of
the employer and what is the rights of the individual. And the per-
spective on the individual is terrific, because we are giving the au-
tonomy to the individual to give the consent as to how their infor-
mation is used, and we’re putting the responsibility on the com-
pany to protect that information and preserve the public trust.
Thank you.

[The prepared statement of Dr. Licata follows:]

Statement of Dr. Jane Massey Licata, Partner, Licata & Tyrell P.C.,
Marlton, NJ

With the completion of the first map of the human genome, we now have a basis
for determining our unique genetic makeup and probable medical future and to per-
mit personal diagnostics and therapeutics to be created for us. This is no longer the
stuff of science fiction. Everyday new genetic markers are identified and correlated
with human biology and disease. The future of medicine lies in genomics. World-
wide, university and pharmaceutical company researchers alike are mining data-
bases of genetic information and rapidly identifying new drug targets, diagnostic
markers and creating a basis for novel therapies. Tests designed to determine the
presence or version of genes that cause diseases or conditions carry with them the
most intimate details of our biological past and future as well as a devastating po-
tential for discrimination. Analysis of our genetic material also provides information
about our parents, siblings and children which impacts not only on ourselves but
on family privacy. The potential for misunderstanding or misuse of this information
is so great, however, that it is essential that we establish a national policy for the
protection of an individual’s privacy interest in their genetic information.

The Genetic Information Non-discrimination Act is an important and timely legis-
lative initiative to prohibit health insurance and employment discrimination against
individuals and their family members on the basis of predictive genetic information
or genetic services. Predictive genetic information is information about an individ-
ual’s genetic tests (i.e., the analysis of human DNA, RNA, chromosomes, proteins,
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and certain metabolites in order to detect genotypes, mutations, or chromosomal
changes); information about genetic tests of family members; or information about
the occurrence of a disease or disorder in family members. Information about the
sex or age of the individual, information about chemical, blood, or urine analysis of
the individual, unless these analysis are genetic tests, and information about phys-
ical exams and other information relevant to determining the current health status
of the individual are specifically excluded from the definition of predictive genetic
information. Genetic services are health services, including genetic tests, provided
to obtain, assess, or interpret genetic information for diagnostic and therapeutic
purposes, and for genetic education and counseling.

An insurer may not deny eligibility or adjust premium or contribution rates for
a group on the basis of predictive genetic information or information about a request
for or receipt of genetic services. An insurer may also not request or require genetic
testing. Further, the insurer may not request, require, collect or purchase such pre-
dictive genetic information. The insurer may also not disclose predictive genetic in-
formation or a request for genetic services; disclosures to the Medical Information
Bureau and the individuals’s employer or plan sponsor are specifically prohibited.
However, with respect to payments for genetic services, the insurer may request evi-
dence that such services were performed (but not the results) and if the evidence
is not provided, may deny payment. An insurer may also request that an individual
provide predictive genetic information so long as such information is used solely for
the payment of a claim and limited to information that is directly related to and
necessary for the payment of the claim (i.e. the claim would otherwise be denied).
Disclosure is limited to individuals within the plan who need access to the informa-
tion for payment of the claim.

Prior, knowing, voluntary, written authorization for the collection or disclosure of
predictive genetic information is provided for. Disclosures between health care pro-
viders for the purpose of providing treatment are exempted.

Civil actions for legal and equitable relief including civil attorney fees and the
costs of expert witnesses are provided for. Civil penalties, payable to the United
States Treasury, are also provided for. Further, it is provided that these provisions
shall not be construed to supersede any State law provision that more completely
protects confidentiality or privacy or protects against discrimination with respect to
such information.

Further, employers, employment agencies and labor organizations are prohibited
to fail or refuse to hire, discharge or otherwise discriminate on the basis of pre-
dictive genetic information. Employees may also not be classified on the basis of pre-
dictive genetic information or a request for genetic services. Employers may not re-
quest, require, collect or purchase predictive genetic information about employees
for genetic monitoring without prior, knowing, voluntary and written authorization
by the employee and without informing the employee of the monitoring results. Ge-
netic monitoring is the periodic examination of employees to evaluate changes in
their genetic material (e.g. chromosomal damage or evidence of increased occurrence
of mutations) that may have developed during the course of employment due to ex-
posure to toxic substances in the workplace in order to deal with adverse environ-
mental exposures in the workplace. Any monitoring must conform to OSHA or
FMSHA requirements. Further, the results of the monitoring may not disclose the
identity of an employee. Any predictive information about an employee must be
treated or maintained as part of the employee’s confidential medical records. A Fed-
eral or State court may award any appropriate legal or equitable remedy which may
include payment of attorney’s fees and costs, including the costs of experts. The
EEOC may also enforce.

This bill is a well considered proposal. It addresses some of the most significant
privacy and nondiscrimination issues in a thoughtful and balanced manner.

Many genetic marker are not conclusively diagnostic but rather may indicate a
predisposition to a disease or condition or may presently be believed to have a cor-
relation with a disease or condition. In such cases it would be especially troublesome
if the information were relied upon to make employment or insurance decisions.
However, there are well established genetic markers which can be diagnostic. It is
therefore important that the definitions of genetic information and information rel-
evant to determining the current health status of an individual not allow for inad-
vertent access to some genetic information or test results. There is also an exception
concerning sharing of information between health care providers for treatment.
Again, I would suggest that health care providers are accustomed to dealing with
sensitive, confidential information, for example HIV status, and accordingly a blan-
ket exception is not required. The individual’s prior written consent to make the in-
formation available between health care providers should not be an undue burden
and helps identify the information as sensitive and confidential. Further, there is
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an exception for information for payment of a claim. This provision places individ-
uals in the position of paying for the genetic test themselves or risking the disclo-
sure. While there are provisions that restrict the scope of the disclosure and to
whom the information would be disclosed, I would suggest that the results never
be disclosed an insurer or employer. I would also suggest that there be clarification
as to what would be sufficient evidence that the services were performed, i.e. a re-
ceipt from a licensed laboratory or health care professional that a genetic test was
performed should be sufficient.

Unfortunately it is those seeking individual health insurance protection who may
be at the greatest risk for discrimination. While there are provisions that cover indi-
vidual policies in some instances, individuals require the same protections as group
participants. Also, while there are provisions for civil suits and administrative ac-
tions, I would suggest that there should be significant penalties for any knowing
violation by an insurer or employer. Under the current scheme, the employee or in-
sured, who may not have reasonable access to legal representation, may not be able
to effectively protect their privacy interests. I would therefore suggest the Govern-
ment take a proactive role and that there be substantial civil penalties provided for
in the event there is any violation. Clearly, this is provided for to some extent under
the proposed legislation, however, strengthening the role for government enforce-
ment could be helpful.

While some states, like my state, New Jersey, have enacted genetic privacy acts,
I believe it is essential to establish a consistent, national policy to protect against
genetic discrimination in employment and insurance and to protect the privacy of
this most sensitive and personal information. These issues cross state boundaries
and affect all of our citizens. New Jersey’s Genetic Privacy Act which was enacted
in 1996 declared that genetic information is personal information that should not
be collected, retained or disclosed without the individual’s authorization. The Act
prohibits discrimination by employers against employees carrying genetic markers
of diseases or behavioral traits. It is unlawful for an employer to refuse to hire or
employ, or to discharge or require to retire, an employee because of the employee’s
genetic information, or atypical hereditary cellular or blood trait, or because the em-
ployee refused to submit to a genetic test or make available the results of a genetic
test to the employer. It also prohibits the use of genetic information in the fixing
of rates or withholding of life insurance and bans the use of genetic information to
establish the amount of insurance premiums, policy fees, or rates charged for a
health insurance contract. The penalties for violation of the provisions of the Act
include fines and prison terms. Actual damages, including economic, bodily or emo-
tional harm proximately caused, may also be recovered for wanton disclosure of ge-
netic information. The New Jersey Act is an important first step in controlling the
flow of genetic information, however, Federal legislation is still needed.

The time is now for the Genetic Information Nondiscrimination Act. This legisla-
tion addresses some of the most urgent needs in protecting an individual’s privacy
and in assuring access to genetic testing and services. Until recently, access to this
type of testing was limited to those who could afford to pay for it privately. By pay-
ing it for it themselves, they could also have greater assurance of confidentiality
concerning the testing and the results. While wider acceptance of the need and va-
lidity of genetic testing has made insurers more comfortable with reimbursement for
this type of service, there is a huge risk to the insured or employee that very sen-
sitive information, which could easily be subject to misinterpretation may be widely
distributed as a part of the insurance information system. I would suggest erring
on the side of making such information as inaccessible as possible to third parties
since the risk of misunderstanding or misuse is so great.

Chairman JOHNSON. Thank you, ma’am. Appreciate your testi-
mony, too, and thank you for coming back.
Mr. Lorber, you may begin your testimony now.

STATEMENT OF LAWRENCE Z. LORBER, ESQ., PARTNER,
PROSKAUER ROSE LLP, WASHINGTON, DC, ON BEHALF OF
THE U.S. CHAMBER OF COMMERCE

Mr. LoRBER. Thank you, Mr. Chairman and Members of the
Committee. My name is Lawrence Lorber. I am a partner in the
Washington office of the Proskauer Rose law firm and have prac-
ticed labor law in government and private practice for over 30
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years. I am here testifying on behalf of the United States Chamber
of Commerce. We are honored to be invited to this extremely im-
portant hearing.

At the Chamber, I am chairman of the Equal Employment Op-
portunity Subcommittee of the Chamber’s Labor Relations Com-
mittee. The Chamber also serves as co-chair of the Genetics Infor-
mation Nondiscrimination in Employment Coalition, the GINE coa-
lition, which is a group of trade associations and professional orga-
nizations formed to address concerns about workplace discrimina-
tion based on employees’ genetic information.

I have served as a technical adviser to the coalition with respect
to the various genetics bills introduced in the House and Senate.
And briefly, as the Chairman noted, in my prior government expe-
rience, I was the Director of the Office of Federal Contract Compli-
ance Programs at the Department of Labor and issued the first reg-
ulations under Section 503 of the Rehabilitation Act, which prohib-
ited discrimination and required affirmative action with respect to
then called handicapped or disability discrimination. Those regula-
tions established the principle of job relatedness in the area of dis-
ability discrimination, and they also set the standards for pre- and
post-offer employment medical inquiries of employees.

And I was honored to be appointed to the first board of directors
of the Office of Compliance, the congressional office which inter-
prets and enforces the Congressional Accountability Act, which, as
you know, applies 11 labor and employment laws, including the
ADA, to the Congress and congressional instrumentalities.

The issue before the Congress is whether a new Federal law reg-
ulating employer collection and use of information about an indi-
vidual’s genetic predisposition to disease or disorders is necessary
at this time, and if so, what form should the law take. However,
the Congress and certainly this Committee must be aware of a very
salient fact. It must be acknowledged today that the workplace is
already subject to extensive and complex statutory and regulatory
oversight by Federal, state and local government. This has created
a confusing matrix of overlapping laws and regulations and im-
poses a significant cost on our economy. And while in many cases
providing important protections, also opens the door to abusive,
frivolous and costly litigation.

Therefore, as a matter of sound pubic policy, there ought to be
a reluctance to add to this mass of regulation and a requirement
that any law address a real issue which is not dealt with by the
existing body of employment law. Therefore, I believe it is critical
to make one salient point. There is simply little or no evidence of
employer collection or misuse of genetic information in today’s
workplace. This is despite continued predictions that in the absence
of new law, the fear of increased insurance costs, absenteeism and
low productivity will inevitably drive vast numbers of employers to
genetic testing of the workforce and employment discrimination or
exclusion based upon genetic makeup.

Well, whether it’s due to the threat of liability under the exten-
sive existing protections, fear of public backlash, moral concerns or
simply a lack of interest, employer collection and misuse of genetic
information remains largely confined to the pages of science fiction.
As my testimony makes abundantly clear, the current body of Fed-
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eral law, including the ADA, Title VII of the Civil Rights Act,
HIPPA and other Federal laws are more than ample to deal with
any misuse of genetic information.

And even if there were some lapse in Federal law, 32 states have
laws specifically prohibiting employment discrimination based upon
management makeup. Twenty-six have laws specifically regulating
employer acquisition and disclosure of genetic information, and 25
states have laws regulating the privacy of genetic information.
Forty-nine states have laws similar to the ADA.

I would like to discuss the development of the reported cases in
these states except for one problem—there isn’t any. In states such
as California, which has, as we all well know, an extensive employ-
ment litigation docket, there are no reported cases. In New Jersey,
which also has a vigorous state employment litigation practice,
there are no cases under the genetic privacy law.

Employment plaintiff lawyers are not the proverbial potted
plants, nor are they shy about attempting to extend the parameters
of the law. Yet there are no reported cases. If the states are
deemed to be the laboratories for the Federal Government in this
area, the Petri dishes have grown no cultures.

Perhaps it is because there is no problem, or perhaps it is be-
cause there are sufficient causes of action under existing law to
temper the enthusiasm of any employer which for whatever reason
may wish to exclude someone because of their genetic makeup.

We would also note that the EEOC, the Federal Government’s
primary agency dealing with issues of employment discrimination,
has already taken the position that discrimination on the basis of
genetic information violates the ADA, and in the one reported case,
the EEO swiftly and effectively dealt with the issue, enjoined the
practice and secured a multi-million-dollar settlement for the al-
leged victims.

In conclusion, as the representative of employers and as a leader
in the effort to increase health insurance coverage, the Chamber of
Commerce is excited about the potential of genetic science leading
to more effective treatments and early interventions. However, we
just as strongly believe that an additional broad workplace regu-
latory scheme is unnecessary at this time. Science is not assisted
by overregulation and frivolous litigation.

We appreciate the opportunity to highlight the extensive existing
protections against genetic discrimination as well as the complete
lack of evidence that employers are engaged in the collection and
misuse of genetic information.

Thank you.

[The prepared statement of Mr. Lorber follows:]
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Statement of Lawrence Z. Lorber, Esq., Partner, Proskauer Rose LLP,
Washington, DC, on behalf of the U.S. Chamber of Commerce

Chairman Johnson and Members of the Subcommittee, I am pleased and honored to be here today on behalf of the
U.S. Chamber of Commerce to testify about predictive genetic information and the workplace. Tam a member of the
Chamber’s Labor Relations Committee and Chair of its Equal Employment Opportunity Subcommittee. Thank you for your
kind invitation.

By way of introduction, I am a partner with the law firm of Proskauer Rose LLP and have been practicing labor and
employment law for almost thirty years both in the government and in private practice. Early in my career, I served in the
Office of Solicitor, U.S. Department of Labor, including serving as Executive Assistant to the Solicitor. I was appointed as
Deputy Assistant Secretary of Labor and Director of the Office of Federal Contract Compliance Programs (OFCCP), the
agency within the Department of Labor that administers the government’s affirmative action and non-discrimination
T for federal including the i under Section 503 of the Rehabilitation Act of 1973.

During my tenure the initial regulations under the 503 program were issued which established the basis for the enforcement
of the non-discrimination and affirmative action requirements in employment for individuals with handicaps. Those
regulations established the principle of job relatedness under the Rehabilitation Act. They also established the principle that
there could be no pre-offer inquiry regarding physical conditions. 1left that position in 1977 and since then have been in
private practice, where 1 primarily represent employers.

Over the course of my career, [ have taken an interest and remained involved in workforce policy issues. This has
included, among other things, frequently testifying before Congress and serving as counsel to The Business Roundtable with
respect to the 1991 Civil Rights Act. In addition, 1 was honored to be appointed as one of the original five members of the
Board of Directors of the Office of Compliance, the congressional agency established by the Congressional Accountability
Act to administer eleven ,,‘ Y statutes, includi the Americans with Disabilities Act (ADA), with respect to the
Congress and i i ities. I ined on the Board until my term was completed in 1998.

Of particular relevance to this hearing, I also act as a technical advisor on the genchcs bills mlroduced in the House
and Senate for the U.S. Chamber of Commerce and the Genetics Information Nondi in Employ (GINE)
coalition. The coalition, which is co-chaired by the Chamber, is a group of trade associations and p 1
formed to address concerns about workplace discrimination based on employees” genetic mformauon as well as the
confidentiality of that information.

The issue before us today is whether a new federal law lating employer collection and use of inf ion about
an individual’s genetic predispositions to diseases or disorders is necessary at this time, and if so, what form that law should
take.

As 1 will discuss in more detail, these are complex issues and it is certainly appropriate for Congress to review them
carefully. A rush to enact broad legislation at this time, however, would be a major mistake,

In this regard, it is extremely important to note that the workplace is already subject to extensive and complex
statutory and regulatcry OVEI‘Slgh[ by federal, state and local government. This has created a confusing matrix of
overlapping req d by a multitude of different agencies. Each one of these laws and regulations imposes
2 cost on our economy and, while in many cases providing important protections, also opens the door to abusive, frivolous,
and costly litigation. Therefore, as a matter of sound pnlicy there ought to be a reluctance to add to this mass of regulation.

If, however, it is determined that Cs sional action is d, any resp should be narrowly targeted and
consistent with the substantial body of law already goveming employer collection and use of genetic and other health
information, It also must be designed to y and overly lex regulation, frivolous litigation, and

unforeseen consequences.
Unfortunately, the bills currently before Congress completely fail to meet these criteria. In order to understand why
this is the case, some background is necessary.

1 Protections Under Existing Law

Existing federal laws already provide against employer acquisition, disclosure, and misuse of
genetic information. States have also enacted a variety of laws, some of which specifically regulate the collection and use of
genetics information in the workplace, others of which deal more generally with the issue of the confidentiality of medical
information.

A, The Americans with Disabilities Act

Among other things, the ADA created a prehensive scheme lating employer collection and disclosure of
medical information and providing protections for the disabled against employment discrimination.

The Equal Employment Opportunity Commission (EEQC), which is the federal agency charged with enforcing ADA
provisions on employment, has made it clear to employers that, in its opinion, the ADA provides protections against
collection and disclosure of genetic information as well as employment discrimination based on an individual’s genetic
makeup.' The agency also has made it clear that it has no compunction about bringing an enforcement action under the
ADA against an employer engaged in such behavior. Specifically, it has said “the Commission will continue to respond
aggressively to any evidence that employers are asking for or using genetic tests in a manner that violates the ADA .
Employers must understand that basing employment decisions on genetic testing is barred under the [ADA and, m]oreover
genetic testing, as conducted in this case, also violates the ADA as an unlawful medical exam. *? The EEOC’s position that
the ADA provides these protections certainly belies the argument that there a gap which must be filled by federal legislation.

ADA & Discrimination
There are two theories under which the ADA can be interpreted to bar discrimination based on genetic makeup.
The first, which has been advocated by the EEOC, is based on the ADA’s “regarded as” prong. To be protected
from employment discrimination under the ADA, an individual must have one of the following: an actual disability, a record
of such a disability, or be regarded as having a disability. The EEOC has taken the position that discrimination based on

! See EEOC’s Memorandum in Support of Petition for Preliminary Injunction, EEOC v. Burlington Northern Santa Fe Railroad, (N.D. 14,
settled April 18 2001); EEOC Compliance Manual, section 902: Definition of the Term Disability, Sec. 902.8(a); EEOC Enforcement
Guidance: Disability-Related Inquiries and Medzcal Examinations of Employees Under the Americans with Disabilities Act, available at
Ittp://www.eeoe.gov/policy/docs/guidance-inquiries html

? EEOC Settles ADA Suit Against BNSF For Genetic Bias, EEOC Press Release (April 18, 2001), available at http://www.eeoc.gov/press/d-18-
OLhtol
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genetics is tantamount to discrimination against an individual because he or she is regarded as having a disability.® The
agency’s position, which is clearly articulated in its compliance manual, is based in part on explicit statements in the ADA’s
legislative history.*

While some have hypothesized that the EEOC’s theory may not hold up to judicial scrutiny,’ it was the foundation
for the Commission’s suit and favorable settlement in the only recorded case where a private employer was accused of
genetic discrimination.® In the settlement, the employer agreed to pay $2.2 million to 36 workers, not engage in any further
genetic testing of employees or applicants, provide enhanced ADA training to its medical and claims personnel, and have
senior management review all significant medical policies and practices.” Given the end result of the case and the public
relations damage associated with an EEOC suit, we do not believe that it is reasonable to expect that there are any employers
that are anxious to “test” the “regarded as” theory in court.

Several commentators have advanced a second theory under which the ADA may bar genetics discrimination.
Under this theory, the mere possession of a genetic marker for a disease could constitute an actual (opposed to being
“regarded as™ having a) disability under the ADA, even though the individual has not manifested symptoms of the
underlying disease.® The theory is based on the 1998 the Supreme Court case Bragdon v. Abbott.

Int Bragdon, the Court found that asymptomatic HIV (i.e., the disease had not progressed to the symptomatic stage)
is a disability under the ADA.® Tt reasoned that even though symptors of the disease had not yet manifested, the danger of
passing HIV on to one’s partner or children substantially limited the major life activity of reproduction.'® With respect to
offspring, the same could be said about certain genetic disorders.'!

Of course, whether or not the genetic marker substantially limits reproduction will depend on likelihood of passing it
to one’s children. In the Bragdon case, the Court found an 8% risk of passing on the disease significant enough to
substantially limit reproduction.’”

The ADA & Collection & Disclosure of Information

There are also provisions in the ADA governing employer acquisition and disclosure of genetic information. The
section of the statute regulating acquisition provides distinct rules for different stages of the employment relationship.
Courts have found that these restrictions apply regardiess of whether the applicant or employee is disabled.”

Applicants are provided the greatest protections. The ADA specifically prohibits medical inations or any
disability-related inquiries of job applicants. According to EEOC guidance, this means employers may not ask applicants
any questions “likely to elicit information about a disability, {including those] about an employee’s genetic information” and
may not require applicants undergo medical examinations, including genetic tests.!

After an applicant receives an offer but before he or she begins employment, however, an employer may ask
disability-related questions, including those concerning genetic-related information, and require that the employee undergo
medical examinations, including genetic tests. The provision allows employers to obtain important information regarding
the employee’s ability to perform the job in a safe manner—information that may be unbeknownst to an employee until the
medical examination or inquiry.

The examinations and inquiries are only permitted, however, if the employer makes the same inquiries and requires
the same tests of every person with an offer in that job category. This ensures that individuals, or classes of individuals, are
not singled out for inquiries or examinations.

Once a person begins employment, the ADA only permits employers to make medical inquiries or require medical
exams that are job related and consistent with business necessity. This allows employers to acquire specific targeted
information that may be necessary to ensure a safe workplace or to provide benefits under employer policies or federal or
state faws, or to provide an employee with a reasonable accommodation as required by the ADA and similar state laws.

The ADA requires, however, that employers keep any heaith information they acquire from post-offer applicants or
employees in confidential separate files only to be revealed to:

1. first aid and safety personnel, if emergency treatment may be needed;

2, supervisors, as it pertains to the individual’s work restrictions; or

* See EEOC's Memorandum in Support of Petition for Preliminary Injunction, EEOC v. i Northern Santa Fe Railroad, (N.D. 1A,
settled April 18, 2001); EEOC Compliance Manual, section 902: Definition of the Term Drsahzlxty, Sec. 902 8(a) (“Covered entities that
discriminate against individuals on the basis of genetic information are ing the individuals as having i that sut ally limit

a major life activity.™); Testimony of EEOC Commissioner Paul Steven Miller Before the Senate Committee on Health, Education, Labor and
Pensions (July 20, 2000).

¢ EEQC Compliance Manual, section 902: Definition of the Term Disability, Sec, 902.8(a) (citing 136 Cong. Rec, H4623 (daity ed. July 12,
1990) {statement of Rep. Owens), at H4624-25 (statement of Rep. Edwards), and at H4627 (statement of Rep. Waxman)).

See, e.g., Testimony of Andrew J, Imparato Before the Senate Committee on Health, Education, Labor and Pensions (February 13, 2002); see
also Testimony of EEOC Commissioner Pau} Steven Miller Before the Senate Committee on Health, Education, Labor and Pensions {July 20,
2000) (expressing concerns over language in the dissent in Bragdon v. Abbotr, 524 U.S. 624 (1998)).

© See EEQC's Memorandum in Support of Petition for Preliminary Injunction, EEOC v. Burlington Northern Santa Fe Ratlroad, (N.D. 1A,
settled April 18, 2001).

" EEOC Settles ADA Suit Against BNSF For Genetic Bias, EEOC Press Release (April 18, 2001), available at htip//www.eeoc.gov/press/4-18-
QLhtml; EEOC's First Genetic Testing Challenge Settled for $2.2 Million, Parties Announce, BNA The Daily Labor Report (May 9, 2002).
ESee. . g Testimony of Andrew J, Imparato Before the Senate Committee on Health, Education, Labor and Pensions (February 13, 2002).

° Bragdon v. Abbotr, 524 U.S. 624 (1998).

* 1d. at 640-41,

' The ADA defines an actual disability as an impairment that substantially limits a major life activity. While a marker for a genetic disorder
certainly might substantiaily Hmit reproduction in the same manner as H1V, it is not completely seitled whether a court would find that a
genetic predisposition to 4 disease i an impairment. Under the ADA, an impairment is a condition which affects one of the body’s
key systemns, The Coutt in Bragdon concluded that “[iln light of the immediacy with which the virus begins to damage the infected persen’s
white blood cells and the severity of the disease, we hold [that HIV] is an impairment from the moment of infection.” 524 U.S. at 638. A court
may or may not come to the same conclusion with regard to any given genetic marker.

2524 U, at 641,

3 See, e.g., Cossette v. Minnesota Power and Light, 188 ¥.3d 964 (8" Cir. 1999); Fredenburg v. Contra Costa County Dep't of Health Servs.,

172 F.3d 1176, 1182 (9th Cir. 1999) Roe v. Cheyenne Mountain Conference Resort, Inc., 124 F.3d 1221, 1229 (10th Cir. 1997).

" EEOC Guidance: Disability-Related Inquiries and Medical Exami o Under the Americans with Di

Act, available at http://www.ee0c. OV/pohcv/docs/ uidance-inguiries.html, The guidance defines genetic information as information about an
individual’s genetic tests, genetic tests of his or her family members, or the occurrence of a discase, medical condition, or disorder in his ot her
family members.
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3. government officials.

Also, the information may not be used to discriminate in violation of the ADA or any other federal or state statute for
that matter, Thus, even if an employer collected genetic information, it could not base an employment decision on the
information without the threat of liability under ADA, or other federal or state laws.

B. The Health Insurance Portability and Accountability Act

In addition to the protections afforded by the ADA, the Health Insurance Portability and Accountability Act
(HIPAA) regulations restrict employer collection, use and disclosure of genetic information acquired through administration
of employer sponsored group health plans. Although the HIPAA regime does not directly govern the employment
relationship, HIPAA prohibits group health plans and insurers from providing employers with employses’ and beneficiaries®
health information, including genetic information, unless certain requirements are met. More specifically, in order to receive
health information, the employer/plan sponsor essentially must amend the plan to include assurances that it will only use the
information for plan ad ion with specific that it will not use the information for employment decisions.
The regulations also require that employers who provide group health plans create a firewall to separate plan administration
from human resource functions. Violations can result in severe criminal penalties.'®

C. Title VII of the Civil Rights Act of 1964

Title VII of the Civil Rights Act of 1964 (Title VII), in certain circumstances, also prohibits genetic testing/inquiries
and discrimination based on genetic makeup. Title VII bars employers from discriminating based on race, color, religion,
sex, or national origin. Although on its face the statute may not appear to protect against genetic discrimination, it does
prohibit employers from singling out a certain group for testing or inquiries,

This was exactly the situation in a case against Lawrence Berkley Laboratory, a research institution jointly operated
by state and federal agencies. As part of its ional medical p the lab y required prospective employees
(those who had been given a conditional offer), to undergo medical examinations, including testing of African American
candidates for the sickle cell anemia trait. Sickle cell anemia is the most common inherited blood disorder in the United
States, affecting about 72,000 Americans or 1 in 500 African Americans.'® Several employces sued and the United States
Coug of Appeals for the Ninth Circuit ruled that by singling out African Americans for the test, the laboratory violated Title
VIL

Likewise, Title VII would prevent employers from singling out women for tests for BRCA 1 and BRCA 2 genes,
which can reveal a predisposition for breast and ovarian cancer. ™

Title VII also bars discrimination based on genetic traits, if the discrimination has a disproportionate adverse effect
on individuals of a certain race, sex, color, or national origin. For example, the genetic mutation associated with Tay-Sachs
Disease is found mest commonly in persons with an Eastern European Jewish ethnic background,” As was aptly pointed
out by the Senate Committee on Health, Education, Labor and Pensions in its Committee Report on S. 1053, “if an employer
were to selectively refuse to hire carriers of the Tay-Sachs mutation, this action would have a disproportionate effect on
people with a specific national or ethnic origin . . .” and thus may constitute a violation of Title VIL?™® This would hold true
for many genetic mutations, including BRCA 1 and BRCA 2 (more prevalent among those with Ashkenpazi (Eastern
European) Jewish ancestry),? Hemophilia (a genetic blood clotting disorder primarily affecting males)® or Fragile X-
associated Tremor/Ataxia Syndrome (a genetically neurological disorder which only affects men).

Nor could an employer specifically discriminate against a subgroup of individuals with the gene, if that subgroup is a
class protected by Title VII. For example, it would be unlawful sex discrimination to refuse to hire women with BRCA 1
and BRCA 2 genes, unless the employer also refused to hire men with the genes.

D. State laws

There are 32 states that have laws specifically prohibiting employment discrimination based on genetic makeup, 26
have laws specifically regulating employer acquisition and disclosure of genetic information, and more than 25 states have
laws regulating the privacy of genetic information.”* Forty-nine states have laws protecting against disability discrimination
similar to the ADA, which also may provide protections.” All states have laws with some restriction on access and
disclosure of medical information.*®

1L Case for Congressional Consideration of Additional Regul
A, Given the Lack of Appreciable Evidence of Genetic Discrimination or Misuse of Genetic Information and
Existing Laws Regulating Genetics in the Workplace, Further Regulation Aimed at Creating Additional
Deterrents Appears Unnecessary at This Time
There is little to no evidence of employer collection or misuse of genetlc information in today’s workplace. This is
despite continued predictions that, in the absence of a bill, the fear of i d costs, ab ism, and low
productivity would inevitably drive vast nu.mbers of employers to genetic testing of the workforce and employment
discrimination based on genetic makeup.”’ Whether it is due to the threat of liability under existing protections, fear of

1% $250,000 and 10 years in prison, see 42 U.S.C, sec. 13204-6.

** Information provided by the National Institutes of Health, avaﬂab]e at

hupi/fwww.nebinim.nih.gov/books/by fegiZcall=by. View. St &rid=gnd section.98.

7 Norman-Bloodsaw v. Lawrence Berkeley Laboratory, 135 F.3d 1260, 1272 (8° Cir. 1998).

" See Genetic Testing for BRCA Tand BRCA 2: It’s Your Choice, Cancer Facts, National Cancer Institute, available at

bup:/fcis.neinib.govifacy3_62 hum.

® See The National Tay-Sachs and Allied Diseases Association web sife, avatlable at bttpy/www.ntsad Q/Da os/t-sachs.litn,
* Senate Committee on Health, Education, Labor and Pensions in its Comemittee Reporton S. 1053, 108" Congress, at 11,

? See Genetic Testing for BRCA land BRCA 2: It's Your Choice, Cancer Facts, National Cancer Institute, available at

http:/fcis.nei.nih gov/fa ct‘} 62 hxm

* See http:/iww i hout/index html

% See Fragile X- i dtaxia . Paul J. , M.D., Ph.d and Randi J. Hagerman, M.D., available at
hp:/fragilex.org/FXTAS, gdf
*National Cx of State Legisl available at hitp:/www.nesl, health/geneti htm

* Id., available at hitp:/fwww.ncs] htm

* 1d., available at http//www.neshorg/] health jeharts htm

T See, . & Melinda Kauffman, Genetics Discrimination in the Workplace: an Gverview of Existing Protections, 30 Loy. U. Chi, L.J. 393, 395
(1999); Testimony of Andrew J. Imparato Before the Senate Committee on Health, Edu(.anon, Labor and Pensmns (February 13, 2002);
Testimony of the National Partnership for Women and Families Before the House Sub on Emp: ip Relations {July 24,
2001).
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public backlash, moral concems or simply a lack of interest, employer collection and misuse of genetic information remains
largely confined to the pages of science fiction,

Indeed, there is but one recorded case alleging inappropriate collection and misuse of employee genetic information
by a private employer. As I said before, the EEOC prosecuted that company under the ADA and, through settlement,
recovered over $2 million for the affected employees in addition to injunctive relief,

Despite this lack of evidence, proponents of broad genetic legislation continue to claim that a new law imposing

fi liance costs is in order to deter employers from collecting and misusing genetic information. Yet,
if anything, the lack of litigation under available avenues of redress, such as the ADA, Title VII and the multitude of state
laws, indicates that existing legal protections are a more than adequate deterrent against employer collection and misuse of
genetic information.

Let me speak plainly. Even assuming for the purposes of argumnent that some number of employers were disposed to
engage in genetic discrimination, the threat of allegations of discrimination from both a lability and public relations
perspective is enough to prevent these employers from ever contemplating acquiring any genetic information. The simple
fact is if they never have the information, they cannot be accused of using it to discriminate.

Many of the proponents of broad legislation have attempted to prop up their weak case by alleging—without factual
support--that employer misuse of genetic information is prevalent. For example, the Council for Responsible Genetics
contends that there have been hundreds of instances of genetic discrimination by employers and insurers ™ Yet, the group
produces no hard statistical data supporting its claim. Given the existing protections under federal and state law and the
aggressiveness of the trial bar with respect to employment litigation, it is highly unlikely that none of these people would
have sought legal redress.”

There have also been attempts to misleadingly characterize the available research to suggest that employers are
routinely performing genetic tests on their employees. For example, some proponents cite research conducted in 1989 for
the now defunct Office of Technology Assessment (OTA).*® The OTA reported that, in a survey of fortune 500 companies,
12 employers reported conducting genetic tests. However, as it turns out these tests were not for nefarious purposes at all,
but rather performed as part of a voluntary wellness program, or other tests performed at the employee’s request, and tests
performed as part of diagnosing an employee’s medical condition.’! The OTA study most certainly did not demonstrate that
employers were systematically using genetic information to make adverse personnel decisions. In fact, of the universe

ples, only a single employer reported making an adverse employment decision based on genetic information.>

Likewise, proponents have cited survey research performed by the American Management Association (AMA) of
2,133 companies in which three employers (in 1999) and seven employers (in 2000} reportedly utilized genetic tests of some
of their employees. What proponents leave out is that the AMA also noted that “unanimously, the companies that did
genetic tests told us they performed them for no other reason than concems over workplace safety and health.”® Likewise
proponents misleadingly fail to report that for the last survey year that data are available for, 2001, only two employers
reported performing any such tests. As the AMA concluded, “if genetic testing is being done to any appreciable degree
among AMA membership and client base that together employ about one-fourth of the American work force, we haven't
been able to find it

B. Is Fear of Discrimination Discouraging Testing and Participation in Research?

Some also claim that legislation is necessary to promote genetic testing and research. More specifically, they allege
that some individuais are failing to seek out genetic testing and avoiding participating in genetic research because they are
afraid that results of the test will be used to deny them or their family members employment opportunities.”® These claims
are based on several surveys that have been conducted in the last decade.

The Chamber believes that public policy should not allow fear of genetic discrimination to discourage individuals
from seeking health information that will assist in the di is and of possible illnesses or participating in
research that contribute to the evolution of genetic science. Rather it believes that sound public policy should make it clear
that such fears are unfounded under the laws and protections in effect today.

III.  Devising an Appropriate Response to Possible Problems

The surveys on genetic testing and fear of discrimination should be the starting place for further Congressional
investigations into the matter. If it is determined that such fear does exist and is discouraging genetic testing and/or
research, Congress should welgh the various possible solutions, including increasing education about existing legal
protections to employees,*® or if necessary, enacting targeted legislation that protects against discrimination based on the
results of genetic tests. If drafted correctly, such a bill could get to the root of the problem (if there is indeed one) without
imposing undue transactional compliance and litigation costs.

* The Council for Responsible Genetics: Genetic Testing, Discrimination and Privacy, available at htp://www.gene-

watch org/programs/privacy.html.

* Employees may not be aware of existing protections until they face genetic testing or discrimination in the workplace, and, as I discuss later,
this !ack of information could discourage people from seekmg genetic tests. Once an employee is faced with genetic testing or genetic

discrimination in the however, such are quickly revealed by a simple search on the internet or trip to the local trial
attorney.
o OTA which operated from 1972 to 1995, was demgncd to assist Congress with the complex and technical issues that impacted society.
“ * Genetic Monitoring and in the Workplace, Office of Teck gy A at 171-93 (19903
Id. at 182,
it > See Testimony of Eric Greenberg Before the House Sut ittee on Emp Emph lations (July 24, 2001).
* Id. (emphasis added)
* Of course, the ongoing drumbeat by p of legislation that existing laws provide insufficient protections against genetics

discrimination, coupled with their accusauons that employers are engaged in widespread discrimination, are likely to have exacerbated any
misplaced fears that exists regarding employer misuse of genetic information.

* For example, nowhere in the EEOC’s posters that employers must post at the workplace does it mention that it is the agency’s position that
the ADA prohibits discrimination based on genetic discrimination and regulates the collection and disclosure of genetic information. Nor is
there any information contained in it about the possible protections offered under Title VIL Thus, while many employers may be aware of the
EEOC’s position, employees may not be as well informed.
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Congress shouid not, however, rush to pass broad sweeping legislation where there is no evidence that greater
protections are needed to prevent against inappropriate collection and use of genetic information in the workplace—above
all at a time when over regulation is already choking our economy.”

Tt is extremely important to again note that the workplace is subject to an already extensive and complex statutory
and regulatory scheme and, that as a matter of sound policy, Congress should be reluctant to add to this mass of regulation,
particularly where there has been no evidence that existing protections are somehow inadequate, or, indeed, that there is
even a compelling problem that needs to be addressed by sweeping federal legistation.

Furthermore, even if Congress was presented with evidence that existing laws somehow are failing to provide the
necessary protections, the bills currently before it, namely S. 1053 and H.R. 1910, would not be appropriate responses.
There are numerous reasons for why this is the case, most of which are laid out in the attached letter from the GINE
Coalition to the Senate. There are, however, two additional points worth making,

First, neither bill is consistent with the existing law. Both create new regulatory schemes governing how employers
handle genetic information—sck which differ sut ially from those under the ADA.

For example, under the ADA, an employer may request medical information of an employee if doing so is job
related and consistent with business necessity and may only disclose that information to medical personal, supervisors (if the
information is relevant to work restrictions), and the government. Rather than using these same criteria, S. 1053 and H.R.
1910 create a broad prohibition against acquisition and disclosure of genetic information and a laundry list of exemptions for
specific situations.

Thus, employers would face one set of rules for how they handle genetic information and an altogether different one
for how they handle all other health information, This is despite the fact that as genetic science progresses it will be difficult
for trained technicians, let alone buman resources professionals, to separate the two.*® Furthermore, from a practical
perspective, employers would be required to keep health information and genetic information in two separate files, leading
not only to administrative and compliance burdens, but vastly increasing the chance that information important to the health
and safety of the employee or others In the workforce is overlooked in a crucial moment.

Both bills also suffer from drafting problems. For instance, both would allow plaintiffs to use existing legal theories
under Title VII to sue employers for failing to provide health coverage for specific genetic-related conditions. According to
the EEOC, sex and pregnancy discrimination provisions of Title VIl require that employers who provide comprehensive
health insurance also offer coverage for gender specific drugs, such as oral contraceptives. ¥ The only court to address the
issue has agreed with the EEOC’s interpretation.®® S. 1053 and H.R. 1910 borrow language from the relevant provisions in
Title VII; thus, if these bills were to become law, the theory could be applied in the context of genetics.

Permitting lawsuits for yet another health care mandate would be troubling, This was clear to the Clinton
Administration, which specifically stated in its executive order barring genetic discrimination against federal employees that
“[nJothing in this order shall be construed to . . . require specific benefits for an employee or dependent under the Federal
Employees Health Benefits Program or similar program. i

These types of drafting problems are particularly troublesome when the leg)s)anon is rcgulatmg such an important
and rapidly developing area. As was noted before this Sut ittee in 2001, legislating on such a & ically developing
subject matter can be fraught with potential missteps and “several states already have updated laws enacted years before and
many lawmakers foresee the need to regularly review state genetics policies to account for new developments and guard
against unforeseen consequences.”™™ As EEOC Chair Cari Dominguez said in testimony before the Senate Committee on
Health, Education, Labor and Pensions “we need to be careful that we do not create overly inflexible restrictions that inhibit
beneficial uses of this information.”*

Both the inconsistency with existing law and drafting problems also invite unnecessary and abusive litigation and
costly regulation. This is particularly true with respect to laws governing the workplace, where employers already face vast
amounts of costly litigation, which, unfortunately is often unwarranted. In 2003, for example, the EEOC only found cause
in 5.7% of the over 87,000 charges that it resolved and found absolutely no cause for discrimination in 63.1% of the charges
(amounting 1o over 55,000 “no cause” findings).** With respect to S. 1053 and H.R. 1910, this would certainly be
exacerbated by the fact that both bills call for recovery of punitive and compensatory damages and jury trials. H.R. 1910 s
particularly objectionable in that it allows unlimited damages and it would permit a plaintiff to bypass the administrative and
dispute resolution functions of the EEOC.

Iv.  Conclusion

As a representative of employers and as a leader in trying to increase health insurance coverage, the Chamber is
excited about the potential of genetic science leading to more effective treatments and early interventions.

However, we just as strongly believe that an additional broad workplace y regime is y at this
time. Science is not assisted by over regulation and frivolous litigation, and we appreciate this opportunity to highlight the
extensive existing protections against genetics discrimination, as well as the complete lack of evidence that employers are
engaged in the collection and misuse of genetic information.

To the extent that greater education about existing law or targeted legislation is needed to allay fears, however
misplaced, we are ready to work with the Congress to address this issue,

Thank you. That concludes my prepared remarks.

* See, e.g., W. Crain, T. Hopkins, The fmpact of Regulatory Costs on Small Firms, Report RFP No. SBAHQ-00-R-0027, The Office of

Advocacy, U.S. Smail Business Admini: ion (July 2001} (estimating the cost federal regulations at about $843 billion).

* See, e.g., Mutated Gene Can Help Drug Combat Cancer, Well Street Journal, April 30, 2004.

* Commission Decision on Coverage of Cc ptives, available at hitp: £eoc policy/guid: html; Question and Answers:
Commission Decision on Coverage of C 3 avaxhble at http: £E0C 1 id: himi

¥ Evickson v. The Bartell Drug Company, 141 F. Supp.2d (W.D. Wash. 2001).
! Executive Order 13145, 1-402(b).
“ Testimony of Cheye Calvo Before the House Before the House ittee on ions (July 24, 2001).
* Testimony of Cari Dominguez Before the Senate Committee on Health, Education, Labor and Pcnsmm (February 13, 2002).
“ EEQC enforcement statistics, available at http://www.eeoc.gov/stats/atl html.
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Genetic Information NonDiscrimination in
Employment Coalition

June 12, 2003
[Address]
RE: S. 1053, the Genetic Information Nondiscrimination Act of 2003
Dear Senator { |:

We write on behalf of the Genetic Information Nondiscrimination in Employment (GINE)
Coalition to express our concerns with S. 1053.

The GINE Coalition is a group of employers, national trade associations, and professional
organizations formed to address concerns about workplace discrimination based on employees’
genetic information as well as the confidentiality of that information. The Coalition firmly
supports a policy of nondiscrimination and confidentiality, and believes that employment
decisions should be based on an individual’s qualifications and ability to perform a job, not on
characteristics that have no bearing on job performance. We also believe, however, that any
legislation on this issue must be carefully designed to minimize uncertainties, unintended
consequences, and unwarranted litigation. To this end, the Coalition, while at times questioning
the need for legislation, has worked diligently with Congress over the past several years,
consistently advocating that any legislation be fair, reasonable, and narrowly drafted.

On May 21, 2003, the Senate Health, Education, Labor, and Pensions Committee approved

S. 1053 — Title I of which is the most recent incarnation of workplace genetics legislation.’
While the bill is a vast improvement over S. 16 — introduced earlier this year by Minority Leader
Daschle - aspects of S. 1053, nonetheless, remain extremely troubling. More specifically, certain
overly broad provisions in the bill conflict with other laws, and may invite unwarranted litigation
and unnecessary regulation.

General Concerns with S. 1053°s Breadth

The driving force for this legislation is not an ongoing practice of discrimination or mishandling
of genetic information. Indeed, there is no appreciable evidence of possession or usage of genetic
information by employers. Rather, the bill’s supporters argue that legislation is needed to prevent
possible future misconduct and, more importantly, to ensure that individuals do not hesitate to
avail themselves of genetic tests out of fear of employer discrimination.

Legislating based on theoretical discrimination and predictions of future behavior, however, is
fraught with opportunities for unintended consequences, unnecessary regulation, and unwarranted
litigation. It also sets a new precedent, as Congress has never created a new cause of action
against employers based on potential or theoretical discrimination, only on some appreciable
history of actual discrimination. For these reasons, any bill you enact must be clearly and

' Title 1 of S. 1053 addresses issues related to genetics and insurance coverage. Although certain individual
Coalition members may have views on Title I, the Coalition’s comments are Himited to Title II of the bill,

For More Information Contact
Sarah Pierce at the Society for Human Resource Management
(703) 548-3440 TDD: (703) 548-6999
Josh Ulman or Mike Eastman at the U.S. Chamber of Commerce
(202) 463-5522 TDD: (202) 463-5934

Attachment 1, Page 1
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narrowly drafted and only address the problem that has fueled its creation — in this case — that the
fear of possible discrimination may deter employees from availing themselves of genetic tests.

This is particularly important given that the Americans with Disabilities Act (ADA) and the
regulations under the Health Insurance Portability and Accountability Act already provide
significant protections against collection, disclosure, and discrimination based on medical
information, including any medical information containing genetic information. Obviously,
further legislation in this area should be consistent with these existing laws.

Legislators should also keep in mind the vast and costly amount of litigation employers face
under current discrimination laws, and, unfortunately, that much of this litigation is unwarranted.
In 2002, for example, the Equal Employment Opportunity Commission only found reasonable
cause in 7.2% of the nearly 85,000 charges of discrimination that it received — and found
absolutely no cause for discrimination in almost 60% of the charges (amounting 1o 55,000 “no
causc” charges). A study of previous years' statistics yields similar results.

Our concerns over frivolous litigation are heightened by the fact that S. 1053 provides for jury
trials and recovery of compensatory and punitive damages. We strongly question the need for
such remedies. The availability of non-economic damages and jury trials arguably may be
justified based on a record of discrimination, as was the case with the 1991 Civil Rights Act, but
is hard to justify in the case of genetic discrimination, where equitable relief (which could include
agency enforcement and lost wages and attorney fees) should be sufficient to ensure that
employers do not begin discriminating based on genetic information.

In short, it is important that new discrimination legislation be narrowly tailored to achieve the
stated goal of its proponents, which brings us to our specific concerns about S. 1053, Attached is
a list of these concerns. We hope that we can work with you to address some of these issues as
the bill moves through the legislative process.

Please contact us if you would like to discuss these matters further.
Very Truly Yours,
The GINE Coalition Steering Committee:

U.S. Chamber of Commerce

Society for Human Resource Management

National Association of Manufacturers

LPA, The HR Policy Association

College and University Professional Association for Human Resources

For More Information Contact
Sarah Pierce at the Society for Human Resource Management
(703) 548-3440 TDD: (703) 548-6999
Josh Ulman or Mike Eastman at the U.S. Chamber of Commerce
(202) 463-5522 TDD: (202) 463-5934

Attachment 1, Page 2
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S. 1053
Limit the Scope of S. 1053 to Genetic Tests

The driving force for this legislation is not an ongoing practice of discrimination or mishandling of genetic
information, but, rather that the fear of possible discrimination may deter employees from availing
themselves of genetic tests. Accordingly, S. 1053 only should prohibit employers from discriminating
based on genetic tests, not family history that could be — and most times is ~ completely unrelated to tests.
This would greatly minimize the opportunity for unintended consequences and unnecessary litigation under
the bill, while also thoroughly addressing the issue which fueled the bill's creation. It would also greatly
reduce the probability that the bill will conflict or complicate compliance with other laws, such as the
Americans with Disabilities Act (ADA).

Narrow the Definition of Family Member

[f there must be a cause of action based on family history, then it should be of reasonable scope. S. 1053
defines family members as any individual related by blood or any individual related by blood to a child
placed for adoption with the employee no matter how remote the relation. This is merely an opportunity
for plaintiffs’ attomeys to exploit, and an invitation for frivolous litigation. The bill only should cover
situations where the information is scientifically proven to reveal patterns of inheritance of genetic
conditions and is useful for medical diagnosis in the employee and his or her immediate family.

An Independent C

+

S. 1053 would require the creation of a commission six years after the bill’s enactment to “review the
developing science of genetics and to make recommendations to Congress regarding whether to provide a
disparate impact cause of action under this act.” The Commission, to be known as the Genetic
Nondiscrimination Study Commission, is to be housed and funded by the Equal Employment Opportunity
Commission (EEOC).

While the Coalition has no objection to the Genetic Commission, we do object to tying both its housing and
funding to the EEOC. No one would ever suggest that the business trade association or law firm that
regularly defended claims made under S. 1053 would be an appropriate source of funding or housing for
the Commission. So 100, it should be with the EEOC — the agency tasked with prosecuting violations of
the bill. Clearly, the EEOC will have its own views on what changes should be made to genetics
legislation, and it is unlikely those views would be objective. By tying the Commission’s housing and
funding to the EEOC, it is inevitable that the Commission will be largely staffed with former or current
EEOC employees — some of whom will have been responsible for prosecuting claims under S. 1053, To
prevent this undue influence, the Commission should be funded and housed independent of the EEOC.

Expanded Commission & Sunset

Any genetic nondiscrimination legislative proposal should contain a mechanism to ensure that public policy
keeps pace with future scientific advances. Given the rapid evolution in the field, legislation drafted now is
unlikely to anticipate developments in genetic science that could occur even in the near future. As
demonstrated by state experience — where several states were compelled to revisit their original legislation -
unintended consequences can sometimes force the legislature to rewrite legisfation within just a few years.
Thus, the Genetic Nondiscrimination Study Commission should study and report on all aspects of the bill -
as it name implies ~ not just disparate impact. The bill should also provide for a sunset date, at which time
Congress may consider new issues related to genetic discrimination raised by the Commission and adjust
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the legislation accordingly. Such a model creates a powerful incentive for Congress to revisit the law and
make appropriate modifications.

Direct Threat - Protecting Employees and the Public

The ADA, Title VIl of the Civil Rights of 1964, and other discrimination laws recognize that there can be
rare cases where an employer has a legitimate reason to make employment decisions based on information
that would otherwise be protected. Courts have interpreted these exceptions extremely natrowly but have
recognized that employers can have valid reasons for such policies. For example, under the ADA, a health
condition likely to cause uncontroilable seizures could properly be considered a “direct threat” to safety if
the employee were a bus driver, thus justifying an employment decision that would otherwise be unlawful.
A similar narrow exception should exist for genetic discrimination. If science progresses to the point where
it is possible to determine that an individual is virtually certain to have a health condition which poses “a
direct threat” — such as an uncontrollable seizare when driving a bus — then employers should be able to
make employment decisions based on this information in order to protect employees, customers and the
public. Thus, we propose adding the following language, which mirrors that of the ADA: “Nothing in this
bill shall be construed to prohibit an employer from requiring that an individual not pose a direct threat to
the health and safety of other individuals in the workplace.”

Safe Harbor

Any legislation should recognize the problems faced by employers as they try to comply with the numerous
genetic discrimination laws already in existence. More than 30 states have enacted laws prohibiting
discrimination based on genetic information. However, these laws vary widely from state to state. If
Congress enacts legislation barring employment discrimination based on genetic information then it should
include a safe harbor providing that employers in compliance with the federal standards cannot be liable
under state or local laws banning such discrimination.

Choice of Remedies

In the only recorded case where an employer was accused of engaging in genetic testing and genetic
discrimination, the individual plaintiffs filed claims against their employer with the EEOC, which, in turn,
sued the employer under the ADA. The agency successfully settled the case for $2.2 million. Thus, if S.
1053 is enacted, individuals and the EEOC will be empowered to bring suit against an employer on the
same facts under both S. 1053 and the ADA.

Last year, the original sponsors of S. 1053 introduced similar legislation (S. 1995) that included an
“election of remedies,” under which a plaintiff could sue under the genetics bill or the ADA, but not both.
That provision is not in S. 1053. 1t should be re-inserted in the bill in order to prevent multiple lawsuits,
double recovery and unnecessarily complex litigation.

Damages

Given the lack of genetic discrimination and availability of significant protections under other laws,
administrative enforcement and equitably based remedies (including loss of wages) should be sufficient to
allay fear of possible discrimination while mitigating the risk of a dramatic increase in baseless and
inherently expensive litigation. The inclusion punitive and compensatory damages will necessarily invite
additional litigation, as was the case when such damages were made available under other discrimination
laws. The courts already are inundated with employment litigation and certainly do not need the additional
workload.
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Chairman JOHNSON. Thank you, sir. You know, in your written
testimony, I think you mention two concerns that have not been
mentioned in the past. Would you detail those a little bit further?

Mr. LORBER. Well, there have been some concerns, and as point-
ed out by another member of this panel, that there may be a lapse
in the ADA. There may be a gap in the ADA’s coverage with re-
spect to testing. And we don’t believe that’s the case the EEOC has
taken that position, and I think that nevertheless, if there is such
a gap, if it’s identified, we believe the EEOC in the first instance
could deal with it, and second, to the extent to which even after
that experience is examined, perhaps there might be some need for
limited targeted legislation.

But beyond that, as I indicate in a broad discussion in the testi-
mony, there are a plethora of laws to deal with it, and indeed, Con-
gressman Andrews, in your instance, I believe that individual
would have a cause of action under Section 504 of the Rehabilita-
tion Act as well as the ADA if she were a public employee. So that
I don’t believe there simply is a gap that necessitates this very ex-
pansive legislation.

Chairman JOHNSON. Could you maybe give me a hypothetical ex-
ample about how an employer without trying to discriminate might
inadvertently run afoul of the proposed law this coming out?

Mr. LORBER. Oh sure. Well, the proposed laws, we must under-
stand, don’t only deal with genetic testing, and that’s an issue
that’s front and center. The genome studies are indeed studying
and mapping genetic information. The proposed laws deal with ge-
netic history, and indeed the proposed laws have no limit on the
length, the extent to which genetic history or family history could
be found.

Indeed, it’s been stated that if there were a descendant of the
Plantagenets working in the United States today and somebody
read one of their histories, an employer could be found guilty be-
cause it knew that someplace in the far distant past there might
be a condition which might be indicative of a genetic marker.

So there is no limit in the proposed legislation with respect to
what the scope of it is. We’re not talking about genetic testing.
We're talking about family history. If an employer sends flowers to
somebody because a parent died of a condition which might be in-
dicative of a genetic marker, that employer could be deemed to
have genetic information.

So I think that we're looking at laws that are so broadly framed
that there is no exclusion. And indeed, the legislation before the
House, I might add, is the unique situation of having no limits on
damages, no requirement to go to an administrative agency. This
problem, which is a problem perhaps in the future, is dealt with
more severely than the problems of racial discrimination, disability
discrimination and gender discrimination in which the laws have
been carefully tailored to strike a balance between the remedy and
the harm.

Chairman JOHNSON. I might add that anytime you all have a
comment to make, we would let you do that. That’s one of the bene-
fits of running a Committee. Dr. Hudson, we hear the terms “pre-
dictive” and “protected” genetic information used. Can you tell us
about the significance of those two terms?
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Dr. HUDSON. Predictive and protected. Predictive genetic infor-
mation generally refers to when a genetic test result gives informa-
tion that provides a probability that the individual will develop a
disease at some point in the future. That information is usually
based on a person will have a 50 percent increased likelihood of de-
veloping a certain disease by age 60, for example. So it’s imprecise
information, but it’s valuable in the health context because an indi-
vidual and their doctor can put in place preventive measures to de-
crease that risk.

Protected genetic information is not used in the medical context,
but is used in the legal context and has been variably defined. And
in fact, how that term is defined is really the crux of good genetic
discrimination legislation. If that definition is too narrow, then the
bill will be meaningless, and in fact that’s the case in many states
that do have genetic discrimination legislation. The definition is so
narrow as to make it virtually meaningless. And in other cases, the
definition is so broad that it includes virtually anything.

For example, the definition of genetic information in the HIPAA
regulations starts out with a fine definition of genetic informa-
tion—results of genetic tests, analysis of DNA. And then it goes on
to say it’s information from medical examinations. Well, of course,
that brings in almost the entire universe. So somewhere in between
is a nice, precise definition that will work legislatively.

Chairman JOHNSON. Thank you very much. Mr. Andrews, do you
care to question?

Mr. ANDREWS. I want to thank each of the witnesses for their ef-
forts, outstanding testimony. I especially want to welcome Dr.
Licata back. And I think that your remarks about balance are cor-
rect. I appreciate the contribution that you and your colleagues and
the many groups that support this legislation made in trying to
strike that balance.

Mr. Lorber, I want to ask you some questions. I understand that
part of your position is that existing law would deal with any prob-
lem that might manifest itself. Is that a fair statement?

Mr. LORBER. That’s correct.

Mr. ANDREWS. I want to walk through the existing law as I un-
derstand it. The EEOC has given an interpretation or issued a
guideline I suppose it is, that says that a genetic predisposition if
used in a discriminatory way, violates the ADA, correct?

Mr. LORBER. That’s correct.

Mr. ANDREWS. But the EEOC’s position is not binding on the
courts, is it?

Mr. LorBER. Well, it’s an agency interpretation. As you well
know, in the Burlington Northern case, it acted upon and enforced
that interpretation.

Mr. ANDREWS. But the court was not compelled to accept that in-
terpretation, correct?

Mr. LORBER. It’s an interpretation that was issued—I would
think it would fall within the Chevron protections of agency inter-
pretations, but then again, Mr. Congressman, the courts sometimes
don’t accept—

Mr. ANDREWS. But under ADA, it doesn’t flow from a rulemaking
or from an adjudicatory proceeding, so it’s not due any specific
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legal deference, other than what the courts in their discretion want
to give it, right?

Mr. LORBER. The EEOC guidelines have, and I would add that
the impact of the guidelines obviously affects a charge filed with
the EEOC. And if the charge raises those issues, the EEOC district
office will act upon that guidelines and issue probable cause deter-
mination. The individual then could be represented by the EEOC.

Mr. ANDREWS. But you don’t take the position that those guide-
lines bind a court, do you?

Mr. LorRBER. Courts could—obviously, courts interpret regula-
tions and guidelines as they see fit, as we well know.

Mr. ANDREWS. Is that a no?

Mr. LORBER. And they interpret statutes, as well.

Mr. ANDREWS. We'll take that as a no. With respect to Title VII,
you point to a couple of cases where there is a disproportionate ra-
cial or gender impact which gives rise to a Title VII claim. What
about cases where the condition or disease does not give rise to
such an impact? For example, my understanding of dementia, of
Alzheimers, is that it cuts across racial and gender lines rather
equally. So if someone was denied employment because they had
a genetic predisposition toward dementia, are they protected under
Title VII?

Mr. LORBER. Well, I think they’d be protected under the ADA, be-
cause remember, the ADA—

Mr. ANDREWS. I understand your position on ADA.

Mr. LORBER. Well, but let me—

Mr. ANDREWS. What about Title VII?

Mr. LORBER. Let me talk about Title VII cases, and indeed Mr.
Wildsmith must be aware of the Manhart and the Norris cases in-
volving sex-based actuarial tables. And the Supreme Court said, re-
gardless of what the actuarial tables may show, the reliance upon
them to the detriment of somebody who we certainly don’t know
when they will die, violated Title VII. That same analogy, because
the ADA brings into its ambit job-relatedness, would apply to the
ADA. So you cannot parse these laws.

Mr. ANDREWS. I asked you about Title VII, and I asked you about
a case where someone has a predisposition toward dementia, where
there is to my knowledge no evidence of any disparate racial im-
pact. Does that lay out a claim of violation in Title VII?

Mr. LORBER. Well, it may not. But again, we’re talking about the
Congress knows a plethora of employment laws, and you can’t
parse one and not the other.

Mr. ANDREWS. I didn’t ask about the plethora. I asked about
Title VII.

Mr. LoRrRBER. Well, lawyers deal with the plethora, and that’s
their problem.

Mr. ANDREWS. I know that. But does this lay out a claim—is it
your position that it doesn’t lay out a claim under Title VII?

Mr. LORBER. It depends how the employer and what the under-
lying data would show. To the extent to which, for example—

Mr. ANDREWS. If the underlying data say that there is no dis-
parate racial impact for dementia does it lay out a claim under
Title VII?
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Mr. LORBER. If hypothetically it doesn’t and there’s no gender im-
pact, then perhaps not. But as I said—

Mr. ANDREWS. The list of state privacy protections that you cited,
that you went through, aren’t these privacy protections preempted
by ERISA? So if someone is in an ERISA plan—

Mr. LorBER. That’s not been litigated. I don’t know that they
are, and—

Mr. ANDREWS. Is it your position that it is or it isn’t?

Mr. LorBER. Well, I would suggest that it may be helpful to have
one body of employment law and not have employers subject to 32
state laws and a Federal law. So if you're talking about preemp-
tion, if you're talking about this law preempting all of these state
laws, and if this law is carefully tailored, and if we don’t find em-
ployers whipsawed, then maybe there are areas of discussion.

Mr. ANDREWS. I would never want to prejudge the position of any
group, least of all the Chamber, but the Chamber pretty consist-
ently has argued for a broad ERISA preemption, and I'd be sur-
prised if the Chamber didn’t argue for a rather broad ERISA pre-
emption here. If it touches the concerns—

Mr. LORBER. But would this Committee recognize preemption of
the legislation before it with respect to all of these state laws?

Mr. ANDREWS. I think the state laws are valid. But for those who
favor a broad ERISA preemption, it seems to me that you have to
draw the conclusion that state laws don’t protect the millions of
people who are in ERISA plans, do they?

Mr. LORBER. Well, I don’t believe that’'s—and again, that’s an
area of legislation we know about the Delta Airlines case, which
goes one way—

Mr. ANDREWS. So can we count on the Chamber to argue in favor
of upholding these state privacy laws against an ERISA preemp-
tion claim?

Mr. LoRBER. If and when those are litigated, we’ll have to see
what the matter is before the court.

Mfl ANDREWS. We eagerly await your position. Thank you very
much.

Dr. LicATA. Could I interject a data point?

Chairman JOHNSON. You may.

Dr. LicATA. Just in case you're interested in knowing, is that I've
actually looked at most of these state laws, and if you’re trying to
sort of get a feel for where perhaps the House version and the Sen-
ate compromise version sort of would place you, is that there’s only
basically—less than the number of state laws I could count on one
hand. I'm not sure whether it’s four or five. I could double check
for you—that would actually have more stringent requirements.
The position that the Federal legislation is considering is very well
balanced and has taken a lot of these issues into consideration, so
that—most states in fact are much narrower and have a lot of gaps
in them, so that if your concern is what would be the impact of pre-
emption, is that right now, the Federal Government is extremely
on target in addressing a broad base of concerns.

Chairman JOHNSON. Thank you. Mr. Carter, you are recognized
for 5 minutes.

Mr. CARTER. Thank you, Mr. Chairman. Mr. Wildsmith, on page
2 of your testimony, you claim that basing premiums and eligibility
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coverage on specific person’s own health is not a characteristic of
the employer-sponsored group insurance market. Why is that?

Mr. WiLpsMmITH. If you think about an IBM, for instance, they
have tens of thousands of employees. They have millions of dollars
in medical expense each year. It’s very easy to predict what their
costs will do from year to year. Whether any particular employee
gets sick or not is not going to move the number appreciably at all.

With group insurance with any employer of any size, you're deal-
ing with the aggregate cost for all of the employees and all of the
dependents. So you look at the age, the gender makeup. You look
at the claims from last year, and that gives you the information
you need to predict what next year’s costs are going to be. It’s sim-
ply not cost effective to ask every member of the group to undergo
medical testing or to pull medical records on them, because it’s the
aggregate costs that count.

Mr. CARTER. But you will—I used to be in county government,
and we were self-insured.

Mr. WILDSMITH. Yes.

Mr. CARTER. And we would hear the argument as our costs went
up, they could individually say it was the money that was spent
by that sick person and by that sick person and by that sick per-
son, and, you know, we’ve got these many people that seem to be
headed for being chronically ill and this, that and the other. And,
therefore, the price of poker is going up. But it’s still not—they still
don’t look at it that it—they’re making the argument to us as coun-
ty employees, they certainly made that argument on an individual
health basis.

Mr. WILDSMITH. If you look at the projections, what’s generally
going on is you have X million dollars in claims in fiscal year 2003.
You're projecting them forward to 2004. If you have a truly cata-
strophic claim, a really nasty trauma case or a really nasty neo-
natal case, that will cause a blip in your experience, and many em-
ployers buy stop loss insurance to protect against that.

But it’s not generally good practice to base your pricing on an act
of God in 1 year, because you purely don’t know whether that’s
going to reoccur in the next year.

Mr. CARTER. You mentioned in your testimony that HIPPA al-
ready prohibits discrimination against the individual members of a
health insurance plan on the basis of current health status or on
the basis of some future predisposition to a particular disease.

Mr. WILDSMITH. Yes.

Mr. CARTER. How do these protections work?

Mr. WILDSMITH. The easiest way to think of them is to think
about yourself as a new employee with the company and what the
employer can or cannot do. If you meet the requirements, you’re a
full time employee, whatever it is to qualify for the medical bene-
fits, when the open enrollment comes around, the employer cannot
say, eh, you can’t come in because you've got cancer or because
your wife had cancer or because you have a genetic predisposition.

The employer also can’t say, well, the contribution is 40 bucks a
month for everybody else, but for you, it’s 60 because you’re getting
a little older, you're a little sicker. We think you’re going to have
bad things happen. At core, those are what the HIPPA protections
do.
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Mr. CARTER. How do the HIPPA privacy regulations address the
de-identification of medical information?

Mr. WILDSMITH. I can talk to you about how the information is
used in pricing. I'm not an attorney, so the details of the privacy
rules, I need to step away from.

Mr. CARTER. That’s fair enough. Thank you, Mr. Chairman. I
yield back my time.

Chairman JOHNSON. Thank you, Mr. Carter. Mrs. McCarthy, do
you care to question? You are recognized for 5 minutes.

Mrs. McCArRTHY. Thank you, Mr. Chairman, and I thank the
Committee for bringing this subject to this debate. I think it’s ex-
tremely important.

First, I'd like to say that I believe decisions about generic testing
and what to do with the results should be made by patients and
their health care providers without fear of negative consequences,
such as an employer choosing not to hire them because they carry
a gene for a disease. Whether or not this discrimination is actually
happening already, I do believe that it is happening. But whether
you believe it’s happening or not, the fact is that people fear that
it’s happening or it can happen to them, and I think that’s the part
we have to really start to address there, and therefore will opt out
not to get the testing done unless we in Congress take a definite
stance against this type of discrimination.

There’s a family that I've be working with on Long Island who
came to me because they lost their son to a disease called Long QT,
which is a genetic disorder. After this boy’s death, each one of the
immediate family members was genetically tested for the disease,
and it was found that some were carriers of the gene that caused
the disease, and one child is actually having the disease. The child
with the disease is now being monitored and treated, so the genetic
testing in this case has prevented the family from possibly losing
another child.

In New York, we already have some legislative protections
against genetic discrimination, health insurance and in the work-
place. And yet this family still experienced concerns about whether
they or their kids would be discriminated against once people knew
they had these genes, and they aren’t the only ones.

Since I introduced my bill to help screen people with genetic car-
diac disease, I have gotten calls from people from all over the coun-
try with this disorder, but also expressing to me their concerns
about genetic discrimination. In January when I reintroduce this
bill, because my bill is not going to go anywhere this year—we’ve
just run out of time—I plan to add a clause with regards to the dis-
crimination.

About 40 other states besides New York have taken action to
protect, but as you have mentioned, it’s a web, and it is a web.
We've looked at that.

I guess my question to all of you would be, in the Senate version,
which has already passed overwhelmingly, the genetic discrimina-
tion bill, when a health care plan or an employer misuses an indi-
vidual’s genetic information, what can a person do? Can you com-
pare for me what rights the individual has in the same cir-
cumstances under the House version which Louise Slaughter has
been trying to get passed for I believe over 5 years? I'm not sure
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if you're even familiar with it. It's H.R. 1910, which is a lot more
in detail. And I think, Dr. Hudson, more to the point of where it’s
not too wide and it’s not too narrow from everything that I know,
and I believe she’s been working with a lot of the groups that do
the genome research and everything, and I have a place on Long
Island, Cold Spring Harbor, that’s doing genome research, and I'm
very involved with them on that issue, too.

Our world is changing tremendously because of the medical tech-
nology that’s out there. But I have to say with that, we are going
to have to start looking at things because, you know, when you do
the genetic testing or if you—I'm working with Dr. Watson, who is
doing—looking into cancer, so we can have the markers. And so it’s
going to be a new world probably within 5 years even more ad-
vanced than what we have out there today.

So I appreciate any insight any of you have on that.

Dr. HUDSON. Well, you're exactly right that the fear of the mis-
use of this information is very widespread. We’ve been doing town
halls around the country this summer and talking to citizens in cit-
ies across the United States. And recurrently, the biggest concern
that they share with us is their fear if they have this test results,
it may be misused.

Mr. Lorber raised the issue of, well, there’s not really a whole lot
of genetic discrimination cases being brought. But in those that
have been brought, it has not been a normal American. It has been
extraordinary individuals who have learned about this discrimina-
tion and pursued it.

Because in these cases, the employers aren’t saying, oh, and by
the way, we're doing these genetic tests. This was secretive genetic
testing, and the fact that it was uncovered at all is a fairly remark-
able testament to the individuals who were involved in that case.

So it is not widespread cases, but the cases that have been
brought should reflect to us that it’s not unheard of that these
cases are happening. So I agree with you there.

The other point I'd like to make is that even without widespread
discrimination, the fear that citizens have is going with them into
their doctor’s office and influencing their decisions of whether or
not to have a genetic test and whether or not to participate in ge-
netic research. We know this is happening. It’s damage now, it’s
damage today, it’'s damage that we can do something to prevent.

Mrs. McCARTHY. And just to follow up, I'd like to go backwards,
because I always like to go back in history, especially medical his-
tory. It wasn’t that long ago, 30 years ago, when we started discov-
ering more and more women were getting breast cancer, and no
one in the family would even talk about cancer, mainly because
they felt they would be discriminated against.

We got over that. We did pass laws to make sure that someone
couldn’t be discriminated against, and this is what we’re dealing
with now, because we’re into a different world of medicine.

Dr. LicaTA. If you'd like the answer to the question about the in-
dividual’s remedies, there’s actually in terms of this concept I'm
trying to promote about if people understand, everybody under-
stands the rules that we’re playing under and what’s important to
each stakeholder, that you can come up with good solutions, is that
the currently pending House version took a more traditional litiga-
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tion mindset. So if you were wronged, what could you do as the em-
ployee? Well, you could go to court, and the court could award ap-
propriate legal or equitable relief and attorney’s fees, including the
cost of expert witnesses, which you would definitely need in a case
like this. In cases where your plan sponsor or your insurer violated
any of the provisions. It was a very broad, general type term you
see in Federal legislation.

And there was provision also for civil penalties that were fairly
modest, $50,000 for a first violation, $100,000 for subsequent viola-
tions, and it was paid to the government, and there was provisions
for private right of action. So basically, if something happened that
the law was violated, you had—you basically would have to be one
of these extraordinary individuals to basically be able to go through
all of this litigation.

What I particularly think is a great provision is what are people
afraid of? I'm going to lose my health insurance.

Mrs. McCARTHY. Right.

Dr. LicATA. Right? Isn’t that the issue?

Mrs. MCCARTHY. Yes.

Dr. LicATA. All right. What does the compromise bill do? It estab-
lishes additional enforcement for violations by allowing the partici-
pant or the beneficiary the right to benefits that they do under the
plan without exhausting administrative remedies if doing so would
cause irreparable harm to their health.

OK. Right when you have the risk, when they need their doctor’s
counsel, when they need the health services to possibly even miti-
gate downstream health issues, they would be able to keep their
insurance or get it back fairly quickly. Great remedy.

In addition, the court can reinstate the coverage retroactive to
the date of violation. OK. There might be a period where the family
can suffer, but they might not be forced into bankruptcy over these
issues. It allows the Department of Labor—and this is great from
my standpoint too—is I think the best way to get people to comply
with the law is to let them know what the rules are and then say
it’s a compliance issue. Build it into your cost of doing business.

But frankly, it’s cheaper to do this than to contemplate litigation.
What happens? Youre in violation. A hundred dollar a day fine.
What’s your cap? Half a million dollars. OK, a business can deal
with that. They can factor that in, and it would be stupid for them
not to make a relevant plan of doing business that takes into con-
sideration protection of this information. They do it for HIV. They
do it for other very sensitive information. It’s something businesses
know how to do.

So here you have a rational proposal that allows the business to
make good decisions, allows investors to make good investments in
the health care industry going forward for the next decade, gives
autonomy and protection to the individual. I mean, what a perfect
balance.

Mrs. McCARTHY. Thank you.

Chairman JOHNSON. The gentlelady’s time has expired. Mr.
Payne, you're recognized for 5 minutes.

Mr. PAYNE. Thank you very much. This is a very interesting
topic. I'm sorry I missed the testimony, and I might ask a question
that may have been covered in the testimony. But I'd like to ask
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Ms. Hudson, Dr. Hudson, the principles of any generic non-
discrimination bill.

Could you just briefly articulate the principles that any generic
nondiscrimination legislation should encompass? And this business
about core definitions. I didn’t get a chance to go through it, but
I know that you highlighted the important of core definitions for
any generic discrimination bill, and I wonder if you could comment
on the existing definition, how many fall short in your opinion.

Dr. HUDSON. So the definition in my view of a genetic test should
incorporate analysis of DNA, of RNA, of proteins, of chromosomes,
and also include beyond that the genetic test of information from
family members. And the broad definition of genetic information
really needs to include the family medical history information.

So in talking about how that information can be used, I think we
would all agree that it would be unjust if an individual’s employ-
ment was conditioned on the health of some blood relative. I think
we would agree that it would be unjust if their employment were
conditioned on whether or not they carried a genetic mutation that
predisposed them to some genetic disease in the future.

This does not restrict an employer’s ability to use information
about a person’s current health that interferes with their ability to
currently perform the essential functions of that job. So we’re not
altering the ability of employers to make sure that their workforce
is able to do the job.

Mr. PAYNE. Thank you. Yes?

Mr. LorRBER. Well, I would just point out that Dr. Hudson talked
about blood relative. H.R. 1910 is not restricted to blood relatives.
It is absolutely not restricted to blood relatives. And indeed, I think
1053 has the same infirmity. So that the extent to which we're
looking at genetic information which is genetically passed down
through blood relatives, the bills don’t go beyond that, and that’s
one of the problems. The bills are expanded beyond what science
seems to think is appropriate.

Mr. PAYNE. Dr. Licata, and then we could hear from Dr. Hudson
again.

Dr. LicATA. I think it’s a really important issue, because my ini-
tial position when I first started thinking about this issue, was as
a scientist. And when I looked at it as a scientist, I said, why
would you ever consider outside of someone that has a genetic link?
Because that’s the relevant information.

And it was pointed out to me something very important which
completely altered my understanding of why the bill is crafted as
it is, which is that we’re in the employment context, OK, we’re in
the health care context for a family. If this information is available
that someone in the family has a particular genetic marker, the
record does not necessarily and probably would not reflect if that
family member was adopted.

So that what’s happening is the whole family, without a complex
explanation or actually even—revealing even more private informa-
tion, that a child was adopted or something, you know, there was
some relationship in a family that was not as it might have ap-
peared to be.

They're still going to have this issue of discrimination in the
workplace, the health care issue, without explanation. What hap-
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pens to them during that gap period? So I think that it makes a
lot of sense to put the burden not on the individual but the burden
on the employer, and then you can balance it out. But the informa-
tion, it can still be explained, but the immediate reaction is it cov-
ers everybody without asking all of those underlying questions.

Chairman JOHNSON. Mr. Lorber, do you care to follow up?

Mr. LORBER. Yeah. The burden we'’re talking about is the burden
of litigation. And I simply want to point that out. And second, to
the extent to which we’re talking about symptomatic conditions,
they are covered by the ADA. To the extent we’re talking about
asymptomatic conditions, the Supreme Court in the Bragden case
talked about an 8 percent correlation between carrying an HIV
gene and being HIV positive. Yet they found that sufficient to find
coverage under the ADA.

The point we’re trying to make is not that this is an issue which
should be ignored. The point we’re simply trying to make is that
this is an issue which we believe is susceptible to the vast body of
law today, and the extent to which we’re dealing with a real prob-
lem, I don’t know that it’s sound public policy to pass yet another
law to have another 18-month period before the law takes effect,
which once the new law is passed, it will presumption that the old
laws don’t cover this situation, have yet a new body of regulations.

This doesn’t make any sense when we believe and we've stated
in our testimony, and I think we’ve taken an expansive view, as
Congressman Andrews noted, an expansive view, of what the ADA
covers. We believe that this is the situation which should be pro-
tected against, but we believe that this is a situation which is pro-
tected against. And that’s the problem we’re dealing with.

Do you really want yet another law on top of all the other laws
and have some court, with all due respect, whether they’ll adopt
one regulation or another regulation. Then we’re going to have the
courts parsing or triaging among all these laws to determine what
little niche this problem fits in. It doesn’t make any sense. And for
the employers, the problems that Dr. Licata are talking about are
problems of litigation, and they are very expensive. They are a dis-
incentive to hiring, and they are a disincentive to providing the
basic level of benefits that we want employers to provide.

Mr. PAYNE. Let me just—I guess reclaiming my time, I guess I
might have about 2 minutes left since you preempted my time—
I assume you'll give me my time back. Thank you. I'm not a law-
yer. I didn’t know the rules now.

[Laughter.]

Mr. PAYNE. Let me ask Dr. Licata if you would like to just com-
ment briefly on that, and then I'd like to hear from Dr. Hudson and
then one last short question.

Dr. LiCATA. And I guess the point is, is that I'm really concerned
and what I think is the importance of this legislation is it is a way
of managing information. It’s information that is very precious, and
it’s information where we have to set forth a national public policy
about how we’re going to do business with this type of information,
and how we’re going to respect this information that belongs and
can have such a huge impact on a personal interest.

So what I suggest, and if you look at the problem, it’s how to
properly manage the information in a business context. We know
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how to do that. And it’s by creating a scheme that has a basis of
good regulations built on a good, rational law that allow people to
know what the ground rules are. Once they know that, they will
comply with the law so the rare case that’s going to be litigated is
not what you should be afraid of. We should be worried about the
huge cost of doing business and the huge cost to our medical econ-
omy, our health care economy, if we don’t step in and make some
rational decisions now.

Mr. PAYNE. Thank you very much. And Dr. Hudson? Thanks, Dr.
Licata.

Dr. HUDSON. Thank you. I'd like to respond to Mr. Lorber’s argu-
ment that it should be crystal clear to all of us that the ADA covers
genetic discrimination based on predictive genetic information. He
uses in support of that argument a Supreme Court case, Bragden
v. Abbott. That was an HIV case. There is no HIV gene. There are
a number of interesting correlations between the rationale that was
used in that case. It was not a genetics case, and we have not test-
ed whether or not the ADA does or does not cover genetic informa-
tion.

There are cases that are being brought under the ADA where
people who have cancer are not being considered disabled under
the ADA. The notion that somebody who is at risk of developing
cancer would be covered under the ADA I think leaves a lot of un-
certainty and thus the concern among the American public.

Mr. PAYNE. Thank you. My time is probably—Mr. Lorber, I just
want to ask a simple question. You could probably give another lit-
tle response, so it’s giving you an opportunity. Let me just ask you,
does the Chamber support the predisposition, that genetic disposi-
tion should be a disability under the ADA?

Mr. LORBER. We believe it is. We believe the agency has stated
that it is.

Mr. PAYNE. And therefore the Chamber would support that?

Mr. LorBER. The agency has taken that position. And we’ve en-
dorsed that position in the testimony.

Mr. PAYNE. And they agree with the ADA?

Mr. LORBER. That the ADA covers this issue, yes.

Mr. PAYNE. OK. Thank you.

Chairman JOHNSON. Thank you, Mr. Payne. If you all have addi-
tional comments, we would accept them in writing. Mr. Lorber, let
me just ask you one quick question. Do you know of any employer
that is considering—that asks people that question about genetic
history before they hire them?

Mr. LORBER. Mr. Chairman, absolutely not. As I said, I'm Chair-
man of the Chamber’s EEO committee. We asked the Chamber
members, we surveyed the Chamber members, does any em-
ployer—and there are a lot of employers who are members of the
Chamber—conduct genetic testing, as for genetic information, want
to have genetic information—let me go beyond the Chairman’s
question. And the response was no, they don’t want it. They don’t
need it. They don’t know what to do with it, and theyre afraid if
they have it, they’re going to be sued under all the laws we've
talked about.

Chairman JOHNSON. Thank you.
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Mr. ANDREWS. Mr. Chairman, if I may, I have three unanimous
consent requests—two unanimous consent requests.

Chairman JOHNSON. Go ahead.

Mr. ANDREWS. One is I'd like to enter into the record a list of
23 national health care and advocacy organizations that are in sup-
port of genetic non-discrimination legislation. The second is, I have
statements from our colleague, Congresswoman Slaughter, who has
introduced an excellent bill, and from Senator Gregg, who cham-
pioned the bill in the Senate. I'd ask that those be entered into the
record.

The final, if I could make one more—

Chairman JOHNSON. Without objection, so ordered.

Mr. ANDREWS. Thank you. Let’s be careful when we talk about
employers asking for information to also understand that health in-
surers may ask for information, which is where the rubber really
meets the road.

Mrs. McCARTHY. Mr. Chairman, may I ask one question that I'm
confused on? I know you want to leave.

Chairman JOHNSON. Go ahead, Mrs. McCarthy.

Mrs. MCCARTHY. I'll go down there and talk to—

Chairman JOHNSON. I might add, you've had 4 minutes already.
We'll give you one more.

Mrs. McCARTHY. Well, there’s only a few of us here.

Chairman JOHNSON. One for the road.

Mrs. MCCARTHY. Let me understand something. Let’s just say I
go to the dentist and obviously they basically ask me for my med-
ical history, has anything changed, and I say no, whatever. But
supposing I did tell them, all right, I've just discovered I have this.
Now when I go outside, each and every one of us nowadays has to
sign a form that says that we are—the Privacy Act—that we are
doing this. I'm not so concerned about my doctor having all the in-
formation in the world. But I also know if I'm going to a new insur-
ance company, they are going to research my past history of health
care, wherever I have been in the last two, three, 5 years. Now if
I come up, just say, with something genetic and I'm going to tell
my doctor that because I wanted him to know, you know, what I'm
dealing with, then eventually, if I change insurance companies and
another insurance company gets the information from my doctor,
how do we protect our patients?

Mr. WILDSMITH. Actually, in the group market, if you get your
coverage through an employer, they are not going to go back and
pull your medical history.

Mrs. McCARTHY. That’s actually the part I wanted to know. I
never was clear on that issue.

Chairman JOHNSON. We'll call you “ten minute McCarthy.”
Thank you, ma’am.

Listen, I want to thank the witnesses for their valuable time and
your testimony and both the witnesses and members for their par-
ticipation and let you know that if you have something to hand us
in writing, we’ll take it.

If there’s no further business, the Committee stands adjourned.

[Whereupon, at 11:41 a.m., the Subcommittee was adjourned.]

[Additional material submitted for the record follows:]
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Statement of Hon. Judd Gregg, a U.S. Senator from the State of New
Hampshire, Submitted for the Record

The rapid advances in the science of genetics are creating opportunities for all of
society that must not be hindered. At the same time, these same advances, and the
prospects for legislating in this area, rightly raise serious challenges and concerns
that must be fully understood and addressed. I commend Chairmen Boehner and
Johnson for holding this hearing to review the important implications of genetic
non-discrimination for workers and employers.

Last year we celebrated the 50-year anniversary of the now fabled discovery by
Watson and Crick of the double helix. Also last year, the Scientists at the NIH
Human Genome Project completed the sequencing of human DNA. These are major
historical developments that will permanently change the course of biological
science.

As the science has progressed, so too have reservations with what we will do with
this new information we are uncovering. This new understanding of the genetic
basis of disease holds dangers as well as opportunities. Although we have yet to see
proof of widespread discrimination, it is difficult to ignore the few, albeit egregious,
cases that have been publicly documented.

Further, we know that individuals are afraid to get genetic tests or seek genetic
counseling out of fear that they will lose their health insurance or face discrimina-
tion in their employment. The medical progress made possible by genetic research
is dependent on the willingness of study volunteers and patients to undergo genetic
testing. However, such consent can be difficult to obtain today. Fears about the pos-
sible misuse or unauthorized disclosure of genetic information appear to adversely
impact the desire of individuals to participate in genetic research. Such fears also
extend to clinical practice, discouraging both patients and providers from taking full
advantage of genetic tests and technologies. For instance, a national telephone sur-
vey of more than 1,000 people found that 63 percent of respondents said they would
not take genetic tests if health insurers or employers could get access to the results.

Because our public policies lag behind the science, the promise of the Human Ge-
nome Project is going unfulfilled. Fear of discrimination, or even potential discrimi-
nation, threatens society’s ability to use new genetic technologies to improve human
health and the scientific community’s ability to conduct research needed to under-
stand, treat, and prevent disease.

After six years of dialogue, numerous hearings, and hours of deliberation, I am
pleased that the Senate adopted important legislation in this field which was unani-
mously reported out the Health, Education, Labor, and Pensions Committee. I am
also pleased that the first civil rights legislation adopted under my Chairmanship
deals with an issue of true 21st Century concerns. This is the first civil rights act
of the 21st Century.

Summary of S.1053, the Genetic Information Nondiscrimination Act

The Genetic Information Nondiscrimination Act, which passed the Senate on Oc-
tober 14, 2003 by a vote of 95 to 0, establishes in federal law basic legal protections
that prohibit discrimination in health insurance or employment based on genetic in-
formation. It is our belief that establishing these protections will allay concerns
about the potential for discrimination and encourage individuals to participate in
genetic research and to take advantage of genetic testing, new technologies, and
new therapies.

I want to acknowledge that in drafting this legislation we encountered many chal-
lenges. There are numerous, and sometimes conflicting, statutes in both the health
and employment fields that had to be reconciled. Likewise, we devoted considerable
attention to crafting definitions that matched the developing science of genetics, as
well as fit with the realities of the workplace and benefits practices.

The legislation provides substantive protections to those individuals who may suf-
fer from actual genetic discrimination now and in the future. Further, it establishes
clear, common sense rules that will prevent confusion, litigation, and, most impor-
tantly, discrimination.

e A key component of the legislation is its privacy provisions. Although current
law already contains medical privacy rules covering genetic information, this
legislation addresses some additional concerns and closes loopholes that are
unique to genetics. For instance, it protects the privacy of genetic information
at work and prohibits the use of genetic information in health insurance under-
writing.

e This bill prohibits an employer from making employment decisions (hiring, fir-
ing, etc.) based on genetic information, or even the fact that an individual or
family member requested or received genetic services.



62

e This bill prohibits health insurance plans from denying eligibility or enrollment
in the health plan based on genetic information. And it prohibits health insur-
ance plans from charging higher premiums based on an individual’s—or his or
her family member’s—genetic information.

e Most importantly, the legislation recognizes that all individuals, whether they
are healthy or sick, and ALL medical information, whether genetic or otherwise,
should be afforded the same protections under law.

While genetic discrimination may not be widespread at this point in time, this leg-
islation ensures that discriminatory practices will never become common practice.
From the past we have learned that employees, employers, insurers and others all
work best together when the rules are clear and opportunities for personal achieve-
ment and health are available. This legislation tells everyone what is expected of
them and avoids the trip wires and uncertainty of some of our existing laws.

Unlocking our genetic code unleashes new power. And power produces new re-
sponsibilities in protecting the privacy of our genetic information and protecting it
from misuse. It is my sincere belief that any concerns about new regulations on em-
ployers or health plans are far outweighed by the benefits of scientific advances that
will further revolutionize the medical field. With no silver bullet solution in sight
to cure what ails our expensive and troubled health care system, I believe all stake-
holders—employees, insurers, health providers, as well as the employers that pro-
vide the health care benefits—will welcome reasonable legislation that fosters med-
ical advances that can lead to the prevention and cure of disease.

Statement of the Society for Women’s Ir{falth Research, Submitted for the
Recor

The Society for Women’s Health Research supports a ban on discrimination by
health insurers and employers on the basis of predictive genetic information. For
several years the Society has endorsed genetic nondiscrimination legislation. Today
we urge the House Education and the Workforce committee to consider and pass
S. 1053, the Genetic Information Nondiscrimination Act. S. 1053 passed the Senate
unanimously and is supported by the Administration.

Over the past several years, remarkable advances have been made in the field of
human genetics that hold extraordinary promise for improving the health and qual-
ity of life for millions of Americans. Scientists can use predictive genetic testing to
determine an individual’s susceptibility to illnesses such as breast and ovarian can-
cer, colon cancer, amyotrophic lateral sclerosis (ALS), and Alzheimer’s disease. The
availability of this information can help people make informed decisions about pre-
vention and treatment options, and allow them to live longer and healthier lives,

However, the ability to determine genetic predisposition to disease can also have
negative repercussions. Many people who might be helped by genetic testing are
afraid to take advantage of this medical technology because of tears that their ge-
netic information will be used against them. Health insurers may deny coverage to
individuals who carry genetic mutations that may cause theta to develop serious or
debilitating diseases later in their lives. As a result, many individuals choose not
to undergo genetic testing or to take part in medical research.

The Society is particularly concerned about the impact of genetic discrimination
on the participation of women in clinical trials. For over a decade, the Society has
worked to secure the inclusion of women in medical studies, and to encourage them
to take part in this research. However, women will be reluctant to enroll in clinical
trials if they fear that their medical information will be used against them by health
insurers and employers. Without a guarantee of protection from genetic discrimina-
tion, all of the progress which has been made in ensuring that women have access
to clinical trials will be of little value, and both women and research will suffer.

The Society encourages the passage of S. 1053, the Genetic Information Non-
discrimination Act, which will allow Americans to utilize the enormous potential of
genetic testing and further medical research.

Statement of the UJA-Federation of New York, Women’s Public Policy Task
Force, Submitted for the Record

The UJA-Federation of New York Women’s Public Policy Task Force submits this
testimony to with regards to The Genetic Information Nondiscrimination Act of 2003
(S. 1053). This historic act will prohibit discrimination as a result of genetic infor-
mation with regard to health insurance and employment.

UJA-Federation of New York is an umbrella organization that raises funds
through an annual campaign of more 77,000 donors and distributes the funds to a
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network of more than 100 member agencies serving the greater metropolitan area
of New York. The Women’s Public Policy Task Force of UJA-Federation of New
York is an advocacy group comprised of volunteers and professionals seeking to
work with state and federal legislative bodies in an effort to improve the lives of
women and thus strengthen all communities.

The issue of genetic testing has become increasingly relevant as the mapping of
the Human Genome has been completed and as new advances in science and tech-
nology are continuously being discovered. Many potentially life-saving genetic tests
have been developed, allowing people to identify their personal risk profile for devel-
oping certain diseases in the future. While the findings of most tests do not guar-
antee the development of a disease, the knowledge that a genetic predisposition ex-
ists gives a person the opportunity to take steps that may prolong or enhance the
quality of life.

The genetic testing issue has specific relevance to the Jewish community. Specific
mutations of two genes, commonly known as BRCA1 and BRCA2, have been proven
to indicate a greater risk of developing breast cancer (it is strongly suspected by the
medical community that both of these mutated genes could also cause prostate/colon
cancer). These genes are prevalent among Ashkenazi Jewish women. As early detec-
tion leads to the highest breast cancer survival rates, it is beneficial for a woman
to find out whether she is at increased risk; having that knowledge would allow her
to be vigilant and ensure early detection. Women should be free to use this genetic
technology without fear of discriminatory ramifications.

Despite the potential benefits of this genetic test, studies have shown that women
are not likely to undergo a genetic test, regardless of whether the test would be for
their own health reasons or as part of a scientific research project. The reason why
people are shying away from genetic testing is a pervasive fear of discrimination.
Many people genuinely believe that their eligibility for health insurance or employ-
ment opportunities may be compromised based on their genetic information.

Underlying the fear of discrimination is the issue of privacy and the fact that peo-
ple feel that their private genetic information is not protected and can be disclosed
to any employer or insurer. While protections relating to health insurance, employ-
ment and privacy do exist to some extent, they are clearly not sufficient to allow
people to be tested with confidence that there will be no negative repercussions. Dis-
covering an increased risk of disease is traumatic enough without having to worry
about losing employment or insurance coverage. Existing protections must be im-
proved and better communicated to the public. It is unacceptable to allow important
research to falter and to let life saving genetic advances go to waste.

The bipartisan Genetic Information Nondiscrimination Act of 2003 (S. 1053) ad-
dresses these legitimate fears. This legislation will establish strong protections
against discrimination based on genetic information both in health insurance and
employment. Support for the bill has come from a wide range of organizations rep-
resenting patients, medical professionals, families and employees. We should give
all Americans the comprehensive protections against genetic discrimination in
health insurance and employment they deserve by enacting this important legisla-
tion.

With regard to health insurance discrimination, the Act will:

e Prohibit enrollment restriction and premium adjustment on the basis of genetic
information or genetic services.

e Prevent health plans and insurers from requesting or requiring that an indi-
vidual take a genetic test.

e Prevent health plans and insurers from pursuing or being provided information
on predictive genetic information or genetic services prior to enrollment—the
time when this information is most likely to be used in making enrollment deci-
sions.

e Cover all health insurance programs, including those regulated by the federal
government under ERISA, state-regulated plans, Medigap, and the individual
market.

With regard to employment discrimination, the Act will:

e Prohibit discrimination in hiring, compensation, and other personnel processes.

e Prohibit the collection of genetic information.

e Require genetic information possessed by employers to be confidentially main-
tained and disclosed only to the employee or under other tightly controlled cir-
cumstances.

e Cover employers, employment agencies, labor organizations, and training pro-
grams.
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We are happy to support The Genetic Information Nondiscrimination Act of 2003
(S.1053), legislation that will protect people from the threat that their genetic infor-
mation can be used against them in any way. We hope that Members of the House
will join Members of the Senate in passing this historic legislation.

Letter from CARES Foundation, Inc., Submitted for the Record

July 20, 2004

The Honorable Sam Johnson

Committee on Education and the Workforce
Subcommittee on Employer—Employee Relations
House of Representatives

Washington, DC 20515

RE: Statement for the Record—Hearing on Genetic Nondiscrimination Policies

On behalf of the CARES (Congenital Adrenal Hyperplasia Education and Support
) Foundation, Inc., I thank you for holding this hearing on genetic nondiscrimination
policies. This is an issue of great importance to people with Congenital Adrenal
Hyperplasia (CAH) and their parents.

CAH is a genetic condition which results in the body’s failure to produce either
or both of two critical hormones, cortisol and aldosterone. With diagnosis and proper
treatment, people with CAH can lead normal and healthy lives. In its classical form,
it affects 1 in 12-15,000. In its non-classical form, it affects 1 in 100. It is one of
the most common genetic diseases identified to date.

As you know, genetic testing holds enormous promise to prevent health problems
and help people cope more effectively with conditions that are unavoidable. In the
case of CAH, genetic testing can determine whether parents are carriers of the gene
variants that cause CAH. In addition, genetic testing of a fetus can help begin treat-
ment for this condition even before birth.

Unfortunately, the same technologies that predict disease through genetic testing
and family history can be used to open the door to discrimination. Currently there
is no federal standard in place to prevent to use of genetic information to deny peo-
ple with CAH jobs or insurance coverage.

This is of personal concern, as my six-year-old son has classical CAH. Not that
anyone could tell; he is a healthy, active, and intelligent child. But because of his
genetic condition, he is at risk of facing discrimination from employers and insurers;
as parents, we already worry about our family insurance coverage.

As Senate Majority Leader Frist stated on the Senate floor about genetics non-
discrimination legislation: “As we greet the future, as we look at new technology,
this is just one example of this body acting proactively, acting preemptively, so that
such potential use in a discriminatory fashion of medical advances is kept from
hurting the American people. We must take care to protect our body politic, and this
legislation does just that.”

Thank you again for holding this hearing, and the CARES Foundation, Inc. urges
you to support the enactment of genetics nondiscrimination legislation in order to
protect our children.

Sincerely,

Mark Engman

Member of the Board of Trustees

CARES Foundation, Inc.

(Congenital Adrenal Hyperplasia Research, Education and Support)

Statement of United Cerebral Palsy, Submitted for the Record

United Cerebral Palsy (UCP) thanks you, Mr. Chair, for conducting this hearing
on the crucial issue of discrimination based on genetic information, and urges you
to give the issue further serious consideration for meaningful action by the House
before this Session of Congress ends.

For 50 years, UCP has been committed to change and progress for persons with
disabilities. The national organization and its nationwide network of 105 affiliates
in 37 states strive to ensure the inclusion of persons with disabilities in every facet
of society—from the Web to the workplace, from the classroom to the community.
As one of the largest health charities in America, UCP’s mission is to advance the
independence, productivity and full citizenship of people with cerebral palsy and
other disabilities, through our commitment to the principles of independence, inclu-
sion and self-determination. An integral, and often overriding, part of our mission
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is to ensure that people who experience disability are free from discrimination in
all facets of American society, most especially in the workplace and in the health
care and health insurance arenas.

Clearly, at the dawn of the 21st Century, medical and scientific advancements,
including genetic testing, can improve our lives. Genetic testing can provide infor-
mation on how we can prevent future health problems and cope more effectively
with unavoidable conditions. As advocates for people who daily face discrimination
on many fronts simply because they have a disability, however, we are concerned
that the ability to predict disease and disability through genetic testing and family
history, as valuable as it is, opens the door for yet another form of discrimination
in those extremely sensitive areas of employment and health care. Employers, for
instance, finding that there is a genetic marker for disease or disability (e.g. breast
cancer, diabetes, some forms of dwarfism, certain learning disabilities, might refuse
to hire a person, assuming there may be an impact on the business, and the “bottom
line,” if the person actually contracts the disease or disability in the future. Insur-
ance companies might refuse to cover people with genetic markers for “high-cost”
conditions, or impose restrictions on coverage.

We were extremely gratified and encouraged when the Senate worked hard,
achieved a compromise and passed the Genetic Information Non-Discrimination
Act, S. 1053, in October of 2003. We have also been happy to see that President
Bush has expressed strong support for the legislation and promised to sign a bill
that mirrors the Senate’s provisions. We are further encouraged that this Sub-
committee is holding a hearing on the issue.

Now it is up to the House of Representatives to pass S. 1053, or similar legisla-
tion, in order to protect American citizens from the vulnerability experienced by
those who are discriminated against for characteristics, in this case literally imper-
ceptible genetic characteristics, over which they have no control.

We ask you, as a follow-up to this hearing, to support a vote on S. 1053, or to
move similar legislation through the House as soon as possible.

Statement of the Digestive Disease National Coalition, Submitted for the
Record

The Digestive Disease National Coalition (DDNC) applauds Chairman John
Boehner (R-OH) and the members of the House Committee on Education and the
Workforce for initiating this important hearing on Genetic Discrimination.

Established in 1978, the Digestive Disease National Coalition (DDNC) is a na-
tional non-profit advocacy organization comprised of the major gastrointestinal vol-
untary patient organizations and professional societies. Currently there are 26
member organizations that belong to the DDNC. The mission of the Digestive Dis-
ease National Coalition (DDNC) is to work cooperatively to improve access to and
the quality of digestive disease health care in order to promote the best possible
medical outcome and quality of life for current and future patients with digestive
diseases. The DDNC has supported and advocated for genetic non-discrimination
legislation for many years

The Digestive Disease National Coalition enthusiastically endorses the passage of
H.R. 1910, The Genetic Nondiscrimination in Health Insurance and Employment
Act as well as S. 1053, the Genetic Information Nondiscrimination Act of 2003. The
DDNC urges the committee to pass these bills quickly so that Congress can finally
address an issue that has dangerous repercussions for millions of Americans fami-
lies. H.R. 1910, is bipartisan legislation introduced by Congresswoman Louise
Slaughter (D-NY) with currently 241 cosponsors including 27 members of the Edu-
cation and the Workforce committee. S. 1053 was introduced by Senator Olympia
Snowe (R-ME) and passed the Senate unanimously in October 2003.

This legislation has the potential to assist families, with inherited chronic and
catastrophic disorders, to be able to live without fear of losing their health insurance
coverage or their jobs. Without safeguards in place employers and health insurance
providers could subvert science to meet their financial bottom line.

The DDNC calls on Chairman Boehner and members of the committee to pass
H.R. 1910, The Genetic Nondiscrimination in Health Insurance and Employment
Act and S. 1053, The Genetic Information Nondiscrimination Act of 2003 as quickly
as possible.

Letter from the American Academy of Pediatrics, Submitted for the Record
July 20, 2004
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The Honorable Sam Johnson, Chairman
Employer—-Employee Relations Subcommittee
Committee on Education and the Workforce
U.S. House of Representatives

Washington, DC 20515

Dear Chairman Johnson:

The American Academy of Pediatrics urges prompt passage of federal legislation
that would prevent genetic discrimination, thereby allowing continued progress in
prevention efforts through genetic screening and ensuring that all children have ac-
cess to health insurance coverage. The American Academy of Pediatrics is an orga-
nization of 60,000 primary care pediatricians, pediatric medical subspecialists and
pediatric surgical specialists dedicated to the health and well being of all infants,
children, adolescents, and young adults.

The American Academy of Pediatrics strongly supports efforts to enhance, im-
prove and expand the ability to provide newborn screening, counseling and health
care services. Advances in genetic research promise great strides in the diagnosis
and treatment of many childhood diseases, detected as early as the newborn period
or later in childhood. With early identification and timely intervention, we have the
ability to significantly reduce morbidity, mortality and associated disabilities in in-
fants and children affected with certain genetic, metabolic and infectious conditions.

With these opportunities, however, we also have a responsibility to ensure that
careful consideration is given to the testing and screening of children so that emerg-
ing technologies are used in ways that promote the best interest of patients and
their families. Potential benefits of genetic screening and testing are limited by the
risks of harm that may be done by gaining certain genetic information, including
potential for discrimination by insurers and employers. For this reason the Amer-
ican Academy of Pediatrics supports passage of legislation that protects children
and families from genetic discrimination.

Furthermore, the American Academy of Pediatrics is concerned that genetic dis-
crimination is a barrier for families to access health insurance for their children.
More than 9 million children are currently uninsured in this country, and millions
more are underinsured. We will never achieve our goal of ensuring that every child
has health insurance coverage if genetic discrimination is permitted. The American
Academy of Pediatrics therefore urges Congress to pass legislation that protects
American families from genetic discrimination.

Sincerely,

Carden Johnston, M.D., FAAP
President
American Academy of Pediatrics

Statement of The Arc of the United States, Submitted for the Record

The Arc of the United States thanks the House Committee on Education and the
Workforce Subcommittee on Employer—Employee Relations for holding this impor-
tant hearing on the crucial issue of discrimination based on genetic information. We
urge you to give the issue serious consideration for action by the House before the
close of the 108th Congress.

The Arc of the United States (The Arc) is the national organization of and for peo-
ple with mental retardation and related developmental disabilities and their fami-
lies. Through its approximately 900 state and local chapters, The Arc is devoted to
promoting and improving supports and services for people with mental retardation
and their families. The association also fosters research and education regarding the
prevention of mental retardation in infants and young children. An integral part of
our mission is to ensure that people who experience mental retardation or related
disabilities are free from discrimination in all facets of society, including in the
workplace and in the health care and health insurance arenas.

As you know, genetic testing can improve our lives by providing information on
how we can prevent future health problems and cope more effectively with unavoid-
able conditions. As advocates for people with mental retardation who daily face dis-
crimination, however, we are concerned that the ability to predict disease and dis-
ability through genetic testing and family history, as valuable as it is, opens the
door for yet another form of discrimination in the extremely sensitive areas of em-
ployment and health care coverage.

We are very concerned about the possible misuse of genetic information for fami-
lies where mental retardation or related disabilities are present or predicted. With
evidence of genetic markers for impairments (such as Down Syndrome, Fragile X
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Syndrome, and others) in individuals or their children, insurance companies might
refuse to cover people with potential for “high-cost” conditions, or impose restrictions
on coverage for “pre-existing conditions”. In addition, employers, finding that there
is a genetic marker for a disability, might refuse to hire a person, assuming there
may be an impact on the company’s health insurance premiums, absenteeism, or
other costs of doing business, if the employee should give birth to a child with the
disability in the future.

Last fall, the Senate, achieved a compromise and passed the Genetic Information
Non-Discrimination Act, S. 1053. President Bush has expressed strong support for
the legislation and promised to sign a bill that mirrors the Senate’s provisions. We
are encouraged that the Subcommittee on Employer—-Employee Relations is holding
this hearing on the issue.

We urge the Subcommittee and the full House of Representatives to pass S. 1053,
or similar legislation, in order to protect American citizens from the vulnerability
experienced by those who are discriminated against for genetic characteristics. We
would be happy to assist the Subcommittee regarding the issues that could affect
people with disabilities and their families.

Statement of the Alpha-1 Association and the Alpha-1 Foundation,
Submitted for the Record

Last fall the Senate passed the Genetic Information Nondiscrimination Act of
2003 by a vote of 95 to 0 giving us great hope that federal protections against the
misuse of genetic information would finally be put into place. The Alpha-1 Associa-
tion and Alpha-1 Foundation support S. 1053 and H.R. 1910 believing there is a
great need to protect all Americans from genetic discrimination.

We need to live without fear of retribution in the form of genetic discrimination.
In the absence of federal legislation, states have implemented a patchwork of laws
that shield individuals from employment and insurance discrimination. We need na-
tional policy to ensure that all Americans have the same protections. Genetic testing
allows individuals to exercise preventative health measures, seek appropriate thera-
pies, and engage in essential life planning. Unfortunately, this same information
may be used to discriminate against individuals who have no control over their in-
herited condition. S. 1053 and H.R. 1910 protect individuals who fear that genetic
information could be misused to ruin job opportunities, forcing them to choose be-
tween the benefit of testing and the risk of losing employment or insurance.

Why are S. 1053 and H.R. 1910 important to individuals with Alpha-1?

e As a genetic condition, those with Alpha-1 or seeking Alpha-1 testing may face
health and employment insurance discrimination. Fear of genetic discrimination
may also significantly impact individual and family decision making

e The Alpha-1 Foundation’s Ethical Legal and Social Implications (ELSI) Work-
ing Group, has continued to discourage general population screening in absence
of protective legislation.

e Those concerned about the ethics of genetic testing have recommended Targeted
detection for Alpha-1 for those currently suffering from defined lung disease
such as COPD or a family history of Alpha-1.

e The Alpha-1 Coded Testing Trial! has offered individuals an opportunity to re-
ceive confidential test results since September of 2001; to date over 2,400 test
kits have been requested. Of those returning the test kits and responding to the
survey questionnaire:

- Over 30% report fear of losing insurance as the reason for seeking con-
fidential testing;

- 34‘][7)’01 report concern about facing higher health care costs if results were
public;

- 85% seek testing for the Genetic Knowledge. In fact, this was the most
popular response to the perceived benefits of seeking testing.

Alpha—-1 Antitrypsin Deficiency is an inherited genetic disorder that can result in

devastating and fatal lung disease that is often misdiagnosed as asthma or Chronic
Obstructive Pulmonary Disease. Alpha—1 afflicts an estimated 100,000 individuals in

! The ACT Trial is funded by the Alpha—1 Foundation and conducted at the Medical Univer-
sity of South Carolina under the direction of Dr. Charlie Strange, Program Director. The ACT
Tral offers a free and confidential finger-stick test that can be completed at home with results
mailed directly to the participants. The test is administered through a research study which
evaluates perceived risks and benefits of genetic testing. For more information or a test kit
please email the Registry Coordinator at alphaone@musc.edu, or call toll free at 1-(877)-886—
2383.
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the US with fewer than 6,000 accurately diagnosed. Alpha-1 is a major cause for
lung transplantation in adults and the second leading cause of pediatric liver trans-
plants.

Letter from the National Marfan Foundation, Submitted for the Record

July 21, 2004

The Honorable Sam Johnson, Chair

House Education and Workforce Committee, Subcommittee on Employer—Employee
Relations

2181 Rayburn House Office Building

United States House of Representatives

Washington, DC 20515

The Honorable Robert E. Andrews, Ranking Member

House Education and Workforce Committee, Subcommittee on Employer—Employee
Relations

2181 Rayburn House Office Building

United States House of Representatives

Washington, DC 20515

Dear Chairman Johnson and Ranking Member Andrews:

On behalf of the National Marfan Foundation, I would like to submit this state-
ment on Genetic Non—Discrimination. The National Marfan Foundation represents
approximately 20,000 members throughout the United States. Marfan syndrome is
a life threatening genetic disorder that results in weakening of the aorta, the main
artery that carries blood away from the heart. With time, progressive enlargement
of the aorta causes leakage of the aortic valve or tears in the aorta wall, which in
some instances can cause death within a few minutes.

In 1991, researchers discovered the gene responsible for Marfan syndrome,
fibrillin—-1. This was a dramatic step to help understand the underlying causes of
the syndrome and the hope to finding treatments that may cure this disorder. Indi-
viduals with Marfan syndrome now face the fear of being labeled as having a ge-
netic disorder, a label which employers and health insurers may use to deny their
access to employment and healthcare. This discrimination causes under utilization
of genetic tests that may be used to help diagnose other members of the family and
ultimately save their lives.

The National Marfan Foundation urges you to consider federal legislation that
contains strong genetic discrimination protections as described by the Coalition of
Genetic Fairness. Passage of legislation this year would greatly benefit the millions
of people affected with a genetic disorder.

Sincerely,

Josephine Grima, Ph.D.
Director of Research and Legislative Affairs
National Marfan Foundation

Letter from the American Association for the Advancement of Science,
Submitted for the Record

July 20, 2004

The Honorable Sam Johnson

U.S. House of Representatives

1211 Longworth House Office Building
Washington, DC 20515

Dear Representative Johnson:

On behalf of the American Association for the Advancement of Science (AAAS),
I am writing to bring to your attention the conclusions of a AAAS working group
concerning the need to protect against genetic discrimination.

The completion of the human genome sequence has raised hopes of a medical rev-
olution, but to take full advantage of this momentous achievement, we must ensure
the highest levels of public confidence that genetic information will be used appro-
priately to improve health and not to discriminate unfairly against people. The Sen-
ate has taken a great stride toward this goal by passing S. 1053, the Genetic Infor-
mation Nondiscrimination Act, which is consistent with the conclusions of our work-
ingngIgup. AAAS encourages the House to consider similar action as it deliberates
on H.R. 1910.
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1The working group released a statement in 1999 which included the following con-
clusions:

e Individuals should be able to gain information about their genetic makeup, but
should be able to protect themselves against discrimination by controlling ac-
cess to such information.

e Genetic information should be used only to enhance, not undermine, an individ-
ual’s quality of life. Society, therefore, in pursuit of the common good, has a re-
sponsibility to protect citizens against the misuse of genetic information.

e Policies should be adopted to ensure opportunities for people to participate in
research studies and clinical trials without fear that their genetic information
could adversely affect their health insurance status.

Founded in 1848, AAAS is the world’s largest general scientific society and pub-
lisher of the journal, Science. The Association serves some 262 affiliated organiza-
tions in more than 130 countries, serving some 10 million individuals. The non-prof-
it AAAS is open to all and fulfills its mission to “advance science and serve society”
though initiatives in science policy and more.

The complete genetic discrimination working group statement is available on the
AAAS website at http://www.aaas.org/spp/dser/bioethics/resources/gdiscrim.shtml.
For further information, please do not hesitate to contact Joanne Padron Carney of
the AAAS Center for Science, Technology, and Congress at 202/326—6798, or you
may call my office.

Sincerely,
Alan I. Leshner

Statement of the Genetic Alliance, Submitted for the Record

The Genetic Alliance is an alliance of genetic disease advocacy groups, which rep-
resent millions of individuals. We understand the promise of advanced medical re-
search and are appalled that many families and individuals have experienced ge-
netic discrimination.

We urge the House of Representatives to consider and pass the Genetic Informa-
tion Nondiscrimination Act [S. 1053], to prohibit discrimination on the basis of ge-
netic information with respect to health insurance and employment. We believe that
all genetic information, including family history, deserves strong and enforceable
protections against misuse in health insurance and employment. Such safeguards
will protect the rights, privacy and confidentiality of the individual and their family.

This is an exciting and hopeful time for medicine. It is imperative, however, that
we, the public, be able to take full advantage of new medical advances that could
help prevent disease before it develops. Genetic nondiscrimination legislation will
reduce the likelihood of genetic information being misused in health insurance or
employment decision-making. Genetic information is merely predictive information.
Simply having a positive genetic test does not mean one will develop a disease—
thus this information should not be used to make decisions about insurance cov-
erage or employment.

As biomedical research advances, genetic testing will become a critical tool in the
provision of healthcare. As a result, many more people will know about their own
genetic makeup, putting them at risk of genetic discrimination. People who would
like to avail themselves of genetic testing already have enough to worry about. They
should not have the additional burden of genetic discrimination.

And so, on behalf of thousands of consumers and patient groups, we urge Speaker
Hastert to move S. 1053 off the desk and bring it to a vote. President Bush has
said he’ll sign it. Public policy must keep pace with scientific advances, and provide
those advances with a climate conducive to their translation into health benefits for
all Americans.

Statement of the American Academy of Family Physicians, Submitted for
the Record

The 93,700 member American Academy of Family Physicians submits this state-
ment for the record in support of HR 1910/S 1053, the Genetic Information Non-
discrimination Act of 2003, which would prohibit genetic discrimination in health
insurance and employment. The AAFP strongly supports effectively translating ge-
netic advances to the practices of primary care physicians, who provide most of the
health care the majority of Americans receive. Primary care physicians will need to
receive appropriate education and training, and research translation needs to in-
clude the development of primary care tools for delivering the fruits of genetic ad-
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vances to all Americans. Nevertheless, Americans must be legally protected from
discrimination based on their genetic make up, which is the goal of this legislation.

Background

Completion of the sequencing of the human genome of April 2003, inaugurated
an era in which genetic information will become an increasingly indispensable part
of quality health care. Researchers predict the advent of individualized treatment,
ranging from preventive strategies to “designer drugs,” specifically formulated for a
patient’s genetic makeup.

With these potential benefits, however, comes potential for the abuse of personal
information in non-healthcare settings such as insurance and in the workplace,
abuses that the above measures have been designed to address. For example, HR
1910/S 1053 would forbid insurance companies from restricting enrollment or chang-
ing premiums based on an individual’s genetic makeup. The bill also would ban dis-
crimination based on genetic information in the workplace. Underpinning these
issues are patients’ concerns about the privacy of their genetic information and in-
formed consent. In short, with the proliferation of new genetic information, law-
makers must determine how to protect this sensitive health data.

Relationship to Primary Care

In addition to concerns about discrimination, family physicians are keenly inter-
ested in the impact that genetic information will have on their individual practices.
Specifically, family physicians want genetic research translated into information
that can be used to help their patients. Family physicians do address patients’ ill-
nesses, but more importantly, they help patients integrate information about all of
their health conditions with their particular life goals. This important family prac-
tice function will need new tools to deal with genetic information, including the abil-
ity to perform diagnostic genetic tests in the physician’s office.

Currently, family physicians conduct almost 200 million office visits each year,
which is 73 million more visits than any other medical specialty. In addition, accord-
ing to “The Ecology of Medical Care Revisited,” (New England Journal of Medicine,
2001, 344:2021-25) more than 12 times as many people are seen in the offices of
primary care physicians as in hospitals. The sheer number of visits to family physi-
cians, as well as to other primary care doctors, means that most Americans will ap-
proach them first about questions on genetic information. We wish to be able to
counsel our patients about these issues without fear that this information could
somehow be used against them in insurance or employment.

Education and Training

Education and training of primary care physicians in genetic information, testing
diagnosis and counseling is also critical. Long the province of subspecialists, the Ge-
netics in Primary Care Initiative (GPC), supported by three federal agencies (Health
Resources and Services Administration; National Human Genome Research Insti-
tute and the Agency for Healthcare Research and Quality) was established to “plan,
implement, and evaluate outcomes of training programs in genetics.”

As W. Burke, et al., point out, (“Genetics in Primary Care,” Community Genetics,
2002; 5:138-146) “Genetic tests have become increasingly accurate in diagnosing
both chromosomal and single gene disorders and predictive tests have begun to
emerge—" Primary care physicians need to be trained to administer and interpret
these tests so that they can provide appropriate counseling and referrals.

In addition, the Advisory Committee on Training in Primary Care Medicine and
Dentistry, which Congress established to review primary care training programs
that support family medicine, general internal medicine and pediatrics, general den-
tistry and physician assistants, also recognized the emerging field of genetic train-
ing. Its November 2001 report states, “Primary care training programs are ideally
positioned to react quickly to meet ever-changing health care needs and issues,
whether they are related to HIV/AIDS, growing numbers of elderly with chronic ill-
nesses, implications of the modern genetics revolution, the threat of bioterrorism,
or other issues that will continue to emerge and demand rapid educational interven-
tion.”

Conclusion

While genetics is still a relatively young field, now is the time for developing the
plan to deliver genetic testing and treatment discoveries to all Americans. There is
no better mechanism for applying these discoveries than the primary care work-
force, but this workforce will need new and special preparation and tools. The lag
between discovery and delivery in healthcare is typically 17 years, and the primary
care workforce-training pipeline is 7 or more years. The federal government will
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need to be proactive in its planning and support if Americans are to realize the
fruits of genetic discoveries in the next decade.

Statement of the National Workrights Institute, Submitted for the Record
THE NEED FOR GENETIC NONDISCRIMINATION LEGISLATION

During the past several decades, our understanding of genetics has multiplied as
procedures for identifying, analyzing and manipulating DNA have advanced. Among
the many benefits of these efforts are the ways they may influence preventive
health, reproductive planning and eventually therapies to cure illnesses with a ge-
netic component. No one can deny that this knowledge may be a blessing in finding
cures to diseases with genetic origins, including Alzheimer’s, Huntington’s and
many forms of cancer. Nevertheless, the ability to identify individuals based on ge-
netic characteristics necessarily predates the ability to use this information in the
treatment of the corresponding diseases and therefore the immediate consequences
of such advances have and will continue to lead to a number of forms of individual
discrimination.

Genetic Discrimination in the Workplace:

Employers are beginning to acquire and use genetic information. In a 2001 survey
of U.S. firms almost 2% were currently conducting genetic tests for Sickle Cell and
Huntington’s Disease, 14% were acquiring genetic information during workplace
susceptibility testing and 20% reported requesting family medical histories con-
taining information on the likelihood of disease.!

As the acquisition of genetic information by employers increases there have been
numerous examples of discrimination. Consider:

* In a 1996 Georgetown University study of 332 families belonging to genetic dis-
ease support groups, 22% of the respondents stated that they that they had
knowingly been refused health insurance and 13% stated that they had know-
ingly been terminated from their jobs because of the perceived risks attributed
to their genetic status.

* Lawrence Berkeley Laboratories conducted testing of their employees for sickle
cell trait throughout the 1990’s without their knowledge and consent for deci-
sion-making purposes.

* In 1999 Terri Sargent, despite excellent past performance reviews was fired
from her job for having the genetic predisposition to Alpha-1 disease though
she remained asymptomatic.

* In 2001 Burlington Northern Railroad conducted genetic testing of their em-
ploye?s for carpal tunnel syndrome for purposes of refuting workers compensa-
tion claims.

Public Concern:

There has been continuing widespread concern in this country about the potential

for misuse of genetic information. Consider:

* A Harris Poll taken in 1995 of the general public finds 86% of those surveyed
indicated they were very concerned or somewhat concerned that employers and
insurers might have access to and use genetic information.2

* A 1996 study finds 87% of respondents would not want their employers to know
that they were tested and found to be at a high risk of a genetic disorder.3

* In 1997 a survey finds that 63% of participants reported they would not take
genetic tests for disease if employers and health insurers could access the re-
sults.4

* In a 2000 CNN/Time Magazine Poll 80% of those surveyed did not believe em-
ployers or insurers should have access to genetic information.

* A 2003 poll found 69% of respondent surveyed were very worried or somewhat
worried that employers and insurers would discriminate using genetic informa-
tion.5

1 American Management Association. “Summary of key findings.” 2001 AMA Survey on Work-
place Testing: Medical Testing

2 Harris poll, 1995, 34

3E. Virginia Lapham. Et al. “Genetic Discrimination: Perspectives of Consumers.” Science, Oc-
tober 25, 1996, p.622

4National Center for Genome Resources unpublished survey, 1997. Cited in Department of
Labor “Genetic Information and the Workplace”, January 20, 1998.

5Genetic Engineering News (GEN) Website poll (www.genengnews.com).
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Restrictions must be placed on the accumulation and use of genetic information
by employers before discrimination becomes rampant. There is a pressing need for
Congress to pass genetic nondiscrimination legislation to address this issue. The
overwhelming demand by the American public for such legislation is clear. Without
meaningful privacy safeguards and protections against discrimination, the benefits
of genetic testing will ultimately be lost as individuals avoid tests in the fear of ad-
verse consequences. Indeed, if one really doubts this growing trend of genetic dis-
crimination consider asking an employer the following question: “If an inexpensive
and accurate test existed that would indicate that an individual had a predisposition
to a particular illness that would cost thousands of dollars to treat and limit their
ability to perform would you be interested conducting and using such testing?”

Statement of the National Breast Cancer Coalition, Submitted for the
Record

I am Fran Visco, a breast cancer survivor, a wife and mother, a lawyer, and Presi-
dent of the National Breast Cancer Coalition (NBCC). On behalf of NBCC, and the
more than 3 million women living with breast cancer, I would like to thank you for
the opportunity to provide this testimony.

The National Breast Cancer Coalition is a grassroots advocacy organization made
up of more than 600 organizations and tens of thousands of individuals and has
been working since 1991 toward the eradication of breast cancer through advocacy
and action. NBCC supports increased funding for breast cancer research, increased
access to quality health care for all women, and increased influence of breast cancer
activists at every table where decisions regarding breast cancer are made.

With the knowledge of the human genome expanding exponentially, the National
Breast Cancer Coalition (NBCC) believes strongly that legislative and regulatory
strategies must be established to address the protection of individuals from the mis-
use of their genetic information at the national, state and local levels of government.
Genetic information is uniquely private information that should not be disclosed
without authorization by the individual. Improper disclosure can lead to significant
harm, including discrimination in the areas of employment, education, health care
and insurance.

In 1996, the Health Insurance Portability and Accountability Act (HIPAA,
P.1.104-191), also known as HIPAA, was the first federal law that took some sig-
nificant steps toward extending protection with regard to genetic discrimination in
the health insurance arena. HIPAA mandated the Department of Health and
Human Services (HHS) to create privacy standards to prevent unwarranted disclo-
sures of medical information if Congress did not enact privacy legislation by August
1999. After this deadline passed, HHS established the standards for privacy of indi-
vidually identifiable health information (known as the “privacy regulation”). While
the privacy regulation establishes some guidelines for the methods of disclosure and
access to medical information by health plans and providers, it does not specifically
address the issue of genetic discrimination. Moreover, even within the health care
arena, the privacy regulation does not extend to all group plans.

The time is now to extend protections against genetic discrimination to everyone.
The release of the working draft of the human genome sequence in June 2000 and
the development of new genetic tests necessitate legislative and regulatory strate-
gies to address the issue of how to protect individuals from the misuse of their ge-
netic information.

Furthermore, the fear of potential discrimination threatens both a woman’s deci-
sion to use new genetic technologies and to seek the best medical care from her phy-
sician, and the ability to conduct the research necessary to understand the cause
and find a cure for breast cancer. Fear of discrimination can also prevent individ-
uals from enrolling in clinical trials and forgoing possible life-saving treatment.

NBCC strongly supports the enactment of legislation that would protect millions
of individuals against discrimination not only in health insurance but also in the
workplace, and that would provide strong enforcement mechanisms that include a
private right of action. For these reasons, NBCC supports H.R. 1910 (Slaughter) the
Genetic Nondiscrimination in Health Insurance and Employment Act. This legisla-
tion prohibits health plans from:

e Requesting, requiring, collecting or disclosing genetic information without prior

specific written authorization of the individual;

e Using genetic information, or an individual’s request for genetic services, to

deny or limit any coverage for established eligibility, continuation, enrollment
or contribution requirements;
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e Establishing differential rates or premium payments based on genetic informa-
tion, or an individual’s request for genetic services.

This legislation also prohibits employers from:

e Using genetic information to affect the hiring of an individual or to affect the
terms, conditions, privileges, benefits or termination of employment, unless the
employment organization can prove this information is job related and con-
sistent with business necessity;

e Requesting, requiring, collecting or disclosing genetic information prior to a con-
ditional offer of employment; or under all other circumstances, requesting or re-
quiring collection or disclosure of genetic information unless the employment or-
ganization can prove this information is job related and consistent with busi-
ness necessity;

e Accessing genetic information contained in medical records released by individ-
uals as a condition of employment, in claims filed for reimbursement for health
care costs, and other services;

o Releasing genetic information without specific prior written authorization of the
individual.

Most importantly, H.R. 1910 contains strong enforcement language and provides
individuals with a private right of action to go to court for legal and equitable relief
if they are a victim of genetic discrimination, whether they are subject to discrimi-
nation by their health plan or their employer.

NBCC does not support the Genetic Nondiscrimination in Health Insurance and
Employment Act (S.1053) passed by the Senate on October 14, 2003 because it does
not contain sufficient enforcement provisions. Unlike H.R. 1910, S. 1053 does not
provide individuals with a private right of action should they become a victim of ge-
netic discrimination in the individual insurance market.

NBCC’s number one legislative priority if guaranteed access to quality health
care. However, the only way to guarantee patients have access to the care they de-
serve is to provide strong enforcement. If health care providers, employers, and in-
surance companies comply with the law, then those enforcement mechanisms will
never have to be used. But as patients, we need to know that they are in place for
our protection.

NBCC believes that a right with no enforcement is really no right at all. It is for
that reason that no matter how carefully a bill is worded, no matter how much ef-
fort is put into including “protections” that breast cancer patients need—if that bill
does not have a strong enforcement mechanism, then NBCC simply will not support
it.

I urge you to consider and pass legislation that will protect individual’s privacy
and guarantee them access to quality health care by passing legislation to prevent
genetic discrimination that includes meaningful enforcement provisions, such as
H.R. 1910. Thank you for the opportunity to share the views of the National Breast
Cancer Coalition.

Statement of the National Council on Disability, Submitted for the Record

PRINCIPLES FOR GENETIC DISCRIMINATION LEGISLATION

Protections for Individuals with Actual Health Conditions: The same interpreta-
tions that make the ADA difficult to enforce by individuals with genetic markers
make it difficult to enforce by individuals with a range of health conditions. When
Congress considers protections for individuals who experience discrimination based
on genetic information, it should also ensure that if these individuals are eventually
diagnosed with medical conditions, they will be protected against discrimination.

Workplace Discrimination: Employers must not be permitted to use predictive ge-
netic information as a basis for taking any employment actions or as a term or con-
dition of employment. Nor should employers be permitted to use this information
to limit, segregate or classify employees or job applicants.

Employers’ Collection of Information: Employers should be permitted to request
predictive genetic information only: (1) to monitor effects of toxic substances in the
workplace upon an employees’ written consent to such monitoring, with the em-
ployer receiving only aggregate results and not results for particular employees, or
(2) to provide genetic services to employees upon the employees’ written consent. In
either case, results should be provided only to the employee.

Employers’ Disclosure of Information: Genetic information must be kept strictly
confidential and maintained separately from personnel files and other employee in-
formation. It should be disclosed only to the employee, officials enforcing this legis-
lation, or as required by other federal laws.
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Insurance Discrimination: Insurers must not be permitted to make decisions
about enrollment in health, life, disability, or other types of insurance based on ge-
netic information. They must also be prohibited from using genetic information in
determining premium or contribution rates, or other terms or conditions of coverage.
They must be barred from requesting or requiring genetic tests.

Collection of Information by Insurers: Insurers must not be permitted to request,
require, collect or buy genetic information except for the limited purpose of paying
for claims for genetic testing or other genetic services. Strict protections must en-
sure that when such information is requested, it is not used to affect an individual’s
enrollment, premiums, or terms or benefits of coverage.

Disclosure of Information by Insurers: Insurers must be prohibited from disclosing
genetic information to employers, entities that collect or disseminate insurance in-
formation, or health plans or health insurance issuers except in the limited cir-
cumstance of payment for claims.

Health Care Discrimination: Legislation must bar health care providers from re-
fusing treatment to individuals, or treating them differently, based on genetic infor-
mation.

Collection of Information by Health Care Providers: Legislation must prohibit
health care providers from requiring, requesting, or collecting genetic information
about individuals who are seeking treatment. Providers may only collect this infor-
mation for the purpose of providing genetic testing or other genetic services.

Disclosure of Information by Health Care Providers: Health care providers must
not be permitted to disclose genetic information except to the patient, to insurers
only for the limited purpose of seeking payment for genetic testing or genetic serv-
ices rendered, to officials enforcing this legislation, or as required by other federal
laws.

Education and Technical Assistance: Funding should be provided for education
and technical assistance in order to ensure that individuals affected by the legisla-
tion are aware of its requirements.

Effective Enforcement: A private right of action to enforce genetic discrimination
legislation must be included. The EEOC should have authority to investigate and
resolve complaints relating to employment. The full range of remedies, including at-
torney’s fees, must be available.

Relationship to Other Laws: Legislation must not preempt existing state or fed-
eral laws to the extent that they provide greater protections for individuals who ex-
perience genetic discrimination.

PoOSITION PAPER ON GENETIC DISCRIMINATION LEGISLATION

Introduction

The National Council on Disability (NCD) is an independent federal agency that
advises the President and Congress on issues affecting 54 million Americans with
physical and mental disabilities. NCD’s fundamental purpose is to promote policies,
programs, practices, and procedures that guarantee equal opportunity for all indi-
viduals with disabilities, regardless of the nature or severity of the disability; and
to empower individuals with disabilities to achieve economic self-sufficiency, inde-
pendent living, inclusion, and integration into all aspects of society.

For a number of years, NCD has recognized the harmful effects of discrimination
based on individuals’ genetic information and supported the need for federal legisla-
tion prohibiting genetic discrimination as well as the enforcement of existing legisla-
tion that may prohibit certain types of genetic discrimination. It has addressed the
issue of genetic discrimination in several reports, including the following:

e Achieving Independence: The Challenge for the 21st Century. July 26, 1996 (ex-
pressing serious concern about the quandaries and implications of obtaining and
using genetic information; calling for further examination of the interface of ge-
netic testing practices with antidiscrimination law and access to health insur-
ance for people with disabilities).

o National Disability Policy: A Progress Report. July 26, 1996 Oct. 31, 1997 (not-
ing the potential for discrimination based on genetic information in employ-
ment, health care and other areas, and urging the President to work with Con-
gress to enact legislation outlawing genetic discrimination and restricting access
to genetic information by employers, insurance carriers and others).

e National Disability Policy: A Progress Report. Nov. 1999 Nov. 2000 (applauding
the Clinton Administration for issuing an executive order prohibiting certain
types of genetic discrimination by federal employers, and urging the prompt re-
introduction of legislation prohibiting genetic discrimination by employers and
health insurers).
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e Promises to Keep: A Decade of Federal Enforcement of the Americans with Dis-
abilities Act. June 27, 2000 (supporting the U.S. Equal Employment Oppor-
tunity Commission’s (EEOC) position on genetic discrimination in its guidance
on the definition of disability, which considered an individual discriminated
against based on a genetic predisposition to disease or disability to be a person
with a disability protected by the Americans with Disabilities Act (ADA) by vir-
tue of being “regarded as” substantially limited in a major life activity; calling
for technical assistance from federal agencies in emerging areas of ADA policy
and enforcement such as genetic discrimination).

NCD’s interest in genetic discrimination legislation stems partly from the fact
that the need for this legislation arises due to narrow judicial interpretations of
ADA, and these same interpretations also create the need for legislation to restore
protections for individuals who have actually developed health conditions. NCD be-
lieves that the concerns of individuals with actual health conditions have not been
fully addressed in the dialogue about legislative proposals to address genetic dis-
crimination.

The Need for Federal Legislation Prohibiting Genetic Discrimination

Recent Advances in Genetic Research Have Brought Increasing Potential for Genetic
Discrimination

Recent years have brought dramatic scientific advances in the study of human ge-
netics. Scientists have mapped out DNA sequences in the human body and have
identified many genes that cause disease. Consequently, they have been able to use
genetic testing to identify individuals who may be susceptible to many diseases that
are genetically linked.! Tests now exist that are able to detect genetic predisposi-
tions for many diseases and illnesses, such as Huntington’s Disease, breast cancer,
cystic fibrosis, Alzheimer’s disease, colon cancer, and Parkinson’s disease.?2 The
number of conditions that may be detected by genetic tests is rapidly growing.3
While these genetic advances hold tremendous potential for early identification, pre-
vention and treatment of disease, they also create opportunities for discrimination
against individuals based on their genetic information, even where individuals have
no symptoms of disease.

In recent testimony before Congress, Dr. Francis Collins, Director of the National
Human Genome Research Institute at the National Institutes of Health, observed:
while genetic information and genetic technology hold great promise for im-
proving human health, they can also be used in ways that are fundamen-
tally unjust. Genetic information can be used as the basis for insidious dis-
crimination. . . . The misuse of genetic information has the potential to be
a very serious problem, both in terms of people’s access to employment and
health insurance and the continued ability to undertake important genetic

research.4

Genetic Discrimination is a Historical and Current Reality

Discrimination based on genetic information is not a new phenomenon. During
the early 1970s, employers used genetic screening to identify and exclude African
Americans carrying a gene mutation for sickle cell anemia.> These individuals were
denied jobs despite the fact that many of them were healthy and never developed
the disease.® During the same time period, individuals who were carriers of sickle
cell anemia were also discriminated against by several insurance companies despite
the fact that they were asymptomatic.”

Genetic discrimination by employers and insurers has continued to be a systemic
problem. According to a 1989 survey conducted by Northwestern National Life In-
surance Company, 15 percent of the companies surveyed indicated that by the year

1 Deborah Gridley, Note, Genetic Testing Under ADA: A Case for Protection from Employ-
ment Discrimination, 89 Georgetown Law Journal 973, 976 (2001).

2 Id. at 975; Testimony of Mary Davidson, Executive Director of Genetic Alliance, before U.S.
House of Representatives Subcommittee on Commerce, Trade and Consumer Protection of the
Committee on Energy and Commerce (July 11, 2001).

3 Testimony of Mary Davidson, supra note 2.

4 Congressional Research Service, Genetic Information: Legal Issues Relating to Discrimina-
tion and Privacy, Report No. RL30006 (July 19, 2001) (hereafter “Congressional Research Serv-
ice Report”), at 2.

5 Department of Labor, Department of Health and Human Services, Equal Employment Op-
portunity Commission, Department of Justice, Genetic Information and the Workplace (Jan. 20,
1938)d(hereafter “Joint Government Report”), at 3.

1d.

7 E. Virginia Lapham et al., Genetic Discrimination: Perspectives of Consumers, 274 Science

621 (1996).
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2000, they planned to check the genetic status of prospective employees and their
dependents before making employment offers.8

A 1996 survey of individuals at risk of developing a genetic condition and parents
of children with specific genetic conditions indicated more than 200 instances of ge-
netic discrimination reported by the 917 respondents. The discrimination was prac-
ticed by employers, insurers, and other organizations.® Another survey of genetic
counselors, primary care physicians, and patients identified 550 individuals who
were denied employment or insurance based on genetic information.1® A study on
genetic discrimination, published in 1996, found that health and life insurance com-
panies, health care providers, blood banks, adoption agencies, the military, and
schools engaged in genetic discrimination against asymptomatic individuals.1?

Science magazine reported that in a study of 332 individuals with one or more
family members with a genetic disorder who are affiliated with genetic support
groups, 40 percent of the respondents recalled being specifically asked about genetic
diseases or disabilities on their applications for health insurance.!2 Twenty-two per-
cent of the respondents said they or a family member were refused health insurance
as a result of the genetic condition in the family.13 Fifteen percent of the respond-
ents reported that they or affected family members had been asked questions about
genetic diseases or disabilities on employment applications.4 Thirteen percent re-
ported that they or a family member had been denied a job or fired from a job be-
cause of a genetic condition in the family, and 21 percent reported being denied a
job or fired due to their own genetic disorder.15

In addition to these and other studies, numerous anecdotal examples of genetic
discrimination by employers and insurers have been detailed in testimony before
Congress in hearings about genetic discrimination.

Genetic Discrimination Undermines the Purposes of Genetic Research and Testing

The misuse of genetic information not only excludes qualified individuals from
employment and denies insurance coverage to individuals without justification, but
also undercuts the fundamental purposes of genetic research. Such research has
been undertaken with the goals of early identification, prevention and effective
treatment of disease. These goals will be undermined if fear of discrimination deters
people from genetic diagnosis and prognosis, makes them fearful of confiding in phy-
sicians and genetic counselors, and makes them more concerned with loss of a job
or insurance than with care and treatment.16

The fears engendered by genetic discrimination fears of disclosure of genetic infor-
mation to physicians and of participation in genetic testing and research have been
well documented in numerous studies. In one study, 83 percent of the participants
indicated that they would not want their insurers to know if they were tested and
found to be at high risk for a genetic disorder.!” In a 1997 survey of more than
1,000 individuals, 63 percent of the participants reported that they would not take
genetic tests for diseases if health insurers or employers could get access to the re-
sults.18 Additionally, researchers conducting a Pennsylvania study to determine how
to keep women with breast cancer gene mutations healthy reported that nearly one
third of the women invited to participate in the study declined out of fear of dis-
crimination or loss of privacy.’® The results of a national survey released by the
California HealthCare Foundation in 1999 indicate that 15 percent of adults sur-
veyed took steps to keep genetic information private, such as paying for testing out
of pocket rather than using their insurance coverage, constantly switching doctors
to avoid the compilation of a comprehensive medical history, refusing to seek needed
medical care, and/or providing false or incomplete information to physicians.20 An-
other study showed that 57 percent of surveyed individuals at risk for breast or
ovarian cancer had chosen not to take a needed genetic test, and 84 percent of those

8 Larry Gostin, Genetic Discrimination: The Use of Genetically Based Diagnostic and Prog-
nostic Tests by Employers and Insurers, 17 American Journal of Law & Medicine 109, 116
(1991).

9 Joint Government Report, supra note 5, at 2.

10 Td.

11 Congressional Research Service Report, supra note 4, at 3.

12 Lapham et al., supra note 7, at 622.

13 1d. at 624.

14 1d. at 626.

15 1d.

16 Gostin, supra note 8, at 113.

17 Lapham et al., supra note 7, at 622.

18 Joint Government Report, supra note 5, at 2.

19 Td.

20 Genetic Alliance, The Insured, the Underinsured, and the Uninsurable: the Role of Genet-
ics in Health Care Coverage (Oct. 2001) (unpublished), at 2-3.
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individuals who had decided to forego the test cited fear of genetic discrimination
as a major reason for their decision.2!

These fears eliminate people’s opportunities to learn that they are not at in-
creased risk for the genetic disorder in the family or to make lifestyle changes to
reduce risks.22 They may also affect the number of people willing to participate in
scientific research.23

Genetic Test Information Has Little Value for Purposes of Making Employment Deci-
sions and Insurance Decisions

There is no consensus on the scientific validity of genetic tests or their usefulness
for predicting an individual’s susceptibility to exposure.24 The results of genetic-
based diagnosis and prognosis are uncertain for many reasons. First, the sensitivity
of genetic testing is limited by the known mutations in a target population. Many
individuals with a genetic predisposition for a particular disease will not be identi-
fied because these markers are not among the known genetic mutations.2> Secondly,
many individuals are falsely labeled “at risk” due to the genetic screening of family
members.26 Thirdly, genetic markers are generally not valid predictors of the na-
ture, severity and course of disease. For most genetic disease, the onset date, sever-
ity of symptoms, and efficacy of treatment and management are highly variable,
with some people identified by screening remaining symptom-free and others pro-
gressing to disabling illness.2? Genetic tests alone cannot predict with certainty
whether an individual with a particular genetic error will actually develop a dis-
ease.28 These tests evaluate people according to stereotypes of future ability to func-
tion and the probability that disease will occur, rather than evidence of actual dis-
ease and ability.29

Existing Laws Are Insufficient to Protect Individuals from Genetic Discrimination

There are existing laws that may prohibit genetic discrimination in some contexts.
However, these laws do not reach much of the discrimination that occurs and, in
some cases, may be interpreted not to apply to genetic discrimination at all.

The Americans with Disabilities Act30

The Americans with Disabilities Act (ADA), an anti-discrimination law, protects
individuals who have an impairment that substantially limits them in a major life
activity, who have a record of such an impairment, or who are regarded as having
such an impairment.3! Congress intended ADA to cover individuals with a broad
range of diseases, and some members of Congress explained at the time of ADA’s
passage that it would protect people who experience discrimination on the basis of
predictive genetic information where those individuals were regarded as having a
disability.32 ADA has also been interpreted by EEOC to prohibit some forms of ge-
netic discrimination. In 1995, the EEOC issued enforcement guidance advising that
an employer who takes adverse action against an individual on the basis of genetic
information may regard the individual as having a disability and, therefore, may be
violating ADA.33 EEOC recently settled its first court action challenging an employ-

21 Caryn Lerman et al., BRCA1 testing in families with hereditary breast-ovarian cancer. A
prospective study of patient decision making and outcomes, 275 Journal of American Medical
Ass’n 1885 (1996). In another study, concern about health insurability was the leading reason
for individuals’ decisions to decline cancer genetic counseling services. Katherine P. Geer et al.,
Factors Influencing Patients’ Decisions to Decline Cancer Genetic Counseling Services, 10 Jour-
nal of Genetic Counseling 25 (2001).

22 Lapham et al., supra note 7, at 622.

23 Id.

24 Joint Government Report, supra note 5, at 3.

25 Gostin, supra note 8, at 113.

26 1d. at 114.

27 1d.

28 Joint Government Report, supra note 5, at 1; Elaine Draper, The Screening of America:
The Social and Legal Framework of Employers’ Use of Genetic Information, 20 Berkeley Journal
of Employment & Labor Law 286, 290-91 (1999).

29 Draper, supra note 28, at 290.

30 The analysis of ADA’s application to genetic discrimination in employment also applies to
Section 504 of the Rehabilitation Act, which applies to federal employers and entities receiving
federal funds. Section 504 has the same definition of disability as that contained in ADA.

31 42 U.S.C. §12102(2).

32 136 Cong. Rec. H4627 (statement of Rep. Waxman).

33 Joint Government Report, supra note 5, at 6; EEOC Compliance Manual §902, Order
915.002, 902—45 (1995).
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er’s use of genetic testing34 and also issued a finding of cause in an administrative
complaint filed by a woman who was terminated based on a genetic test result.35

Nonetheless, ADA is a highly problematic vehicle for fully addressing genetic dis-
crimination. At recent Senate hearings, EEOC Commissioner Paul Steven Miller
testified that while ADA could be interpreted to prohibit employment discrimination
based on genetic information, it “does not explicitly address the issue and its protec-
tions are limited and uncertain.”36

ADA could be interpreted to protect individuals with genetic markers for disease
in two ways. First, as described above, such individuals may be protected if they
are regarded as substantially limited in a major life activity B for example, if they
are regarded as substantially limited in working due to their genetic predisposition.
However, recent Supreme Court cases discussing what it means to be regarded as
substantially limited in working suggest that such claims are extremely unlikely to
succeed. In Sutton v. United Airlines, Inc.37 and Murphy v. United Parcel Service,
Inc.,38 the Court stated that a job requirement excluding individuals based on their
impairments does not necessarily establish that the employer regards individuals
excluded by this requirement as substantially limited in working. To be covered
under the “regarded as” prong, the plaintiffs would have to prove that they were
regarded as substantially limited in performing a broad class of jobs, not merely
their own jobs. It may prove extremely difficult for plaintiffs with genetic markers
who are denied employment due to an employer’s concern about health insurance
premiums or productivity losses to show that the employer regarded them as sub-
stantially limited in performing not only the job in question but a broad class of
other jobs as well.

Individuals who experience genetic discrimination may also be covered under ADA
if they are regarded as substantially limited in other major life activities besides
working. It is unlikely that most plaintiffs will be able to establish the requisite
proof to prevail on such claims. Most courts have interpreted “substantially limited”
so restrictively that an individual must be extremely debilitated.3® Moreover, the
courts have interpreted ADA to require consideration of any measures that an indi-
vidual takes to control the effects of her limitations.4? Thus, it is unlikely that an
individual with a genetic predisposition for a disease, but who has not actually de-
veloped the disease, will be able to show that he was regarded as substantially lim-
ited in any major life activity.

An individual who experiences genetic discrimination may also be covered by ADA
under the first prong of the definition of disability—that is, by showing that she has
an actual impairment that substantially limits her in a major life activity. In
Bragdon v. Abbott,4! the Supreme Court held that an individual with asymptomatic
HIV was covered under the first prong because she was substantially limited in re-
production due to the risk of transmitting HIV to a fetus. The Court found that the
asymptomatic HIV was a physical impairment based on the physiological effects of
the infection. It is unclear, however, whether courts would find a genetic marker
to constitute an actual impairment.

Even assuming ADA did apply, in many situations it might not prevent employers
from accessing genetic information. While ADA does bar medical inquiries before a
conditional offer of employment is made, it would permit employers to request ge-
netic information if they could establish that the information was job-related and
consistent with business necessity.42

34 EEOC v. Burlington Northern Santa Fe Railroad, Civ. No. 01-4013 MWB (N.D. Iowa Apr.
23, 2001) (Agreed Order). The Railroad, which had tested for carpal tunnel syndrome propensity,
agreed to stop requiring genetic tests, using genetic information relating to its employees, and
disclosing such information to the public.

35 Congressional Research Service Report, supra note 4, at 9 (describing complaint filed by
Terri Sergeant alleging a violation of ADA based on her termination after being diagnosed with
Algglaidl Antitrypson Deficiency).

37 527 U.S. 471, 473-74 (1999).

38 527 U.S. 516, 516-17 (1999).

39 For a discussion of how the courts have interpreted ADA far more restrictively than Con-
gress intended, see Chai Feldblum, Definition of Disability Under Federal Anti—Discrimination
Law: What Happened? Why? And What Can We Do About It?, 21 Berkeley Journal of Labor
& Employment 91 (2000).

40 Sutton v. United Airlines, Inc., 527 U.S. at 481-88; Murphy v. United Parcel Service, 527
U.S. at 521.

41 524 U.S. 624 (1998).

42 42 U.S.C. §12112(c); Congressional Research Service Report, supra note 4, at 13.
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The Health Insurance Portability and Accountability Act

The Health Insurance Portability and Accountability Act (HIPAA) prohibits ge-
netic discrimination by insurers in very limited circumstances. It prohibits group
health plans from using any health status-related factor, including genetic informa-
tion, as a basis for denying or limiting coverage or for charging an individual more
for coverage.43 However, a plan may still establish limitations on the amount, level,
extent or nature of benefits or coverage provided to similarly situated individuals.44
Thus, plans may still provide substantially fewer services even though they may not
charge more for coverage. In addition, privacy regulations issued pursuant to
HIPAA require patient consent for most sharing of personal health information by
health insurers, providers, and health care clearinghouses. Companies that sponsor
health plans are prohibited from accessing personal health information for employ-
ment purposes unless the patient consents. These provisions do little to prevent ge-
netic discrimination in the workplace and, while they do prohibit some forms of ge-
netic discrimination by insurers, that protection is extremely limited.

Title VII

Race and gender discrimination laws may apply to certain forms of genetic dis-
crimination as well.45 For example, Title VII of the Civil Rights Act of 1964, which
prohibits employment discrimination based on race or gender, may prohibit employ-
ers from denying employment based on genetic markers linked to race, such as that
for sickle cell anemia, or linked to gender, such as those for breast or ovarian can-
cer. Some courts have said in dicta that employment classifications based on sickle
cell anemia would create a disparate impact on African Americans, but no lawsuit
has successfully been brought challenging such classifications under Title VII.46 At
least one court has rejected such a claim.47

State Laws

A number of states have passed state laws that prohibit certain forms of genetic
discrimination. These laws, however, vary widely in the scope of their protection.48
Many are narrowly targeted to particular genetic conditions, some prohibit only cer-
tain types of screening but do not prohibit adverse employment actions based on ge-
netic information, and some only address genetic counseling and confidentiality.4?
These laws have been described as “a patchwork of provisions which are incomplete,
even inconsistent, and which fail to follow a coherent vision for genetic screening,
counseling, treatment and prevention of discrimination.”50

In light of the inadequacies of federal and state law to address genetic discrimina-
tion issues, comprehensive federal legislation that specifically addresses these issues
is necessary.

Principles for Genetic Discrimination Legislation

NCD believes that it is crucial for any proposed legislation addressing genetic dis-
crimination to reflect the following principles:

Workplace Discrimination:

Any proposed legislation must provide effective prohibitions against discrimina-
tion by employers based on genetic information. Employers must not be permitted
to use predictive genetic information as a basis for hiring, firing, or taking any other
employment action, or as a term or condition of employment. Nor should an em-
ployer be permitted to use this information, or be permitted to limit, segregate or
classify employees or job applicants. This information should not be permitted to
play a role in an employment agency’s referral of individuals for employment; in de-
cisions by a labor organization about admission to its membership; or in admission
to or employment by a training program.

Collection and Disclosure of Genetic Information by Employers:

Any proposed legislation must contain strict limits on the collection and disclosure
of genetic information by employers so as to prevent that information from being
used for discriminatory purposes. Employers must not be permitted to collect ge-

43 29 U.S.C. §1182(a)(1), 1182(b)(1).
4 1d. §1182(a)(2)(B).
45 See Gostin, supra note 8, at 109; Congressional Research Service Report, supra note 4, at
30 n.8.
46 Gostin, supra note 8, at 138.
47 Id. at 138-39.
48 Joint Government Report, supra note 5, at 8.
9 Gridley, supra note 1, at 980-81.
50 Gostin, supra note 8, at 142.
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netic information except under very limited circumstances that will be used only to
benefit employees and only on a voluntary basis.

Specifically, employers should be permitted to request predictive genetic informa-
tion only: (1) for the purpose of monitoring effects of toxic substances in the work-
place, and only if an employee has provided written consent to such monitoring, the
employee is informed of the results, the monitoring conforms to national standards,
and the employer does not receive results for particular individuals but rather re-
ceives only aggregate results for all individuals monitored; and (2) for the purpose
of providing genetic services to employees, but only if such services are provided
with the employee’s written consent and only the employee receives the results.

Additionally, employers must maintain strict confidentiality of genetic information
of applicants or employees that is in the employers’ possession. Genetic information
should be kept confidential and maintained separately from personnel files and
other non-confidential information. It should be disclosed only to the employee, to
officials enforcing this legislation, or as required by other federal laws.

Insurance Discrimination:

Any proposed legislation should contain comprehensive protection against genetic
discrimination by providers of health, life, disability, and other types of insurance.
Legislation must bar insurers from making decisions about enrollment based on ge-
netic information. It must also prohibit insurers from using genetic information in
determining premium or contribution rates, or other terms or conditions of coverage.
Finally, it must bar insurers from requesting or requiring an individual to undergo
genetic testing.

Collection and Disclosure of Genetic Information by Insurers:

Any proposed legislation must prohibit insurers from requiring, requesting, col-
lecting, or buying genetic information about individuals who are covered or seeking
coverage.

Insurers should be permitted, however, to obtain this information only for the lim-
ited purpose of paying for claims for genetic testing or other genetic services. Strict
protections must be in place to ensure that when such information is requested, it
is not used to affect an individual’s enrollment, premiums, or terms or benefits of
coverage.

Insurers must also be prohibited from disclosing genetic information to health
plans or issuers of health insurance (except in the limited circumstances described
above where the information is used for purposes of payment of claims), employers,
and entities that collect and disseminate insurance information.

Health Care Provider Discrimination:

Any proposed legislation should protect against genetic discrimination by health
care providers. Health care providers must not be permitted to refuse treatment to
individuals, or treat them differently, based on genetic information. For example,
“futile care” policies, under which medically indicated treatments may be denied
based on determinations that such treatments would be “futile” in light of an indi-
vidual’s expected quality of life, should be prohibited to the extent that they result
in denials of treatment based on genetic information.

Collection and Disclosure of Genetic Information by Health Care Providers:

Any proposed legislation must prohibit health care providers from requiring, re-
questing, or collecting genetic information about individuals who are seeking treat-
ment. Providers may only collect this information for the purpose of providing ge-
netic testing or other genetic services.

Health care providers must not be permitted to disclose genetic information ex-
cept to the patient, to insurers only for the limited purpose of seeking payment for
genetic testing or genetic services rendered, to officials enforcing this legislation, or
as required by other federal laws.

Education and Technical Assistance:

Any proposed legislation should include funding to permit education and technical
assistance to be provided by appropriate organizations in order to ensure that indi-
viduals affected by the legislation are aware of its requirements. Such assistance is
important to ensure effective enforcement of the legislation.

Effective Enforcement Mechanisms:

Any proposed legislation must contain a private right of action for individuals to
enforce its provisions. Additionally, EEOC should have the authority to investigate
and resolve complaints of violations of the employment provisions of the law. In
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order to be effective, the legislation must provide for the full panoply of legal rem-
edies, including attorney’s fees.

Relationship to Other Laws:

Any proposed legislation must serve as a set of minimum standards that do not
preempt more stringent standards that may exist in other laws. Thus, the legisla-
tion must not preempt stronger state laws. Similarly, it must not preempt other fed-
eral laws that may be applicable where those laws provide stronger protection
against genetic discrimination.

Addressing Protections for Individuals with Actual Health Conditions:

As discussed above, courts have interpreted ADA in a number of ways that se-
verely restrict the number of people protected.5! They have interpreted ADA to pro-
tect only individuals who are so limited in major life activities that they are ex-
tremely debilitated, and to exclude protection for many individuals who take miti-
gating measures to control the effects of their impairments. They have made it ex-
traordinarily difficult for individuals to establish that an employer regards them as
substantially limited in working. These interpretations of ADA have resulted in far
more limited protection than Congress envisioned when it passed ADA.

The same interpretations that make ADA difficult to enforce by individuals with
genetic markers make it difficult to enforce by individuals with a range of health
conditions. When Congress considers protections for individuals who experience dis-
crimination based on genetic information, it should also ensure that if these individ-
uals are eventually diagnosed with medical conditions, they will be protected
against discrimination.

Statement of FORCE, Submitted for the Record

FORCE: Facing Our Risk of Cancer Empowered is a national organization rep-
resenting the concerns of the estimated 500,000 Americans with hereditary pre-
disposition to breast and ovarian cancer. Our organization urges the House to vote
on S.1053, the Genetic Information Nondiscrimination Act. Our members are con-
cerned citizens who have been impacted by hereditary cancer. They favor passage
of this comprehensive bill to protect individuals from insurance and employment
discrimination on the basis of predictive genetic test results.

Current laws such as HIPAA do not go far enough to protect citizen’s rights. The
general population still feels vulnerable to the possibility of discrimination. By pass-
ing this bill, Congress will be making a strong statement that discrimination based
on genetic information is unacceptable. As genetic research progresses and more dis-
ease-predisposing genes are identified, it is important that genetic discrimination is
outlawed. Individuals who have already had gene testing and those who might
choose to be tested in the future must be protected from possible discrimination.

Genetic testing is improving the lives of thousands of Americans, providing infor-
mation on how to prevent future health problems, and cope more effectively with
unavoidable conditions. Nevertheless, under current law, many people are afraid to
be tested or to participate in research that will lead to better prevention and treat-
ment of diseases. They fear that their genetic information will be misused by em-
ployers and health insurers.

Our organization strongly endorses the passage of a comprehensive federal legis-
lation to prohibit genetic discrimination in health insurance and employment. We
urge the House of Representatives to call a house vote on S1053. Passage of a non-
discrimination bill will save lives by removing a significant barrier to patients
availing themselves to genetic testing.

Thank you in advance for your consideration of this matter. We hope that you will
keep the best interests of your constituents in mind and take immediate action to
pass this bill.

Statement of the Association of Women’s Health, Obstetric and Neonatal
Nurses, Submitted for the Record

The Association of Women’s Health, Obstetric and Neonatal Nurses (AWHONN)
appreciates the opportunity to comment on the issue of Genetic Discrimination.
AWHONN is a membership organization of 22,000 nurses whose mission is to pro-
mote the health of women and newborns.

51 See Feldblum, supra note at 39.
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AWHONN members are registered nurses, nurse practitioners, certified nurse-
midwives, and clinical nurse specialists who work in hospitals, physicians’ offices,
universities and community clinics across North America as well as in the Armed
Forces around the world.

Last October the United States Senate took historic action when it passed S.1053,
the “Genetic Information Nondiscrimination Act” by a margin of 95-0. The bill’s
passage was the result of years of hard work and bi-partisan compromise. The legis-
lation establishes strong protections against discrimination based on genetic infor-
mation both in health insurance and employment.

The bill prohibits health insurance enrollment restriction and premium adjust-
ment on the basis of genetic information and prevents health plans and insurers
from requesting or requiring than an individual take a genetic test. The bill also
prohibits discrimination in hiring, compensation and other personnel processes, pro-
hibits the collection of genetic information and covers employers, employment agen-
cies, labor organizations and training programs.

The benefits of genetic testing are enormous and science is revealing genetic
markers for many different ailments at an increasing rate. Research has already
identified genetic markers for conditions including cancer, diabetes, Alzheimer’s dis-
ease, Huntington’s Disease and cystic fibrosis.! Unfortunately, the same science that
can help reveal an individual’s predisposition to certain health problems may also
open the door to discrimination. No individual should have to choose between the
benefits of genetic testing and keeping a job or health insurance.

The House needs to take immediate steps to act on this legislation—the fear of
genetic discrimination has prompted many Americans to avoid genetic tests that
could literally save their lives. By providing patients with this type of health infor-
mation, we empower them to seek appropriate treatment options and/or lifestyle
changes that can prevent disease onset. As a nursing organization whose mission
is advancing women and newborn health, AWHONN recognizes the need for com-
prehensive federal legislation that protects individuals from genetic discrimination
and believes that the “Genetic Information Nondiscrimination Act” passed by the
Senate will provide strong protection against access to and misuse of genetic infor-
mation.

The House must act now and take action on the Senate version of the “Genetic
Information Nondiscrimination Act” to help secure the health and well-being of all
Americans.

Thank you for the opportunity to submit testimony on this crucial legislation.

Statement of the American Society of Human Genetics, Submitted for the
Record

The American Society of Human Genetics (ASHG) has endorsed the passage of
federal legislation to prohibit discrimination in health insurance and employment on
the basis of genetic information. ASHG commends the bipartisan enthusiastic pas-
sage of S. 1053 last year in the Senate, and urges similar House action.

ASHG is the primary professional organization for human genetics in the Amer-
icas, representing nearly 8000 researchers, physicians, laboratory practice profes-
sionals, genetic counselors, nurses, and trainees actively engaged in genetics dis-
covery, teaching and the development of health care applications and services de-
rived from research findings.

Our members are keenly aware of the challenges faced by individuals and families
involved in genetic evaluation and diagnostic procedures at the rapidly evolving
interface between biomedical research and health care. Many of us have personally
experienced cases in which testing or its outcome led to adverse effects on insurance
or employment. While the number of publicly documented cases of discrimination
based on genotype may be considered small at this time, the rapid advances being
made in genetics will provide more opportunities for persons to be adversely affected
by test results. The potential misuse of genetic information by insurance companies
anddemployers has also been an impediment in recruiting subjects for some research
studies.

From the geneticist’s point of view, the absence of a federal standard that pro-
hibits employment and health insurance discrimination based on genetic informa-
tion results in:

1. difficulty in recruiting subjects into genetic research studies

2. patient avoidance of genetic services

1 Mary Davidson testimony—cancers, Alzheimers. For CF, see i.e http:/odp.od.nih.gov/con-
sensus/cons/106/106statement.htm.
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underutilization of genetic testing
difficulty in obtaining insurance coverage when attempted
several cases recognized that have not resulted in legal action
significantly increased time and effort in genetic evaluation and counseling ses-
sions resulting in increased service costs

Many states have enacted some form of genetic non-discrimination legislation, but
the laws are quite varied in their focus and scope. Federal legislation would assure
individuals and families in our mobile society that neither health care coverage nor
employment status would be jeopardized by their participation in genetic testing.
Such protection will eliminate some of the concerns (real or perceived) that have de-
terred participating in genetic research studies or seeking genetic testing. This pro-
tection will speed the progress in understanding genetic disease and how we can
prevent or treat these disorders.

We appreciate the opportunity to comment on this important issue, and will work
with you and your staff on any details necessary to accomplish the task.

SOk

Statement of the American Osteopathic Association, Submitted for the
Record

The American Osteopathic Association (AOA) represents the nation’s 54,000 osteo-
pathic physicians. The AOA is pleased that the Subcommittee on Employer—Em-
ployee Relations of the House Committee on Education and the Workforce is holding
a hearing on genetic nondiscrimination. It is an issue that will increasingly affect
patients and physicians as further advances are made in the field of genetic testing.

In 1997, the AOA House of Delegates adopted a policy prohibiting discrimination
in employment, insurance, coverage, and access to care based on genetic informa-
tion. The policy was reaffirmed in 2002.

The completion of the Human Genome Project and genetic testing are contributing
to advances in medical knowledge that hold great promise for the future in diag-
nosis, management, and treatment of the human condition. However, such knowl-
edge can also provide the basis for unethical and discriminatory behavior in employ-
ment and insurance coverage.

It is the position of the AOA that access to health care should not be restricted
on the basis of genetic testing and that discrimination in employment on the basis
of genetic testing should be prohibited. Furthermore, health care plans should be
prohibited from restricting or denying coverage or raising premiums on the basis of
genetic testing.

We believe that patients must be able to discuss genetic testing options with their
osteopathic physicians without fear of discrimination from employers, potential em-
ployers, or health care plans for having undergone such genetic testing or partici-
pating in clinical trials to test new therapies. We are concerned that there is no law
on the books to prevent such discrimination.

For the past several years, the AOA sent letters in support of genetic non-
discrimination legislation. Most recently, letters were sent to Senator Snowe (R-
ME) in support of S.1053 that passed the Senate last year and Representative
Slaughter (D-NY) in support of H.R.1910.

As physicians, we understand the value of genetic research, testing, and therapy
in the diagnosis and treatment of certain diseases. Our patients should not forego
genetic testing or promising therapy out of fear of discrimination. We urge the
House of Representatives to pass genetic nondiscrimination legislation. President
Bush stated publicly that he supports S.1053 and is committed to enacting legisla-
tion to prohibit genetic discrimination in health insurance and employment.

The President and the Senate have acted. It is now time for the House to act.

Statement of The American Psychiatric Association, Submitted for the
Record

The American Psychiatric Association (APA), the national medical specialty soci-
ety, founded in 1844, whose over 35,000 psychiatric physician members specialize
in the diagnosis and treatment of mental and emotional illnesses and substance use
disorders, appreciates the opportunity to provide a statement on genetic non-dis-
crimination. We thank the Committee for allowing us to provide this statement.

Genetic testing offers tremendous promise in identifying current and potential fu-
ture health risks. At the same time, we have significant concerns that Americans’
genetic information could be misused. Our concerns are shared by a strong majority
of Americans: a U.S. Department of Labor survey showed that 63 percent of re-
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spondents would refuse to take a genetic test if insurers or employers could access
their private results.

We believe Congress can help by passing the strongest possible enforceable ge-
netic non-discrimination legislation. Employers and insurers should not be per-
mitted to discriminate on the basis of a person’s genetic profile and family history.

Our concerns extend beyond patients’ reluctance to take a genetic test. Such reluc-
tance means that people are disinclined to participate in clinical studies that require
genetic testing, hurting our efforts to identify causes and new treatments for dis-
eases, including mental illnesses. Worse, some patients’ reluctance could keep them
from getting a proper diagnosis today, as well as potentially life-saving treatment.
Perhaps the most pernicious potential consequence of not enacting a ban on genetic
discrimination is that Americans could lose their jobs or their health insurance,
based simply on their family history.

Protecting patients’ genetic information is essential to providing the highest qual-
ity medical care. We believe a patient’s genetic information should only be used or
disclosed by a health care plan, provider, or clearinghouse with the informed, vol-
untary, and non-coerced consent of the patient. As our knowledge of genetics grows,
especially through the Human Genome project, the possible misuses of genetic infor-
mation will expand unless enforceable safeguards are enacted.

The U.S. Senate voted 95-0 to pass the “Genetic Information Non-discrimination
Act of 2003” (S. 1053), with the support of President Bush. Similar but stronger leg-
islation (H.R. 1910) is now cosponsored by 241 members of the House. Both bills
would ban employers and insurers from discriminating on the basis of a person’s
genetic profile and family history. APA urges Congress to pass and the President
to sign the strongest possible enforceable genetic non-discrimination legislation into
law.

Thank you for this opportunity to deliver this statement. Please call on the APA
as a resource, as we would be happy to assist the Committee on the vital issue of
genetic non-discrimination in any way.

Statement of the American Cancer Society, Submitted for the Record

Genetic research is one of the most exciting areas of scientific advancement today.
As our knowledge about the genetic basis of common disorders grows, however, so
does the potential for discrimination in health insurance and employment. This pos-
sibility can have a dramatic and chilling impact on patient care and research. For
example, a genetic test exists for inherited breast cancer that allows healthy, high-
risk women to find out whether they carry the altered gene so they can determine
with their doctor whether to pursue available medical options. Unfortunately, many
of these women may choose not to be tested for fear that the information could be
used to deny them the health insurance coverage they need to fight disease or to
deny them future employment.

We need legislation that allows medical research to advance, while at the same
time protects the rights and needs of patients and their family members. The Amer-
ican Cancer Society endorses the “Genetic Nondiscrimination in Health Insurance
and Employment Act” now pending in the House (H.R. 1910) and its companion
“Genetic Information Nondiscrimination Act” (S. 1053) in the Senate. These bills
support the goal of allowing people to benefit from advances in genetic testing with-
out fear of losing their heath insurance or job opportunities.

Specifically, the legislation prohibits health insurance companies from denying or
canceling health coverage on the basis of genetic information, using genetic informa-
tion to determine insurance rates, and requesting or requiring genetic information
or genetic tests. Decisions about genetic testing and results from genetic testing
should be made by patients and their health care providers, without fear of negative
consequences. The bills also provide important workplace protections, prohibiting
employers and employment organizations from using genetic information as a
means to deny or limit employment for individuals who they suspect may have an
inherited predisposition to disease.

The Senate has already taken a strong stand on the need for this type of legisla-
tion, passing S. 1053 overwhelmingly by 95-0 vote in October 2003. The American
Cancer Society urges the House to take prompt action on this important legislation
to ensure that critical patient protections are enacted before the end of this Con-
gress.
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Letter from Lawrence Lorber Answering Follow-Up Questions, Submitted
for the Record

August 4, 2004

Mr. Sam Johnson, Chair

Housz Subcommittee on Employer-Employce Relations
2181 Rayburn House Office Building

Waskington, DC 20515

Mr. Fob Andrews, Ranking Mcmber

House Subcommittee on Employer-Employee Relations
2181 Raybum House Office Building

Wast.ington, DC 20515

RE:  Genetic Non-Discrimination: Examining the Implications for Workers and
Employers

Dear Chairman Johnson and Ranking Member Andrews:

Thank you for inviting me to testify at last week's hearing on “Genetic Non-Discrimination:
Exantining the Implications for Workers and Employers.” I hope my testimony will assist
Congress in its deliberations over this important issue.

1 want to follow up on two questions asked of me during the hearing.

First, Mr. Andrews asked if the U.S. Chamber of Commerce took the position that the Employee
Retirement Income Security Act preempts state statutes regulating the privacy of genetic
information. ERISA governs employee benefit plans and preempts state laws that relate to an
employee benefit plan. In circumstances where ERISA preempts, however, cmployces would be
entitled to protections offercd by the Health Insurance Portability and Accountability Act
(HIPAA) regulations, as HIPAA is part of ERISA. OQutside of the employee benefits context,
state faws would not be preempted by ERISA, and thus, to the extent they are otherwise lawful,
state genetic privacy laws would continuc to regulate collection and use of genetic information in
the employment relationship.

Ttis worth noting again. as I testified during the hearing, that we do believe any law Congress
might choose to enact governing genelic privacy in the employment context should preempt
these laws with regard to their applicability to the employer-employee relationship in order to
simplify the handling of genetic information and avoid redundant but differing requirements.
The plethora of laws impacting the workplace in this area will not serve the purposes of any
legislation and will only serve to confuse compliance and increase unnecessary and wasteful
litigation.

Sccond, Mr. Payne asked whether the Chamber supports the Equal Employment Opportunity
Commission's guidance on genetics and the workplace. While we have no current objections to
the EZ0C’s guidance, to a great extent the Chamber’s position will depend on the agency's
futurc interpretations and enforcement positions. Since employers are not engaged in collection
or misuse of genetic information, nor have any apparent intention to do so, there has been little
opportunity for the EEOC to enforce its guidance, so it remains to be seen how the agency will
apply the Americans with Disabilities Act with respect to genetics and as to how the statute is
interpreted in the broader context. The Chamber respects EEOC's role as an agency tasked with
interpreting and enforcing the employment provisions of the ADA and looks forward to working
with 1t as it shapes its enforcement position on this important issue.

1 request this letter be submitted for the hearing record.

Again, thank you for inviting me to testify on this important issue,

Very 9!)/ yours,

o NSl

Lawrence Z. Lorber

Ivh
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Statement of Hon. Newt Gingrich, Former Speaker, U.S. House of
Representatives, Submitted for the Record

Fifteen years ago, Congress launched and sustained the Human Genome
Project for which it deserves enormous credit. Despite the skepticisms
of many in the scientific community, Congress supported this ambitious
scientific quest because it believed that it was not only doable but
held enormous potential to transform healthcare. Indeed, the
successful sequencing of the human genome represents a breathtaking
leap forward in our understanding of biology. This landmark
accomplishment in the history of bioscience was completed last year not
only ahead of schedule but also under budget. Yet, it is only the
beginning and many are still fearful of the potential conseguences of
this advancement.

Because of Congress’ leadership, we now stand poised on the threshold
of a new era .in science and medicine - the genomic era. Already, over
1,000 genetic tests are now available that have the potential to save
lives by helping shape an individual’s healthcare decisions. For
example, individuals with a strong family history of colon cancer can
be tested to assess their personal risk. If an elevated risk is
confirmed, screening for precancerous polyps can be initiated at a much
earlier age than usually recommended. Critical dietary changes can
also be made to lower the risk of cancer. Recently, it was reported
that women who carry mutations in the genes known as BRCAl and BRCA2
face an increased risk for breast cancer. Again, genetic testing can
reveal these mutations and lead to earlier detection and intervention
and thus increase the likelihood of a better health outcome.

Genomics research has also already shed light on the causes of other
common conditicns, such as Alzheimer’'s disease, Parkinson's dissase
schizophrenia, heart disease, diabetes, and obesity. This is but a
hint of the medical benefits to come. It is clear that the current
trajectory of U.S. medical costs, based on the model of treating
disease once it has fully developed, is on a collision course with
fiscal realities. Genomic medicine offers one of the best hopes for
not only saving lives but alsc saving money. Understanding how our
genes predispose us to develop various illnesses will lead to effective
individualized prevention strategies, more accurate diagnostics,
accurate prediction of drug efficacy or toxicity, and innovative
treatments with better outcomes.

The dawn of the genomics era is not all rosy, however. Many surveys
have documented that the American people reasonably fear discrimination
based on their individual genetic makeup and the denial of either
health insurancs ~r employment. Many Americans simply will not take
advantage of the tools of genomics for fear their medical privacy might
be compromised, thus putting their own health and lives at risk. In
order to realize the full life saving potential of the Human Genome
Project, Congress should put this fear to rest.

After nearly six years of bipartisan effort to protect Americans from
discrimination based on genetic information, in October of this year
the Senate unanimously (95-0) passed the Cenetic Information Non-
Discrimination Act of 2003 (S.1053), legislation that offers the
American people appropriate protection against misuse of their genetic
information. The President has endorsed this legislation banning
genetic discrimination, but the House of Representatives has yet to
pass this bill.

While there are already examples of genetic discrimination in health
insurance and in the workplace, fortunately they are, thus far, few.
Unless the House acts now, however, such examples will inexorably grow
more and more numerous. It is time for the House to reap the full
benefits of what they sowed over a decade ago by passing this
legislaticn. Doing so will allow the American people to realize the
promise of the project in their own lives, and the lives of their
families.

Congress did not support the Human Genome Project just so that we could
know the sequence of the human genome. It did so in the expectation
that this knowledge would in turn lead to new discoveries and
applications that could dramatically improve human health. Now that
the Human Genome Project is completed, the American people have a right
to expect that their investment in it will lead to better health--as
soon as the House acts, it will.
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Statement of Hon. Louise McIntosh Slaughter, a Representative in
Congress from the State of New York

Mr. Chairman, | appreciate this opportunity to submit testimony for this hearing,
“Genetic Non-Discrimination: Examining the Implications for Workers and Employers.™
I hope very much that this hearing will tead to speedy and decisive passage of strong
genetic nondiscrimination legislation.

Ten years have now passed since the world was electrified by the discovery of the
first genetic mutation linked to breast cancer in 1994. In that short decade, scores more
genelic links to disease have been identified, dozens of genetic tests have become
commercially available, and genctic technology has become firmly embedded in the
practice of medicine.

‘As technology has raced ahead, ethical, legal, and social challenges have
presented themselves. We are now faced with critical questions about how we, as a
natien, will allotv genetic information to be handled and used. Genetic issues are
insinuating themselves into not only health care decisions, but into many other facets of
Americans’ fives. Witness the following:

*  Under a program called Dor Yeshorim, Hasidic youth take a battery of genetic
tests to determine whether they are carriers for any of ten serious genetic
disorders. Young men and women who are both carriers for a given disorder are
discouraged [rom courting each other, based on the fact that there would be a 25%
chance that their children would be bom with a genetic disorder.

e Advenisements for genetic tests for paternity can be seen in newspapers and
roadside billboards.

o Certain fertility programs are penmitting parents to select the gender of implanted
embryos under some circumstances,

Congress must be at the forefront this national debate, deliberating and crafiing
policies that will allow science and health care to realize the full potential of genetic
research while prohibiting the abuse of genetic information. Unfortunately, the House of
Representatives has failed to fulfill this duty. In fact, the House bas all but abdicated its
central role in this debate. fargely failing even to hold hearings into these controversial
matters, much less pass legislation.

Almost nine years ago, [ introduced the first legistation in Congress to ban genetic
discrimination in health insurance. 1 considered the bill to be a simple, straightforward,
noncontroversial proposal that would pass easily. I could hardly have imagined that six
years would pass before the House held the first hearing on the issue, and far more than
that without any meaningful action at ail. At this point, it Jooks afl but certain that the
108" Congress will also adjourn without acting on genetic discrimination.

Genetics ~ 4 Primer

No human being has a perfect set of genes. In fact, every one of us is estimated to
be genetically predisposed to between 5 and 50 serious disorders. Every person is
therefore a potential victim of genetic discrimination.

Simply carrying a given genetic mutation almost never guarantees that one will
fall ill, however. A genetic flaw simply confers a level of risk upon the carrier. Today,
with our knowledge of genetics still in its infancy, scientists have only a rudimentary
understanding of how much additional risk a genetic mutation may carry. We have
virtually no understanding of how environmentat factors ~ such as diet, smoking, and
exposure to chemicals or radiation — interact with genetics to cause diseasc.

Given that scientists cannot accurately predict when or whether a carrier will
develop a genetic disorder, it seems ludicrous to allow this information 10 be used by
health insurers or employers to discriminate. An insurance burcaucrat or human
resources professional would be as accurate with a dartboard as with a genetic test resuft
in predicting who will get sick.

Genetic Discrimination — Cases and Fears

Some have called the legistation in Congress “a solution in search of a problem™
because they state that genetic discrimination is rare. if it happens at all. Unforiunately,
genetic discrimination is occurring:

* In 2000, the Burlington Northern Santa Fe Railroad performed genetic tests on
employees without their knowledye or consent. The workers involved had
applied for workers compensation, and the tests were being done in hopes of
undermining their claims.
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« A Kentucky family was dented health insurance for their children because they
were known to be carriers for a genetic disorder - even though they did not have
the two copies of the mutation required to become ill.

* A North Carolina woman was {ired after a genetic test revealed her risk for a lung
disorder and she began the treatments that would keep her healthy.

« Inthe early 1990s, Lawrence Livermore Laboratories in Berkeley was found to
have been performing genetic tests on employees without their knowiedge or
consent for years.

o inthe 1970s, many African Americans were denied jobs and insurance bascd on
their carrier stalus for sickle cell anemia - again, despite the fact that a carrier

lacks the two copies of a mutation necessary to get sick.

It is imperative that Congress stop this practice before it becomes widespread.
Moreover, the fear of genetic discrinmination is playing a major role in many patients’
decisions about whether to take a genetic test or participate in genetic research. A survey
of 159 genetic counselors found that 108, or 68%, would nat seek insurance
reimbursement for a genetic test for breast or colon cancer due to the fear of
discrimination. Sixty percent would not share the information with their colleagues due
to the fear of discrimination in the workplace. Several other studies have shown that the
fear of discrimination plays a significant role in decisions about whether to take a genetic
test, whether to do it under one’s own name, paying out of pocket versus seeking
insurance reimbursement, and with whom the information would be shared, including
health care providers, coworkers, and family members,

House Legislation, HR. 1910

1 am proud to be the author of HL.R. 1910, the Genetic Information
Nondiscrimination in Health Insurance and Employment Act. This legislation currently
has the support of 242 bipartisan Members of Congress and bas been endorsed by over
300 organizations that care about health issues. Despite this broad support and an
aggressive grassroots campaign, the House has taken no action on HR. 1910, In April.
an atticle in Congress Daify AM described the lack of action on this legislatton as “a
textbook case of obstruction by inertia.” The article also identified the U.S. Chamber of
Commerce as the primary interest group fobbying Congress not to take up this bill.

Senate Action

Throughout the first half of the 108™ Congress, a group of committed Senators
came together to negotiate a compromise genetic nondiscrimination bill. Under the
leadership of Democratic Leader Tom Daschle, Majority Leader Bill Frist, Health
Committee Chairman Judd Gregg, Health Committee Ranking Member Edward
Kennedy, Senators Olympia Snowe and Tom Harkin, among others, the Senate produced
amutually agreed-upon version of the legisfation. In October 2003, the Senate passed S.
1053, the Genetic Information Nondiscrimination Act, by a unanimous 95-0 vote. The
White House issued a Statemient of Administration Policy expressing its support for this
legislation.

Here in the House, 8. 1033 has not even been referred to committee. Instead, it
has been held at the desk for the past nine months at the direction of the House
teadership. Even if this committee were interested in taking up S. 1053, it would be
unable to do so hecause the bill is not actually in the committee’s possession.

Myths About Generic Discrimination Legislation

Those opposing S. 1053 and H.R. 1910 have made a number of arguments in
opposition. 1have reviewed these concerns at some length and would like to share my
conclusions.

1. There is no evidence that employers or insurers are, iu fact, engaging in
discrimination based on genetic makeup.

Several cases have emerged where employers did indeed engage in genetic
discrimination or attempted to do so.

Congress should not wait to act until hundreds or thousands of people have
experienced genetic discrimination. Today, the opportunities for genetic discrimination
are limited precisely because people are not taking genetic tests for fear that this
information will be used against them. By doing so, however, they are denying
themselves valuable information that they could use to make important health care
decisions.
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2. Genetic infarmation can be useful in making some employment decisions. For
example, a health condition likely to cause seizures could properly be considered a threat
to others if the employee were a bus driver or an aivline pilot.

Scientists and geneticists have been unable to identify any existing genetic
test that would guarantee that a person would develop a condition that would pose a
significant danger to others. A genetic mutation only confers a higher risk of
developing a disorder; it is not a guarantee. Moreover, few such conditions develop in
adulthood suddenly or without wamning. Should such a genetic test exist in the future,
however, the legislation passed by the Senate would permit employers to test workers and
make decisions in accordance with any guidelines produced by OSHA.

Expecting a human resources professional to interpret a genetic test accurately is
about as realistic as asking them to predict the weather for May 2009. The vast majority
of genetic tests have no bearing whatsoever on an individual's ability to perform the
duties of his or her job today. Employers should not be permitted to deny job
opportunities to entire categories of workers on the theory that a person might get sick
someday.

3. It’s too difficult for employers to comply with 50 different state laws. If Congress
enacts legislation barring employment discrimination based on genetic information then
it showld include a safe harbor providing that employers in compliance with the federal
standards cannot be liabte under state or local luws banning such discrimination.

A federal Iaw can provide valuable uniformity, but it does not have to
trample states’ rights in the process. At present, over 30 states have passed laws
dealing with some aspect of genetic discrimination, but they are a patchwork of different
definitions, standards, and remedies. A federal “floor™ would provide a coherent national
statement of policy while allowing states to pass additional protections for their residents

if they so chose. This is the same model followed by civil rights laws, the Health
Insurance Portability and Accountability Act (HIPAA), and numerous others.

Congress has a long history of avoiding state pre-emption whenever possible in
deference to states’ rights. Ifa given state wishes to be more explicit or extensive in
banning genetic discrimination, it should have the right to do so.

4. It makes sense to allow a genctic nondiscrimination law to expire. Any federal
legislation should include a sunset date at which time Congress can decide how
effectively the law has worked and whether it should be reauthorized.

Congress routinely uses its committee oversight and hearing processes to
examine whether existing laws need to be updated or changed, A sunset could only
create a dangerous situation where the law would lapse and genetic discrimination would
become legal after a period of being banned.

No major taw protecting Americans’ rights has ever comtained a sunset ~
including the Americans with Disabilities Act, the Civil Rights Act of 1964, or the Health
Insurance Portability and Accountability Act. There is no reason why genetic
discrimination should be banned only temporarily.

5. A genetic nondiscrimination law can be cffective if it only protects the genetic
information of immediate relatives. Genetic discrimination should only be illegal if the
emplaver has direct knowiedge of the history of an inumediate family member related by
blood, not more distant relatives.

If an employer engages in genetic discrimination, it should net matier how
close or distant the blood relationship is. The legislation before Congress does not
penalize employers from coming into possession of family medical history or other
genetic information inadvertently. It does, however, prohibit the employer from using
that information to discriminate. If all genetic information is not protected, Congress
could create a perverse loophole that would allow employers to discriminate based on the
genetic mutations of distant relatives, but not close ones.

The Senate-passed bill would not outlaw a casual workplace conversation where
someone mentions that an uncle or cousin died of cancer. But it would bar employers
from using that information in decisions about hiring, firing, promotions, and other job-
related benefits,
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6. Only actual genetic tests should be protected. A bill should focus on emplovinent
discrimination based on genetic iests, not family history.

There is no reason to allow employers to discriminate based on an
individual’s family medical history. A healthy worker should not be denied jobs or
opportunities based on a relative’s health status. The fact that a person’s parent, cousin.
or great-uncle died of cancer or Alzheimer's should be irrelevant to an employer.

As stated above, the bills before Congress would not outlaw a casual workplace
conversation about a relative’s illness. But employers would be prohibited from using
that information in determining the terms and conditions of employment.

Conclusion

Mr. Chairman, Congressional action on genetic discrimination is long overdue.
This body is doing a tragic disservice to the people we are sworn {0 serve by allowing
this practice o continue. [ appreciate your effort to bring altention to this issue by
holding today’s hearing; however, that effort will be wasted if it is not followed by rapid
action to pass a strong genetic nondiscrimination law like S. 1053 or H.R. 1910.

The American people desperately want these protections in federal law. The
Genetics & Public Policy Center at Johns Hopkins University recently released a set of
surveys on the public’s views about the privacy of genetic information. In 2002, 85% of
those surveyed did not want employers to have access to their genetic information. By
2004, that number had risen to 92%. In 2002, 68% of those surveyed said their genetic
information should be kept private from health insurers; by 2004, it had increased to
80%. Clearly, overwhelming majorities wish to keep this information out of the hands of
insurers and employers, who may use it to undermine rather than advance an individual’s
best interests.

The arguments against this legislation are no more than delaying tactics. I call
upon the House leadership to recognize them for the red herring they are, and to move
ahead aggressively on this issue. Surely we will not make the American people wait
another year before they can take a genetic test with full peace of mind. Surely we will
not force people to deny themselves valuable health information because of their fear of
discrimination!

1 ook forward to working with the members of this subcommittee and all other
interested parties of good will to enact S. 1053 to protect all Americans against genetic
discrimination in health insurance and employment. Again, Mr. Chaimman, thank you for
this opportunity to add my voice to the millions of others calling for action on genetic
discrimination.



U.S. Senator Judd Gregg, Chairman

Senate Committee on Health, Education,
Labor and Pensions

July 21, 2004 CONTACT: Gayle Osterberg/202-228-4729

GREGG PUSHES PATIENT PROTECTIONS
FROM GENETIC DISCRIMINATION

WASHINGTON - Sen. Judd Gregg, Chairman of the Senate Committee on Health, Education, Labor
and Pensions, today urged Congress to move forward on legislation prohibiting genetic discrimination,
and applauded the House Education and Workforce Committee for holding a hearing the subject.

“Fear of discrimination threatens society’s ability to use new genetic technologies to improve
human health and the scientific comumunity’s ability to conduct research needed to understand, treat
and prevent disease,” Gregg said. “Legislation passed by the Senate last year provides substantive
protections to individuals who may suffer from genetic discrimination now and in the future and
establishes clear, common sense rules that will prevent confusion, litigation and, most importantly,
discrimination.

»

lsl

“It is truly the first civil rights act of the 21™ Century.

The Senate passed Gregg's Genetic Information Nondiscrimination Act 95-0 in October of 2003.
Gregg will submit a statement for the record at a hearing to be held July 22 by the House
Subcommittee on Employer-Employee Relations.

The Gregg bill would:

¢ Establish privacy protections governing genetic information in the workplace and in health
insurance underwriting,

*  Prohibit employers from hiring and firing based on genetic information.
* Prohibit health insurance plans from denying eligibility or enroliment based on genetic

information, and prohibit plans from charging higher premiums based on the genetic information of
individuals or their families.
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U.S. Rep. Louise M. Slaughter

28% Congressional District of New York
g

PRESS RELEASE

2469 Rayburn House Office Building, Washington D.C. 20515 hiep:/ /www louise house.gov
FOR IMMEDIATE RELEASE: CONTACT: Megan Thompson
July 21, 2004 202-225-3615

REP. SLAUGHTER: REAL ACTION STILL NEEDED
ON GENETICS LEGISLATION

Washington, DC ~ U.S. Rep. Louise M. Slaughter (ID-NY28) today acknowledged that the House Committee on
Education and the Workforce Subcommittee on Employer-Employee Reladons hearing on genetc non-
discrimination will help continue to call attention to this important issue, but expressed disappointment that more is
not being done. As the lead sponsor of the Genetic Information Nondiscriminauon in Health Insurance and
Employment Act, Rep. Slaughter warned that real action on the bill is still needed.

“I hope that this hearing leads to serious action, but 1 am not optimistic,” said Rep. Slwughter. “We have had the
better part of a year since Senate passage to vote on this bill and make it law. Instead, all we will have done is hold
one hour hearing at the eleventh hour. I am disappointed that it appears that nothing more will be done on this
vitally important bill before the end of this session.

“Passing this bill should be ncither controversial nor partisan. The bill, which passed the Senate unanimaously last
October, is supported by a majority of Members of Congress, over 200 advocacy groups and President Bush. Itis
unbelievable to me that the leadership in the House is ignoring the clear will of Congress and the people by refusing
to take up and pass this bill. We cannot squander the chance to prevent this insidious form of discrimination.
Everyday we hear of more medical breakthroughs that will improve and save lives. But they are meaningless if
Americans cannot fully take advantage of them for fear of reprisal.”

Rep. Slaughter, a microbiologist with a Master’s Degrec in Public Health, has led the fight in the House to pass
legislation to ban genetic discrimination since 1995, Her bill, H.R. 1910, has 242 bipartisan co-sponsors and is
supported by over 300 organizations. The Genetic Information Nondiscrimination in Health Insurance and
Employment Act would prevent health insurers and employers from discriminating against patients and employees
based on genetic information. The bill would prohibit health insurance companies {rom denying coverage or
adjusting premiums based on genetic information and would ban them from requiring genetic testing or genetic
information. The bill would also prevent employers from making hiring and compensation decisions based on
genetic information and would allow genetic testing only for the purpose of monitoring hazardous workplace
CXPOSUI’C.

In anticipation of the hearing, the National Partaership for Women and Familics issued a report, “Faces of Genetic
Discrimination: How Genetic Discrimination Affects Real People,” which contains testimony from medical
professionals, patients and others about the need for protections against genetic discrimination. “This document
clearly shows that our bill is not a solution searching for a problem,” said Rep. Slaughter. “Genetic discrimination is
already happening, and the fear of discrimination is playing a key role in people’s health care decisions. 1 call on the
leadership of the House to take up this bill and pass it immediately. We cannot continue to jeopardize the quality of
our health care and American lives.”
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Statement of the Ovarian Cancer National Alliance, Submitted for the
Record

On behalf of the Ovarian Cancer Natonal Alliance, I am submitting these remarks 1o the
Education and the Workforce Subcommirtee on Employer-Employee Relations to indicate
our support of moving federal genetic nondiscrimination legislation forward now so that no

one will have to forgo the potential benefits of genetic testing for fear of losing their job or
health insurance.

As you may know, ovarian cancer is the deadliest of gynecologic cancers, because the vast
majority of cases are not detected undl advanced stage, when survival is only about 25
percent. However, when detected early, ovarian cancer survival improves to 90 percent.
This toll is harsh on the 25,380 women and their families who cach vear receive a diagnosts
of ovarian cancer. Without an early detecuon screening tool for ovanan cancer, there are
very few options that healthy women have 1o learn whether or not they have or will
potentially get ovarian cancer. Genetic testing s one of these few optons.

For women with a family history of breast or ovarian cancer, getting a genetic test to find
out if they ate BRCAT or BRCA2 positive can give them valuable information about their
potential risk. Once equipped with this geneue mformation, women can make more
informed decistons about their healthcare.

Even with these known benefits, many women opt not 1o get genetic testing in the firse
place due to the out-of-pocket costs and the fear that employers and insurers could
potentally use their genetic information in ways that could harm their ability to get work and
health coverage. If the decision has been made to actually get the test, women must then
face an addivonal series of difficult choices, depending on the outcome of the test.
Prophylactic surgery is not an easy choice for women who have no definitive way of
knowing whether or not they will ever get ovarian or breast cancer. Placing family members
in a position where they will bave to make similar choices about testing, does not help make
the decision to get tested initially any casier for women. The concern that genetic
informaton could be accessed and used by an employer or health insurer to deny coverage
or influence hiring practices - hecause there are no federal protections preventing them from
doing so - should not be an additonal factor for women who already have such difficule
decisions to muke.

The Senate reok a historical step forward in helping patients take advantage of Americas
advancing medical technologies when they passed the Genetic Information
Nondiscrimination Act of 2003 (S.1053). This measure is a significant advance that will
move us toward the day when citizens do not have to fear that private genetic information
will be used 1o deny them jobs or insurance coverage. Currently, 36 states have patchwork
genetic protection laws, in addition to federal employees ~ many of these laws are ineffective
and weak on protections. Federal protections are needed in order 1o effectively mandate
protections for patients” genetic information.

With overwhelming support for genetic non-discrimination legislaton demonstrated in both
Houses of Congress, the Alliance urges key Leadership in Congress and the Administuation
to pass a comprehensive bill before the session ends.

The Ovarian Cancer National Alliance, formed in 1997, is the creation of
leaders from the growing number of ovarian cancer groups across the country.
These groups united to establish an umbrella group, the Alliance, because we
believed that it was essential to have a coordinated, professionally managed effort
to put ovarian cancer policy, education and rescarch issues squarely on the
agenda of national policy makers and leaders in women's health. Today, our
network of survivor and advocacy partners across the country represent tens of
thousands of women in scores of conununities across the country. Together we are
working to raise awareness by educating women, health care providers and poliey
makers about ovarian cancer and most importantly, we are united in our efforts
to bring more attention to the need for more rescarch funding, in order to find an
early detection tool, more effective treatments and ultimately a cure for this
deadlicst of gynecologic cancers.
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Statement of the Catholic Health Association, Submitted for the Record

The Catholic Health Association (CHA), the national leadership organization of
more than 2,000 Catholic health care sponsors, systems, facilities, and related orga-
nizations, would like to commend the House Education and Workforce Sub-
committee on Employer—-Employee Relations, and its chairman, Representative Sam
Johnson, for holding a hearing on the problem of genetic nondiscrimination.

As the Subcommittee is no doubt aware, last year the United States Senate over-
whelmingly passed the Genetic Information Nondiscrimination Act of 2003 (S 1053).
CHA strongly supports this legislation, which we believe would serve as an impor-
tant compliment to other federal and state laws that recognize the need to protect
an individual’s genetic information from being used in a discriminatory manner in
the health insurance and employment markets.

Specifically, the bill would:

e Prohibit health insurers from restricting enrollment or adjusting fees on the

basis of predictive genetic information

e Bar health insurers and employers from requiring genetic testing and from ob-

taining predictive genetic information

e Prevent employers from discriminating based on genetic information in all

areas of employment, including hiring and compensation

Genetic science has seen marvelous growth over the past several years, and
Catholic social teaching validates its use when respect for personal dignity, the de-
fense of human life, and support of the common good is its goal. CHA believes that
S 1053 reflects this principle. It is our hope that today’s hearing will be the first
step toward passage of the legislation by the House of Representatives before the
end of the 108thCongress.

Statement of the Huntington’s Disease Society of America, Submitted for
the Record

As staunch supporters of legislation banning genetic discrimination in the work-
place and by health insurers, the Huntington’s Disease Society of America (HDSA)
urges Congress to schedule immediate House action on the “Genetic Information
Nondiscrimination Act” (S.1053), which was unanimously passed by the Senate in
November 2003.

HDSA believes Genetic Nondiscrimination legislation must include strong and en-
forceable protections against wrongful discrimination in health insurance and em-
ployment so that individuals may utilize genetic testing in order to make critical
life decisions as well as to be able to participate in clinical research without fear
of consequence for themselves or their families. Individuals at risk for Huntington’s
Disease (HD) often elect to pay for testing out of pocket for fear of genetic discrimi-
nation.

The Huntington’s Disease Society of America urges Congress to pass comprehen-
sive federal legislation prohibiting genetic discrimination. Genetic testing can im-
prove our lives by providing information on how we can prevent future health prob-
lems, and cope more effectively with unavoidable conditions. But the ability to pre-
dict disease through genetic testing and family history opens the door for genetic
discrimination, particularly in employment and health insurance.

Sincerely,

Huntington’s Disease Society of America
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Statement of the United Spinal Association, Submitted for the Record

July 21, 2004

The Honorable Louise McIntosh Slaughter
U.S. House of Representatives
Washington, DC 20515

Dear Representative Slaughter:

United Spinal Association strongly supports S. 1053, the Genetic Information Nondiscrimination Act.
This important legislation passed the Senate by a unanimous vote in October of 2003, It is time for the
House of Representatives to act.

Modermn technology has paved the way for incredible medical breakthroughs, including the diagnosis
and treatment of a wide array of discases. However, the same technology that allows for medical
advances sometimes also can be used in harmful ways. Specifically, genetic testing has the potential to
be both extremely beneficial and extremely injurious.

Through genetic tests, doctors can now predict whether individuals are predisposed to developing an
array of diseases, including diabetes, several varieties of cancer and multiple sclerosis, but nor whether
an individual will definitely get that disease. Discovering genetic predispositions can allow people to
make lifestyle changes and take other measures to prevent disease. Ultimately, this could lead to lower
over-all health costs across the country.

Unfortunately, because there are no laws restricting the use of genetic information, the results of an
individual’s genetic tests can now be used against him or her. Employers can refuse to hire an otherwise
qualified person because he or she is more likely than others to develop a certain disease. Health
insurers can deny coverage to, raise premiums for or impose coverage restrictions on individuals who
have a genetic predisposition to a disease. The Genetic Information Nondiscrimination Act (8. 1053)
would prohibit discrimination by employers and health insurance companies based on genetic
information. Backing in the Senate for S. 1053 was unanimous. President Bush has expressed support
forit. The final hurdle is passage by the House of Representatives.

Tomorrow, on Thursday, July 22, the Committee on Education and the Workforce Subcommittee on
Employer-Employee Relations will hold a hearing on genetic discrimination. United Spinal urges you
to attend the hearing and asks for your active support of §. 1053, Thank you for your attention to this
commonsense, long overdue legislation.

Sincerely,

g ' C i
JEREMY CHWAT
Director of Legislation

75-20 Astoria Boulevard
Jackson Helghts, NY 11370-1177

Tel 718 8033782
Fax 718 803 0414
www.unitedspinal.org
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Statement of the Coalition for Genetic Fairness, Submitted for the Record

July 20, 2004

The Honorable Sam Johnson, Chair

House Education and Workforce Committee, Subcommittee on Employer-Employee
Relations

2181 Rayburn House Office Building

United States House of Representatives

Washington, DC 20515

The Honorable Robert E. Andrews, Ranking Member

House Education and Workforce Committee, Subcommittes on Employer-Employee
Relations

2181 Rayburn House Office Building

United States Hotise of Representatives

Washington, DC 20515

Dear Chairman Johnson and Ranking Member Andrews:

T write to you on behalf of the Coalition for Genetic Faimess to submit testimony for the
July 22, 2004 hearing, “Genetic Non-Discrimination: Examining the Implications for
Workers and Employers.” The Coalition for Genetic Fairness is an alliance of civil rights,
patients” and health care organizations created to urge Congress to pass comprehensive
federal legislation outlawing genetic discrimination. The Coalition was founded by
several national organizations, reg ing th ds of Americans, of which the
National Partnership for Women & Families is a founding and leading member. We
applaud your initiative in holding this critically importaat hearing on the problem of
genetic discrimination and its impact on Americans today, and offer our new report,
“Faces of Genetic Discrimination,” to inform your consideration of this issue.

One of the most significant scientific accomplishments in history has been cracking the
human genetic code — a breakthrough that is already transforming the battle against a
broad range of medical conditions. As a result, scientists have identified genetic markers
for such health conditions as cancer, diabetes and Alzheimer’s disease, increasing the
potential for early treatment and prevention. However, the enormous promise of genetic
research and technology is not being realized, due to individual’s fears that employers
and health insurers will use genetic information to deny access lo health insurance or
employment.

The attached report, “Faces of Genetic Discrimination,” presents a snapshot of how
Americans are affected by genetic discrimination today. Current federal and state laws do
not prevent employers and insurers from denying health coverage or job opportunities on
the basis of genetic information. And, as the report outlines, both actual discrimination
and the fear of discrimination bear significant costs for individual Americans, their
families, and society as a whole. Without strong federal protections against genetic
diserimination, these costs wiil accrue unchecked.

On October 14, 2003, the Senate took an historic step in establishing strong federal
genetic discrimination protections by passing S. 1053, the “Genetic Information
Nondiscrimination Act,” by a unanimous vote of 95-0. S. 1053 represents an important
compromise in providing strong federal protection for Americans in both the health
insurance and employment arenas. Importantly, S. 1053 meets the Coalition’s core
principles for strong genetic discrimination protections. Unfortunately, although S. 1053
is supported by President George W. Bush and has been cited by Senate Majority Leader
Bill Frist as one of three health legislative priorities that could be enacted on a bipartisan
basis this year, the bill has languished in the House of Representatives since its passage
last year.

‘We urge you to take action to ensure the prompt consideration of federal legislation that
meets the Coalition’s core principles. Passage of genetic nondiscrimination legislation in
the House of Representatives this year would represent a major victory for the American
people. The House now has a vital opportunity to provide protections against genetic
discrimination after a decade of debate. We look forward to working with you fo ensure
that Americans can reap the full benefits of genetic research and technology without fear
of Ios’ing health insurance or their jobs,

Sincerely,
Debra L. Ness

President
National Partnership for Women & Families
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Genetic f
Discrimination

How Genetic Discrimination
Affects Real People
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Introduction

No individual should have to choose berween the benefits of genetic testing and
keeping a job or health insurance. In some cases, fear of genetic discrimination
can be as destructive as traditional discrimination. Unless Congress acts quickly
and decisively, peaple’s fears may prevent them from getting the health care they
need. And the more individuals fear discrimination, the less willing they will be
to participate in clinical trials and studies that may require genetic testing — the
very kind of research that could help all of us live longer, healthier lives.’

«  Debra L, Ness, President

National Partnership for Women & Families

In an era filled with technological and scientific marvels, one of the most significant scientific
accomplishments has been cracking the human genetic code — a breakthrough that is already
transfoxmin§ the battle against a broad range of medical conditions. After a nearly $3 billion
investment,” society is finally beginning to reap the benefits of this new technology.

Scientists have already identified genetic markers for various diseases and health conditions,
including cancer, diabetes, Alzheimer’s disease, Huntington’s disease, cystic fibrosis, and
potentially thousands of others.® Genetic tests are currently available to identify predispositions
to specific conditions,” and more are expected as science advances.” Although none of these
tests predict with full certainty that a condition will develop, they provide a new opportunity for
individuals to know more about the potential risk of disease for themselves and their families.
Once informed about their genetic status, individuals can take proactive steps to protect their
health, enhance their well-being, and lower health care costs for themselves and society as a
whole.

However, the enormous promise of genetic research and technology is not being realized. Along
with the increasing prevalence of genetic testing comes a growing fear that employers and health
insurance companies will use genetic information to deny access to employment or heaith
insurance coverage. Numerous respected surveys report that the vast majority of Americans
want to keep their genetic information private. The more individuals know about genetic
technology and their own risk for a genetically linked condition, the more likely they are to
report concerns that employers or insurers will misuse their information. Discrimination based
on genetic information is especially pernicious because genetic markers nearly always only
indicate an increased chance, but no certainty, that a manifested condition will develop.

Although some state and federal laws now protect against genetic discrimination in health
insurance and employment, these laws are limited and incomplete, leaving individuals vulnerable
once their genetic information is known. People who fear they will lose their job or health
insurance because of their genetic makeup avoid getting tested, never realizing the potential
benefits of early detection and prevention. They also shy away from participating in medical
research, hindering scientific progress and the ability to fully enter this new era of medical
promise. As a result, individuals and our society as 2 whole cannot enjoy the full bencfits and
savings that could be reaped from genetic science.

Public concern about genetic discrimination will only increase as genetic science advances and
becomes a greater part of our medical care. A few policymakers confronted with these concerns
allege that discrimination is not prevalent and therefore is unworthy of attention. But genetic
discrimination and the fears about its effects are real and are already having a major impact on
our health care system. There is a human cost to genetic discrimination that is too often hidden
from public view. This report reveals the faces of those affected by genetic discrimination in
America today.

Genetic discrimination is unfair 1o workers and their families. It is unjustified —
among other reasons, because it involves little more than medical speculation. A
genetic predisposition toward cancer or heart disease does not mean the
condition will develop. To deny employment or insurance to a healthy person
based only on a predisposition violates our country’s belief in equal treatment
and individual merit. ®

- President George W, Bush
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The potential for medical advances made possible from our knowledge of the
human genome are dramatic. Research involving the human genome may open

- 10 a new practice of

doors to new

hods of medical di and tr

medicine involving drugs designed for specific genes, genetically engineered
organs for use in transplants, or even the ability for preventive care based in
large part on genetic testing. At the same time, we must ensure that this
information is not used to harm people. We must protect consumers from the
threat that their genetic information may be used to deny them access 1o health
insurance coverage or to the benefits of employment. This is a moral
responsibility and a practical necessity. [The Senate genetic nondiscrimination]
legisiation takes that necessary step by protecting individuals with genetic
predisposition toward certain diseases from the threat of discrimination.”

- Senator Bill Frist, M.D., Majority Leader
U.S. Senate

Almost two centuries ago, Thomas Jeffersen, one of this country’s foremost
scientists and original thinkers, wrote that ‘laws and institutions must go hand in
hand with the progress of the human mind. As..new discoveries are made [and]
new truths disclosed...institutions must advance also, and keep pace with the
times.’ In this age of genetic breakthroughs, it is essential that our laws catch up
with the science. We can't afford to take one step forward in science but two
steps backward in civil rights. Our laws must specify, clearly and
unambiguously, how genetic information may be used and how it may not be

used®

Sometimes, the human face of
issues can get lost in
Congress amid the general
debate. The reality behind
this issue is that without
prompt legislative action,
people will suffer. Average
Americans are already being
subject to genetic
discrimination, and their
ranks will grow. Some
people will be denied
treatment altogether and go
without if they cannot afford
it. Others will receive
treatment but not be able to
pay, thereby contributing to
the skyrocketing cost of
health care in our nation and
the growing burden of
medical costs on our federal,
state, and local governments,
Still others will manage to
scrape together enough 1o
purchase treatment, but will
suffer terrible financial
hardship in the process. This
is a tragedy we can prevent.
This is a tragedy we must
prevenl.g

- Congresswoman Louise
Mclntosh Slaughter

U.S. House of
Representatives

- Senator Thomas A. Daschle, Minority Leader
U.S. Senate

Faces of Discrimination

Genetic discrimination is occurring today in two primary
areas: health insurance and employment. Several well-
documented cases of health insurers’ and employers’
attempts to use an individual’s genetic information against
them have aiready been reported. Some health insurers
have denied coverage to healthy individuals based on their
genetic profile. Insurers have also used genetic information
in the medical underwriting process, either to increase the
price of coverage or to limit coverage for related benefits.

Employers have used genetic information to deny
employment, fire current employees, or deny workers
compensation benefits. A 2001 American Management
Association survey of U.S. firms found a number of
employers already accessing genetic information in a
number of ways ~ one percent was conducting genetic tests
for Sickle Cell Anemia, 0.4 percent was testing for
Huntington's disease, 14 percent were conducting
workplace susceptibility testing which surveyors
acknowledged might include genctic testing, and 20 percent
were requesting family medical histories.® Employers’
increasing access to genetic information poses new threats
of employers misusing this information in their
employment decisions, fueling Americans’ fears that they
may be at risk.

It is impossible to say how many thousands of Americans
are affected by this problem today, Many who experience
discrimination may be afraid, uncomfortabie, or unable to
come forward with their story, Others steer clear of
discrimination by avoiding genetic services altogether.
Those who fight discriminatory practices and win often
have to invest significant time, money and effort to assert
their rights. Unfortunately, not every victim will have the
savvy and resources available to mount such a defense.
Most are simply without meaningful protections against
discrimination. Many will find themselves uninsured or
unemployed at considerable personal and financial risk
because of their genetic makeup. Here are some of the
faces of those aiready affected by discrimination in heaith
insurance and employment."
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Health Insurance Discrimination

Having a gene associated with Alzheimer’s disease does not mean a person has
the disease. The presence of a gene is not a basis for underwriting insurance
premiums for health care...nor should it be used to infringe on any individual’s
access to care and services.”?

- Alzheimer’s Association

Jacob

Jacob, a boy who carries a gene for a disorder called Long QT Syndrome (LQTS), was denied
coverage under his father’s health insurance policy because of his “pre-existing condition.”
LQTS is a rare and little-known genetic disorder that sometimes triggers sudden cardiac
death, Those who carry the gene may be healthy until they suffer an attack without warning,
but carriers can control their risk of cardiac arrest with preventive beta-blocker therapy.
Jacob’s father wanted Jacob to be insured, but even after their state enacted a law prohibiting
genetic discrimination, Jacob’s insurance company still refused to cover him. After fighting
the insurance company for a year and a half, Jacob’s family finally won and got Jacob the
health insurance he needed."”

Heidi

Heidi was denied health insurance for her children, who were carriers of Alpha-1-Antitrypsin
Deficiency, a genetic condition that destroys lung tissue and exposes those with the disease to
emphysema and difficulty breathing. Even though medical professionals knew that Heidi's
children would never develop the disease themselves, the insurance company nonetheless
denied them coverage because they carried the Alpha-1 genetic marker. Heidi appealed the
decision a number of times, but her appeals were denied. Her insurance company only finally
reversed its decision after a reporter contacted the insurer indicating that Heidi’s story was to
be profiled in a national newspaper.'*

Anonymous

A 28-year-old woman who tested positive for BRCA-1, one of the genes that indicates a
predisposition to breast cancer, was denied health insurance coverage because of her genetic
status. Although she was not asked for genetic information when she applied for insurance,
when the woman reported on her application that she had undergone prophylactic
mastectomies and a hysterectomy, the insurance company requested her medical records,
which included her genetic information. Her application for coverage was rejected and she
was later able to determine that the denial was due to her positive BRCA-1 test result. Only
after involving a lawyer, and after much time and effort, was she ultimately able to secure
insurance coverage.

Employment Discrimination

Workers fear that employers will use genetic information to lower their insurance
and sick leave costs by weeding out individuals who have traits linked to inherited
medical conditions. There is both hard and anecdotal information indicating that
employees' fears are not baseless, and that the problem will only get worse as
technology develops. i

- Commissioner Paul Miller
U.S. Equal Employment Opportunity Commission



What happened to me should
not happen to anyone
especially in the United
States. It is a direct
infringement on our
Sfundamental right to be who
we are. No one can help how
they are put together, only
God knows that - your
employer, insurance
companies or anyone else has
no business of that
knowledge. That
information.... should not be
used against you and your
Jamily for hiring and firing
practices, or accepiance
and/or denial into insurance
programs.’”

- Gary Avary, Worker
Burlington Northern Santa Fe
Railroad

One can think of few
subject areas more
personal and more likely to
implicate privacy interests
than that of one's health or
genetic make-up.... [T]he
conditions tested for were
aspects of one’s health in
which one enjoys the
highest expectations of

privacy. ”

- Judge Stephent
Reinharde

U.S. Court of Appeals,
Ninth Circuit
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Gary Avary

Gary Avary’s employer, Burlington Northern Santa Fe
Railroad, tried to fire him after he refused to undergo
mandatory genetic tests. Gary was diagnosed with
Carpal Tunnel Syndrome (CTS) in 2000 and took leave
from work to have surgery and recover. When he
returned to work, Gary was told that he would have to
undergo a mandatory medical examination. Gary was
told that if he refused to submit to the examination he
would be fired. He later learned that his employer was
administering secret genetic tests to workers without
their consent to identify a possible genetic
predisposition to CTS as a defense to workers’
compensation claims. Gary refused to take the exam
and his employer began disciplinary proceedings to fire
him, After seeking help from his union and the Equal
Employment Opportunity Commission (EEQC), who
filed and settled a suit against Burlington Northern on
Gary’s behalf, Gary was finally reinstated.

Kim

Kim was a social worker with a human services agency
unti} she was fired because of her employer’s fears about
her family history of Huntington's disease. During a
staff workshop on caring for people with chronic
illnesses, Kim mentioned that she had been the primary
caretaker for her mother, who died of Huntington’s
disease. Because of her family history, Kim had a 50
percent chance of developing the disease herself. One
week later, despite outstanding performance reviews,
Kim was fired from her job.'®

Berkeley Labs

Between 1968 and 1993, Lawrence-Berkeley Laboratories,
a state and federal research institution, gave its employees
pre-placentent and annual medical examinations that
included tests for syphilis, sickle cell genetic markers and
pregnancy that were given without the employees”
knowledge or consent. This testing was revealed and
condemuned in a major lawsuit decided in 1998, in which
the court held that the employers’ actions constituted the
“most basic violation possible” of the employees’ rights to

privacy guaranteed under the Constitution.

As the cost of testing declines and the number of conditions
with identified genetic links increases, genetic testing and
the use of genetic information may become as common in
the Amevican workplace as drug testing is today. In the
absence of meaningful legal protection, we may well be on
the road to a future in which thousands, or even millions, of
people face lifelong job discrimination —and worse —
because of something over which they have no control and
which has no bearing on their ability to perform their jobs.
This is not only a massive injustice, it denies saciety the
benefit of the contributions they could have made in their

productive years. B

- Jeremy Gruber, Legal Director,

National Workrights I
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Fear of Discrimination

We are on the verge of a true revolution in medicine. But there is a chance it will
not happen as we hope. It will not be a failure of the science. There is increasing
evidence people fear their genetic information will be used 1o deny them health
insurance or a job. This fear is keeping them from seeking medical help. Iff
people believe that a new system of individualized medicine will lead to denial of
health insurance or other benefits, they will not take advantage of what the new
system could offer. The revolution at hand may not be realized because people
are afraid to take part in it.*’
—  Dr. J. Craig Venter, President and Chief Scientific Officer
Celera Genomics

The fear that health insurers and employers will misuse genetic information is real and exacts a
human cost. Numerous respected studies indicate that a strong majority of Americans do not
want insurers or employers to have their genetic information, and that they are increasingly
concerned about the risk of genetic discrimination.

* A 2004 survey by the Genetics and Public Policy Center at Johns Hopkins University
found that an overwhelming majority of Americans do not want their employers or health
insurers to have access to their genetic information. Over 9 out of 10 individuals (92%)
oppose allowing employers access to their genetic information, and 8 out of 10 (80%)
oppose allowing health insurers access. Among college-educated respondents, nearly ail
{97%) oppose both employer and insurer access.”

Americans' Concerns about Access te Genetic information

Percentage of Americans Who Say:
“Employers & insurance Companies Should Not Have Access to My Genelic Information”

Empioyer Insurer

Source: 2004 Genetics & Public Policy Center Survey, "Public Awareness and Attitude about Genetic Technologies”
* Ina 2001 academic survey, more than seven in len Americans (84%) expressed concerns
that health insurance companies would deny coverage based on genetic information.
Nearly seven out of ten (69%) believed that employers would deny jobs because of
genetic testing results,

* A 1998 study by the National Center for Genome Resources found that more than eight
out of ten individuals (85%) surveyed did not want employers to have access to
information regarding employees® genetic conditions, risks, or predispositions.”

+ Americans’ concern about misuse of genetic information is Jongstanding — nearly a
decade ago, a 1995 Harris Poll reported that most Americans were worried that their
genetic information could fall into the wrong hands — among the general public, 86
percent of those surveyed were concerned that employers and insurers might have access
to, and use, genetic information.”

Research also shows that the fear of discrimination can prevent individuals at risk from getting
tested or participating in clinical research that could save their lives.

« Ina 2003 study of 470 people with a family history of colorectal cancer who enrolled in
the Hereditary Colorectal Cancer Registry at The Johns Hopkins Hospital, nearly half
rated their level of concern about genetic discrimination as high. Those individuals with
high levels of concern indicated that they would be significantly fess likely to consider
meeting with a health care professional to discuss genetic testing, or to undergo testing.
If they were to pursue testing, the individuals who had a higher level of concern reported
they would be significantly more likely to pay out-of-pocket, use an alias, or ask for
resuits to be excluded from their medical record.”
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* A 2000 survey of 296 cancer genetics specialists’ views about what they would do if they
were personally at 50 percent or greater risk for carrying a BRCA mutation, found that
nearly seven out of ten of the specialists (68%) said they would not bill their insurance
companies for genetic testing because of fear of genetic discrimination.”’

e Ina 1997 survey by the National Center for Genome Resources, 63 percent of
participants reported that they would not take genetic tests for disease if employers and
health insurers could access the results.”®

The real stories of individuals struggling with the choice of whether or not to get tested illustrate
the considerable impact that fear of genetic discrimination is currently having on Americans’
health care decisions and attitudes.

Mary

Mary had a family history of breast cancer — both her mother and an aunt had been
diagnosed with the disease. Concerned about her own future, Mary considered being
tested for BRCA-1, hoping to take prophylactic measures to reduce her risk if the
result was positive. Ultimately, she decided not to take the test because she feared a
positive result would jeopardize her chances for promotion at her law firm.*

It was extremely important to me to know that I could be tested and not dropped
Jrom my insurance or job if I were found out to have a BRCAI or BRCA2
mutation.... The fear of possibly having a disease and either losing insurance or a
Jjob when I would need it most, would be frightening beyond words. How sad if
people like myself, who are most at risk, would not test and therefore possibly die
an early and preventable death.

- Anonymous

Anonymous

A patient advocate working at an oncology clinic had a telling encounter with a young woman
whose mother and sister died of breast cancer. The young woman visited the clinic, but
refused to sign in. The advocate explained that registration was required, and that the
woman’s genetic information would be kept entirely confidential. The woman became
extremely emotional, saying that she believed she would expose herself and her children to
the risk of discrimination if her visit were in any way documented. The advocate tried to
encourage the woman 1o stay, but she left the office without testing or counseling, and without
scheduling a screening.

Despite the availability of insurance reimbursement for genetic testing, many
patients still choose to pay cash in advance of genetic testing and only submit to
their insurance company if their test is negative. Such a course of action is not
available to individuals who are not able to afford this option. A major reason
for patient cancellation in our clinic is advice from a physician or friend not to be
tested because of fear of discrimination.... Such a fear stands as a barrier to
improved and targeted preventive care and screening. 2

- American Society of Clinical Oncology
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Costs to Individuals

The risk of genetic discrimination takes a tolf on individual health and financial well-being.
Perhaps the most critical benefit genetic testing offers is its potential to improve personal health
by enabling individuals to better predict risk and possibly to prevent or delay the onset of serious
health conditions. A predictive test for diabetes risk, for example, could influence an individual
to make dietary and lifestyle changes that might significantly improve his health prognosis,
lessening, delaying or even preventing the onset of disease altogether.™ [fa woman has a
BRCA-1 genetic mutation, a bilateral ?rophylactic mastectomy can reduce her risk of developing
breast cancer by a striking 90 percent.”® As more tests are developed, increasing numbers of
people will be able to reap dramatic health benefits from genetic tests. Conversely, foregoing
genetic tests due to a fear of discrimination means a loss of opportunity to improve one’s health.

Unfortunately, many individuals do not seek genetic services because they fear
genetic discrimination. This fear hampers the medical care of individuals and
their families, either because it prevents them from obtaining beneficial medical
information or because individuals who undergo genetic testing decide not to
share these results with their health care providers.j i

- National Society of Genetic Counselors

Individuals® fear of discrimination often leads them to shield their genetic information, even
from their health care providers, but this can actually pose new health risks. When people refuse
to be tested, or are tested using an alias or other device which keeps the results out of their
medical records, they lose the benefit of more complete medical histories which could have
enabled their health providers to better diagnose, treat, or prevent the onset of illness. Doctors
are not fully informed, which can hinder patients’ ability to get the best care possibie and
ultimately jeopardize their health.

Gail

Gail, a physician with a family history of breast and ovarian cancers, faced potentially
disastrous consequences because of her incomplete medical records. Gail decided to take a
genetic test to determine her risk for cancer. In order to avoid losing health insurance
coverage, she took the test under an assumed name and kept her family history information
out of her medical record. Before she received her resuits, Gail’s gynecologist noticed a
possible abnormality on her ultrasound during a routine visit. As Gail’s risk factors for cancer
and her genetic test were not noted on her medical chart, her doctor was unaware of a possible
hereditary risk, and recommended neither follow-up testing nor a course of treatment.
Thankfully, as a physician Gail understood the significance of her exam results and knew
what she needed to do to protect herself. For most other patients, however, this story could
have had a different ending, with the lost opportunity for follow-up resulting in a missed
detection of a life-threatening discase. '

Fear of genctic discrimination can also have an adverse financial impact. The early detection
and prevention that genetic tests can offer conld lessen the financial costs caused by untreated or
undetected ilinesses, but those who fear discrimination will avoid these tests and consequently
may face thousands of dollars in additional health care costs. Individuals treated at a later stage
of iliness often face the double whammy of health problems compounded by financial crisis —
significant cost-sharing and out-of-pocket medical bills that can threaten mounting medical debt.
Medical debt is a leading source of personal financial bankruptey in our nation, and can lead to
home foreclosures and financial ruin for an entire family. The burden of lost income during
extended iliness can also be crippling. Individuals who can access and use their genetic
information without fear will be at lesser risk for these financial losses.

Individuals who fear future discrimination may face an additional financial strain if they choose
to pay for their genetic tests out-of-pocket to keep the information out of their medical record.
For those who can afford this option, there are significant costs — genetic testing and counseling
can cost thousands of dollars for a single diagnosis}8 Unfortunately, many cannot afford the
expense of testing, and their fear of genetic diserimination ultimately prevents them from reaping
the health and financial benefits of knowing their own genetic information.

Janet

Janet is a cancer survivor with a family history of breast and ovarian cancer and a sister who
tested positive for BRCA-1. Janet wanted to be tested for the BRCA-1 gene in order to heip
et son and his future children make informed health care decisions. She was prepared to pay
the $325 required for the test, an amount she was told the test would cost based on the
availability of her sister’s results. But when the tab lost her sister’s results, the cost of Janet's
genetic test jumped to $3,000. She was covered under her husband’s health insurance, but
wanted to pay for the test out-of-pocket to avoid discrimination. Since she could not afford
the $3,000, she chose not to be tested. She now fears she will never know her genetic visk.”
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Costs to Families

Genetic discrimination puts entire families at risk. Unlike most other medical tests and
diagnoses, an adverse genetic test can have a substantial impact not just for the individual who is
tested, but also for their entire family tree. Even if one family member is willing to take the risk
of discrimination to get tested, she cannot escape the impact that a positive result could have on
her family. In the genetic age, medical information and decision-making have ripple effects for
all blood relations - when a patient gets a genetic test, her results could impact access to
insurance or employment for her mother, her son, her sister, her grandson. And, because many
individuals-are covered under family health insurance policies, even non-blood family members
are affected by insurers’ decisions to deny coverage or limit benefits based on genetic
information.

[Taking a genetic test]
would help me make some
personal choices in my life
like whether or not I should
have more children. Since
my sister died my life has
been on hold. 1can't go
Sforward unless [ know
whether or not I carry this
gene. If I can, I hope to
avoid what happened to my
sister from happening to my
loved ones or me. The
current laws just don't offer
enough protection. Ican't
risk losing my job, paying
higher health premiums, or
being denied future
coverage. Neither can my
Jamily.

- Julie, Patient

Becky and Kate

Julie

Julie has a long history of breast and other cancers in her
Jamily. Tragically, her sister discovered that she was sick
with breast cancer while pregnant with her third child and
died only a little over a month after giving birth. After a
string of similar tragedies, Julie consulted a genetic
counselor, and learned that there was a strong chance that a
gene was responsible for these family deaths. But Julie and
many members of her family remain afraid to undergo testing.

Kathy

Kathy is a breast cancer survivor with a strong family history
of the disease. Her daughter initially encouraged Kathy to get
tested for the BRCA-1 gene. Afier the testing, however, her
daughter changed her position completely, based upon her
own fear of genetic discrimination. Kathy’s daughter now
refuses to be tested herself or fo participate in any genetic
research,*!

Becky is a breast cancer survivor whose 20-year-old daughter, Kate, has tested positive for
the BRCA-1 gene. Kate, still in college and yet to embark on her career, already faces tough
choices about her future health insurance and employment. Kate needs to keep group health
insurance coverage so she is protected against being rejected or charged more based on her
genetic information. If she loses coverage, she puts herself at risk for having to shop for
coverage in the individual market, where insurers can reject her outright or charge her
exorbitant rates because of her genetic status, Kate also knows that carrying the BRCA-1
gene means she needs access to quality, affordable health coverage more than most young
women her age to ensure she can afford preventive screenings and treatment if she develops
breast cancer. Becky is also concerned that Kate could be asked to take a genetic test as a
conditiondzof employment. She devotes her energy to this issue out of concern for her
children.

Impact on Public Health

Unfortunately, while there are over | million Americans that carry genetic
mutations which dramatically increase their risk of developing cancer, fewer than
one percent know it.... Ultimately, this reduces quality of care and wastes
healthcare dollars in the treatment of otherwise preventable or, at least,
manageable conditions.”
- Gregory C. Critchfield, President
Myriad Genetic Laboratories
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Genetic discrimination also has an impact on public health. Millions of people could benefit
individually from knowing their genetic profile, adding up to fewer seriously ill patients ovex'"all,
which could ease the stress on our already overburdened health care system. However, the risk
of discrimination has kept millions of Americans from taking advantage of these preventive
services that could deter illness, improve health outcomes, and reduce costs system-wide.
Delayed preventive and therapeutic treatment can lead to higher hgalth care costs in the form of
higher out-of-pocket costs and health insurance premiums fo.r tbe insured, and a greater need for
uncompensated care for the uninsured or underinsured.” This increases the financial and ]
physical burden on health care providers,* drives up health care costs for employers_, and strains
public health resources.*® Insurers’ ability to limit or deny coverage baseq on genetic
information also leads to greater numbers of uninsured and underinsured individuals, which
reduces access to needed health care services and increases costs for the entire health care
system. |

Individual choices to forego genstic tests because of fear also rob our nation of thev potential )
public health benefit of increased awareness of rare genetic disorders, If peop@e with rare genetic
markers are afraid to come forward, their stories cannot be heard. But by sharing what they have
experienced and learned, they can raise awareness, campaign for funding'and res;arch, and help
others to understand confusing symptoms and diagnoses, thereby improving public health
outcomes.

[My family] decided that what we had learned from [our experience with Long

QT Syndrome] needed to be shared beyond the confines of our family. If this

could happen to us, we wondered, how many others had lost a child under sintilar

circumstances and did not have a clue as to the cause?”’

- Doris Toran Geldman, Co-Founder and Director
Cardiac Arrliythmias Research & Education

Foundation (CARE)

Racial and Ethnic Discrimination

Scientists have found several genetic markers that seem to be more prevalent in certain races and
ethnicities. For example, women of Ashkenazi Jewish descent are more likely to have the
BRCA-1 mutation that indicates a predisposition toward breast cancer.”® African Americans are
more fikely to carry the gene for sickle cell discase.* For certain minority groups, public
perceptions about genetic status could compound existing societal racial and ethnic
discrimination.

A dramatic and telling example of the ways in which genetic discrimination could compound
existing racism occurred in the early 1970s with a scientific mandate to use genetic tests to
screen for sickle cell anemia and its impact on the African American community. At that time,
scientists had raised concerns that individuals with sickle cell anemia carried a heightened risk
from some workplace toxins. Screening programs were developed to identify both healthy
carriers and carriers with a manifested condition. Although African Americans were not the only
ethnic group at risk for being genetic carriers for sickle cell anemia, states that instituted
mandatory genetic screening targeted only this community. They did not mandate screening for
other groups, despite the fact that other ethnicities, such as individuals of Mediterranean descent,
might also be at risk to carry the disease.”® Results were not kept confidential, and individuals

identified as carriers were stigmatized and discriminated against in employment and health
insurance.

Fortunately, Congress passed the National Sickle Cell Anemia Control Act in 1972, barring
states from receiving federal funds unless their sickle cell screening programs are voluntary.
However, for African Americans, the history of genetic discrimination and its reinforcement of
institutional racism resonate more intensely. And their experience provides a telling lesson for
all of us about the potential for invidious discrimination that could arise from new discoveries in
genetic technology.
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Genetic information may be linked to certain ethnic and racial groups, many of
whont have suffered from discrimination and eugenic policies that historically
were “justified” by genetic findings. For example, restrictive immigration laws
against Eastern Europeans in the 1920s, sterilization policies, Nazi atrocities,
and insurance and employment discrimination against carriers of the sickle cell
trait were justified by the power of genetic information. Even the discovery in the
mid-90s of specific gene mutations that may be associated with higher rates of
breast and ovarian cancer in the Ashkenazi Jewish community has raised
concerns about how this information may be used to discriminate against them.
The African American and Indian communities are also very concerned about
behavioral genetic-studies on violence and alcoholism.”
- Karen H. Rothenberg, Dean

Marjorie Cook Professor of Law, and

Founding Director of Law and Health Care

Program,

University of Maryland School of Law

Imprecise press accounts and other forms of misinformation have raised the
specter that Jewish women have a unique and greatly heightened predisposition
to breast cancer, with implications for potential discrimination in employment
and insurance.’
— Hadassah, The Women’s Zionist Organization of
America

Impact on Scientific Advancement

Fear of genetic discrimination has also kept many individuals from participating in medical
research studies, stunting scientific advancement and undermining the tremendous investment in
new technologies that the federal government and private industry have already made. Genetic
research holds tremendous promise to unlock new diagnoses and new treatments, and even to
assist in the tailoring of pharmaceutical therapies for an individual’s genetic makeup. However,
scientific research and development cannot progress without clinical trials, and these trials can
only move forward if individuals who could benefit are willing to participate. Fear that
information will be made public, or will become available to health insurers or employers, has
chilled participation in many studies of genetic conditions. Low participation rates in already
developed genetic tests may also chill further private investment in developing new tests.
Because of the fear of discrimination, science cannot fully realize the advances and benefits that
await on the horizon.

[Genetic discrimination] can slow the pace of scientific discovery that will yield
crucial medical advances... Without protections in place, individuals who do
participate will represent a self-selected group that could skew research results,
producing a negative impact on all of us who look to genetics to help find better
ways of diagnosing, treating and preventing discase...The longer this problem
remains unresolved, the greater the damage that will be done to U.S. science and
medicine.”
- James D. Watson, President

Cold Spring Harbor Laboratory, and

Dr. Francis S. Collins, Director

National Human Genome Research Institute

National Institutes of Health

Understanding the function of genes in key biological processes will also become
an even bigger part of drug discovery and development. This information could,
Jor example, tell us how and why certain diseases afflict certain people and why
certain medications are safe and effective for some people, but not others with the
same diagnosis. Thus, genomic information could speed the development of cures
and treatments for illnesses that afflict millions of Americans and their families.
However, public fear and anxiety are obstacles to achieving this goal ... People
must have confidence they can take advantage of technological developments
without fear that the information gained from this technology will be used against
them. ™

~  Carl B. Feldbaum, President

Biotechnology Industry Organization (BIO)
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[Federal] legislation will provide protection to those generous individuals
considering participating in clinical studies and clinical trials. I am afraid that
withowt it, it will be extremely difficult or impossible to carry out the large
clinical studies needed in many important disease areas.™
— Janet A, Warrington, PhD, Vice President for

Clinical and Applied Genomic Research &

Development

Affymetrix, Inc.

Strong Federal Law on Genetic Discrimination is Needed

This is an exciting and hopeful time for genetic medicine, It is imperative,
however, that we, the public, can rake full advantage of new medical advances
that could help prevent disease before it develops. Genetic nondiscrimination
legislation will reduce the likelihood of genetic information being misused in
health insurance or employment decision-making,
- Sharon F. Terry, President/CEO
Genetic Alliance

Current state and federal laws provide a limited patchwork of protection against genetic
discrimination whose gaps leave Americans vulnerable. A majority of states have enacted
protections against genetic discrimination in health insurance or employment or both, but these
laws are inconsistent and limited in what and who they cover. These state laws fail to ensure a
uniform floor of protections in employment and health insurance on which American families
can rely. And in the health insurance context, they fail to ensure coverage for a sizable number
of those covered by private health insurance coverage. Because of a federal law known as the
Employee Retirement Income Security Act of 1974 (ERISA), many of these state laws may not
apply to as many as 131 million American workers and families covered under private, job-based
health plans.

State laws certainly have had a limited impact. Almost no one knows they exist,
they are not enforced and, to my knowledge, no cases have been tried using them.
But the hundreds of individuals who have self-reported experiences of genetic
discrimination still require relief.”’
- Paul Billings, PhD., Board Member
Working Group on Genetic Discrimination & Privacy
Council for Responsible Genetics

Federal law provides soine protections, but they are also limited and incomplete. The Health
Insurance Portability and Accountability Act of 1996 (HIPAA) established some protections for
individuals in group health plans, namely that they cannot be rejected for coverage or charged
more than others in the group based on their genetic information. However, HIPAA still allows
insurers to charge an entire employer group more for coverage because of one individual’s
genetic information, which can deter employers from hiring or keeping individuals they suspect
may have a genetic predisposition to disease. HIPAA also offers no nondiscrimination
protections to individuals purchasing coverage in the individual market, and few states extend
these protections to individuals. The federal HIPAA privacy rules also create some protections
to ensure the privacy of genetic information, as with all medical information, but they are not
strong enough to provide security against insurers either collecting or disclosing private genetic
information.

In the employment context, civil rights protections under the Americans with Disabilities Act
{ADA) purport to protect individuals against genetic discrimination by employers who perceive
genetic predisposition to disease as a form of disability, However, these protections are untested
and uncertain. Although the Equal Employment Opportunity Commission (EEOC) has brought
at least one suit to enforce these rights in the Burlington Northern case discussed above, that case
was settied and it is unclear how a court would rule on the EEOC’s interpretation of the law.
Proving employer bias under the ADA has also been a difficult burden for employees to meet,
and recent decisions by the Supreme Court that limit the reach of the ADA and narrow its
protections indicate that it is not likely to provide a wellspring of support for employees seeking
to enforce new rights.

For Americans at risk for genetic discrimination, these gaps in the law pose a serious barrier to
their security. Without strong, meaningful federal protections, genetic discrimination will
continue to be a serious problem that has a real and human cost for Americans, as individuals
and as a nation.
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It’s a very important point to state that it will be much casier to nip this in the bud
before it has become widespread than to wait until there is already a sort of
standard practice in the insurance industry or the human resources office o find
out information about people 's genetics, That's one of the reasons I think it's
very shortsighted to say. 'We don't have strong evidence of a lot of trouble now,
so let’s just wait.” The longer you wait, the harder it will be to fix this problem.”®
- Dr. Fraucis S. Collins, Directaor
National Human G Research I
National Institutes of Health

Conclusion

Our nation is at a crossroads. We can realize the enormous promise of genetic research by
ensuring that Americans do not lose their heaith insurance or their jobs because of their genetic
test results. Or we can allow a patchwork of inadequate and incomplete protections fo continue,
forcing millions of people to choose between their economic security and the genelic tests that
can improve their health and possibly prolong their lives,

One thing is clear. Lawmakers have a critical decision to make. Without strong, meaningful
federal protections, genetic discrimination will continue to be a serfous problem that has a real
cost for Americans — and there will be many more faces of genetic discrimination in the months
and years ahead. The well-being of our country is at stake.

Appendix: More Faces of Support for Genetic Nondiscrimination Legislation

A broad and diverse array of organizations is joining in support of federal genetic
nondiscrimination legislation. Here are a few examples of these organizations and their rationale
as to why this remains a critical national priority.

American Civil Liberties Union:

Individuals need clear and comprehensive protections against genetic discrimination in the
workplace and in the provision of health insurance. The current parchwork of state and federal
law does not provide needed basic protection against genetic discrimination.

Congress must protect employees from employers or insurance companies who have the
opportunity to discriminate based on genetic characteristics. The House should pick up the
baton handed to it by the Senate by passing genetic privacy legislation to protect the health and
livelihood of all Americans.”

Alpha-1 Foundation and Alpha-1 Association:

As a genetic condition, those with Alpha-1 or seeking Alpha-1 testing may face health,
employment, or insurance discrimination, [the fear of] which may significamtly impact individual
and family decision-making... [EJarly diagnosis and treatment improves health outcomes and
allows the individual to make lifestyle and therapeutic changes that can slow the progression of
this devastating lung disease and delay the need for transplantation. The Alpha-1 Coded Testing
Trial has offered individuals an opportunity to receive confidential test results since September
of 2001, since 2001 2,400 test kits have been requested. [Of t]hose returning the test kits and
responding to [a] survey questionnaire, [o]ver 30% report fear of losing insurance as the reason
for seeking confidential testing [and] 34% report concern about facing higher health care costs
if results were public...

American Academy of Pediatrics:

[T] he American Academy of Pediatrics is concerned that genetic discrimination is a barrier for
Jamilies to access health insurance for their children. More than 9 million children are currently
uninsured in this country, and millions more are underinsured. We will never achieve our goal
of ensuring that every child has health insurance coverage if genetic discrimination is permitted.
The American Academy of Pediatrics therefore urges Congress to pass legislation that protects
American families from genetic discrimination.*

American Cancer Society:

Genetic research is one of the most exciting areas of scientific advancement today. As our
knowledge about the genetic basis of common disorders grows, however, so does the potential
Jor discrimination in health insurance and employment. This possibility can have a dramatic
and chilling impact on patient care and research. The American Cancer Society urges the
House 1o enact genetic information nondiscrimination legislation by taking prompt action on .
1033, which represents a major step forward in ensuring that people do not face discrimination
as a result (;j/' their medical or family history, while at the same time allowing medical research
to advance.
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American Medical Association:

The AMA has a long-standing policy against genetic discrimination. This legislation would
enable and encourage patients to 1ake advantage of genetic screening, counseling, testing and
new therapies resulting from the scientific advances in the field of genetics without worrying that
such information could be used against them by their health insurers or employers, 8

American Osteopathic Association:

It s the position of the American Osteopathic Association that access to healthcare should not be
restricted on the basis of genetic testing and that discrimination in employment on the basis of
genetic testing should be prohibited. Patients must be able 1o discuss genetic testing with their
osteopathic physicians without fear of discrimination from emplovers, potential employers, or
healthcare jplcms Sfor having undergone such testing or participating in clinical trials to test new
therapies. ¢

American Psychiatric Association:

As biomedical research advances, especially through the Human Genome Project, the possible
abusive uses of genetic information will expand unless enforceable safeguards are enacted, A
person’s genetic information should only be used with his or her informed, voluntary, and non-
coerced consent. Protecting patients’ genetic information is critical to providing the highest
quality medical care.”

American Society for Human Genetics:

From the geneticist’s point of view, the absence of a federal standard that prohibits employment
and health insurance discrimination based on genetic information results in:

difficulty in recruiting subjects into genetic research studies;

patient avoidance of genetic services;

underutilization of genetic testing;

difficulty in obtaining insurance coverage when attempted,

several cases recognized that have not resulted in legal action; and

significantly increased time and effort in genetic evaluation and counseling sessions
resulting in increased service costs®

D R N

Biotechnology Industry Organization (BIO):

BIO has long supported national policies to ensure that individuals’ personal medical
information, including genetic information, is safeguarded against misuse. It is essential to
assure the public that the §reat promise of biotechnology research will not be tarnished by
abuses of this technology.

B’nai B’rith International:

[S]ome people, including many of the Ashkenazi Jewish women who have heard and read that
they may be al risk for breast eancer because of their genes, are afvaid that testing might expose
them to discrimination by their insurers and even their employers... Having a genetic mutation
linked 1o a disease is not a death sentence — many people with mutations will never even develop
the associated disease. The decision whether to test for these mutations should be one made by
individuals and families in consultation with their doctors and genetic counselors. This
information can allow people to make better choices about everything from scheduling their first
diagnostic screening to diet and exercise. We should all be free to take advantage of these new
information opportunities without fear of discrimination. When people are afraid of being
branded by information, they don’t get genetic counseling, and they don't get testing. They are
even refuctant to participate in important scientific research studies that advance our ability to
prevent, diagnose and treat any number of diseases.”’

Juvenile Diabetes Research Foundation:

As our understanding of human genetics moves forward, genetic testing will become increasingly
used in health evaluation and prevention. It is important in this context to protect Americans
Sfrom misuse of genetic information that would lead to discrimination in insurance coverage or
employment ... Although the folly of discriminarion based on genes would probably become clear
to all at some poim, it is preferable that laws be enacted to prevent such discrimination from
ever occurring. In fact, categorizing people on a genetic basis in any context, whether it involves
health care or any other aspect of social policy, violates the basic principles on which the United
Stateog was founded—that each individual is born equal and deserves equal trearment under

law.
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National Breast Cancer Coalition:

[Clomplex questions about insurance coverage and discrimination are raised by the availability
of a genetic test for breast cancer. The National Action Plan and the Human Genome Project
has held a two day Genetic Discrimination and Health Insurance Workshop at which women
with the breast cancer gene would only agree to tell their stories under the strictest
confidentiality agreement. Quite simply, they were afraid of the discrimination they would face
with their employers and insurance companies if anyone knew they had this gene .. At present,
there is no federal legislation that prevents insurance companies from denying coverage based
on genetic status. While a few siates have enacted laws, all of those provisions contain
loopholes which, to varying degrees, undermine the intent of the legislation. Therefore, it is our
position that any health care or insurance reform must include protections against
dz‘.vcrimi‘;éazion in the provision of coverage based on genetic informarion, or predisposition to
disease.

National Organizations of Rare Disorders:

Genetic information that is revealed to...insurance companies, employers and other family
members may pose « risk to individuals — leading them 10 refuse genetic tests. Since there are no
current government protections, nor prohibitions against genetic discrimination, individuals
could be subject 1o severe psychological, emotional and financial risks... Congress must act to
ensure that the highest levels of protection are afforded to personally identifiuble genetic
information so that it can never be used against a person, nor accessed without a person’s
permission. Failure to guarantee protection of genetic information may lead to underutilization
of genetic test, and discrimination against /)eople with certain traits, which impacts Americans
alive today, as well as future generations.

National Workrights Institate:

During the past several decades, our understanding of genetics has multiplied as procedures for
identifying, analyzing, and manipulating DNA have advanced. Among the many benefits of these
efforts are the ways they may influence preventive health, reproductive planning and eventually
therapies to cure illnesses with « genetic component. No one can deny that this knowledge may
be a blessing in finding cures to diseuses with genetic origins, including Alzheimer’s,
Huntington's and many forms of cancer. Nevertheless, the ability to identify individuals based
on genetic characteristics necessarily predates the ability to use this information in the treatment
of the corresponding diseases and therefore the immediate consequences of such advances have
and will continue to lead to a number of forms of individual diserimination.”
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