- wrong -- and it’s time that we end it.”

. THE WHITE HOUSE
Office Of The Vice President

FOR IMMEDIATE RELEASE | CONTACT: 202-456-7035
TUESDAY, January 20, 1998

VICE PRESIDENT CALLS FOR LEGISLATION ON GENETIC DISCRIMINATION
- Says Employees Should Not Be Discriminated Against On Basis of Genetic Information

WASHINGTON -- In an ¢ffort to ensure that genetic progress does not become a new
excuse for discrimination, Vice President Al Gore today (1/20) called for legislation that will bar
employers from discriminating against their employees on the basis of genetic information.

“The fear of genetic discrimination is prompting Americans to avoid genetic tests that
could literally save their lives,” the Vice President said during an address to the Genome Action
Coalition’s Third Annual James Watson Lecture at the National Academy of Sciences.” “But
genetic progress should not become a new excuse for discrimination. Genetic discrimination is

/

The Vice President released an Ad:‘ministration report, Genetic Information and the
Workplace, which documents the current and future problems of genetic discrimination in the
workplace and outlines principles for federal legislation to guard against these abuses. He was
- joined at today’s event by Department of Health and Human Services Secretary Donna Shalala;
Department of Labor Deputy Secretary Kitty Higgins; Equal Employment Opportunity
~ Commissioner Paul Miller; Dr. Harold Varmus, Director of National Institutes of Health;
~ Dr. James Watson, Nobel Laureate, Author of “The Double Helix,” and President of Cold Spring

Harbor Laboratory; and Dr. Kay Jamison, Chair of the Steering Committee of the Genome
Action Coahuon :

Specifically, the legislation that the Vice President called for today will prohibit
employers from requesting or requiring genetic information for hiring; prevent on-the-job
discrimination; and ensure that genetic lnformatlon is not disclosed without the explicit
permission of the individual.

“Miraculous scientific achieveménts can help build an America that is healthier in body

-and in spirit. That’s no small feat. But science and society must always advance together, for
neither can every truly advance alone,” the Vlce President said.

(MORE)
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January 16, 1998

Albert Gore :

Vice President :

The White House

1600 Pennsylvania Avenue, N.W.
Washington, D.C. 20501

A Y,

Dedr Mr. Vice Pf‘e'sid‘ent-

The Alliance of Genetic Support Groups ¥ wclcomes your active support for lc,gal safeguards

to prevent discrirnination based on genetic information. Your personal leadershlp can bring

these important issues to the full attefition of the American public.

The Alliance is thrilled with the pace of genetic discoveries. With each step fotward, we
come closer to finding new treatments for genetic disorders and to unlocking secrets aboiit.
common diseases as well. With these scientific advances come great promise, bowever,
without federal protections they ¢an also bring us closer to the risk of isusc of gcneac
tecbnologies and the potcnnal for barm.

The Alliance of Genenc Support Groups is an active champmn for chlldrcn adilts and
familics identfied with, or at risk for genetic-related disorders -- a list that is gfowing
rapidly every year. Reépresenting a coalition membership of more than a million families,
genetcs professionals and members of gebetic support groups, the Alliance works 1o
promote access to employment opportunites agd quality health care, to protect individuals
frofn genetic discrimination and to educate professionals and the public about these issues.
Ouwr toll-free belp line serves as a direct link 1o families. who are struggling with
circumscribed employmeént opportunities, denial of health insurance coverage, and more
subtle and general forms of discrimiation. We are asking all of our urhbrella mermibers to
demonsuale their affirmation of the principles we all shan:

Every American -- regardless of génetic inhéritance -- deserves the protection federal
legislation alon¢ can provide. We appmclate all the w1sdom and leaders}up you bring 10
resolution of these problems.

anccre]).
Mary E. Davidson, M.S.W. Joan K. Buris, M.S. ¢  Joan O. Weiss, M.S.W._
Executive Director - President : Founding Director

cc: Chris Jennings
~ Francis Collins
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Jaouary 16, 1998 -

William J. Clinton .
President
The White House  ; )
1600 Peiinsylvapia Avenue, N.W. o §
Washington, D.C. 20501 . '

Deéar Mr. President: -

The Alliagce of Genetlc Support Groups welcomes your active suppon for legal safeguards
1o prevent discrimination based on genctic information. Your personal leadership can bring
these imipoitant issues to the full attention of the American public.

The Alliance is thrilled with the pace of genetic discoveries. With each step fo;rward we
caorite cloger to finding new treatments for genctic disorders and to unlocking secrets about
common diseases as well. With these scientific advaiices come great promise, however,
without federal protections they can also bring us closer to the risk of misuse of gcnenc
technologies and the potf:nnal for harm.

The Alliance of Gcncnc Support Groups is an active ciampion for children, adults and
familics identified with, or at risk for genetic-related disorders <~ a list that is growing
rdpidly every year. Representing a coalition membershnp of more than a million famlies,
genetics professionals and members of genetic support groups, the Alliagce works to
promote access to employment opportunites and quality health care, to protect individuals
from genetic disctimination and to educate professionals:and the public about these issues.
Our toll-free help line‘serves as a direct link to families'who are struggling with
circumscribed employment opportunities, denial of health insurance coverage, and more
subtle and general forms of discrimination. We are asking all of our umbrella merhbers to
demonstrate their aﬁ‘mnauon of t.hc principles we all share

Every Amencan - rcgaxdless of geneuc inheritance »- deserves the protection federal

Yo

legislation alone can provide. We appreciate all the wisdom and leadership you bring 1o
Sincerely,

%/Mﬂu éuw/ @@7/

MaryE Davidson, M.S.W. Joan K. Burns, MS - Joan O. Weiss, M.S.W.

- Executive Director : President : Founding Director

ct: Chris Jennings

Francis Collins

301-654-8171 ; -\_LIANCE GENE GROUFS ‘  PAGE.
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jJanuary 15, 1998

The Vice President
The White House
Washington, DC 20500

" Dear Mr. Vice Premdent

The Genomé Action Coalition, compnsed ot more than 125 orgamzanom
foundations and corporations, would like to congratulate you and thank you for
extraordinary leadership that the President and you have shown with regard to the
difficult issues which come about as a result of the prooress of thie Hurhan Geriome
Prolect H

The scientific advances from the research coriducted at and funded by the
National Institutes of Health have opened a new era in molecular medicine. Government,
industry and acadérnia are working together in an unprecedented manner to unlotck the
secrets of the genome and develop treatments, cures and preventions for a wide range of
physical and mental ilinesses and disorders.

; _

The Clinton-Gore administtation has shown great vision in addressing the
corfiplex ethical, legal and social issues that hiave avisen from this etfort. The Genome
Action Coalition is pledged to continue to work with you, with the rest of the
administration and with the Congress in this comprchcnswc effort to advance knowledg ge
for the bcncf tof all our citizens.

Again, we thanl\ you tor your lcadershxp at ﬂm crmcal time and look forward to
your remarks on Januarv 20. , |

o » , Sincefely,
U Kay edtlel JamisohePh.D.

‘Steering Comrmittee Chair

: : sProfessor of Psychiatry,

s o - iThe Johns Hopkins University
School of Medicine

@oo4
@oouz
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NATIONAL ACTION PLAN ON BREAST CANCER
A Public/Private Partheship

The Vice Pres’id‘cr‘it.‘f
United States Senate
- Washington, D.C. 20510

Dear Mr. Vice Pfe‘siéaént:

The Herediary Susceptibility Working Group of the National Action Plan on Breast
Cancer applauds your leadership and support of legislation to prevent emplayment
discrimination based on genetic information. We are grateful for your personal
conmirhitrnent to bring this issue lo the attention of the American public.

Even though dramatic scientific advances are being rmade in the understanding of the
genetic basis of breast cancer, the benefits of this research cannot be fully realized if
individuals suffer discrimination baséd on the results of genetic tests. A genetic test for
inherited breast cancer, for example, will allow scientists to explore improved
prevention strategies.and treatments for all high risk families. Yet this research is
greatly harmpered by ‘patient fear of participation in genetics research: Scientists are
already reporting difficulty in recruiting patients for studies requiring genetic testing
becaust they fear the inforration will be used to prévent access to ernployment, career
advancement, and other job opportunities, Moreover, women fear thesc discriminatory
practices may be extended to family members, particularly, their daughters.

‘Because many genetic susceptibility genes affect certain ethnic groups

disproportionately, génetic discrimination may also provide a justification for race
discrimination.

1002
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‘Page 2 - The Vice President
The establishsment of legal and ethical safeguards to protect the utilization of this new
techinology will be a dramatic step toward maximiZing the use of genetic information
for patient care and medical research. Thank you for your leadership in providing a safe -
"environment for the use of new and valuable mcd1c31 advances by the citizens of the
United States

Smccrc]y yours,

”?%?&Kﬁ.

Mary Jo Ellis Kahn, MSN, RN
National Breast Cancer Coalition
Virginia Breast Cancer Foundation
: Co Chair, H:re(htary Susc-epubnmy Workmg Group

ce:
The President
Chris Jennings
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January 14, 1998

Vice President Albeért Gore, Jr.
Old Executive Office Buddmg

Washington, DC 20501 . |
: P 2% Vier \M

Deir Vlcc PrcSLdent Gore:

The Women's Legal Defense Fund applauds your leadership on an issue of trethendous
importance to wornen and their families -- prohibiting genetic discrimination, particularly in
f:fﬁplby“rﬁeht Thasnks to ground-breaking genetics research, millions of women and their families
will some day benefit from xmptoved prevention, detection and treatment of life-threatening
diséases. The benelitd to medical scicnce arnd women’s healt.h presented by genetics research are
srormous. However, there is growing concern that genetic information may be used in ways that
hurt patients and rescarch participants, thereby impeding the very research that could increase
our understanding of the genetic basis of disease.

The decision about whethér or niot to have genefic tests pérforined is a compléx one, With
far-reaching ramifications not only for the individual women involvéd, but also for mémbers of
their families. Women need to be able to make decisions about undergoing gc‘n'ctic testing and
parti¢ipating in scientific research without fear that they (or their loved ones) will lose their
insiirance or 1he;r)obs

Without adequatc protcction against discrimination and misuse, the potential for genuirie
medical benefits from gcneuc advances may be outweighed by harmful consequences, such as
the loss of health insurance or émployment. We ook forward to working with you and Congress
to promote genetic research and to put in place the federal laws that will protect mdmduals from
discrimination and sllow research to flourish.

Sincerely, . Ten . W ﬁw#/.’._..,{

Ju‘d.i. L. htmmi » @\: ﬂ# (.8

President

1875 Connecticnt Ave,, NW » Suite 710 &.Wn,chingmh. DC 20009 o Telephone (202 $86-2600 » ez {202) 9%€.2519
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January 16, 1998

‘William J. Clinton

President

The White House :

1600 Pennsylvania Avenue, N.W.
Washington, D.C. 20501

\

Dear Mr. President: |

The Alliance of Gencuc Support Groups welcomes your active suppon for legal saféguards
to prevent discrithination based on genetic information. Your personal leadership can bring
these important issues to the full attention of the Amierican public. . :

The Abliaiice is tlm'llcd with the pace of genetic diS'c‘overies. With each step forward, we
come closer to finding new treatments for genetic disorders and to unlocking secrets about
common diseases as well. With these scientific advances.come great promise, however,
without federal protections lhey can also bring us closer to the nsk of risuse of genetic
technologies and the potenua for harm.

The Alliance of Genet:c Support Groups is an active champxon for children, adults and
families identified with, or at risk for genetic-related disorders -- a list that is growing
rapidly every year. Representing a coalition membership of more than a million families,
genetics professionals and members of genetic support groups, the Alliance works to
promote access to employment opportunities and quality health care, to protect individuals
trom génetic discrimination and to educate professionals and the public about these issues.
Our toll-free help line serves as a direct link to families who are struggling with
circumscribed employment opportunities, denial of health insurance coverage, and more
subtle and general forms of discrimination, We are asking all of our urnbreélla members to

: demonstrate their affirmation of the principles we all share

Every American rceardiess of genetic inberitance -- deserves the protection federal
legislation alone can provide. We apprcmate all thc wisdom and Ieademh:p you brmg to
rcsohmon of thesc probiems .

Sincérely, |
- ~N
Mary E. Davidson, MS.W. Joan K. Bums, MS. ~ Joan O. Weiss, M.S.W.

Executive Director - - President Founding Director

cc: Chris Jennings
Francis Collins

et
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Janvary 16,1998 ¢

Albert Gore

Vice President

The White House ,
1600 Pénnsylvania Avenue, N.W. , o
Washington, D.C. 20)01 ' : L

Dear Mr. Vice Presxdent.;

The Alliance of Genetic Support Groups welcomes your active suppott for legal safeguards
to prevent discrimination based on genetic information. Your persopal leadership can bring
these important issues to the full atténtion of the American pubtlic.’ :

The Alliance is thnlled with the pace of genetic discoveries. With each step forward, we
come closer to finding new treatments for genetic disorders and to unlocking secrets about
common diseases as well. With these scientific advances come great promise, however,
without federal protections they can also bring us cloccr to the risk of misuse of genetic
technologies and the. potcnnal for harm.

The Alliance of Genetw Support Groups is an active champlon for children, adults and
families identified with, or at risk for genetic-related disorders -- a list that is growing
rapidly every year. Representing a coalition membcrs}np of more than a million families,

- genetics professionals and members of genetic support groups, the Alliance works to
proimote access to employment opportunities and quality health care, to protect individuals
from genetic discrimination and to educate professionals and the pubhc about these issues.
Our toll-free help line serves as a direct link to families who are struggling with
circumscnbed employment opportunities, denial of health insurance coverage, and more
subtle and general forms of discrimination. We are asking all of our urnbrella members to
demonstrate their 3fﬁrmation of the principles we all sha:e.

Every American -- rcgard]ess of genetic inheritance -- descrves the protection federal

legislation alone can provide. We appreciate all the wisdom and leaderShip you bring to

resoluuon of these problems.

Sincerely, ~
Py 2 Lo 7 (o) U oo
Mary E. Davidson, M S.W. Joan K. Burns, M.S. : Joan O. Weiss, M.S.W.
Executive Director - President _ Founding Director

~¢c: Chris Jennings
Francis Collins


http://medhelp.org/www/agsg.Mtm
http:alliance~capaccess.org

01/15/88 THU 17:32_FAX 301 402 0837  NCHGR/OD : : , @oo1

DARN GOOD DRAFT BY LESLIE . 72) | Cc/ [)
Tanuary 15,1998 ' e -

‘V@M( @ /Z{ C/fa/\/

s

- DRAFT |
Third Annual James D. Watson Lecture
Genies, Jobs, and Justice for All

o " Al Gore
Vice Presidént of the United States
Jariuary 20,1998
National Academy of Sciences
Washmgton DC
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Thank you, Dr. Jamison. As you know, my wife Tipper h:rs long been an activist in the ~
mental Kealth community, And that gives us a special bond with Kay. In addition to making
sighiﬁeérit contnbutions to ‘me'ntyal health research, Dr. Jamison has béen've‘ry successful in
bringing an understanding of psychiatric disorders to the public. She has examined for us the
brilliance as W'éli as the darkness of sotie of history’s most creative individuals--composérs,
paintérs, poets and mdeed herself. Kay’s most recent book An Unquiet Mind, is her own story. -
With ektraordinary honesty, she has laid baré her perSOnal struggles with mental illness, and in so
doing, has revealed to her readers the courage and hope of someone living with manic-depressive
illness. Her book has been ah inspiration to péople with ?ijfc}ﬁatﬁc illness and their loved ones

and a call t6 action for everyone else. - Tipper and 1 were both affected Hee‘piy by it.

I would also like to thank The Gerome Action Coalition, for glvmg me this opportumty to
speak about issues [ care very deeply about. My work in technology pol 1cy, and genetics and
putilic policy in paticular, goes back 4 long way, and I arp delighted to be in this great hall with
the some of the keenest ‘rnin‘ds in science.. The Coalition, ‘:Of course, was created only three years
ago to bring together the diverse play'er"'s from private ihdﬁstry to patient advocacy groups, intoa
discussion about how thls counitry will einbrace geriome research 50 all of us benefit. Our

administration looks forward to working with you all to achreve that goal

Let me welcome the other guests here today. Secrétary Shalala, whose depattment leads
the Human Genome 'Prbjeét has been workirig closely with the President and e on legislation to
prohrbxt genetic dis¢rimination in health insurance. Deputy Secretary Kitty Higgins has just
presented e with a compell ng report from the Department of Labor abbut an issue I have cared
about for over 13 years: genenc discrimination in the v-orkplace And Francis Collins, director of
the Human Genome Project at the Natlona[ Institutes of Hea]th who has demonstrated ‘
exceptional leadership 1 Innot only advaricing the science of the project but also in his conviction
that genétic téchnol ogxes should be used to enrich the health and well being of our citizens, not o

stigmatize or shame them


http:stigmatize.or
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You' probably know that Dr. Collins delivered this address last year and enided it on a
rusical note. [.Mak’e ﬁm:‘:o‘f Francis or some kind of joke here about V.P.’s musical abiliii'es'.]

On a more serious hote, we are hete today to honor a truly extraordinary figure, Jim
Watson, whose name is virtually synonymous with mod‘e‘r‘h molecular biology. Jim’s list of
achievement and recognition is indeed lengthy--from 19513 when he carried out the Nobel Prize-
winnifig experiments that proved the double helix strucrute of DNA, to directing a world-class |

. genetics laboratory at Cold Spring Harbor, to becoming founding director of the Hufan Génome’
Project at the National Institutes of Health. Most recently, he received last month from the
President the National Iv:iédal of Science, our own c’ountr;r’s equivalent of the Nobel Prize. On
behalf of the National Sqliedce Foundation, we present thét award to leaders in sciéntific research
for their innovation dnd imaqinétioﬁ Their achievem'énts'have op’e;n‘ed new scientific frontiers,
enabled néw products, and created new capabllmes that have transformed our lives and that will

shape our future. Thouvh Jim’s dxscox ery was almost a halfa century ago, it was the davwn of

" unprecedented achievement in genetics and DNA research, Aswe stand at the threshold of & néw
millennium, the Human Genome Project is showing us thi:ngs about our genetic selves most
‘mortals could never have ifnagined, but Jim did.

B‘e‘in'o here tcsdayi is special for me bécause éf m)? own history u‘ﬁth genetiés and public
pohcy In both the House and the Senate, I was mvolved in many leglslatlve matters having to do
with the respons1b e deployment of technology into our somety Because of the sheer pace of
advances in genetics, and the Human Genome Project in pamcu]ar none is more important or
compelling than ensunng that our ability to understand the instructions in our genetic material,
DNA, does not prevent Amerxcans from access to good hea]th a decent wage, and the fulfillment
of their life goals. _

(Insert reference Vice Presidem’s 1989 hearing on Gernofne Project here)

What kind of sczennﬁc progress am I talking about‘? Marvelous, almost fantastic

achievernents that promxse better health by providing msxghts into the mysteries of the human cell

how it works, afid why s_omet;mes it doesn t work. How.to fix it or prevent the malfunction from

¢
X

, . : {
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Vle“ading to disease.
Five years ago, only a few of the hurhan genome’é 80,000 or so genes had been identified. -

Stientists isolatéd genes one at a nme and tried to figure out how a single gene might throw the

whole body out of whack. Today, scnenmts use Human Genome Pro;ect tools to dxscover

thousands of genes each year ‘many which turn 6ut to be mvolved in disease predisposition.

Indeed some of you in th is audierice have made tremendous progress in identifying the genetxc

components of cancers and neurological disorders, and have isolated genes associdted with rare

disorders that promise to; shed light on basic cellular functions.

In a few short months the project will reach its ha] ‘/wg@k and 1t has surpassed evén

the most ambitious expectatnons Smce the pfOJeCt s begmmng, the increasing detail and quality
of genofne maps have reduced the time it takes to i nd a gene from years, to months to weeks,
Now to just days. Thanks toa new on-line gene map, dtseass-gene hunters will soon have about a

40 percerit chance the gene they are looking for has already been characterized by this effort

Now xmagme gomg to a laboratory freezer and pul[mg out a tray of vxa.ls that contams a
copy of the human genOme in a neatly ordered set of DNA pieces. And you have i mstrucnons

“about how to put them back together, like a puzzle, to make a replica of the entire human

‘genome. Fantasy? Not at all. This past year, genome smenmts cornpletcd such a replica, which’

now serves as a handy resourcc for gene hunters and DNA sequencers. And you don’t even have

togotoa freezer, you can find it on the Internet.

So you map your'gene to one of those pieces of DNA, and you go to the corputer and
log on and the database says that DNA region contains gcnes for this tra1t or that, or maybe even
A dxsease It tells you one of those genes is likely related to thc medical prob]em you are studying.

More and more, it will tell you what the gene’s exact DNA sequence looks like and what it does,

.if not in kumans, then in mlce or fmltﬂxes or bactenia, Thts is no longer the life’s work of a

Zeneticist. It can riow be doneina week or sO. f
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In the 1980's, before the tools of the Genore Projéct were available, took yeats for Dr. "
Collins and his colleagues nine years to pinpoint the precise location of the gene for cystic ﬁbrésis
and ultifnately to clone it. Last year, with DNA from families with hereditary Parkinson’s diseise
in hand, scientists were able to precisely map the gene resbonsible in 9 days. That’s the kind of

stunning pace I'm talking about.

, o N
- In the years ahiead, the full DNA sequence of the ﬁuman will give us unprécedented ‘ , «:? U
opportunities to observe%‘and understand the human being;as an orchestra of molecular systéms. ~ \FQ?
But those experimerits are already taking place in micro'—o}!rg'anisms, because for the first time, | \g?)
scientists have spelled out the complete genomes for almost a dozen such germs. The full DNA “%\

sequence of those microbes gives scientists a powerful new tool to observe life riot just one gerie
and dne trait at a time, but to ﬁﬁder's’tand complete and interactive processes, such as metabolism,
the control of gene ac"tiv;it‘y, substance transport, and cell gjix'ision,' Imagine using that knowledge
to engineer synthetic tissues or im;ﬂamable biological syslems to deliver missing biochemicals or

“drugs.

For me, it doesn t get much better than DNA and&computers We all know how the
silicon computer chip revolutlomzed our lives in ways we ‘could never have imagined. They run
scores of everyday items liké watches, car engines, cell phones evén toys, and they support a
multi-billion dollar computer industry. Let me tell you what happens when you combine DNA
and semniconductors to study hHuman biology and disease. At the root of these studies is a
relatively tiny device commonly called a “DNA chlp”--a thm slice of silicon about the size of a
postage stamp. [GIVE HIM ADNA CI—HPWW THZE AUDIENCE.] \}}hen a DNA sample, |« |
say from someone with a family history of cancer, is addgd to the chip, it seeks out its match and
tells you whether the per_son’s DNA contairis changes lihkéd to that form of cancer.

5

Suppose, for exa;riple, several of your forty something relatives have developed colon

ffgioa" J@“i&

canicer. The possibility that you have the sarme predisposition concerns you, especially now that

you have a milestone bir%hd'ay corhing up. You ¢ould schedule yearly colonoscopy exams, which %&

\ . .
N . 5 & .
S

-
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are effective at spotting pre cancerous tumors while they are easy to treat and have the best

chance for cure. But what about all your other relatives \»ho never developed colon cancer” If
you are like them, y‘eaﬂy_co}on exams would me‘ag um’ae‘;:essary discomfort, §'>‘c‘pen’s‘e, and even o
risk of injury. | | ‘ | |

«?*

2o

In the not t66 distant future, a DNA chip might bé loaded with gerie sequences associated

4-]

LI

<

with many of today’s cornmon disorders. You give a blood sample at the doctor’s office, and a

R

>c0'mpu’te’i' printout tells'y'bu which of those gene sequences might be important to your health.” As

health research moves forward, néw préventions and treatments may help keep you from
# } .

becoming ill.

- The capacity of DNA chips doubles about as qmck y as it do€s for semxconductors So, -
chips that once held a few hundred DNA threads riow hold up to a quarter of a million. That kmd
of capacity makes them useful for looking for large numbers of DNA vananons even in entire

populations, that correlate with dlsease risk.

[insert a paragraph on the impact 6f DNA chips on busin‘éss (quote from recent Forbes article on
DNA chips perhaps) and mention that Affymetrix, one of the developersfmanufacturers of DNA
chips was founded with a grant from the NIH]

. \

population the differcnt sneﬂmo‘: ofDNA séquence at a long list of genetic sues Most of these

Just last week the Hurnan Genome Pro;ect began a new initiative to catalog in the U.S:

spellings will differ by only a single letter in the code, but they will help sc1entxsts begin to define

<IN

which genetic dxﬁ‘erences are associated with a propensny for a specific disease. That information

could help explain why, although we all carry the same genes some individuals, families, and even

P JXO\

(3
ethinic groups appear to be more likely than others fo develop certain dxseases '-—J : Q(

Eventually, DNA} chips and new knowledge abom‘ genetic variation may ‘even be used to

identify which patients are most likely to respond to specific therapies. Diseases may be classified



01/15/98 THU 17:34 FAX 301 402 0837  NCHGR/OD - A @067 .

by their underl ymg geneuc configuration rather than by physxcal symptoms Administering drugs
aimed only at that pamcular genetic subtype could minimize side effects and reduce treatiment

time wasted on ineffective therapies.

Genetic tests for glaucoma colon cancer, mherlted lodney cancer, and other disorders dre
already helping 16 identify high-risk individuals before they becomemIn a Chicago hospital, for
example, “Patty,” who had tested positive for a cancer-related gene mutation called MENZ, had

“ber thyréid gland removéd She inherited the altered gené from her father who also had thyroid
cancer. ‘Because his. cln]dren have a 50-50 cbance of mhennng the altered gene, doctors tested
Patty and her only mblmo Patty tumed out to carry the MENZ alteration. Because this mutation
placed Patty at very h}gh likelihood of developing thyroxd cancer, hier doctors recornimended that
she have her thyroxd removed. At the time of surgery, Patty s thyroid gland already coritainéd

- smiall, potentially lethal, cancers. She now takes a pill ev‘g?y day to replace her thﬁoidhofﬂionés,

but her chance of develo?inQMEN%related cancer is very low.

Health care professwnals too are coming to gnps w1th the new challenges genetics is
bringing to how they care for patients, An impressive oroamzatxon has sprung up in the past year'
under the leadershxp of the American Medical Aqsoaanon the Arherican Nursés Association, and
the genorne Institute to ensure that our nation’s health care providers have the knowledge, skills
and resources to mtegrate responszbly new genettc knowledge into health care. The Nitional
Coalition for Health Prof‘essxona] Education in Genetics represents approxxmately 100
‘orgamzanons of health care professionals, consumer groups mdustry, genetics professional
organizations, and government agencies.

I am no B’enja‘mirl Franklin, nior did [ know him (h?, ha), but I can appreciate his widsom
when he said he was sor‘é}f to have been born so soon becfa.use he would not -- and I quote --
"have the happiriess of kiﬁowing what will be known 100 ;;e'ars hence." I'm'sureif Mr. Franklin

- were here today, he wodfld be as filled with aive and prldé as I am that the American tradition of

© innovation he helped to establish is still driving our nation forward.
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So I have just set the clock forward only slightly to give you.a glimpse of how genetic
technologies can improv? our health and well being. Thegsceﬁarios of better health and quality of
life will have come true, and we recogni7e that the diﬁ‘ere’bcés among us strengthen the human
f'abnc Or, will we allow oufselves to become a nation in Wwhich the spelling of our DNA
deterrnmes ‘whether we have health insurance or a job, or Leeps us from reaching our full
potential? Will we find ourselves grappling with * genetlc dnscr;mmatxon--when people, either as '
groups or individuals are trcated unfairly because of the content of their DNA--aﬁer we have

worked so hard to unite our communities into one Amenca'?

L:;St'sufﬁmer, the President arinouriced his support for legislation that b:uildsvo‘n The
Health Insurance Por‘tabi\lity and Accountability Act and sb]ves the problem of genetic
discrimination in health insurance once and for all. Tam pIeased today to receive from Deputy
Secretary Higgins a report drafied by her staﬁ at the Depanmem of Labor working together
with the Department of Health and Human Services, the Equal Employment Opportunities
Commission and the Depanment of Justice. This report euthnes the prob em of genetic
discrimination in the workplace and makmg suggestions for how to prevent it. Indeed, no able

Amencan worker should suffer job d:scnmmanon based on his or her genetic make up.

Now let me set the clock back 16 years to Octobé‘:r 1982, when as a representative in the
House, I was holding heanngs on genenc screening in the workplace: “It is not going to be very
Tong,” I said then, “before you can take a small blood sample or a skin sample and run a relatively
quick computer analysis and find, and produce, a volummous printout shomng percentages of
' probability that the mdmdua.l in question will be more or less susceptible to a variety of potential
hazards....] could see where there would be a great temptatlon to exclude that person from the

witkforce because of health problems....

‘To borrow from Labor Secretary Herman, “next to family and faith, the mo'st sacred Ihmg
in our ]wes is the worL we do. Because in America, work has a spiritual dimension, a moral value

that transcends the accountam s measure of profit and loss. It affirns our hurnanity; it stréngthéns -
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our soul. Tt is dignity.”
In many Ways Amenca 5 workers are in better shape than, they have beén in a generatlon
Aﬁer all, our economy 1s ‘thie healthiest i ina generation, Unemployment has dropped 10 a 24-year
low. We have added nearly 13 million néw jobs in the past five years. Our Gross Donestic
‘ ‘Produet is chmbmg ata healthy rate. Inﬂarron is at historic lows and has remairied essermally flat
- for several months. CorpOrate proﬁts arewns:ng and setting records. These are indeed prosperous- V

times,

Today, hke no other tite in hrstory, we are wnnessmg 8 convergence of science and
technology and intel ecrual arid economic prosperity. Half of our e¢onomic growth in the past

ha lf-centurv has come from technological inpovation and the science that supports it

But does this prospenty belong only. toa genetlcally acceptable few, or will all Amencans |
have the opportunity to c]arm their fair share? In the House heanngs I leamed there are at least
'b two sides to this complex issue. On the one harnd, employers may wish to use genetrc screemng
'_ to monitor the exposure of workers to harmﬁ;l substances and take actlon to protect thém. On
the other Kand, emplovers may use genetic information about an employee to bar them from work
or deny health i msuranee I asked then, “at what point does screenmo accordmg to innate
* characteristics constrmte insidious dlscnmtnarron’>” erl employers chose mstead 10 weed out

genetically susceptlble workers rather than clean up. the workplace?

I predicted at that time that«-and I’m quoting from the heéﬁﬁg transcript--"1 think that it’s
Imost certain that 10 years from now, or 13 years f‘rom now or 20 years from now (the timing

as just about nght) we will see Izbranes of genetic mformanon cornbiried with eprdemrologmal
—

" studies which converge mto a catalog of probablhty ﬁgures whrch will tell employers what the
_ percentage of oceupatrona) dlsease is likely to be at varrance from the norm for a specrﬁc

mdmdual applymg fora: Job ” [H()LD UpP TH_E CHIP]
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‘Although in th‘os‘é hean'ﬁgs 16 years ago, I called for the Congress to consider whether
there should be any legally acceptable basis for éxcluding someone from the workforce as'a result
of génetic screening, there is still no comprehénsive federal approach to address use and misuse of
and access to genetic information in the workplace. 1 éer*iiainly share the philosophy of the Human
Genome Project that we iought to identify and sef oﬁt to resolve thew’challenges teéh’nology
presents to society before itis so mature that we have trouble dealing with them.

A 1989 survey of large businesses, private utllmes and labor unions found tha@
of the 330 orgamzanons re<pondmg conducted genet:c screenmg or monitoring of its workers.
Another 1989 survey of 400 firms, conduicted by Northwestern Natxonal Life Insurance, found

that 15 percent of the companies planned, by the year 2000, to check the genetic status of

prospéctive employees and their dependerits béfore making.employment offers. The economic
incefitive to discriminate’based on genetic information is likely to inctease as genetic résearch

advances and the costs of genetic testing decrease.

. That fear of ¢ g)enetu: dmcnmmatxon prompts people to hide genetic information about
therhselves and avoid fzenetuc tests that could be beneﬁmal to them. A young man at risk for
inhériting Huntington’s disease from one of his parents, who wished to enlist in the Marines to
serve in the Persian Gulf War, believed that knowledge of his risk status would disqualify him-

froth service. Because it wias unlikely he would become symptomatic during his tour of duty, he -
answered “:ﬁof”_to 'qu‘éstigns regarding hereditary disorSe‘ris on his bapplication and did not include

A Huntington‘é disease in hlS family medical history. Sofn‘e:iir‘nes people even lie about the cause of
death in obituaries of re{ativ‘es who die from genetic diseases because they do not want their |
employer to know that they too, by virtire of their genes, ‘may be susceptible,

;
1

Sixty-three percent of the pammpants in a 1997 natlonal telephone survey of more than .
1000 people reported they would not take genenc tests xf health insurers or employers could get
access to the results. Eighty-five percent felt employerssbomd be prohibited from obtaining

- information about an individual's genetic conditions, risks, and predispositions.

10
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- One'individual was screened and learned he was a;carrier of a single mutation for

Gauchet’s disease. His carrier status indicates that he might pass this mutation to his children, but

that he would never develop Gaucher’s disease himself. He revealed this information when
applying for a job and wis denied the job because of his genetic mutation even though it had no

bearing on his present orifuture ability to perform a job. ‘

An employee’s [SHE MIGHT BE IN THE AUDIENCE AND THE VP COULD
IDENTIFY HER?) parérit developed Huntington’s disease-indicating that the émployee had a 50

percefit chance of inheriting the mutated gene that would ‘cause her to develop the disease. She

decided to be tested. A ée‘netic counselor advised her to secure life and health insUrance.béFOre
testing, because a pc‘;sitiv‘é test result would not only mea;l she would get the disease but would
probably mean loss of hééhh insurance as well. A co-wofiker who overheard her making
arrangements to be tcste{i reported the employee’s‘convellsations to their boss. Initially, tﬁe boss
seemed empathetic and dffered to help. When the emplof'ee eventually shared the news that her
test results indicated that she did carry the mutated gene, :Tshe was fired from her job, even though
“she was entirely well. In thé 8-month period prior to heér ter‘minva't'mn, she had rec¢ived three

y }Sromotions and ou'tstaﬁdin‘g performance reviews. Frightened by their sister’s eéxperience, none
of her siblings are Wil]iné to undergo genetic testing for fear of]osing health insurance or jobs. |
Consequently, they must‘?]ive with the uncertainty of notll;énowing whether they have inherited the
genetic trait that leads to;,H'umih'gton’s disease. 1

[MAY HAVE SECON]j STORY OF INDIVIDUAL WHO LOST]J OB. BASED ON
DISCRMNATION. WE HOPE THIS PERSON \\’TLL:BE THERE AS WELL.. STORY TO
COME] | | "

Despite these caées, some argue that genetic discrimination on the job is non-existent or so
rare we'don’t need federal legislation to prevent it. We mr‘eiﬂy‘kmwjl()w often it
~happens;but-wedoknow-the-eensequences arc grave- We also know that airplanes are the

safest way to travel, Catastrophic consequences of air travel, apart from lost or damaged
; -

-- q
¥ 3
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| iuggage late amvals and’ depanures uncomfortable seats and rea]ly tiny. bathrooms (ha, ha) are .
:remarkably low cons:dermg the number of people who ﬂy every day Does that mean we have no‘
':respon51b1l1ty to protect the safety of our ¢itizens who avaul themselves of that technology‘? If
You imaginie that each flying jet today is a genetic test, and the skies are criss-crosséd with vapor

'tralls, itisa good idea to make sure the passengers land safely.

Or because ﬁres m sk}scrapers are rare, should we ¢ not. require smoke alarms aod Spflnklel 2/’; -
systems'f‘ In job or hea]th insurance discrimination, the consequences of even one riisuse of

genetic informaticn may be deadly serious. Lo , N A Y

Some may say the Amencans with Disabilities Act (ADA) already prevems workpla}} ‘
dlscnmmatwn Under the ADA, individuals whose genetlc make up has led toa dxsabxhty are -
protected agamst dzscnmmanon just like mdmduals whose disabﬂmes arise from other causes.

But what-about the majomy of workers who are healthy but may have an incredsed risk for a

disease? Are they protected if thezr risk is only 10 percent‘? Twemy percent‘? Fifty’ percem"

This admin.is"trzitio.ri does not bélie've' a nyone 'sh'oulsd havo to endanger their péréb'nal health
3 .or their very lives to make a lmng for their famﬂxes to hve a life of dlgmty Workers should not
' be forced to risk their hves in unsafe work enwronmems for their livelihoods, nor should they be L
forced to forego med;cal care because they fear it will cost them their jObS Yes, federal
legls]auon is needed to ensure that advances in genetlc technology and research afre used to - | ‘
address the health needs ofthe nanon--and not to deny individuals employment opportunmes and
beneﬁts [MIGHT WORK T.SELIOT QUOTE VP HAS USED BEFORE “Between the 1dea i

and the reahty, betwoen the riotion and the act, faHs the shadOw”]

I have been workmg mth the Occupanonal Safety and Health Adfﬂ?ni’s:tf&ﬁdn to fit the- |
: needs of an infofration ace that is less bureaucranc and that recogmzes that the. way we
protected workers safety in the last 25 years may not be the best way to do it in the next 25 yea:s ‘

" That is why we're encouraqmg businesses to form partnersh1ps wuh OSHA so that goverhment

12
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and industry work togéther to do the right thing for workers. We're working to make sure thit
worker safety rules are as sitple and sensible and flexible as they can be. We have rédesigned
OSHA's offices to ‘pr‘d‘dﬁ‘ée safety, not just citations. We';e cutting the time between the
complaint by a worker and the resolution of a problem in- half Giving employers a choice,

common sense regu]atlon common sense enforcement -- that’s the new OSHA — the right way to !

i ot 8 v o P s o oy s

protect the safety of people in the American workplace. We have a public responsibility to work

for safer workplaces.

At the same time, we rmust preserve the ability of scientists to do their work--to continue |

the research, includinig studies of occupational health and safety, that is so vital to expanding our

kriowlédge of ci‘e:rietics and a healthier workplace. To‘déy, on behalf of the President, I propose
that Congress enact a ]aw to ensure that discovenes made possible by the Human Genome iject
are used to'improve health and not to discriminate agamst workers or their famxhes In pnncxple,

the law should consider the foll owmg

<

o+ Employers should not require or request that employees or potential employees take a genetic |

test or provide genenc information as a condition of employment or benefits.

« Employers should not use genetic information to discriminate against, limit, $egregate, or !

classify employe€s in a way that would deprive them.of employment opportunities.

' i . # . L.
« Employers should not obtain or disclose genetic information about employees or potential

employees under most circumstances.

+ . Genetic testing and the use of genetic information by employers should be permitted under |
' cértain circumstarices to ensure workplace saféty and health and to preserve research l
opportunities as long as the information is maintainéd in confidential medical records.
: S K
o With the mfon'ned consent of an employee and assurance of conﬁdent:ahty, én employer under

0
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cértain circimstances should be permitted to monitor employees for the effects of a particular
substance found in the workplace to which continued ‘exposu’re could cause génetic damage. -
Employers may use the results only to identify and control adverse conditions in the
workplace and to take action necessar} to prev ent smmﬁcant risk of substantial harm to the .

H

employee or others. .

K

¥

1 thank Secretary Herman Deputy Secretary Hi ggms and all of you who put this report
together for your fine work
For five yearsin a rc;w, this administration has increaée’d our investments in science and
technology while bringirig down the deficit. These ground-breaking innovations could not have
happened without dedic_z’it_ion, downright genius, and govtefmment investment. Thesé investments
have surely paid off -- in higher payihg jobs, better ht_:a!t}i care, stronger n‘ation.al security, and

improved quality of life for all Americans. Science is working. Pedple are working.

But as as the Pres:dent has said, the strength of our nation is that we are one America.
The only America worthy of the name is one America ~ where prosperity is broadly shared and all
people can truly fulfill the helghzs of their potential. Technology cannot manufacture it.
‘Enlightened inds cannot theorize it. Power cannot d:ctate it. In the end, the President is nght it

23

must flow from the human spint.

~ Thank you

14
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Genetic Discrimination and Health

Insurance: An Urgent Need for Reform

Kathy L. Hudson, Karen H. Rothenberg, Lori B. Andrews,
Mary Jo Ellis Kahn, Francis S. Collins

The accelerated pace of gene discovery
and molecular medicine portend a future in
which information about a plethora of dis-
easé genes can be readily obtained. As at-

risk populations are identified, research can.

be done to determine effective prevention
and treatment strategies that will lower the
personal, social, and perhaps the financial
costs of disease in the future. We all carry
genes that predispose to common illnesses.
In many circumstances knowing this infor-
mation can be beneficial, as it allows indi-
vidualized strategies to be designed to re-
duce the risk of illness. But, as knowledge
about the genetic basis of common disorders

grows, so does the potential for discrimina- -

tion in health insurance coverage for an
ever increasing number of Americans.

The use of genetic information to ex-
clude high-risk people from health care by
denying coverage or charging prohibitive
rates will limit or nullify the anticipated
benefits of genetic research. In addition to
the real and potentially devastating conse-
quences of being denied health insurance,
the fear of discrimination. has other unde-
sirable effects. People may be unwilling to
participate in research and to share infor-
" mation about their genetic status with their
health care providers or family members
because of concem about misuse of this
information. As genetic research progresses,
and preventive and treatment strategies are
developed, it will be increasingly important
that discrimination and the fear of discrim-
ination not be a roadblock to reaping the
benefits. To address these issues, the Na-
tional Institutes of Health-Department of
Energy (NIH-DOE) Working Group on

Ethical, Legal, and Social Implications -

(ELSI) of the Human Genome Project and
the National Action Plan on Breast Cancer

K. L. Hudson is assistant director for Policy Coordination,
National Center for Human Genome Resaarch, National
Institutes of Heahth (NIH). K. H. Rothenberg is Marjorie
Cook Professor of Law and director of the Law and
Heatth Care Program, University of Maryland Schoal of
Law, and member of the Nationa! Action Plan on Breast
Cancer (NAPBC). L. B. Andrews is chair of the Nik-

Department of Energy Working Group on Ethical, Legat,

and Social Implications and professor at Chicago-Kent
Coliege of Law. M. J. Ellis Kahn represents the Virginia
Breast Cancer Foundation and the National Breast Can-
cer Coalition and is co-chair of the Hereditary Suscepti-
bility Working Group, NAPBC. F. 8. Collins is director of
the Nationa! Center for Human Genome Research, NIH,
and co-chair of the Hereditary Susceptibiiity Working
Group, NAPBC.

have jointly developed a series of recom-
mendations for state and federal policy-
makers which are presented below.

" In the past, genetic information has
been used by insurers to discriminate
against people. In the early 1970s, some
insurance companies denied coverage and
charged higher rates to African Americans
who were carriers of the gene for sickle cell
anemia (I). Contemporary studies have

" documented cases of genetic discrimination

against people who are healthy themselves
but who have a gene that predisposes them

-or their children to a later illness such as
Huntington's disease (2). In a recent survey

of people with a known genetic condition
in the family, 22% indicated that they had

been refused health insurance coverage be-

cause of their genetic status, whether they
were sick or not (3).

As a case example, Paul (not his real
name) is a healthy, active 4-year-old, but he
has been twice denied health insurance.
Paul’s mother died in her sleep of sudden
cardiac arrest when Paul was only 5 months
old. Paul's maternal uncle also died of sud-

"den cardiac arrest when he was in his twen-

ties. After these sudden and unexpecred
deaths, Paul's family began a hunt to discov-
er the cause. Their search finally led to a
research geneticist who was able to deter-
mine that several family members, including
Paul and his mother, carried an alteration in
a gene on.chromosome 7. This gene is one of
several genes that causes the long QT syn.
drome, so-called because of the distinctive
diagnostic pattern on an electrocardiogram.
Several years ago, Paul’s father, Bob, lost
his job and with it the group policy that’
provided health insurance coverage for Paul
and him. Paul's father has repeatedly ap-
plied for a family health insurance policy
with a major insurance company. The com-
pany agreed to cover Bob but refused to
issue a family policy that would cover Paul
because he has inherited the altered gene
for the long QT syndrome from his mother.
The story of Jackie and Emma further
illustrates the social, ethical, and legal di-
lemmas presented by the revelation of ge-
netic information. Sisters Jackie and Emma,
along with many other members of their

family, have been tested as part of a re- -

search protocol for alterations in the gene,
BRCALI, that confers hereditary susceptibil-
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ity to breast and ovarian cancer. Both were
offered an opportunity to learn the results of
their genetic tests and both accepted. They
each learned they carry an altered form of

- the gene, putting them at increased risk for.

breast and ovarian cancer.

After finding out the results of her ge-
netic test, Emma had a mammogram that
showed a very small lesion in her breast. A
subsequent biopsy revealed carcinoma, and
Emma decided to proceed with a bilateral
mastectomy because of the substantial risk
of cancer arising in the opposite breast. Her
lymph nodes were negative for cancer, so
her prognosis for cure is very good.

Emma’s sister Jackie also tested positive
for the same alteration.in the BRCAI gene,
though no cancer was detected. Although
the benefit of prophylactic mastectomy in
reducing the risk for breast cancer is not yet
known, she decided to have a bilateral pro-
phylactic mastectomy. Emma and Jackie
feel strongly that they have benefited from
knowing this genetic information but are
fearful that it will be used against them and
their family by insurers and employers.
They both keep their genetic status secret
and are so fearful of losing their health
insurance that they used assumed names
when sharing their story at a recent work-
shop on genetic discrimination (4}.

Emma and Jackie's story is not unique.
An estimated 1 in 500 women carry 2 mu-
tation in the BRCA! gene that may confer
as much as ari 85% chance of breast cancer
and a 50% chance of ovarian cancer (5).
Although substantial uncertainty exists
about the relative value of the available
options {surgery compared with intensive
surveillance) for a woman with a BRCAI
mutation, it is likely that ultimately this
information will be medically useful.

Health Insurance in the
United States

Because of high costs, insurance is essential-
ly required to have access to health care in
the United States. Over 40 million people
in the United States are uninsured (6).
Group insurance, individual insurance, self-
insurance, and publicly financed insurance
(for example, Medicare and Medicaid) -are
the principal forms of health insurance in
the United States for the ~240 million
Americans with coverage. Most people get
their health insurance through their em-
ployer. Many employers provide health in-
surance coverage through self-funded plans
in which the employer, either directly or
through a third party, provides health in-
surance coverage. For individuals and small-
groups, insurance providers use medical his-
tory as well as individual risk factors, such as
smoking, to determine whether to provide
coverage and under what terms. This is
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known as underwriting. Insurers argue that
underwriting is essential in a voluntary mar-
ket to prevent “adverse selection,” in which
individuals elect not to purchase insurance
until they are already ill or anticipate a
future need for health care. Insurers fear
that individuals will remain uninsured un-
til, for example, they receive a genetic test
result indicating a predisposition to some
disease such as breast or colon cancer.

In the absence of the ability to detect
hereditary susceptibility to disease, the costs
of medical treatment have been absorbed
under the curmrent health insurance system
of shared risk and shared costs. Today, our
understanding of the relation between a
misspelling in a gene and future health is
still incomplete, thus limiting the ability of
insurers to incorporate genetic risks into
actuarial calculations on a large scale. As
genetic research enhances the ability to
predict individuals' future risk of diseases,
many Americans may become uninsurable
on the basis of genetic information.

State and Federal Initiatives

A recent survey has shown that a number of
states have enacted laws to protect individ-
uals from being denied health insurance on
the basis of genetic information (Fig. 1) (7).
The first laws addressing genetic discrimi-
nation were quite limited in scope and fo-
cused exclusively on discrimination against
people with a single genetic trait such as
sickle cell trait {(8). Since the Human Ge-
nome Project was launched in 1990, eight
states have enacted some form of protection
against genetic discrimination in health in-
surance. The recently enacted state laws are
not limited to a specific genetic trait but
apply potentially to an unlimited number of

Fig. 1. State laws on'the
use of genetic informa-
tion in health insurance
{7). States shown in pur-
ple were the first states e

IA

genetic conditions. These state laws prohib-
it insurers from denying coverage on the
basis of genetic test results, and prohibit the
use of this information to establish premi-
ums, charge differential rates, or limit ben-
efits. A few of these states, including Ore-
gon and Califomnia, integrate protection
against discrimination in insurance practic-
es with privacy protections that prohibit
insurers from requesting genetic informa-
tion and from disclosing genetic informa-
tion without authorization. '

Two factors limit the protection against
discrimination afforded by current state
laws. First, the federal Employee Retire-
ment Income Security Act exempts self-

. funded plans from state insurance laws. Na-

tionwide, over one-third of the nonelderly
insured population obtains health insurance
coverage through a self-funded plan. Sec-
ond, nearly all of the state laws focus nar-
rowly on genetic tests, rather than more
broadly on genetic information generated
by family history, physical examination, or
the medical record (7). Limiting the scope
of protection to results of genetic tests

" means that insurers are only prohibited

from using the results of a chemical test of
DNA, or in some cases,.the protein product
of a gene. But insurers can use other phe-
notypic indicators, pattemns of inheritance
of genetic characteristic, or even requests
for genetic tesring as the basis of discrimi-
nation. Meaningful protection against ge-

netic discrimination requires that insurers:

be prohibited from using all information
about genes, gene products, or inherited
characteristics to deny or limit health in-
surance coverage.

No federal laws are currently in place to
prohibit genetic discrimination in health
insurance (9). The Clinton Administra-

to enact legislation ad-

dressing genetic issues

in insurance. Florida and

Alabama laws prohibit

insurers  from denying

coverage on the basis of . o
the sickle cell trait. North »
Carolina prohibits insur-

ers from denying cover-

age because the appli-

cant has the hemoglobin

C or sickie cell ftrait.

Maryland prohibits discrimination in rates based on any genetic trait unless there is actuarial justification.
States shown in green (California, Oregon, Colorado, Minnesota, Wisconsin, Ohio, Georgia, and New

" Hampshire} prohibit insurers, to varying degrees, from requiring or requesting genetic tests or their

results, from denying coverage on the basis of genetic tests, and from using tests to determine rates
and benefits. California, Colorado, Oregon, and Wisconsin laws include provisions to protect the
privacy of genetic information. States shown in orange (Massachusetts and Hawaii} have related bilis

pending.
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tion's proposal to reform the health care
system and provide health insurance for all
Americans did prohibit limiting access or
coverage on the basis of “existing medical
conditions or gehetic predisposition to
medical conditions” (10). Congressional ef-
forts to reform the health care system in
1995 have been much more modest and are
targeted at guaranteeing access, portability,
and renewability of coverage and at leveling
the playing field in the insurance market so
that the same rules apply to insured and
self-funded plans. Recent federal health in-
surance reform proposals attempt to guaran-

-tee the availability of health care by pro-

hibiting insurers from denying coverage on
the basis of health status, medical condi-
tion, claims experience, or medical history
of a participant. Most of the proposals per-
mit exclusions for pre-existing conditions,
but these are time limited.

It is not clear if the current health in-
surance reform proposals would prohibit in-
surers from denying coverage on the basis of
genetic information. Genetic information is
distinct from other types of medical infor-
mation because ‘it provides information
about an individual's predisposition to fu-
ture disease. In addition, genetic informa-
tion can provide clues to the future health
risks for an individual's family members. If
enacted, current health reform proposals
would prohibit denying insurance to those
currently suffering from disease or with a
past history of disease. But these proposals
may not protect people like Paul, who are
healthy but have a genetic predisposition to
disease, from being refused insurance cov-
erage. Current proposals also may fail to
protect couples who, although healthy
themselves, carry the gene for a recessive
disorder such as cystic fibrosis that might
affect their children or future children.

Recommendations

Planners of the Human Genome Project
recognized from the beginning that ‘maxi-
mizing the medical benefits of genome re-
search would require a social environment
in which health care consumers were pro-
tected from discrimination and stigmatiza-
tion based on their genetic make-up. Ge-
nome programs at both the DOE and the
National Center for Human Genome Re-

" search, a component of NIH, have each set

aside a portion of their research budget to
anticipate, analyze, and address the ELSI of
new advances in human genetics. The orig-
inal planners also created the NIH-DOE .
ELSI Working Group, which has a broad
and diverse membership including genome
scientists; medical geneticists; experts in
law, ethics, and philosophy; and consumers,
to explore and propose options for the de-
velopment of sound professional and public



“
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policies related to human genome research
and its applicarions. The ELS] Working
" Group has long been involved in discus-
sions about the fair use of genetic informa-
tion. In a 1993 report, “"Genetic Informa-
tion and Health Insurance” (11), the ELSI
Working Group recommended a return to
the risk-spreading goal of insurance. The
Working Group suggested that individuals
be given access to health care insurance
irrespective of information, including ge-
netic information about their past, current,
or future health status. Because denial of
insurance coverage for a costly disease such
as breast cancer may prove to be a death
sentence for many women, the National
Action Plan on Breast Cancer (NAPBC), a
public-private partnership designed.to erad-
icate breast cancer as a threat to the lives of
American women, has identified genetic
discrimination in health insurance as a high
priority {12).

Building on their shared concemns, the
NAPBC (13) and the ELSI Working Group
{14) recently cosponsored a workshop on
genetic discrimination and health insurance
{4). Scientists, representatives from the in-
surance industry, and members of the ELSI
Working Group and the NAPBC participat-
ed in the l.day session.. On the basis of the
information presented at the workshop, the
ELSI Working Group and the NAPBC de-
veloped the following recommendations and
definitions for state and federal policymakers
to protect against genetic discrimination.

1) Insurance providers should be prohib-
ited from using genetic information, or an
individual’s request for genetic services, to
deny or limit any coverage or establish eli-
gibility, continuation, enrollment, or con-
tribution requirements.

2) Insurance providers should be prohib-
ited from establishing differential rates or
premium payments based on genetic infor-
mation or an individual’s request for genetic
services.

3) Insurance providers should be prohib-
ited from requesting or requiring collection
or disclosure of genetic information.

4) Insurance providers and other holders
of genetic information should be prohibited
from releasing genetic information without
prior written authorization of the individu-
al. Written authorization should be required
for each disclosure and include to whom the
disclosure would be made.

The definitions are as follows. Genetic

information is information about genes,

gene products, or inherited characteristics
that may derive from the individual or a
family member. Insurance provider means
an insurance company, employer, or any
other entity providing a plan of health in-
surance or health benefits including group
and individual health plans whether fully
insured or self-funded.

These recommendations have been en-
dorsed by the National Advisory Council for
Human Genome Research (NACHGR)
(15). The NACHGR stresses the positive
value of genetic information for improving
the medical care of individual patients and
the need to ensure the freedom of patients
and their health care providers to use genetic
information for patient care. The NACHGR
views the elimination of the use of genetic
information to discriminate against individ-
uals in their access to health insurance as a
critical step toward these goals.

The ability to obtain sensitive genetic

. information about individuals, families, and

even populations raises profound and trou-
bling questions about who will have access
to this information and how it will be used.
The  recommendations presented here for
state and federal policy-makers are intended
to help ensure that our current social, eco-
nomic, and health care policies keep pace
with both the opportunities and challenges
that the new genetics present for under-
standing the causes of disease and develop-
ing new treatment and preventive strategies.
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“actuarial justification.”

. In March 1995, the U.S. Equal Employrment Oppor-

tunity Commission (EEOC) released officiat guidance
on the definition of the term “disability.” The EEOC's
guidance clarifies that protection under the Ameri-
cans with Disabilities Act (ADA} extends to individuals
who are discriminated against n employment deci-
sions sotely on the basis of genetic information about
an individual. For example, an employer who makes
an adverse employment decision on the basis of an
individual’s genetic predisposition to disease, wheth-
er because of concemns about insurance costs, pro-
ductivity, or attendance, is in violation of the ADA
because that employer is regarding the individual as
disabled. Issuance of the EEQC's guidiance is prece-
dent satting; it is the first broad federal protection
against the unfair use of genetic information.

Haalth Security Act, Section 1516, 8. 1757MHR

“Genetic information and health insurance: Feport
of the task force on genetic information and insur-
ance” (NIH-DOE Working Group on the Ethical, Le-
gal, and Social Implication of Human Genome Re-
search, 10 May 1983},

The NAPBC has as its mission to reduce the mor-
bidity and montality from breast cancer and to pre-
vent the disease. Specific goals include the follow-
ing: (i} to promote a national effort to establish and
address priority issues related to breast cancer eti-
ology, early detection, treatment, and prevention;
(i} 1o promote and foster communication, collabo-
ration, and cooperation among diverse pubic and
private partners; and (i} to deveelcp strategues ac-
tions, and policies to improve breast cancer aware-
ness, services, and research.

NAPBC steering committee: Susan J. Blumenthal .
{co-chair), Zora Kramer Brown, Dors Browne,
Anna K. Chacko, Francis S. Colling, Nancy W. Con-
nefl, Kay Dickersin, Adyne Draper, Nancy Evans,
Harmon Eyre, Leslie Ford, Janyce N. Hedetniemi,
Mary Jo Eliis Kahn, Amy S. Langer, Susan M. Love,
Alan Rabson, Jane Reese-Coulboume, lrene M.
Rich, Barbara K. Rimer, Susan Sieber, Edward
Sondik, and Franceés M. Visco (co-chair), NAPBC
hereditary susceptibility working group: Kathleen
A. Calzone, Francis 8. Colling (co-chair), Sheman
Elias, Linda Finney, Judy E. Garber, Ruthann M.
Giusti, Jay R. Harris, Joseph K. Hurd Jr., Mary Jo
Eilis Kahn (co-chair), Mary-Claire King, Caryn Ler-
man, Mary Jane Massie, Paul G. McDonough, Pa-
tricia D. Murphy, Philip D. Noguchi, Barbara K.
Rimer, Karen H. Rothenberg, Karen K. Steinberg,
and Jill Stopfer.

ELSt working group: Betsy Anderson, Lori Andrews
{chair}, James Bowman (dissenting), David Cox, Troy
Duster, {vice chair), Rebecca Eisenberg, Beth Fine,
Neil Holtzman, Philip Kitcher, Joseph Mcinemey,
Jetfrey Murray, Dorothy Nelkin, Rayna Rapp, Marsha
Saxton, and Nancy Wexler.

NCHGR council members: Anfta Allen, Lennette J.
Benjamin; David Botstein, R. Daniel Camerini-Otero
{dissents with recommendation 3), Elien W. Clayton,
Troy Duster, Leroy E. Hood, David £. Housman,
Richard M. Myers, Rodney Rothstein, Diane C.
Smith, Lloyd M. Smith, M. Anne Spence, Shirey M.
Tigham, and David Vafle.

(hitp://scl.aaas.org/aaas/policy).

For the opportunity to participate ina
discussion of the issues raised in this
Policy Forum, go to the following URL
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GENETIC INFORMATION AND HEALTH INSURANCE
ENACTED LEGISLATION'

CITATION

AL ST: 27-5-13

DESCRIPTION
Prohibits health insurers from denying coverage because
applicant has sickle cell anemia. '

Arizona (1997)

H2144

~ without consent.

Prohibits disability insurers (includes health insurers) from
rejecting an application or determining rates, terms or
conditions on the basis of 2 genetic condition - in the
absence of a diagnosis of the condition.

Prohibits a person from requiring the performance of or ||
performing a genetic test without written informed
consent,

Prohibits the release of the results of a genetic test

Prohibits employers from failing or refusing to hire,
from discharging or from otherwise

discriminating on the basis of the results of a genetic
test.

California (1994)

Insurance Code: :
§10123.3; §10140;
§10148; §10149,
§10149.1; §11512.95

Health & Safety
Code:

- §1374.7

Prohibits health insurance plans from refusing to enroll or
accept persons based on genetic characteristics;

Prohibits health insurers from requiring a higher rate or
charge on the basis of genetic characteristics;

Provides for privacy protection of genetic information.

*This chart reflects legislation enacted as of May 15, 1997. These state laws were designed to address
discrimination and/or privacy issues specifically regarding genetic information and health insurance, In
addition to these laws, at least eight states have enacted health insurance portability laws in 1997. These
portability laws contain provisions preventing health insurers from basing eligibility on genetic information.

: This chart supplements K. H. Rothenberg, Genetic Information and Health Insurance: State
Legislarive Approaches, 23 JOURNAL OF LAW, MEDICINE & ETHICS 312 (1995). Chart prepared by. Professor Karen
Rothenberg, University. of Maryland School of Law, and Ms. Barbara Fuller, NAPBC. _

Please do not reproduce without permission.
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California (1996)

Insurance Code:
§10123.3; §10140;
§10147; §11512.95;
§10123.31;

§10123 35; §10140.1;
§10140.5; §11512.96;

§11512.965
Health & Safety
Code:

§1374.7; §1374.9

Civil Code: §56.17

Health & Safety
Code: §1374.7

Insurance Code:
§742.24; §742.405,

§742.407, § 10123.3;

§10123.35; §10140,
§10140.1

Prohibits health insurance plans from offering or
providing different terms, conditions or benefits on the
basis of genetic characteristics.

———

Prohibits health insurers from seeking, using or
maintaining genetic information for any nontherapeutic

purposes.

Prohibits health insurers from discriminating in the
renewal of policies on the basis of genetic characteristics.

Revises the definition of genetic characteristics to include
family history.

Applies proh1b1nons on genetic discrimination by health
insurers to "multiple employer welfare arrangements "

Colorado (1994)

Title 10, Art. 3, Part
10 §10-3-1104.7

- Provides for privacy protection of genetic information.

Prohibits the utilization of information derived from
genetic testing from being used to deny access to health
care insurance.

Florida (1978)

Florida (1992)

FL ST: 626.9707

FL ST: 760.40

Provides for mandatory reanalysis if the utilization of

Prohibits insurers from refusing to issue and deliver any
policy of "disability" insurance, which "affords beneﬁts
and coverage for any medical treatment or service,” solely
because a person has the sickle cell trait.

Prohibits a "disability" insurance policy from charging a
higher rate solely because a person has the sickle cell
trait.

Provides for informed consent and privacy protection of ||
genetic information. ,

genetic information results in a denial of insurance.

This chart supplements K. H. Rothenberg, Genetic Information and Health Insurance: State
Legislative Approaches, 23 JOURNAL of Law, MEDICINE & ETHICS 312 (1995). Chuart prepared by Professor Karen
Rothenberg, University of Maryland School of Law, and Ms. Barbara Fuller, NAPBC.

Please do not reproduce without permission.
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I Georgia (1995)

Title 33, Chapter 54

Prohibits the use of genetic testing except to obtain
information for therapeutic or diagnostic purposes,

Provides for written consent prior to genetic testing,
Provides for priwicy protection of genetic information.

Prohibits health insurers from seeking information derived
from genetic testing.

Indiana (1997)

H 1684

~ separate written consent.

~ Prohibits health insurers from inquiring, directly or

Prohibits insurers, other than life insurers, from obtaining
the results of any genetic screening or testing thhcut a

Provides that an insurer is not liable if they inadvertently
receive the results of genetic testing or screening.

Provides that an insurer that inadvertently receives testing
or screening results may not use the genetic testing or
screening results in violation of other sections of the law.

Prohibits health insurers from requiring an individual to
submit to genetic screening or testing when processing an
application for coverage or in determining insurability.

Prohibits health insurers from considering any information
obtained from genetic screening or testing in a manner
adverse to the applicant or an individual already covered.

. } . H

indirectly, into the resuits of genetic screening or testing,
or from using such information to cancel, refuse to issue
or renew, or limit benefits.

Prohibits health insurers from making a decision adverse
to an applicant based on entries related to the results of
genetic testing or screening in medical records or other
reports of genetic screening or testing.

Prohibits health insurers from developing and asking
questions regarding the medical history of an applicant
that reflect the results of or are questions designed to
ascertain the results of genetic screening or testing,

Prohibits health insurers from canceling, refusing to issue,
refusing to renew, or refusing to enter into a contract
based on the results of genetic screening or testing,

Please do not reproduce without permissgion,
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‘Indiana (1997) - H 1684 - continued Prohibits health insurers from delivering, issuing for

continued delivery, renewing or executing & contract that limits
, ' benefits or establishes premiums based on the results of
| genetic screening or testing.

Provides for health insurers to consider the results of
genetic screening or testing if the results are voluntarily
submitted by the applicant seeking renewal of coverage
AND if the results are favorable to the applicant.

Maryland (1986) | Insurance Code: Prohibits health insurers from making or permitting
Art. 48A, §223(b)(4) | differentials in rates based on any genetic trait, unless
‘ there is actuarial justification.

Maryland (1996) S 276 ’ Prohibits health insurers from using a genetic test or the
(Ch. 24) results of a test to reject, deny, limit, cancel, refuse to

. renew, increase the rates of, affect the terms or conditions
of, or otherwise affect a health insurance policy or
contract.

"Prohibits health insurers from requesting or requiring a
genetic test for the purpose of determining whether or not
to issue or renew health benefits coverage.

Prohibits the release of the results of a genetic test
without the prior written authorization of the individual.

Minnesota (1995) | S.F. No. 259 Prohibits health insurers from utilizing information from
: genetic testing to determine eligibility, establish
premiums, limit coverage, or renew coverage.

Prohibits health insurers from requiring a genetic test and
from inquiring or determining whether or not an
individual has had a genetic test.

New Hampshire | NH ST: 'Prohibits health insurers from conditioning the provision
(1995) Chapter 141-H of health insurance coverage on the results of genetic
testing.

Prohibits health insurers from considering genetic testing
in the determination of rates or benefits.

Prohibits health insurers from requiring a genetic test and
from inquiring or determining whether or not an
individual has had a genetic test.

Pleese do.not reproduce without permission,
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Tes’ting Genes to Save a Life

‘Without Costing You a

to study,” ’and Dr, Francis Collins, head af the human’

By NICHOLAS WADE

UMAN genes hold 2 wealth of information that
physicians hope will help them averu ilinesses
that may be passed on from one generation (o

i the next. Yet the information, still a ¢rickie but
about 10 arrive in deluges, is so powerful that it will need
to be handled with cure.

A foretaste of its power was offered hy the recent
report of a genetic change, or mutation, that has been
found o double. an individual's lifetime risk of colon
cancer; the mutation occurs in 6 percent of Ashkenazi

Jews. Those who tesl positive for the gene can periodis
cally have colonoscopies, in which a physician cxamines |

the colon and removes the slow-growing polyps from
which colon cancer originates. The procedure is thought
likely to reduce the risk of co!on cancer {rom significant
1o near zero.

The finding promises to avert ¢ hou<and; of cases of
the disease. Although the Johns Hupkins Oncology Cen-
ter, where che murtation was discavered, is recommend-
ing now that only people with a family history of colon
cancer be lested, the advice is-likely 1o be extended to

_everyonc of Ashkenazi heritage — that is, Jews of

Eastern Eurcpean descent, who account for the great
majority of American Jews — if the preliminary esti-
mates of the mutation's risk are confirmed. The Lerner
Foundation of Clevelund has offered to pay [or the Lest

for anyone who cannot afford it. (The test can he given -

at Hopkins; it is not vet available m New York)

.. But the knowledge comes with ¢certain hazards. Tn
he tesiod for genetic disposition o any diseuse exposes
one (o being denied « job or medical insurance. Laws to
forhid such discrimination are not yut fully in place.

" The new finding xiso risked singling out a particu-

lar group and creating the impression chat poople of

Ashkenazi heritage are at higher risk of genetic diseasc
— an impression that is almost certainly false, So far,
the ‘colon cancer mutation has not been found in non-
Ashkenazis. A dozen other ganetic diseases, including
Tay-Sachs disease and cystic fibrosis, are commaner
among Ashkenazis thin ather population groups,

" The Jewish community has heen voderstandablv.

concerned about the possimlily of discrimipation
against Ashkenazi Jews on the basis of such findhngs,”
said Lois Waldman. an officer of the: American .Io m\n
Congress,

Under the human genome praject at the National

fnstitutes of Health, ull three Dilhon genetic lerters m
human DNA are uxpm:ted s e deciphered by 23, Will
the pruject gencrate infurmation about particular popu-
Jation groups that will prove to be divisive®?

~This 1s a serious issuc, that the rescarch doesn’t
inadvertently stigmatize a purticuldr group just bee
cause the group hag features that rmake it advantugeous

Job

genome project. He hasiencd (o dispel rhe idea that
Ashkenagi Jews are likely to have any greatm ‘burden of
genenc disease than other groups.

_ “Among population groups that are descended {rom
a small number of founders, and have intermarried tor
many generations, the founders’ disease-causing muta-

tions are still often relatively common. This is truc of
small or once-small populations such as Ashkenazis, .

Finns and [celanders, who [or that reason ar¢ much
studied by medical geneticists. Larger populations have

" more dilferent Kinds of founder mutation, though each is
less common, doubtless making for the same overall

burden of genetic disease. Dr. Collins said.
-ne

‘So Far, the Same

The mere uct of defining human populations as
geneticatly different holds potential for mischiel, even if
no significant differences should emerge, So far, however,
it seems that a1 least in geneticists’ eves all human

- populations will prove o be boringly alike.

The trivial differences that have developed l\fplt.‘dlly
take the form of genelic variants that may be somewhat

" more commuon in certain groups but are far from univer.

sal. Some 6 percent of Ashkenazi Jews mav carry the
colon cancer mutation, for example, but 94 percent have
the same version of the genc as do non-Ashkenazis.

"1 think that as more and more genetic miGrmution

on the human species is omergmg thers ix vvor inofe
hasis for saying that the level of genenic differentimon
among human populations is relatively trivint,” said Dir
Douglas Futuyma of the State University of New York at
Stony Brook.

Nonetheless, genetic ideas have led 10 sume herrity-
ing consequences. Reports emerged last month that up
until the 1970°s some 60,000 people had begn sterdized
Sweden, and 11000 in Fintand, under governmant policies

designed 1o weed out properties like poor evesight ang
(‘ypsy featurcs, ’

Dr. James Watson, a leading biologist and proponent
of the human genome projoct, argues thal past vrimes
committed in the name of eugenics should not prevent
individuals from being allowed to chuoese the benefits that

genelic engincaring can affer in the luture,

“Anyone who proclaims we are now perfect uz
hurnans has to he a silly crank.” he writes u the anpual

. report of the Cold Spring Harbor Laboraiory un lLong

Island, of which he is president, "If we could honestly
promise young couples that we knew how o give them
offspring with superior characrer, why should we axsiime
they would decline?"”

Pubtic opinion is pmbably not yet prcpa:ed for the
forward kind of genetic engingering that Dr Walson is
suggesting. But the rapid progress of gencuic undarstand-
ing is bringing these chuices ever clpsur,

B


http:particul.if
http:C'~I'I'I.in

09/03/97 WED 14:33 FAX 202 219 7257 ) ’ 1003

'09/03/97 10'43 ‘ fauoz 2218 - NIH NCHGR

T bl Geede %W”ﬁ
'RECOMMENDATIONSON (D@P%

GENETIC INFORMATION AND THE WORKPLACE
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mutations within genes, These mutations arc identified not only in the context of people who have already
been diagnosed with & disease but, in some cases, determine a predisposition to a specific disease in & heslthy

- persan. This new ebility to identify individuals at increased risk for discase could have a significant impact on
the practice of medicing and the potential to improve human health. Yet, increaced ease of sccess to this
Mﬂymﬁﬂmfmm&mbymplmmmthatﬂmmfmmnmmﬂbcww
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of society In the early 1970's, same cmployers denied employment to Africen-Americans who were
identified to have a mutation for sickle ccll anemia; even though they were themselves healthy and would
never develop the disease, Atpmu&thmmmmuﬁcevldmcetosubmnnmamshmbawm
unexpressed genctic factors and an individual’s tability to perform his or her job functions. Thos,
employers conld not prove that the uss of genetic infarmarian in the wWorkplace is “job related and consistent
with business necessity,” the standard often epplied in Federel and state sntidiscrimination laws.
Nevertheless, amployers that cover bealth care costs for employess and their dependents have economic
incentives o deny cmployment to individuals they assume are more likely t constme heaith care resources.
. As knowledge about the genetic basis of common discrders and behavioral traits grows, so does the
possibility for discrimination in the workplace for an ever increasing number of Americans. Far example, as
the genetic contributions to breast and prostate cancer unfold and tests to detect cancer-causing mutations in
DNA become available, individuals may increasingly face warkplace discrimination based an this genetic’
infarmstion. Altbmghagmcﬂctmtfamhmbdbmtcammﬂaﬂmwmwﬁndomwhahqthey
carry the altered gene and potentially provide them with slternative follow-up strategies, many women may -
choosenntmbetcstadoutoffeaﬁhemfannaummllbemdtodmy them emmployment, andummﬂy,
awsmhenlthmnnce A
. Atmmg&mwwm?dnﬂpmm@hmmfwﬂmxmdmdmlswhoaredmxed
employment o otherwisc discriminated against based on genetic information. In 1995, the Equal
~ Employment Oppartunity Cammission updated the Compliance Manual for the Americans unthD:sabnhtm
Act (ADA) to define “disebility” to apply to those individuals who are subjected to discrimination on the
basis of gepetic information. However, individuals with an ADA discrimination claim must be able to prove
their cnployer “regards™ them as, disabled and has discriminated against them because of this perception. In
addition, it is not clear whether or not this coverage will extend to unaffected individuals who have recessive
or X-linked rutations. Even this limited protectian has yet to be tested in & court of law.
‘ 'On the state level, legislation has been passed in at least eloven states that addregses issues
surrounding workplace genctic testing and provides for protection against genetic discrimination in the
workplace. These statc laws vary widely in the scope of thase protected and in the type of protections
provided to individuals. Some of thesc laws attempt to prevent access to and utilization of genetic test
results, A few of these laws provide for the use of genetic test results if the information is job related. To
datc,tbeummmhmdeﬂalhwmwfommhwmpmmofgmm:nfamﬂmm
the workplace. :
R Gunucmfwmanmmmmemponmdmmmm anuypruemmfuranmdmd
information needs o be addressed by uniform state and Federal laws, Genetic information, like all medical
mfamnuammxghtbeumdfnrmfmrdmmnnmmdmuumakemdmdndsmumgmshme
mfummmwtththmhedmcmpmdm«familymhasmdqumnhMmmnmgmpmmpm
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in research. Comprehengive Iegisiation should be adnpted to improve the protection of all medical
information, including genetic information. If such broad legislation is aot currently politically feasible, it

“would be worthwhile to enact legislation limited to protecting genetic information as a ﬁrst step toward

protecting all scositive medical information.
~ The National Action Plan on Breast Cancér NAPBC) recently jomed with the NIH-DOE Working

Group on Ethical, Legal and Social Implications of Human Gename Rescarch (ELSI Working Group) to
eddress the issue of genetic information and the warkplace, This effart builds on their combined efforts io
address genetic discrimination in health insurance, the ELSI Working Group's long involvement in the
privacy and fair use of genctic information end the NAPBC's mandate to address the priority issues related to
breast cancer. The recommendations on genctic infarmuation and the workplace should be cansidered alang
with the NAPBC and ELSI Working Group recommendations on genetic informatian and health insurance
promulgated and disseminated in 1995. The following recommendations are designed to offer guidance far
state and federal policymakers to protect against genetic discrimination and to promote privacy in the
workplace. This guidance should be considered in contexa with Federal and state dxsabl.hty lnws, other
mudmmmaann laws, emplaym:n: laws and medxcal privacy pmtecuans

W
Employmeul organizations should be prohibited from uging genstic mmm to affect the hiring

+

\

‘of an individual or to affect the terms, conditions, pnw!:gts, benefits o termination of employment unless

the anplayrnmt organization can prove this information is job related and consistent with business nccessity.
Emplayment organizations should be prohibited fram requesting or requiring collection or disclosure
of genetic information pnm' to a conditional offer of cmploymcnt. and under all other circumstances,

; e:nploymcnt organizatians should be prohibited from requesting or requiring collection or disclosure of

geactic information unless the employment organization can prove this information is job related and -
consistent with business necessity, or otherwise mandated by law. Written and informed consent should be
:equm:d for each request, collection or disclosure.

" Employment organizations should be restricted from access 0 gcncnc information conmned in
medical records released by individuals as a condition of employment, in claims filed for reimbursement of
health care costs, and other sources.

Employment organizations-should be prohibited from releasing genetic information without prior
written authorization of the individual, Written autharization should be mqmmd for each disclosure and
inchide to whom the disclosure will be tnade.

‘Violators of these provisians should be subjcct to stmng mﬁmanmt mhm:sms ineluding a
private right of action, \

Qﬁmgﬁ.s S

“Employment organizations” include, but are not limited to, employers labor organizations,

emp!oymmx agencies and licensing agencies.
“Geneti¢ information™ is information about genes, gene products, or inherited charactensucs that

may dmve from the individual or a family membcr

For more information, contact: NAPEC, U.S. Public Health Scrvice's Office on Womeri's Health, Roam 7 18F, 200

Independence Ave., S.W., Washington, D.C. 2020]. (202) 401-9587,
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TO PROHIBIT DISCRIMINATION IN FEDERAL EMPLOYMENT
BASED ON GENETIC INFORMATION
By the authority vested in me as President of the United States by the Constitution and the
laws of the United States of America, it is ordered as follows:

Section 1. Nondiscrimination in Federal Employment on the Basis of Protected Genetic

Ir;formation.

1-101. Ttis the polidy of tﬁe Govefnmen’t of the United State; to prox;ide equal employment

opportunity in Fedefal employment for all qualified persons and to prohibit discriminz;uion against
‘ éﬁ]ployees ba;ed on perected genetic.information, or information about a request for or the receipt
of genetic services. This policy of equal opportunity applies to every aspect of Federal employment.

1-102. The head of each Executive department and agency shall extend the poliéy sei forth
in section 1-101 to all i.ts employees covereé by section 717 of Title VII of the Civil Rights Act of
1964, as amended (42 U.S.C. 2000(e)-16).

1-103. Executive departments-and agehcies shall carry~oui the provisi(;ns of thisorder to.the
ég{tent permitted by law and consistenvt with their statutory and regulatory authorities, and their
enforcement mechanisms. The Equal Employment Opportunity»CommissionAshall be responsible
fbr coordinating the policy of the Government of the United States to prohibit discrimination against
employees in Federal employment based on protected genetic information, or information about a
request for or the receipt of genetic services.

Sec. 2. Reg_uirements Applicable to Employing Departments; and Agenciés.

1-201. Definitions. | |

(a) The term "employee” shall include an employee, applicant for embloyment, or
former employee covered by section 717 of the Civil Rights Act of 1964, as amended
(42US.C. 200‘0(6).-16).

(b)  Genetic monitoring means the periodic examination of employees to evaluate
acquired modifications to their genetic material, sych as chromosomal damggg or
evidence of illcreased occurrence of mutationé that may have developed in the

course of employment due to exposure to toxic substances in the workplace, in order




©

(d)

(©

to identify, evaluate, respond to the effects of, or control adve;se environmerntal
exposures in the workplace.

Geneti; services means health servicés, includiﬁg genetic fests, provided to‘ obtain,
assess, or interpret genetic information for diagnostfc or therapeutic pur};oses, or for
genetic education or counseling.

Genetic test means the analysis of human DNA, RNA, chromosomes, proteins, or

certain metabolites in order to detect disease-related genotypes or mutations. Tests

for metabolites fall within the definition of "genetic tests" when an excess or

Vdeﬁ’ciency of the metabolites indicates the presence of a mutation or mutations. The

conducting of metabolic tests by a department or agency, which are not intended to
reveal the presence of a mutation, shall not be considered a violation of this order,
regardless. of the results of the tests,-provided that test results revealing a mutation

shall be subject to all other provisions of this order.

* Protected genetic information.

(1) In general, protected genetic information means:
(A) information about an individual's genetﬁc tests;
(B) information about the genétic tests of an individual’s family members; or
(C) information about the occurrence of a disease, or medical condition or
disc_;l'der in family members of the individual.

2) Information about an individual’s current health status (inclhding information
about sex, age, physical exams, and Chemical, blood, or urine analyses) is not

protected genetic information unless it is described in subparagraph (1).

1-202. In discharging their responsibilities under this order, departments and agencies shall

implement the following nondiscrimination requirements.

(@)

The employing department or> agency shall not discharge, fail or refuse to hire, or
otherwiée discriminate against any employee with respect to the compensation,
terms, conditions, or privileges of employment of that employee, because of pro-
gg;ctedb genetic information with respect to the employee, or becéusc of .infermatioan

about a request for or the receipt of genetic services by such employee.




(®)

(c)

(d)

(e

The employing department or agency shall not limit, segregate, or classify employees

in any way that would deprive or tend to deprive any ¢mplqyee of employment-

opportunities or otherwise adversely affect that employée’s status, because of
protected genetic ixifohnaﬁon with respect to the employee or because of information
about a request for or the receipt of genetic services by such employee.

The employing department or agency shall not request, require, collect, ‘cr purchase

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

request for or the receipt of genetic services by such employee.

The él]lployillg departlnellt oragency shall notdisclose protected genetic information

with respect to an employee, or information about a request for‘or the receipt‘ of

geneticﬂ services by an employee except:

(1) to the employee who is the subject of the information, at his or her request;

(2) tb an oc&cupational or oﬂxer health researcher, if the research conducted

' é;oiﬁplies with the regulations and protections provided for under part 46 of
title 45, of the Code of Federal Regulations;

3) if required by a Federal statute, congi‘éssioﬁalvsubpoena, or an order issued
Sy a court of competent juri'sdiptioh-, except that if ﬂle subpoena or court
order. was se'c;u1~ed' without the knowledge of the individual to whom the
information refers, the ‘employef shéll p.rq'vide‘ the individual with adequate

' notice to challienge\the court order, unless the court order also imposes
i‘;onﬁdentiality requirements; or

(4)' o exeéﬁtive branch officials investigating compliance with this order, in the
information is relevant to the iﬁvesﬁgatioh.

The employing department or agency shall not maintain protected genetic infor-

mation or information about a request for or the receipt of genetic services in general

persohﬁel files; such information shall be treated as confidential medica}l records, and

kept separate from personnel files.

(VS ]




Sec. 3. Exceptions. -

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

in section 1-202.

(a) The employing department or agency may request or require information defined in

(b)

section 1-201(e)(1)(C) with respect to an applicant who has been given a conditional

offer of employment or to an employee if:

ey

(2)

)

S

the request or requirement is consistent with the Rehabilitation Act and other

Aapplicable law;

the informaﬁcn obtained is to Bé»used exclusively to assess whether furthef
medical evaluation is needed to diagnose a currenfdisease, or medical condition
or disorder, or under the terms of section l‘-301(b) of this order;

such ’curren't disease, or medical condition or disorder could prevent the applicant
or 'employce from performing the essential functions of the position held or

desired: and

. the information defined in section 1-201(e)(1)(C) of this order will not be

disclosed to persons otlier than medical personnel involved in or responsible for

~ assessing whether further medical evaluation is needed to diagnose a current

disease, or medical condition or disorder, or under the terms of 1-301(b) of this

order.

- The employing depal"tment or agency may request, collect, or purchase protected

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

for or receipt of genetic services by such employee if:

)

)

3)

7 the g;luployee uses genetic or health care services provided by the employer
(othér than use pursuanf to section 301(a) of this order);

“the empldyee who uses ‘thl: genetic or health care services has pfoyided prior
kn‘owing, voluntary, and written authorization to th§ employer to collect
protected genetic information;
the person who performs the genetic or health care services,dogs not disclose

protected genetic information to anyone except to the employee who uses the




services; for treatment of the individual; pﬁrsuant to section 1-202(d) of this

order; for program evaluation or assessment; fork ‘compiling.and énalyzing
; information in anticipation of or for use in a .ci_vil or criminal legal

i)roceeding; or, for paymenf or accounting purposes, to vérify that the service

was performed (but in such cases the genetic information itself cannot be
l disclésed);

(4)‘ sucih information is not uéed in violation of s'ectionsv 1-202(a) or 1-202(b) of

this order.
© The Aenzployving department of agency may collect proieéted gerietic information with
respect to an employee if the requirements of part 46 of title 45 of the Code
of Federal Regulationsare rﬁet.
(d)  Genetic monitoring of bioicg’ical effects of toxic substances in the workplace shall
| be permitted if all of the following conditions are met:

(N the employee has vpro.vided prior, knowiné, .Voluntary, and written
authorization;

2 the employee is notified when the results of the monitoring are available
and, at that time, the employer makes any protected genetic ’inf{)rmation
that may have beén acquired during the nwnitorir;g available to the
employee and informs the employee how to obtain such informatfon;

3) the monitoring conforms to any genetic monitoring regulations that may be
promulgated by the Secretary of Labor; and |

4) the elﬁplqyer, exéluding any licensed health care professiohals that are
involved in the genetic monitoring program, receives results of the‘moni-
toring only in aggregate termé that do not disclose thé identity of §pepiﬁc
exﬁployees. |

(e) This order does not limit the statutory authority of a Federal department or agency
to: -

(1) promulgate or enforce workplace safety and health laws and vreguylgtigns’;




(2) conduct or sponsor occupational or other_health research that is conducted in
compliance with regulations at part 46 of title 45, of the Céde of Federal
Regulations; or |

(3) collect protected ggnetic information as a part of a lawful program, the primary
purpose of which is to carry.out idelltiﬁ(:atioh purposes.

‘Sec. 4. Miscellaneous.

1-401. The head of each department and agenC}; shall take Aappropriate action fo ~
disseminate this policy and, to this end, shall designate a high level official

responsixl;le for carrying out its responsibilities under this order.

1-402. No,th‘ing in this order shall be construed to:

(a) lilmit the rights or protections of an individual under the Rehabilitation Act
of 1973 (29 U.S.C. 701, et seq.‘), the Pri\.'acy Actof 1974 (5 U.S.C. 552a), or
chef applicqble law; or |

(d)  require spe;iﬁc benefits for an en‘lployee or dependent under the Federal
Employees Health Beneﬁts Program or similar program.

1-403. Thisorder clarifies and makes unit’érm Administratio.n policy and does not create any
right or benefit, ‘substantive or procedural, enforceable at law by a party against the United States,

its officers or employees, or any other person.

- THE WHITE HOUSE,




