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February 8, 2000

MEMO FOR JACK LEW

FROM: BRUCE REEQQQ‘

SUBIECT: I"ROPOSE}) EXECUTIVE ORDER TO PROHIBIT DISCRIMINATION IN
FEDERAL EMPLOYMENT BASED ON GENETIC iNFORMATION

Atiached is a proposed executive order 1o prohibit discrimination n Federal employment based
on genetic information. The proposed order, which was prepared by this office, would prohibit
every civilian Federl Department and agency from using genetic information in any hiting or
promotion action and prevent critical information from genetic tests used to hielp prediet,
prevent, and treat diseases being used against them by their ciployer.

This proposed order would: prohibit Federal emplovers from requinng or requesting genetic 10518
as n condition of being hired or recciving benefits; prohibit Federal employers from using
protected genetic information to classify cmployees in a manner that deprives them of
advancement opportunities; and provide strong privacy protections to any gengtic information
used by crapioyers for medical treatiment and research.

We request that you process this order pursuant to Executive Order 11030, as amendad, as soon
a8 pessible.
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MEMORANDUM FOR THE PRESIDENT '
FROM: Jacob L Lew
: Director

SUBIECT: opﬁsw Esecutive Urder Entitled “To Proludit Discrimination in Fodenl

Lmplovment Bosed on Genetic Information”

SUMMARY: This memorandum forwards for your consideranon a proposed Excomive
order that was prepared by the White House Domestic Polies Councif. The proposed order states
that it is the po;iicy ot the Government of the United Siates 1o provide cqual smployment
opportunities in Federal employment and 1o prohibit discrimination sgainst erplovess based on
protected g_.eucm information. 1¢would require Executive departments and agencies 1o exwend

this nondiscrinvination poitey o el emplavees covered by Section 717 ol fitle VH ofthe Civd
Rights Act of 1964, ay amended,

BACKE’}R{}LNZ} The Equal Emplovinent Opporwnity Commission und the Notiona)
fnstitures of Heaiziz have ecomes aware of ipsiances where genetic information has been used o
discriminaie agamsz persons employed 1 the private sector. To forestall tus tvpe of
discrimination in the executive branch of the Federal Government. the proposed order would |

direct %\chuw departnients and agencies {agencies”} 1o take certain sctions.

The arder would bar the agencies {from: ¢ Biring or firing pessons hased on protecied
sengtic informanon: (bj classifving or segrecating persens based on genstic information? or («
requesting. collecting or purchasing protected genetic information. Protecied genetic information
is defined as: (1) information about an individual's genetic tests: (27 mtormation about gontic
wsts of family members of the individual: and (37 inforomation about the atvurrence o o divense
ov disorder in family members of the individusl, [nfornustion sbout an individual’s gurrant healih
Slaus (mc[udms, information about sex. age. physicat exams. and chemical, dosd. or unw
analysis). unless «*euz:itaail\ orgmiized. would not be protectad gonenie ifurmaisn, Furthor. the
detition of "genetic wst” in the order covers the analysis of haman DN w deeet disense
refated genolypes or mutations, The analvsis of DNA tor human idemiticanion of fonngiv
purposes does oot i within the defigion, Agw :miz;zd\ the arder Gows net bar thy collecton e
axe ol inforpution obmined throagh such ansivsis S Inv enforcomeit purposes.

t . )
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The exceptions o the order would permit agencies o require prospective emplovees o
provig :de family history genetic information if: {a) consistent with the Rebabilitation Act or
g;}p!ucable faw? £B) used 1o assess whether further medical evaluation i1s needed to dingnose o
medical condition or disorder: and o) such medical condition or disorder could srevem the
cmptoves frof perloming the essential funcliang of the desired position,

!

Agencies could also collect protected genetic information i the emplover uses the health
care services provided by the agenesfor if the information is nexded for the monitoring of
hiclogical effects of oxic sub § in the workplace,

P Cartose ot m.b\:'.nmaﬂ*s A mr’c}
Nonu of the afferted agencies objects o the propesed Executive order.

F e,

RECOMMENDATION:

I reconuend that you sign the proposed Ixecetive arder,

Aitachiments

v
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TG PROHIBIT DISCRIMINATION [N FEDERAL EMPLOYMENT
BASED ON GENETIC INFORMATION

By she gutherity vested inomie as President of the United Siates by the Constitution and the

laws of the United Stutes of Americs, itis ordered a5 follows:

1-101. itisthe policy of the Government of the United States to provide equal smployraent
opportunity in Federal employment for alt qualified persons and to prohibit discrimination against
cenployees bused on gmtccjed genetic infermation, or information abow a request for or the reeipt
of genetic services. This palicy of equal opporniunity appliesto every aspeet of Federal employmens.

{4102, The head of eoch Exeeutive deparument and agency shall extend the polisy set forth
in gegtion £-101 10 gl its emplisyees covered ‘by section 717 of Title ¥1I of the Civil Rights Actof
1654, as mmended (42 U5, 2000¢e)-16).

§-163. Exeoutive depantments and apgencies shall carry out the provisions of this order o the
extent permitted by aw and consistent with their statulory and regulatory authorities, and their
enforcement mechanisms. The Equat Employment Opportunity Commission shali be responsible
for coordinating the policy of the Clavernmeant of the United Swtes to erohibi: discrimisation againss
employees ia Federal employment based on proweted genetic information, or information sbout a
requess for or ths receipt of genesic services.

1281, Delinitions.

(a)  The term "emplovee” shall include an employee, opplicant for employment, or
former employen coversd by section 717 of'the Chvil Rights Act of 1964, asamended
(42 L1.8.C. 2666(e)-16).

(b}  Genesic monitoring means the periodic examinagon of cmployeez; to evihuge
acquired modificationy to their genetic material, such as chromosomel damage or
evidence of increased occurrence of mutations, that may have developed in the

rourse of employment dug to sxposurs 10 WXic substances ia the workplace, in onder
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o identify, evaluate, respond 1o the ¢ffects of, or contrsl adverse environmental
exposues in the workplace.
Grenetic services means health services, including genetic ie:szs. provided 1o obtain,
assess, or interpret genetic information for diagnostic or therapeutic purposes, or for
geaetic education or counseling.
Cenetic west means the analysis of human DNA, RNA, chromesomes, proteins, or
cerwin metabolites in order to detect diseasewrelated genotypes or mutations. Tests
for memboiites fll within the definition of "genstic wests” when an excess or
deficiency of (he r:lzetabciites'indicaa:s the peesence of o mutation grmotations, The
conducting of metabolic tests by 3 department or agency, which ar:: sot inteaded to
reveal the presence of a mutation, shall not be congidered z visiation of this order,
regardless of tw resuits of ihe tests, provided that test resulls revealing a mutation
shisl] be subject o alf other pravistons of this order.
Protected genetic information.
(13 Isgeneral, protected geoetie information means:
(A} infoemation sbout an individual's genetic et
{Blinformation about the penetic tests of an individunl s family members; or
(C) information sbowt tl-m pecurrsnce of o disease. ar medical conditina or
disorder in family members of the individual,
{Zy  Information abowt an individual's current health siatus {inchuding informatios
shesut sex, age, physical oxams, and chemicsl, blood, or uring analyses) isnot

profected genetis infyrmation unless 1t is deseribed in subparagraph (1)

1282, indischarging gl responsibilities under this order, depariments and agenciss shail

implement the following sondiscrimination requiremsnts.

fa}

The employing department or agency shail not discharge, fail or refuse to hire, or
otherwise diseriminate againgt any employee with respect 10 the compensation,
terms. conditions. or privileges of employment of that employee, because of pro-
tected genetic information with respect 1o the employee, or because of information

sbout 4 request for or the receipt of genetie services by such employes,
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{r}

The employing department ot agency shall nos limis, segregae, or classify (mp{c:;'cgs
in any way that would deprive or tend to deprive any employse of employment
opporisniiies of otherwise adversely affect that employee’s stats, becauss of
protected penwtic informanion with respect to the erployes or becsuse of information
eboul a request for or the reonipt of genetic services by such employes,

The employing departiment or ageacy shall not request, mquire, colleet, of purchase

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

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

The employing deparmment or sgency shali not disclose protected genetic information

with respect to an employes, or information sbhout & request for of the meeeipt of

genelic services by an employee except:

{1} o the employee who is the subject of the information, at bis or her reguest:

3 1 an ogcup'azir:mal or ather health researcher, if the research conducted
comphies with the regulations and proiections provided for under part 46 of
title 48, of the Tode of Federal Regulations;

{3 i rcquireﬁd‘ by a Federal statute, cengrf.:ssiw;zi subpoena, or an order issued
by a count of competent jurisdiction, except thal if the subpoena of coun
order was secured without the knowledge of the individual to whom the
information refers, the employer shall provide the individual with adequate
notice 10 challenge the count order, unless L}z,? eourt order zlso imposes
confidentiality requirements; of

(4) o executive branch officials investigating compliance with this order, if the
information is relevant t© the investigation.

The employing depariment or ageney shall not maintain protected genetie infor.

miation or infirmation shout 8 request for or the receipt of genetic services in peneral

persaanel files: such information shall be treated asconfidential medival records, and

kept separale from personned fles.

L
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Sec & Exceptions.

{ 1381, The faliowing exceptions shall apply to the nondiscrimvination requirernents set Forth

i seetian 1-202. -

{2}

(b}

The employisg departnent of ggency may request ot eequire information dafined in

section 120123 | {O) with respect to an apphicant who has been given a conditional

stfer of amployment ar to an emplayee if;

{3

{2

)

{4

the request or reguirernent is consisient with the Rehabilitation Act and other
spphicable iaw,

the information obiined is 10 be used exclusively to assess whether forther
medicat evaluation is needed o diagnase a current disease, or medical condition
of disorder, or under the terms of section 1-38118) of this order;

such curreot disease, o7 medical condition or disorder could prevent the sppiicant
or employes from performing the essemtial functions of the postion held or
desired; and

gig infermation defined in section 1-2¢1(eN1HE) of this order will not be
disviosed to persons other than medical personinel invelved inor responsivie for
assessing whether further madical evsluation Is needed 10 disgnose a current
disense, o medical condition or disnrder, or under the terms of 1.301{b) of this

seder,

The emplaying depanment or agency may roquest, collect, or purchase protected

genetic intormation with respect o an employee, or any information chout 2 request

for

n

{2}

3)

ot receipt of penetic services by such employes if
the employes uses genotic or healih care services provided by the employer
fother thae wse pursaant 1o section 3G1{a} of this order);
the emplayee who uses the genetis or heaith care services has provided prier
knowing. voluntary, and writien authorization to the employer @ coflect
protected genetic information;
ihe parson wha performs the genstic or health care sorvices does not disclose

protected peastic information (o anyone exceps 10 the employee who uses [he
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{e)

servicey, for treatment of the individual; pursuant to section 1-302(d) of this
wrder; for program evaluatios or assessment; for compiling and analyzing
*informatidn in. saticipation of or for use in a civil or criminal legal
provceding; or, for payment or accounting purposes, to verify that the service
was perirmed {bud in such cases the genetic information {1self cannot be
digclosedy;
{4]  such information is not used in violation of sectigrsg 1-202(aj or 1.20%{b}of
this order. "
The emploving depastment of ageacy puay coflect protected genatic information with
respect to an empioyes i the requirements of part 46 of title 43 of the Code
of Pederal Repulations are ses,

Genetie monitoring of biclogical effects of soxic substances in the workplace shalf

be permizted i all of the following conditions are awer

{1y the employes has provided prior, knowing, voluntary, snd writien

manborization:

£y the wuplovee iz notiﬁéd when the results of the monitoring are avaiisble
and. o1 that time, the emplover makes any pratected genetic information
that may have been acqred during the monitoring available o ihe
employee nnd informss the empleyes how o obtain such iaibfmalion;

(3)  the monitoring conforms o any genetic menitaring regulations that may be
promuigsied by the Secretary of Labor; and

{4} the emplover. excluding any licensed health care professionals that are
involved m the genetic monitoring program, receives results of the mont.
soring only in aggrepate terms that do aot disclose the identity of sperific
cmployess,

This order does net Vit the statutory awthority of a Federal depariment or agency

to!

{1} promulgate or eaforce workpiacs safety and health laws and regulations;
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(2) conduct or sponsor oceupational or other healith research that is conducied in
compliance with regulations at part 48 of title 45, of the Code of Federal
Regulations: of

{3} collect protecied génetic information 34 & part of a lawful program, the primary
purgase of which is 1o carey out ientification purposses,

1-481. The head of each department and agency shall fake approprizte aciion 10
disseminate this policy and, o this end, shall degigmae a high level offtcisl
respenaible for carrving out ifs responsibilities under this order.

1402, Mothing i this ;zréer shall be construed to:

(a.) linsit the rights or protections of an individual under the Rehiabilisation At

of 1973 (29 LLS.C. 781, et seq.), the Privaey Actof 1824 {5 U8.C. $32ak o7
oxher applicable faw; or
{dy  require spexidic benefis for sn eeployee or depondent under the Federl
Employvees Henlth Benefits Propram or similar progrm,
1-403. Thisarder clarifies and makes uniforns Adminisiration policy and does not sreste any
ight or berefit, substamive or procedusal, enforceable at law by a party against the United States,

its officers or smployees, or any other person,

THE WHITE HOUSE.
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July 12, 1997

GENETIC SCREENING EVENT

; DATE: July 14, 1997
, TIME: 2:30 pm - 3:40 pm
i LOCATION: The East Room
% FROM: Bruce Reed N
Maria Echaveste

y

H

i’ngﬁ

{1370 pi&égﬁ to enact bipartisan iegzsiatzon to prohibit health pEans from inappropriately
ustag genetic screening information to desy coverage or set premiums, or distributing
confidential information; {2} To recetve a new report from HHS on the promise and perils
of genetic screening; and (3) To announce that the Republican Chair of the Senate Labor
and Human Resources Committee, Senator Jim Jeffords, and the Public Health and Safety
Subcommitiee Chair, Senator and Doctor Bill Frist, have indicated their support for
passing a bipartisan bill mnszstezzt witht the goals and recommendations of the HHS
Report.

BACKGROUND:

While progress in genetic testing has helped millions of Americans, genetic testing can be
usexd by insurance companies and others to discriminate and stigmatize groups of people
Studies show that 22 percent of people in families where someone has a genetic disorder
repor“t that they, or a member of their family, have been discriminated against by an
insurance plan, In addition, 85 percent of Americans are extremely concerned with the
passibility that their genetic makeup will be used to discnminate against them or a member
of their f‘ami

Nineteen states have already enacted laws to restrict the use of genetic information in
health insurance and many others have introduced legislation, However, state legislation
is msufficient to solve this problem for three reasons: (1) private sector employer
sponsored health plans, which cover half of all Americans, are exempt from state insurance
laws due 16 ERISA preemption; (2) current state laws generally focus on genetic tests
rather than a broader definition of genetic information such as family history, medical
records, and physical exams; and (3} the variability among state bills will lead to a lack of
uniformity across the nation as to whether and how genetic mformation may be used by
health plans,
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Kassebaum-Kennedy took steps to prohibit genetic discrimination by preventing insurers
from using genetic information as a “pre-existing condition™ and denying or limiting
coverage in group markets. However, Kassebaum-Kennedy falls short in three areas. It
does pot: {1} prevent insurers in the individual market from denying coverage on the basis

“of genetic information; (2) assure that premiums settings are’in no way based on genetic” -

information both in the group and individual market; and (3) prevent insurance companies
from disclosing genetic information to other insurers, to plan sponsors, and other entittes’
regulated by state insurance laws, such as fife, disability, and long-term care insurers.

PARTICIPANTS:

gaﬁ E z o+ !

Bruce Reed

Maria Echaveste
Chris }einztings '
Jordan Tamagni

E Partici

The Vice President

Secretary Shalala

Congresswoman Louise Slaughter

Mary Jo Ellis Kahn, breast cancer survivor.
[Mary Jo's mother was diagnosed with breast cancer She was the mother of 5
children and died at the age of 47, Her four daughters knew they were at
increasesd risk of breast canver because of their mother’s history, Mary Jo was
diagnosed with breast cancer at age 39 and her older sister was diagnosed at age
42, The two younger sisters then decided to undergo preventive mastectomies,
Mary Jo believes that the option of seeking genetic testing to discover the breast
cancer gene will only be real if there is no chance of insurance discrimin:%tion.]

Audicnge

The audience consists of Members of Congress and 150 representatives of organizations

endorsing Congresswoman's Slaughter's legislation, including breast cancer and consumer.

groups. Members of the working groups of the Human Genome Research Institute and

the National Action Plan on Breast Cancer will also be in attendance,

Pre-Event Meaet and Greed

- Mary Jo Etlis Kahn and family,

- Dana Glover, a fellow Arkansan, who at the age of 28 developed third stage breast
cancer as 3 result of a nustated gene. She wrote to the White House several times and
received no response, but when you saw her fetter you asked that she be mnvited (o the
White Haouse for an event.
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SEQUENCE OF EVENTS:

- You will be announced onto the stage with other participants,

- The Vice President will make welcoming réemarks and introduce Secretary Shalala,
- Secretary Shalals will make remarks and introduce Congresswoman Slaughter.

- Congresswoman Slaughter will meke cemarks and introduce Mary Jo Ellis Kahn,

- Mary Jo Ellis Kahn will make remarks and introduce you.

- You will make remarks and then depar.

PRESS COVERAGE:
Open
REMARKS:

Preparc:d by Jordan Tamagni,
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. PREVENTING INSURANCE DISCRIMINATION BASED
ON GENETIC INFORMATION

Today the Presidént pledged his commnitment to enacting bipartisan legisiation in this Congreéss to prohibit
health plans from mapproprately using genetic screening information to deny coverage or set premiums, or
distributing confidential information. Inso {iozng, he released a new report from the Department of Health
and Human Services that summarizes the promise and penls of genetic screening. He also announced that the
Republican Chair of the Senate Labor and Human Resources Committee, Senator Jim Jeffords, and the Public
Health and Safety Subcommittes Chair, Senator and Doctor Bill Frist, have indicated their support for passing
a bipartisan bill that i§ consistent with the goals and general recommendations of the HHS report,

The Progress and Pj?omise of Genetic Testing. Genetic testing has the potential to identify hidden genetic
disorders and spur early treatment. Tests for genetic predisposition to certain diseases and conditions -- such
as Huntington’s disease and certain types of breast cancer -- are already available and more genetic tests are
on the horizon.

Gencetic Discrimination: The Perils of This Progress. But genetic testing also can be used by insurance
companies and others'to discriminate and stigmatize groups of people.  Studies have shown that:

. Over one-ﬁﬁhi of people in families where someone has a genetic disorder report that they, ors
member of the}ir family, had been discriminated against by an insurance plan,

. 85 percent of Americans report that they are extremely concerned with the possibility that their genetic
makeup will be used to discriminate against them or a member of their family.

Building on Kassebaum-Kennedy. Kasscbaum-Kennedy took steps to prohibit genetic discrimination by
preventing insurers from using genetic information as a “pre-cxisting condition” and denying or limiting
coverage in gronp markets, However, Kassebaum-Kennedy falls short in three areas. It does potr (1) prevent
health plans in the individual market from denying coverage on the basis of genetic information; {2} assure
that premiums settings are in no way based on genetic information both in the group and individual market;
and (3) prevent health plans from disclosing genetic information to insurers, to plan sponsoss, and other
entitics regulated by stzaze ingurance laws, such as life, disability, and long-term care insurers.

State bvws are insu iT cient. Nineteen states have already enacted laws to restrict the use of genetic
information in health insurance and many others have introduced legisiation. However, state legislation s
insufficient to solve this problem. First, private sector emplover sponsored health plans, which cover half of
all Americans, are exempt from state insurance faws due to ERISA preemption. Second, current state laws
generally focus on genetic tests rather than a broader definition of genetic information such as family history,.
medical records, and physical exams. Finally, the variability among state bills will icad to a lack of uniformity
across the nation as to whether and how genetic information may be used by health plans.

Building on the existing bipartisan commitment to the President’s challenge. Several biils have been
introduced in this Congress which prohibit health plans from requesting or using genctic information to deny
health care coverage oF raise premiums. The bipartisan Jegislation introduced by Rep. Lowse Slaughter, HR.
306, addresses the three major gaps left by the HIPAA legislation and represents a strong foundation for ths
much-needed reform. *It has already atiracted over 150 cosponsors. The HHS repon released today
rocommends buidding on this legislation and enacting a bill that protects all Americans from the threat of
gunetic discrimination,)
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% PRESYDENT WILLIAM J. CLINTON
i REMARKS FOR GENETIC SCREENING EVENT
: THE EAST ROOM
JULY 14, 1997

Acknowledgments: V.P. Gore (for leadership in Congress and continued commitment);
Sec. Shalala (for new report, “Health Insurance in the Age of Genetics™); Rep. Blanghter (for
sponsorship of legislation); Mary Jo Ellis Kaby, breast cancer survivor (for courage and
willingness to talk about her family’s experience with breast cancer); Dr. Francis Collis, head of
the Human Genome Project, (for groundbreaking new rescarch and guidance).

|

Like Mary Jo Ellis Kahn’s family, my own family has been deeply affected by the
tragedy of breast cancer, and nearly every American family has had its own experience with
serious illness. That is why the remarkable strides in genetic research and testing we are talking
about today are so important. And that is why we must make sure that all Americans get the
benefits of these breakthroughs, and the health care they need and deserve.

As Secretary Shalala’s report makes so clear, we are living in an era of scientific
discovery, a moment when science is unlocking the mysteries of the human body, and offering
unprecedented new ways of preventing disease. But along with these amazing new
dwcle;}mcms comes the risk that they could be used improperly — and the responsibility to make
sure that they m not,

Nowhere is the promise -- and the peril -- of scientific discovery more apparent than in
genetic testing. Used in the right way, genetic testing has the potential to save millions of lives
and revolutionize health care, But when insurance companies can use genetic information to
deny coverage -- as they did in the 1970s with some African Americans who carried sickle cell
anemia -- we know that something is wrong., When people are being driven from their doclors
because they are afeaid that genetic information will be used againg them -- as too many women
who may carry the gene for breast cancer fear it will be - we know that something is wrong.

!
That something is discrimination, and it is more than wyong. It is a life<threatening abuse
of a potentially life-saving discovery. And we must do everything in our power to prevent it.

Last year, we took the first step by prohibiting group health plans from using genetic
information to deny coverage. Today, | am pleased to announce that my administration is taking
the next step by putting its full support behind new legisiation that bans ali health plans — both
group and individual -~ from denying coverage of raising premiums on the basis of genetic tests,
And it prohxbrts ail health plans from disclosing genetic information that could be misused by
other insurers. || am pleased that-Representative Slaughter is sponsoring this new legislation, and
that Senator Fr;st and Senator 5&%{3‘{%3 share our comunitment to ban discrimination based on
genetic tests. |

§



This législation is an example of the step-by-step approach we are taking to provide every
American family with the health care they need to thrive. We have already ensured that a job
change or an illness in the family doesn’t mean losing health insurance. We have made it easier
for self-employed people to buy health insurance for their families. And the balanced budget
agreement I rcached with Congress in May will extend health care to millions of uninsured

children, ensure that more older women can have mammograms, and protect Medicare and
Medicaid.

We cannot afford to let our progress be undermined by the misuse of the miracle of
genetic testing. Americans should never have to choose between saving their health
insurance, and taking the test that could save their lives. And with these efforts, we will
ensure that no American ever has to make that choice.

Thank you and God bless you.

e ——— — —



MEMORANDUM

| o . July 14,1997

S

TO:  Bruce Rc{:@} Elena Kagan

FR: Chris . :mc[i Sarah B.

RE:  Documents for the Genetic Discrimination Event

I
!
i
H

Attached are the documents we put together for today’s genetic imformation cvent. They

include;
(1)
(2)

(3)
4
)
(6)

‘Gienteties™
et

.
One page fact sheet;

! ‘
An'Executive Surmmary of the HHS report “Health Insurance in the Age of

One page summary of the legislation;
Q&As;
Anjimpressive list of quotes from supportive Members and organizations;

Today’s Post Story,

|
?

Wz hope you find this information helpful. Please call with any questions.

e ket e

-



e . PREVENTING INSURANCE DISCRIMINATION BASED
? ON GENETIC INFORMATION

Today the President plcdgged his commitment to enacting hipartisan legislation in this Congress to prohibit
hwalth plans from inappropriaiely using genetic screening information {o deny coverage, set premiums, or to
distribute confidential information. In so doing, he released a new report from the Department of Health and
Homan Services that sumumarizes the promise and perils of genetic sereening.  He also announced that the
Republican Chair of the Senate Labor and Human Resources Committee, Senator Jim Jeffords, and the
Public Health and 3&f€2§’; Subcommitiee Chair, Scnatar and Doctor Bill Frist, have indicated their support for
passing a bipartisan biil iihaz is consistent with the goals and general recommendations of the HHS report,

{ .
The Promise of Genelic Testing. Genetic testing has the potential to identfy hidden genetic disorders and
spur carly treatment. Tests for genetic predisposition to certain discases -- such as Huntington’s disease and
certain types of breast cancer -- are already available and more such tests are on the horizen,

Genetic Diserimination: The Perils of This Progress. .Genetic testing also can be used by insurance
companies and others to discriminate and stignyatize groups of people. Studies bave shown that:

. Over one-fifth of people in {amilics where someone has 2 genetic disorder report that they, or a
member of their family, had been discriminated against by an insurance plan,

. 83 percent of Americans report that they are extremely concerned with the possibility that their
genctic makeup will be used to discriminate against them or a member of their family.

Building on Kassebamn}-l{ennéd}u The Kasschaum-Kennedy faw took steps to prohubit genetic
discrimination by preventing insurers from using genetic information as a “pre-existing condition” and
denying or Hiniting coverage in group markets, However, it does pot: (1) prevent kealth plans in the
individual market from denying coverage on the basis of genetic information; (2) assure that premiums
settings are in ne way based on genetic information; and (3} prevent health plans from disclosing genetic
information to insurers, 10 plan sponsors, and other entities regulated by state insurance laws, such as life,
disability, and long-term :carc IMSUrers. : :

Siatc baws are insufﬁzie}zt. Although 19 states have already enacted laws (o restriot the use of genetic
information in health insurance, state laws are insufficient o solve this problem. First, employer spensored
self-insured heabh plans, which cover half of all Amiericans, are exempt from state insurance laws due to
ERISA preemption. Second, current state laws generally focus on genetic tests rather than a broader
definition of genetic information such as fanaily lstory, medicat records, and physical exams. Finally, the
vartabilily among state bi{lls will lead to a lack of uniformity across the natien,

Building en the existing bipartisan commitment to the President’s challenge. Bipartisan legislation
introduced by Rep. Louise Slaughter (H.R. 306) and Senator Snowe (&, 422) addresses the three major gaps
left by the HIPAA legislation and represents a strong foundation for this much-needed reform. [t has already
attracted over 130 cosponsors in the House. The legislation that the President wili be forwarding to the Hill
builds off the Slaughter/Snowe bill and strengthens it by explicitly specifving that genetic information cannot
* be disclosed to insurers, plan sponsors (the employer), and other entities regulated by state insurance laws,
such as life, disability, and long-term care insurers. Tt also gives the Secretary the authority to define others
situations where it 1s appropriate 10 allow genetic information to be disclosed. This madification will ensure
that genctic information ¢an sl be used, where appropriate, to help improve important biomedical rescarch
efforts,
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HEALTH INSURANCE IN THE AGE OF GENETICS
‘ AN EXECUTIVE SUMMARY
|
The “Health Insurance in the Age of Genetics” report responds to the President’s request for
information on the potentials and perils of genetic testing. It includes information on the current

state of legislation about genetics as well as recommendations for Federal Jegislation to improve
protections against genetic discrimination.

The Progress and Promise of Genetic Testing, Genetic testing has the potential 1o identify
hidden genetic disorders and spur early treatment. Tests for genetic predisposition 0 certain
discases and conditions -- such as Huntington’s disease and certain types of breast cancer ~ are
already available and more penetic tests are on the horizon. In the next few years we will know
the Jocation of nearly every human gene and we are leamning more and more about how genes
interact, As genetic information becomes increasingly common, it will revolutionize our health
care system.  With this new technology, Americans will be able to determine conclusively’
whether or not they are in fact genetically predisposed to a disease. ‘Those who are can begin
carly and often life-saving treatment and those who are not will gain much-needed peace of
mind. ;
Genetie Dnscnmmatlon The Perils of This Progress. While progress in genetics can help
millions of Americans, we know that genetic testing can be used by insurance compenies and
others to dlsmglnatc and stigmatize groups of people. Even those who have not yvet or may
never show signs of a disease are still at risk for discrimination. Studies have shown that eighty~
five percent of Amencans are still extremely concerned with the possibility that their genetic
makeup will be used to discriminate against them or a member of their family. Twenty-two
percent of peepie in families where someone has a genetic disorder report that they have been
discriminated against by an insurance plan. In genetic testing studies at the National Institutes of
Health {(NIH), nearly a third of ¢ligible people offered a test for breast cancer refused to take it,
The overwhelming majority of those who refused tests cite concerns about health insurance
discrimination and loss of privacy as the reason why.

State Initiatives and Why These Laws Are Insufficient. Nineteen states have already enacted
Taws to restrict the use of genetic information in health insurance and many others have
introduced legislation. However, state legislation is insufficient to solve this problem fora
number of reasons. First, private sector employer sponsored health plans, which covers half of
all Americans, ate exempt from state insurance laws due to ERISA preemption. Second, current
state Jaws penerally focus on genetic tests rather than a broader definition of genetic information
such as family history, medical records, and physical exams. Finally, the variability among state
bills will lead to a lack of uniformity across the nation as to whether and how genetic information
may bie used by %zcaizh plans. .

ﬁ
H



HIPAA: Gaps in the Current Federal Legislation, HIPAA took steps to prohibit genetic
discrimination by preventing insurers from using genetic information gs a “pre-existing
condition” and denying or limiting coverage in group markets. However, HIPAA falls short
in three areas. It does pot: (1) prevent insurers in the individual market from denying coverage
on the basis of genetic information; (2) assure that premiums are in no way based on genetic
information both in the group and individual market; and (3) prevent insurance companies from
. disclosing genetic information to other insurers, to plan sponsors, and other entities regulated
by state insurance laws, such as life, disability, and long-term care insurers,

Rcmmmmdziwns for Federal Legisiation. Any Federal legislation should a{iéress the three
major areas not mcivd&d in HIPAA:

Access in the individual market. The HIPAA protections should be extended 10 the
individual' market in the absence of a diagnosis. Only then will alt Americans rest
assured that they or their families will not be denied or lose their heahh care coverage
based on their genetic information.

Afferd'xbzizty in the individual and group market. HIPAA did not prevent insurers
- ift czﬁze{ the individual or the group market - {rom increasing group premium rates
based solely on knowledge about genetic information. New legislation must ensure that
health plans do not use genetic information in any way when determining premiums.
Disclosing Genetic Information. New legislation should protect the privacy and
confidentiality of genetic information by preventing health plans from releasing or
demanding access to genetic information. It should impose restrictions on the
disclosure of genetic mformation to other insurers, to plan sponsors, and other entities
regulated by state insurance laws, such as life, disability, and long-term care insurers.

Congressional Initiafives. Several bills have been introduced in this Congress which prohibits
health plans from requesting or using genetic information 1o deny health care coverage or raise
premiums, The bipartisan legislation introduced by Rep. Louise Slaughter, HR, 306, addresses
the three major gaps left by the HIPAA legislation and represents a strong foundation for this.
much-needed reform. The report recommends that the Administration build on this legislation
and enact a bill that protects all Americans from the threat of genetic discrimination.
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Suramary of the President’s Genetic Anti-Discrimination Legislative Prioritics
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Assuring access in the individual market. Assures that Americans who are insured
- through the individual market will not be denied or lose their health care coverage
based on their genetic information,

&
H

Enhancing affordability in the individual and group market. Prevents insurers - in
either the individual or the group market -~ from increasing group premium rates hased
on knowiedge about genetic information, New legislation must ensure that health plans
do not use genete information in any way when determining preniums,

]

Protecting against inappropriate disclosure of genetic information.

n- Protects the privacy and confidentiality of genetic information by preventing

health plans from releasing or demanding access to genetic information,
!

§

! ‘ . B
- S;mqiﬁcaily imposes restrictions on the disclosure of genetic tnformation to
other insurers, to plan sponsors, and other entitics regulated by state insurance
laws; such ag life, disability, and long-term care insurers.

i
- Gives the Secretary additional authority to determine other situations where it is

mnappropriate for health plans to disclose genetic information.
i
- Protects biomedical research efforts by specifying which entities cannot receive
g,cnz:i:sc information from health plans. " In so doing, it provides safe harbors for
situations in which it is appropriate and, in {act, oﬁe;n extremely beneficial to
disclose genetic information, including for important biomedical research efforts,

Providing for other technical modifications. Contains other important technical
changes to ensure that any legislation from the Hill does not undermine the Kassebaum-
Keanedy legislation, does not interfere with the doctor-patient relationship, and dees not
IINpose ﬁnéue administrative hassles on health plans



QUESTIONS AND ANSWERS
ON PREVENTING GENETIC DISCRIMINATION
IN HEALTH INSURANCE

IS THERE ANY EVIDENCE THAT INSURANCE COMPANIES ARE
. DISCRIMINATING AGAINST PEOPLE WITH A GENETIC PREDISPOSITION
TO A I)ISIE:ASE?

Medical researchers and physicians have reported that people are refusing to get genetic
testing or to participate in medical research because they fear that this information could
~ be used against them or a member of their family. We know that genetic information has
been used 1::;) discriminate against people in the past.

L

‘

In the carlyEI‘)?O's, health insurance coverage and jobs were denied to many African-
Americans who were identified as carriers of sickle-cell anemia. We also know that a
leading reason women refuse genetic testing for breast cancer is because they fear that
insurance companles may charge excessively high premiums or deny health care
- coverage to either themselves or members of their families.
Moreover, o'lver one-fifth of people who live in famiites where someone has a genctic
disorder report that they have been discriminated against by an insurance plan. (Lapham
et al., Science, October, 1996).

A 1985 Harris Poll of the general public revealed that over 85 percent of those surveyed
indicated thcy were very concerned or somewhat concerned that insurers or employcrs
might have access to and use genetic information.

"HOW MUCH WOULD THIS LEGISLATION COST?

We do not have any formal estimates on how much this legislation would cost. However,
states that have enacted legislation in this area have not experienced any significant costs

associated w1th it.
i

'! .
HOW MANY AMERICANS WOULD BE AFFECTED BY THIS LEGISLATION?
b .

This Iegislatiori would protect all Americans from having to pay higher premiums based
on genetic information and from having their genetic information disclosed.
; A

1
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WHY ZSNiT THE ADMINISTRATION ADDRESSING THE PROBLEM OF
EMPLOYMENT DISCRIMINATION BASED ON GENETIC SCREENING
INFORMATION WITH THE SAME RIGOR [T IS TAKING IN THE HEALTH
INSURANCE ISSUE?

H
Genetic discrimination by employers is no less an important issue. The Department of
Labor, in conjunction with the Bqual Emplovment Opportunity Commission, the
Department of Justive, and the Department of Health and Human Services. is currently
considering the feasiblity of extending protections beyond current law for this explieit
purpose. We anticipate that we will have their findings and recommendations sometime
fater this vear. As we review this issue, we look forward 1o working with Members of
Congress -- such as Senator Tom Daschle -- who have shown an interest in this area,

BIDN'T THE KASSEBAUM-KENNEDY HEALTH REFORM LEGISLATION
TAKE CARE OF THIS PROBLEM?

The Kassebaum-Kennedy legislation did take important steps to prevent health msurers
from discriminating on the basis of genetic information. Fowever, this legistation builds
on these prolvisions in three important arcas. 1t: (1) prevents insurars in the individual
market from discriminating on the basis of genetic information in the absence of a
positive diagnosis or treatment; (2} assures that group premiums, both in the group and
the individual market, are not based on genetic information; and {3} restricts insurers and
Thealth plans from disclosing genetic information.

Access in the individual market. The HIPAA protections should be extended 1o the
individual market. Only then will all Americans rest assured that they or their familtes
wiil not be denied or lose their health care coverape based on their genetic information.

Affordability in the individual and greup market. The Kassebaum-Eennedy

© legislation did not prevent insurers - in either the individual or the group market -
from increasing group premium rates based on knowladge about genetic information.

New legisiabion must ensure that health plans do not use genetic information in any

way when determining premuums,

Disclosing Genetic Information. New legislation should protect the privacy and
confidentiality of genetic information by preventing beslth plans from releasing or
demanding access to genetic information. It should impose restrictions on the
disclosure of genetic information to other insurers, to plan sponsors, and other entities
regulated by state insurance laws, such as life, disability, and long-term care insurers.
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THERE ARE A NUMBER OF BILLS ON THE HILL ON THIS ISSUE. WHY
DOES THE PRESIDENT LIKE THE ONE INTRODUCED BY REPRESENT-
ATIVE SLAUGHTER AND SENATOR SNOWE?

While there are many bills on the Hill and many important legislators with commendable
commitments in this area, the President believes that this is the strongest bili to build on.
The bill is based on the joint recommendations made by the National Institutes of
Health's Working Group on Ethical, Legal, Social Implications of Human Genome
Research (ELSI Working Group) and the Nationat Action Plan on Breast Cancer
{NAPBZY tu address the issue of genetic dlscnmmauon and health insurance, It
addresses the three major gaps lefl by Kassebaum-Kennedy: (1) preventing health plans
in the individual market from denying coverage on the busis of genctic information;

{2) assuring that premiums settings are in no way based on genetic information; and

3) pre\mntmg health plans from disclosing genetic information to insurers, to plan
SpONSorSs, and other entities regulated by state insurance laws, such as life, disability, and
long-term care insurers.

|

WHAT ARE THE DIFFERENCES BETWEEN THE SLAUGHTER-SNOWE
LEGISLATION AND THE LEG?SLA??Q?@ THAT ?RKSii}ﬁ”i’i’ ISSENDBING TO
CONGRESS? . .

The legislation that the President will be forwarding to the Hill builds off the
Slaughter/Snowe bill and strengthens it by explicitly specifying that genetic information
cannot be disclosed to insurers, plan sponsors (the employer). and other entities regulated
by state msurance laws, such as life, disability, and long-term care insurers. [t also gives
the Secretary the authority fo define other si tu&zmns where it is appropriate 1 allow
genetic information to be disclosed. This modification will ensure that genetic
xz‘zfz}mazzm%cw stiil be used, where appropriate, to help improve impottant biomedical
research efforts. [t also prohibits insurers from varying premiums in a group plan based
on the genetic information of any individual in that group. N also contains some '
technical changes that protects the intent of the Kassebaum-Kassebawn and ensures that
the patient-doctor relationship is not undermined.
¥

;



REPRESENTATIVES OF SOME DRUG COMPANIES SUCH A8 THE
PHARMACEUTICAL RESEARCH AND MANUFACTURERS ASSOCIATIONS
{PhRMA) THAT DO BIOMEDICAL RESEARCH ARE CONCERNED THAT
THIS LEGISLATION WOULD PREVENT RESEARCHERS FROM GETTING
ACCESS TO MUCH-NEEDED GENETIC INFORMATION. WILL THIS
LEGISLATION UNDERMINE OUR PROGRESS IN THIS AREA?

!
Absolutely not. We want to make sure that this legislation does nol undermine these
important m&wr{:h eftorts. In fact, part of the reason why the President is forwarding
legislation (o the Hill to improve on the Slaughter-Snowe legislation 15 that he wanis to
muake sure that we have clarified the underlying bill to ensure that effons bolster « not
harm -~ the efforts of biomedical researchers.

H
Rf:seamiwrsf like Dr. Francis Collins of the National Institute of Health’s Human Genome
Project are some of the strongest supporters of the President’s efforts, Fear of genetic
diseramination by potential research subjects has been cited as the biggest impediment to
rescarch in these fields. By removing this fear, the Administration will greatly reduce the
aumber of potential research participants who presently shy away from participating in
studies.

AREN'T MANY STATES TAKING ACTION ON THIS ISSU E? WHY DO WE
NEED FEDERAL LEGISLATION?

While nineteen states have taken action in this area and many more have proposed
legisiation this year, state iegislation is insufficient to solve this ;ﬁmbiem The vanability
among siafe; ?}12]9 gould lead to a lack of uniformity across the pation as fo whether and
how genelic information may be used by health plans. Morcover, the Emiployer
Rettrement Income Security Act {(ERISA) exempts privaic sector employer-sponsored
healhth plans that provide benefits through self-funded arrangements from state insurance
laws, Thus, oven if siales enact legislation resiricting the use of genetic information
nearly onc-half of the American population, would not protected.

For the most pant, health ingurance plans do not have formal guidelines about covernge of
genetic tests, instead making decisions (o cover based on individual considerations. A
Task Force on Genetie Testing survey of H MOs found that some, but not most, do cover
predictive testing for breast and colon cancer in asymplomatic people, Kaiser Permanente
and Blue Cross/Blue Shield have conducted in-Housc technology asscssments of the
BRCA1/2 tests and both have formulated policies for covering BRCA1/2 testing under
certain conditions. N
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WON'T T}IE GENETIC SCREENING ISSUE BE ADDRESSED BY THE HHS
SECRETARY WHEN SHE RELEASES HER STATUTORILY REQUIRED
REPORT ON PRIVACY ISSUES LATER THIS YEAR? ISN'T THE WORK BY
MEMRER:S INTERESTED IN PRIVACY, DISCLOSURE AND
CONFIDENTIALITY ISSUES GOING TO ADDRESS THIS PROBLEM?

t .
Scientific c?:pcrzs from the NIH feel strongly that the genetic information chiallenge raises
a host of issues that merit immediate and separate atiention. While there may be some
overiap on these eflorts, we believe this to best way 1o most comprehensively and
effectively address this issue.

The patient confidentiality issues that HHS and the Congress are looking at separate and
apart from the genetic information 1ssue relate generally to discases that individuals
already have. 1o contrast, predilection and susceptibility to disease may raise different
issues. Moreover, genetic information not only applies w one’s own medical hlstory but .
1o those of fzzzzz{e generations as well

i
These are afl comphicated and very unique matters that require very careful and deliberate
consideration. They alsa merit separate legistation at least at the beg,mnmg, of the
fegislative g:nmccss



Statements of Sapport for the President’s Action on Genetic Discrimination

1 am very pleased (o express my commitment to working with President Clinton and my
colleagues in (he Senate 1o develop bipartisan legislation designed to protect each and every one
of us from being unfairly discriminated against on the basis of our genctic make-up.”
I
|
',E -- Senator Jim Jeflords,
' : Chair, Senate Labor and

¥
Human Resources Commitise

“In my role as chairman of the Subcommitiee on Public Health and Safety, I strongly support the
intent of legislation which would prohibit discrirunation in heahth insurance against healthy
individuals and their families based on genetic information.”

- Sengfor Bill Frigc
Chatr, Subcommiitee on Public
Health and Safety, Labor and Human
. ’ Resources Commitice ’

t

“We owe a debt of gratitude to President Clinton, Vice President Gore, Secretary Shalala, and
Dr. Collins for their hard work and leadership on bringing this issue to the public’s attention, and
I am so pleased that the Administration has pledged to fight for passage of this imporiant
legislation.”

-« Representative Loutse Slaughter

“On behalf of more than 400 organizations and 51,600 individuals who are members of the
Nationaf Breast Cancer Coalition, I want to thank you for your leadership in support of
legislation to protect women and their families from insurance diserimination on the basis of
predisposttion to disease.

As we have said many times in the past, vou have shown time and agan that you have the vision
and the courage to take on the tough issues in breast cancer, 1o do the right thing rather than
espouse the simple or popular position.”

i \ -- National Breast Cancer Cosglition

£
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“The Women's Leﬁgai Defense Fund applauds you for taking the lead on yet another issue of
tremendous importance to women and their families - prohibiting genetic discrimination in
health imsurance.”

. - Women's Legal Defense Fund

FThe Herediiary Sixscepzibi%it}f Waorking Group of the National Action Plan on Breast Cancer
applauds your lcadership and support of legisiation (o prohibit health insurance discrimination
based ony getetic information. We are very gratified that your personal commitment will bring
this issue to the attention of the American public. While women can survive breast cancer, they
cannot survive without health insurance.”

- National Action PMan on Brcast Cancer

H
%

“The issue of genetic nondiscrimination 1s not just about Jowish wonien, or even abeut breast
cancer. As scientists race (o map the human genome, this issue is sure to affect everyone. |..]
Hadassah strongly applauds your endorsement of this historie legistation,”

. - ~» HMadagsah,

; The Women's Zionist
Mavement of America

“We are deeply grateful to you for championing this important issue.”

--Virginia Breast Cancer Foundation

“The Genome Action Coalitton, comprised of more than 115 erganizations, foundations, and
corporations, would Iike to congratulate you and thank you for the ex traprdinary leadership you
have shown with regard te the difficult issues which come about as a result of the progress of the
Human Genome Project.”

-- The Genome Action Coalition
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“On behalf of the trustees and scientists of the Herediiary Disease Foundation, T wish 0 cxpress
our deep appreciation for vour support of policics 1o prevent healith insurance discrimination
based on genetic information.” )

H

% ' ~- Hereditary Disease Foundation
i

i
_ H
“Your support [..}'would help provide the protection against the misuse of genetic information

that causes our families with genetic disorders to continue 16 be so valnerable.”
!

E

: -~ Alhance of Genetic Support Groups

i

i

“As the parent of a'young adult with an incurable genetic disorder and as the past president of

The Alliance of Genetic Support Groups, 1 am writing to thank you for speaking out against
genetic discrimination.”

- Jayne Mackia,
Past President,
Alliance of Genetic Support Groups

i
“It i so important that you, as the leader of our fine nation, support this legisiation so that an
individual can not be discriminated against because they have a disease like Tuberous Sclerosis
Complex, cystic fibrosis, Huntington’s Disease, or any one of the genetic disorders.”

— National Tuberous Sclerosis Assaciation

!

¥

*This is an especially important issue for those at risk for Huntington’s Disease, who often must
live in fear not only of having an inherited disease, but also of losing their Jobs and their health
benefits when they are in need of them most.”

. ‘ -- Huntington’s Disease Society of Amerca

-



:
H
H
!
i
4
i

“We are thrilled with your support of legislation preventing genetic discrimination in health
insarance. [...] Wc feel it is obscene for insurance companics to deny coverage (o people like us
merely because scienee has new provided a way to know about our genetic defects.”

: - - A-T Children’s Project

“Your support of this legisiation to prohibit genetic discrimination is very much needed 10 give
the proposal the necessary momentum to gather votes and pass Congress. We need the protection
this legislation can provide and appreciate all the help you can bring to resolve this problem.”

- Sickle Cell Service

!

“] am writing to applaud your announcement of support for Jegislation which would protect
consumers from health insurance discrimination on the basis of genetic information, || These
safeguards are crucial 1o keep scientific advances from becoming cruelly misused in our society.

33
£
¥
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- American Nurses Association

i
i
i \
“The American Academy of Pediatrics applauds your action on the issue of genetic screening.
Your dedicated leadership en this issue is eritieal to protecting those children valnerable to
genetic diserimination.”
H

-~ American Academy of Pediatrics

“The Center for Patient Advocacy strongly supports vour efforts to protect American patients
from genetic discrimination. [..] With your leadership and nctive support we are confident that
.the patients of today and those of tomorrow benefit from the medical technology that advances in
genetics make possible. We, at the Center for Patient Advocacy, applaud your efforts in behalf
of &l American patients.”

‘ ‘ -- Center for Patient Advocacy
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Z’RLVFP& TING INSURANCE DISCRIMINATION BASED C)W“(\ i
: ON GENETIC INFORMATION ™)
in his commencement address at Morgan State University today, the President highlighted the great
potential and possible perils of recent advances in genetic research. To address widespread concerns
about potential abuses, the President Climon called upon Congress o pass bipartisan legistation that
would prohibit insurance companies from using genetic information 1o {i&tﬁrmme premium fates or
eliibiitiy for health plans, g

ADVANCES IN SCIENCE: POTENTIALS AND PERILS

Genetic testing has the potential to identify hidden genetic disorders and spur carly treatment. Tests
for genetic predisposition o certain diseases and conditions -- such as Huntington’s disease and centain
types of breast cancer -- are already available and more genetic tests are on the honzon. But genetic
testing also can be used by insurance comparnies and others to discriminate and stigmatize groups of
people. We know that genetic information has been used to discriminate sgainst people in the past. In
the garly 1970, health insurance coverage and jobs were denied to many African-Amcricans who
were identified as carriers of sickle-cel] anemia. Studies have shown that many Americans are
extremely concerned with the possibility that their genetic makeup will be used to diseriminate against
them o a member of their family.

ADIDITIONAL PROTECTIONS NEEDED

The new legistation will build on the important anti-discrimination insurance laws in the Health
Insurance Portability and Accountability Act of 1996 (HIPAA). It would strengthen HIPAA by
ezmaring that in all cases genetic mformation will not be inappropriately used or disclosed by health
pians. This would not oniy apply to health plans covered under ERISA but also provides blanket
protections for all Ame{rzcang who purchase individual polictes.

More 1han a dozen states have already enacted laws 1o restrict the use of genetic information in health
insurance and at least thirty-one others have introduced legislation in 1997, However, state legislation
15 insufficient to solve this problem. The vanability among state bills will lead (o a lack of uniformity
across the nation as to whether and how genetic information may be used by health plans.

BUILDING ON THE EXISTING BIPARTISAN LEGISLATION

Several bills have been introduced in this Congress, which prohibit health plans from requesting or
using genetic information as a basis to deny health care coverage or raise premiums. The President
belicves that the bipartisan legisiation introduced by Rep, Louise Slaughter, H R, 306, represents a
strong foundation for this much-needed reform. The Slaughter bill contains sirict profeciions against
disclosure of an individual’s genetic mformation by health plans. The President looks forward to
working with Rep. Slavghter and other members in both parties 1 pass legislation on this important
issuc 1 this Congress.



QUESTIONS AND ANSWERS ON GENETIC TESTING
|

DIDN’T WE ALREADY TAKE CARE OF THIS PROBLEM IN THE
KASSEBAUM-KENNEDY HEALTH REFORM LEGISLATION?

The Kassebaum-Kennedy legislation did take important steps to prevent health insurers
{rom discriminating on the basis of genetic information. However, this legislation builds
on thesc provisions in three important areas: (1) prevents'insurers in the individual market
from discriminating on the basis of genetic information (2) assures the premiums sctting
is in no way based on genetic information both in the group and individual market; and
(3) prevents insurance from disclosing genetic informatton.

. Aceess in the Individual Market. The Kassebaum-Kennedy law says that
employers may not use genetic information as a pre-existing condition unless the
illness associated with the pre-existing condition has already been diagnosed. In
that case, the health plan could deny health care coverage for a maximum of
twelve months.

However, Kassebaum-Kennedy did not address the issue of genetic information
for Americans who arc part of the individual insurance market. This legisfation
would take the next step by protecting Americans who have an health insurance in
the individual market from being dented health care coverage based on their
genetic information.
1

. Affordability in the Individual and the Group Market. The Kassebaum-
Kennedy legislation did not address the issue of affordability in the insurance
market. Thus it does not prevent insurers from increasing group premium rates
based on knowledge about genetic information. (It would prevent heaith plans
from charging an individual higher premiums based on their genetic information).
This new legislation would prevent health plans from setling premium rates based
on genctic information, both in group health plans and in the individual market.

. Disclosing Genetic Information. This new legislation would also prevent health
plans from releasing genetic information. If genetic information from health plans
were accessible, it would make it much casier for other parties (probably
employers and other non-health insurers) to misuse this information.

AREN’T LOTS OF STAT ILL TAKING ACTION ON THIS ISSUE. WHY DO WE
NEED FEDERAL LEGISLATION?

More than a dozen states have taken action in this area and 31 more have proposed
legislation. others have introduced legislation in 1997. However, state legislation is
insufficientito solve this problem. The variability among state bills will iead to a lack of
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uniformity across the nution as to whether and how genetic information may be used by
health plans. Moreover, Employer Rettrement Income Sceurity Act {(ERISA) exempts
scli-funded plans from state insurance laws. Thus even i states enact legislation o build
on Kasschaum-Kennedy legislation, a large fraction of the population in self-funded plans
would not be prowccied,

IS THERE ANY EVIDENCE THAT INSURANCE COMPANIES ARE
DISCRIMINATING AGAINST PEOPLE WITH A GENETIC PREDISPOSITION
TO A DISEASE?

Medical researchers and physicians have reported that people are refusing to get genetic
testing or lo participate in medical research because they fear that this information could
he used against them or a member of their fanunly. We know that genetic information has
been wsed to diseriminate against people in the past. In the carly 1970, health insurance
coverage and jobs were deaied to many Alncan-Americans who were identified as
carriers of sickle-cell anemia. We also know that a leading reason women refuse genetic
lesting for breast cancer is bocause they fear that insurance companies may deny health
care coverage for either themselves or members of their families or charge excessively
high premiums. Moreover, 22 percent of people wha live in families where someons has
a genetie disorder report that they have been discriminated against by an insurance plan.
(Lapharn et al.. Seignce, Oct 1996},

HOW WAS GENETIC TESTING USED IN THE 1978 TO DISCRIMINATE
AGAINST AFRICAN-AMERICANS?

Cienetic testing was used both by employers and health insurance plans to discriminate
against African-Americans who had one or two altered copies of the sickle cell gene.
‘There were newborn screening programs, pre-employment tests done, and other
widespread screening done to wst for this genetic disorder. However, most people
mistakenly belicved that if an individual had at least one altered gene, they would hikely
develop sickle cell anemia. In fact, both of the genes must be altered to be vulnerable to
this disorder.

THERE ARE LOTS OF BILLS QUT ON THE HILL ON THIS ISSUE. WHY
DOES THE PRESIDENT LIKE THE ONE INTRODUCED BY
REPRESENTATIVE SLAUGHTER?

The Slaughter Bill is based on the joint recommendations made by the National Institutes
of Healih’s Warking Group on Ethical, Legal, Social Implications of Human Genome
Research (BLSI Working Group) and the National Action Plan on Breast Cancer
{NAPBC) to address the 1ssue of genetic discrimination and bealth insurance. It
addresses all of the central issues: using genetic information 10 deny or limit any
coverage, establishing premium payments based on genetic information or an
individual’s roquest for genetic information; and disclosure of genetic information.

i



HOW MUCH WOULD THIS LEGISLATION COST?
We do not have any formal estimates on how mugch this tegislation would cost. However,
states who have enacted legislation in this area have not experienced any major costs
associated with this,

;
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HOW MANY AMERICANS WOULD BE AFFECTED BY THIS LEGISLATION?

This legislation would protect all Americans from having to pay higher premiums based
" on genetic information and from having their pesetic information disclosed.
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Genetic Scmefﬂng Protection Legislation Would:

1

2)

3)

4}

Prohibit insurers and other health plans from using genetic information, or an
individual’s request for genetic services, to deny or limit any coverage or
establish cligibtiity for insurance.

]
Prohibit health plans from establishing differential rates or premium

payments for individual insurance policies or group-wide plans based on
genetic information.

Prahibit health plans from requesting or requiring collection or disclosure of
genetic information.

Prohibit health plans or other holders of genetic information from releasing
genetic information without prior written authorization of the individual,



