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~ GENRTIC. INFORMA'TION NONDISCRIMINATION IN HEALTH INSURANCE

g Conueuts frum the Office of Tas Pollcy: ‘
The propeaal is premiature at this time bacauss certain major features of the proposal could
potentlslly he includad in an existing regulation preject under the Health Insurance Portablfity and
Accountabllity Act of 1996 (HIPAA).  Further, there are several technical problems in the
proposal that wouyld need substantlal time to resolve and would be better addressed in
coordination among all throo agencies (HCFA, Lador and Treasury) that are charsed with
bnplemamﬂon of similar nondiserimingtion prohibitions in HIPA!L
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Comments from t.hé;_l;g_s_: L , B - \

This memorandum qohtuins sone prelinminary comments on the,
draft of thi ;'Genetic Information Nordiserinination §in Mealth
Ineurance Act of 1997," HHS«23-A, which ve received yesterdey.
For the reasons stated below, we believe the bill has gignificant
dafects and i{s not rasdy for public :aleasé at this tiﬁ.

Apart frorm the specitic/céuncnts, the Service objects
strongly to the préctﬁuu followed in dutt“inq Qnd ‘nirculntinq
this bill. This bill, although it origirated with HHS, contains
slgnifioant armendments to the Internal Revenue Code. Daspite
this, neither the IRS nor the Office of Tax Folicy was consulted
or involved in drafting the bill and we have ncw been given lase
than 24 hours to rev&eé it. This laok of cengultation {e
pa:ﬁicularly unjustifiable given that the bill anends provisions
added by the Health Insurance Portability and Accountability Aet
of 1995 ("HIPAA"). The Service and the Office of Tax Poiicy have
beeln vézkinq closely ywith HHS on task zésoca té develop
requlations under HIPAA and these task forces, which typically
nest several times a week, offered ample crppertunify for
oonsultation on related legislation. ‘

Bocsuse tho IRS hae not been involved in any way in the
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drafting ot this bill, ana because We have been given lesa than
24 heum. €or review, these 'co:'monts are only ﬂr‘lininiry and we
redurve the Tight to revise and supplement them later. Mc:éovai,'
due to uhe-brtot review poriod uftorded us, we are only providing
the most significant comments at thip iinco

our spocitiec comnants include the following:

1j ‘‘he proposed erandnents to ERISA section 702(b)(1),
Public Health Gwrvics Act ("PHSA") smection 2702(b)(1), and Code
gaction ¥E02(P)(1) would prohibit the adjusthent of Premiun rates
for groupe on the busis of geneti{c informatien. This would
invoive & major intervantion by the federal government in the
:dgulaticn'of rste-gaetting by {naurance companies, an arﬁa we
understand hes been traditionaily veserved for state regulatien.
The general HIPAA nondisczininatien provisions that the Genetic
Information pill would anend carsfully avoided such federal
involvement. Morecver, this provision is contradicted by the
discleiner {n lubplragrqph (b)(2) of the respective statutes that
n&thlng in subparagraph (B)(1) is to be eonsi:ued to restrict the
arocunt that an ampployer nay be chavrged for coverege undor e greup
health pien. '

" 3) The new subperagraph 983(¢)(2)(B) to bs added e the
Internal Ravenue éodc, as well as the parallel provisiens that
would be added to ERISA and the PHSA, rustricta the disclosure of
Qonetie 1nicrnat£on by hogpltals. paysicians, and cther zediecal
cave providers. This would substantially expand the regulntcé
entities under BIPAA, whioh at present appiles only te plane and

iesuers. While wve express no view on whether this ise appropriste
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in ERISA or %the PHBA, it clearly le net,apﬁrqprinto in the
Internal Revenue Code since the Service Nas no enforcement
mechanisn againet providers. |

3) The bill applies the genetic infermation
nondiscrimination requirements under the Code to both plans and
issuers. The exiasting group market nendiecrimination provisions
of MIPAA in the Code apply only to plana, not te isnunrs.
Treasury has no enforcement authority against nmencomplying

. igguers, so the Teferencas to issuers should be daleted in the
VCeda provipions. ‘

4) The new subparagraph (c)(3)(B) teo be added to the |
respeotive ptatutes provides exceptions to tha new pronibitions
added by the B{il. Clause (i1) of that subparagraph parmits
plans and {seusrs to request or require yenetic informatien from
other pleng or igsuers and from providers under asrtain
oircumstances. We have tvo concarns wWith this provision. Pirst,
it (g not clear to us how pians or issuers cen require the
dizclosure 6f requested genstic infermation from other plane o
iszuers. Second, tha exception doss not protect providers who
may bs replying to s reguest or requirement by a plan or issuer
for the gonatic {nformation (thus the 3111 wouid protect the
regquestey but not the rcapcndc:). |

8) The Bill would add 8 new gection 2752 to the PHSA., In
torm, section 2752 would epply the genetic {nfogmation
nondiacrtmlnation requirezents of tne group market tec {spuers in
the indtvidual markat and then uould add gone oxcept;ons to the
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gqroup market rules. It appears, hovever, that tho exceptiens
virtually swallovw the genetic iuforageion':estrictions
purpertadly added by section 2782, s¢ that those restricticns
would be acstiy or whelly illusory. We guestion what mecticn
2753 vas intended to accomplish and why it was drafted as it was

6} We algo have nuaercus comments of & moye teohnical
nsture, but we have net had time to tabulste and forward thes.

on a more fundemental lavel, we have some Question as ®o
whather lagislation is reguired ctiall in this area. HIPAA
already prohibits discrimination on the basis of genetic
information and many of the provisions {n the statuts relating to .
restrictions on group health plans and providarc l1ikely eouid be
adopted in regulations under these existing stetutory provisions.
ﬁo~bcli¢volnore coneiderstion should be qivéﬁ to the naaaAfo:
this legisiation. | |

In sunsary, wa have serious concerns about ths substance of
seversl key provisions in thi bill and object strongly te the
lack of égnsultgtion and abbicviatad review perjod for a biil
that amendg the Internal Revanue Code. We bdslieve the bill
should not be relessed t6 the public at this time.
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The Presideni a
The White House ;
Washington, DC 20500

Dear Mr. President:

As members of The Genome Action Coalition (TGAC), we are writing with
regard to your recent speech at Morgan State University conceming the role of science in

. American soc1ety TGAC unites more than 100 organizations, foundations and
~ companies in support of the success of the Human Genome Project.

The issues of genetic nondiscriinination and medical records privacy are critical

* for the ultimate success of the Project and you are to be commended for bringing these

complex and controversial matters beforc the American public in a clear and
understandable manner.

TGAC supports your call for bipartisan legislation to prevent health insurers from
using genetic information to discriminate against future or present policyholders. Last
year, we strongly supported the prowswn in the Kennedy-Kassebaum legislation that you
51gned into law that prohibited such activity with regard to group plans. Extending those
provisions to all other forms of health plans is a step that we can also support.

|

We have taken the liberty of enclosing a sct of principles that TGAC has adopted
with regard to these critical issues. Please know that The Genome Action Coalition
stands ready to work with you and your administration in the furtherance of scientific
research leading to the curing of disease.

i
i

Sincerely,

~ Kay Redfield Jamison, Ph.D.
| . Steering Committee Chair

Professor of Psychiatry, The

Johns Hopkins University
School of Medicine

[

Enclosure
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On behalf of:

The Genome Action Coalition ;
Manic-Depressive |liness Foundation
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MEMBERSHIP LIST

Allisneo for Aging Research

Alliance of Genetic Support Groups

Alpha 1 Naljuua] Association

Alzheimer’s Association ~

American Association of Rerired Persons

Asuctican College of Medical Genetice

American Diabetes Association ;

American Foundation for Suivide Prevention -

Araerican Jewish Congress

Ameérican Liver Foundation

Auciican Sickle Cell Anomin Association

American Society of Human Genetics™

The Are

Arizona Consortium for Children with Chromc
Tiness ‘ :

A-T Children’s Pioject . :

Autism Socicty of America :

Baylor College of Medicine Human Genome
Center ' :

Beckwith.Wisdemann Support Network

Boysrown Nauonul Research Flospital

Cardiac Arthythmias Research & Edueation
Foundation :

Charcot-Maric-Tooth Association '

Coalition for 1he Prevention of Sudden Lardsac
Death

Coalition of Heritable Disorders of Connecuve
Tissue

Consortium of Social Scivnce Associations

Cooley’s Anemia Foundation !

Cystic Fibrosis Foundarion* '

Deprossion & Related Affective Disorders
Assaciation

Dysautonomia Foundativu, lus.

i

‘Dystonia Medical Research Fanndatian :

Ehlers-Danios National Foundation

Fancoui Anemia Research Fund, Inc.

Foundation for Biomedical Resaarch :

Foundation for Ichthyosls and Related Skiu 2
Types:

Gilda Radner Familial Ovarian Cancer Registry

. Genentech, Inc.®

Gonzyme Corp.® .
Guillain Berre Syndrome Foundadon
‘ Internations!

Hemorhramsatasis Foundation. Inc.

Heredltary Cancer Instilute - Creighten
University o

Hereditary Diseasc Foundation - :

HollinameLaRoche, Inc,

Huntingten's Disease Snciety of Amenca

Inherited High Cholesterol Fuvndation ‘

internstional Joseph Dieeases Foundation

Internarional Patient Advocacy Assoclation

International Rett Syndrome Association

International Tremor Foundatinn

[ron Overjoad Diseases Association

The JefTicy Modell Foundation®

Knox County Advocates for Special Kids
Leamning Disabilities Association of America
Lexicon Genctics, Inc.

Lowe Syndrame Assaciation

Manlc Depressive Illness F vundation®

Morch of Dimes Birth Defects Foundation®

‘Merck & Co., Ine.®

Mitochondrial Disorders Foundation of America

Mize Informatics Foundation

The MPS Society, Inc.

MUMS Notional Parent to Parent Network

Mynsifis Association of America, Inc.

Myriad Genelivs Laboratories, Inc.

Natjonal Alliance for the Mentally 171

National Ajopecia Areata Foundation

Nativual Ataxia Foundation

National Canter for Chromosome Inversions

National Center for Learming Disabilitics Inc,

National Depraesive & Manic-Depressive
Association

National Down Syndromo Sccicty

National Gancher Foundation

National Hemophilia Fouudation®

National Incontincntia Pigmenti Foundation

Natianal Martan Foundation

Natjona! Meuta] Health Association

National MPS Society - Great Lakes Reginn

National Multiple Sclerasis Sociery ’

National Neurofibromatosis Foundation

. National Niemann-Pick Diseasc Foundation

Natlonal Organizativn for Rare Disorders
Nbationzl Psoriasis Foundation
National Society of Genetde Counselors*

- National Tay-Sachs & Alliod Diseases

Asgaciation

National Tuberous Sclerosis Abwualsun

Neztional Vitligo Foundation

Neurofibromatosis, Ine.

Novartls

Orton Dyelexia Soeiety

Ogteogencsis Imperfecta Foundation

Parkinson’s Dizcase Foundation

PAzer Inc*

Pharmaceulival Rescarch and Manufacturers of
Armerica

Fituitary Tumor Network Associalion

Purine Rescarch Sociaty

Research! America

Roswell Purk Cauter Lnsntutc «Clinica] Genetics
Services

Sjogren’s Syndrome Foundarion

SniithKline Beecham*

Sociaty nf Gynecologic Oncologists

Spondylitis Assuciation of America

@oos
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Sturge-Weber Foundatio}n

Sudden Arrhythmia Death Syndrumes
Foundation

United Parkinson Foundation X

Velo-Cardio-Facial Syudiome Lducational |
Foundation T

VHT. Family Alliance j

Williamy Syndivuic Association i

Wilson’s Disease Association !

= Stcering Commiftee 06-02-97 .
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President Clinton’s Challenge to Déve]op an AIDS Vaccine Does Not Undermine.
But Rather Builds on His Strong Record on AIDS Research, Treatment, and Prevention

President Clinton’s announcement to increase efforts to develop an AIDS vaccine in no way
undermines his commitment to funding AIDS prevention and treatment. Developing a successful
vaccine is the only way to stop this epidemic that is killing millions of people around the world
each year. The President believes that we also must increase our commitment to investing in
treatment for people with HIV/AIDS and improve our prevention efforts. Since he took office,
funding for all AIDS investments has increased in research, treatment, and prevention each year.
Since President Clinton took office, he has:’

. - Increased Ryan White by 168 percent. The President’s FY 1998 Budget proposes to
spend $1 billion on Ryan White, an 168 percent increase over the FY 1993 Budget, to
help our hardest hit cities, States, and local clinics provide medical and support services
for people with AIDS. :

. Accelerated Federal Medicaid spendmg on HIV/AIDS Federal Medicaid spending
on AIDS/HIV treatment has increased 53 percent since FY 1993, spending $2 billion in
FY 1997. At least 50 percent of people with AIDS and more than 90 percent of children
with AIDS are covered by Medicaid, making Medicaid the largest single payor of direct
medical services for people living with AIDS. Currently, approximately 100,000
Medicaid beneficiaries are HIV positive '

. Increased fundmg for State AIDS l)rug Assistance Programs (ADAP). As soon as
the Food and Drug Administration began approving Protease Inhibitors in early 1996, the
Administration proposed two budget amendments -- $52 million in FY 1996 and $65
million in FY 1997 -- to increase funding for ADAP which provides access to medicine
for people with HIV who are not covered by Medicaid but do not have access to private
health care coverage. The President’s FY 1998 budget proposes $167 million for ADAP.

. Ensured that Medicaid covers Protease Inhibitors.. Under the President’s leadership,
the Health Care Financing Administration has advised all States that they are required to
cover Protease Inhibitors and encouraged them to ensure that appropriate nutritional
services are provided to persons living with HIV/AIDS.

. Doubled funding for Housing for People with AIDS. Without stable housing a person
living with HIV has diminished access to care and services. It is estimated that up t6 50
percent of people living with HIV and: AIDS are or will be at risk of becoming homeless
during the course of their illness. The President has proposed $200 million for HOPWA,
more than 100 percent of what was spent in FY 1993.

. Increased commitment to CDC prevention programs by 27 percent. The President’s
FY 1998 Budget proposes $634 million for CDC prevention efforts, a 27 percent increase
over the FY 1993 Budget. CDC works with states and communities to provide the
information and tools needed to de51gn and implement effective local prevention
programs.
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SCHEDULE REQUEST PROPOSAL

6/9/97

ACCEPT

_REGRET PENDING

" TO:

FROM:

REQUEST:

PURPOSE:

BACKGROUND:

Stephanie Streett
Deputy Assistant to the President &
Director of Scheduling '

Bruce Reed, Assistant to the President for Domestic Policy

Event with The Genome Action Plan to highlight our support of
legislation prohibiting insurance companies from discriminating
against people based on their genetic information.

To highlight our support for legislation prohibiting insurers from
using genetic screening information to discriminate or underwrite,
to release a new HHS report on the potentials and perils of genetic
information, to announce the news that women’s groups and the
National Genome Action Plan are supporting the President on this
initiative and to emphasize the importance of this legislation to
women’s groups who are concerned about the potential for women
who may be discriminated against because of genetic mformatlon
particularly women with breast cancer.

This event would be held at the National Academy of Sciences
with the National Action Plan on Breast Cancer, the National
Breast Cancer Coalition and The Genome Action Plan, a broad
coalition consisting of over 100 groups, including AARP, the
National Alliance for the Mentally I11, Parkinson’s Disease
Foundation, the American College of Gynecologists and
Obstetricians, and the March of Dimes

X e
T e



The event would highlight the potential and perils of new
information from the Human Genome Project that enables us to
identify potential genetic disorders. In particular, it would
highlight the need for legislation to protect Americans from genetic

_ discrimination.
PREVIOUS
PARTICIPATION: None
DATE AND TIME: Late June -
DURATION: 1 hour
LOCATION: | National Academy of Sﬁiences
OUTLINE OF EVENTS: Members from one or two of the groups involved in The Genome

REMARKS REQUIRED:

FIRST LADY’S

Action Plan speaks, including a breast cancer group; a victim of
genetic discrimination; Dr. Collins, the director of the Human
Genome Project; Rep. Louise Slaughter (the sponsor of the
legislation we are supporting) and introduces the President; and the
President delivers remarks and announces the release of the HHS
genetic information report.

Prepared by speech writing.

- ATTENDANCE: Not required.
VICE PRESIDENT’S |
ATTENDANCE: Not required.
SECOND LADY’S
ATTENDANCE: Not required.
RECOMMENDED BY: Bruce Reed, Chris Jennings
CONTACT: Chris Jennings, 456-5560
ORIGIN OF PROPOSAL: Domestic Policy Council. To follow-up on the commitment to this

issue that the President announced at Morgan State last month.
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U.S. Postal Service to 1201 Connecticut Avenue, Suite 300, Washington, DC 20036. Thank you.
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MEMORANDUM

TO:  Chris Jennings
From: Jerry Klepner
Re:  Slaughter Bill

Per our discussion yesterday with regard to H.R. 306, the Genctic Information
Nondiscrimination in Health Insurance Act of 1997, | am forwarding to you a
memorandum prepared for David Beier detailing concerns with the bill.

The memorandum highlights two major problems affecting research. The deﬁnmon of

“genetic information” and the prohibition on its use would apply to the majority of facts
in a standard medical history or hospital intake form (e.g. gender, race, height, weight,
and family history questions relating to heart disease and diabetes.) In addition,

_ information about inherited characteristics “which derives from” an individual or family
‘member meets the definition, whether or not the information actually identifies the

person. In effect, medical records that do not have personal identifiers and are coded with
a case number could be considered protected genetic information under the bill if the
coded data included information about “inherited characteristics that may derive from an
individual” or family member. The i impact of the bill’s prohibition on the use of “genetic
m[ormatlon in gathering necessary information for medwal/research purposes is
obvious. - <

Secondly, as explained on page 5 of the memorandum, we are very concerned with the
requirement that “insurers may not disclose genetic information about a participant,
beneficiary or applicant to anyone without sPecn"tc prior consent from the individual -
authorizing disclosure to a particular person”. This prohibition would have a direct
adverse impact on epidemiological and pharmacoeconomic research relying on data in
patient registries or undertaken in collaboration with managed care organizations that
have access to a comprehensive record of a patient's medical history. Obtaining consent
from individuals’ at the time of analysis—often long after the information has been
recorded—is virtually impossible. More importantly, researchers al the Mayo Institute
have found that if a specific consent requircment is imposed, the sample selection bias
that results is not random. In effect, the disclosure prohibition could force all research
into clinical trials and make it impossible for manufacturers and others to collaborate with
respected institutions such as the Mayo Clinic for purposes of using their extensive
database to conduct outcomes research. '

' Ce¢: David Beier -

. © 1201 CONNECTILUT AVENUE N.W,, SUITE 50D
WLSIINGTON, DC 20036 PUONT/202-A35.RAR1Y FAX/207-338-6301

June 5, 1997
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MEMORANDUM . .
_ . . May 21.1957
TO:; ‘David Beier

FROM: Donna A. Boswell '
RE: - H.R. 3086, Genenc Int‘ormatlon Nondlscrlmmatzon in Hea!th

Insurance Act of 1997 (Rep. Slauglhiter)

“This memomndum is in response 10 your request for an unalysis of A
Represeniative Slaughter’s bill, the Gonetic Information Nondiscrimination in Health

- Insurance Act of 1997. ‘Lho bill states that its purpose is--

“zo prohibit discrimination ng'amht individuals and thear fﬁ'm;lv membeors on. r.he
. basis of genetic informatian, .or a request for genetic services.” :

This purpose is essentielly the sumo ns that expressed by President Clinton in his May
18, 1997 commencsment addross 1o Morgan State University. In thal speech, President
Clintyn noted the fact that genotic information vould be used “by insurance companics
and others™ vo “discriminute against and stigmatize peoplo.” lle concluded, * 1 urge
Cangress to pass bipartisan legislation to prohibit insuranco companies from using
genotic screening intormation to detemlme the ptemmm rates or cligibility of Americans
for heulth insurunce.” A

i

The bill makes virtually identical amendments to the Employee Retirement

Income Security Act of 1974. the Public Health Service Act. and the Internal Revenue
Cade of 1886, in tho same sections that were amended ar added by the Heslth Insurance
Portability and Accountability Act (“HIPAA”). By using the terminology established

* under HIPAA, the Slaughter bill wauld ensure that the same provisions apply to all

health benefits programs, whether offered by self-insuring emplayers, group plans
purchased by employers or unions in the group health market, and insurance products
offered in the individual.! The bill also adds the sameé anti-discriminstion provisions to
the Social Security Act to prohibit the use of ganetic information by those who issue
MediGap policies. Each of the four new statutory regimes explicitly provides an
opportunity for a beneficiary or enrollee to bring a dvil action seeking *compensatory,
~consequential, and punitive damages” from these who viclate the new prohibitions.

' For simplicity and because the new requirements are identical, this memoranduin uses

the term “insurer” ta refer to ul] of the entities to whom the prohibitions apply under all
four sets of new federal laws. These may include, emplavers or ather plan sponsors
‘offering group health plans; companies that sell group health products: companies that. «all
individual health benefits products; church and schoal plans: as well as companies offering

' M«zdj Gap products.

@oo3
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They keystono in understanding the bill’s potentially significant impact on
vesearchers and providers is its definitions. Tn addition to imposing requirements and
prohibitions on virtually all entities that provide health care benefits, whether through
insurance or otherwise, the pivotal term for all of the Inll's provisions is - genem
information,” which is dcﬁned as follows: '

“Ihe term * gonetic infurmation” means information about genos, yone products, or
inherited characteristics that may d'emnc from an individual or a family mem ber of

the individuol.” (italics add&d)

Under this definition, virtually avery piece of information or an application for health
insurance as well as the majority of the facts in a standard medienl history or a hospital
intake farm would be considered “genetic information.” For example, gender is clearly an
inherited characteristic, ns is race, and in sonie sense, even height, waight. eye color,
cholesterol and blood pressure levels are “inherited characteristics.” Certainly. the
commonplace questions regarding one’s family history of heart disease, diabetes, and so
torth, fall within the scope of this definition. Indeed, genomie science continues to make
" vapid progress in uncovering genetic elements in individuals® suscepiibility to virtually
every disease and condition, as well as individuals’ responsiveness various ireatments.
Very shortly, the simple fact that one has a particular set of symptoms or has recoversd
fremn a particular disease will meet the definition of “genetic information” under. thw hﬂl

Perhaps more important for .re:ezm,hers is the fact that information abm.n
inherited characteristics which “derivos fram” an individual or family member meets the
definition, whether or not the information actually identifics the person. Thus, as a-

technical matter, medical records that have been stripped of porsonal identifiers and
voded with u casc number before entry inte a database could be considered 1o be
protected penetie information under this bill, so lopg &5 the coded data included
information about mhf.nwd uhartxctonmcs that may derive from an individual” or
family member.

. Prohibitiong

Che bill includas four prohibitions that apply to insurers’ use of ejther.
(A) genotm information or (B) the fat.t that an individusl has requested or received
genotic services: »

1 Insurers may not *deny, mncal ar refuse to renew” benehts or caverage an the
~ basis of either (A) or (B);

2. Insurors may not “vary tho premiums, terms. or vonditions for benefits or
‘voverage” on the basis of either (A) or (B); :
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J. Insurers muy not :equeﬂt or requile” & participant or apphc'uut for coverdage
disclosc gcneno.. :u'xfcrmau<:~n,s and :

4. Insurers may not dwclosegenetzc information about a partivipant, beneflciary
or applicant to anyone without specific prior vonsent from the inditidual
authotizing d:sdne-ure to a particular perscm 3 ~

Lmnlggauons

Prohibitions number one and two pose significant pew limitations on
entities that issue and/or pav for health care benefits. Item one is a guarantecd issue
and renewal provision that argushly expands upon the requirements included in the
Henlth Insurance Partability and Accountability Act in that this is an absolute

_prohibition, wl'ule HIPAA. imposes limitations based on penods of prior coverage-

Item two cssentmlly is a prohibition on medical undemnung an tho basis

- of “genetic information.” This issue wus not addressed in the Healih Insurance

" Portability and Accountability Act.t- The regulation of insurance rates traditionally hus
heon a matter subject to state nuthonty In effect, this bill may be interpreted as
preompting stute rafe-setting authority, as least with respeet to rates that reflect “genclic
inforrmation” -- which under this bill would include inherjted charactoristios such as
gender, un individual’s personal hedlih history of apy diseaso that may be inherited,

~ such as heart discase, high blood pressure, diabeles, and so forth. As science continnes
lo identify the genotic factors underlying individuals’ susceptibility to diseases and
conditions, and as attorneys push the limits of the prohibition on vuriation in individuals’

2 MediGap issuers are nat subject 1o the prohxmhun on requesting genctic information
[rom individuals. :

*  MediGap issuers are not subject to the prohibition on disclosure of genetic information.

s Techmcally, the bill would make it impermissible “tv vary the premiums, terms. or
conditions for such benetits or such coverage, for any participanrt or beneficiary under the
plan on the basis of genctic information; or on the basis that the par ticipant of beneficiary
has requented or received penetic services.” On its face, this requirement appears o
paraliel the HIPAA requm:mrant that a group health plan eannot charge diflerent
participants and beneficiaries in the same plan different promiums -- but the 51augh ter bill
docs not maka it explicit that for purposes of this prohibition, the individual's premium is
being comparcd to that for-other participaals in the samc plan. As discussed above, ,

“gonelic information” is defined s information about inherited characteristics derived from
individuals, it is not limited to information that identifies the individuals from whom it
derives. Accordingly, if @ group policy is experience-rated by the issuer, based on the
prevalence in the group of diseascs that have a genelic componcnt, the propurtmn of males
and females, and so torth, the issuce arguably has “varicd the premium” paid by every
parlicipant in the plan based on genefic information. Therefure, under the Slaughter bill,
every beneficiary of 4 group health plan p:emxums arc higher than some :.ommumtv rated
norm may have a claim for damages against the issuer.
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premiums, this provision promises to go a long way toward boceming a fodorul
requirement for community rating of premiums for various forms of hoalth cire benefits
coverage. '

- DProhibition number three promises to increase the administrative cost and
complexity of health care providers’ record-kesping responsibilities. Tn today s managed
care environment, many administrative etficiencies and improvements in the quality of
health care result from providers' ablhty to use consolidated medical history records
vather than starting anew by taking a medical history from sach patient upan sach oftice -
visit or hospitalization. Because prohibition number three prohibits insurers from
asking individuslr to disclose genetic information, managed care companies will he
prohibited from obtaining the information required to maintain a comprchensive medical
recard for use by participating providers. Moreover. to the extent that providers form
provider sponsored organizations offering coordinated care products. it is likely that they
will bring themselves within the scope of the bill's prohibition an abtaining such
information. lf enforced, this could create an absurdity in which a hospital or group
practice em'plovee could not ask questions concerning a patient’s medical history. As
such, this provzsmn could become n significant legal impediment to provider
organizations” ability to provide qua.hty health care.

Because the prohibition on disclosure of genetic information does not apply
Lo providers. an insurer might dssemble such information from the records of their
participating providers. (Insurers likewise are prohibited only from obtaining genetic
information from individuals, not from providers.) Once assembled, however, prohibition
number four arguably would not permit the munaged cere company t disclose any such
record containing genctic information. to the individual’s dvctor or hospital for purposcs of
rendering health care to the individual without specific prior consent of the individual for
each disclosure. You also may be aware that providers on their own behalf have been.
attompting to dovelop systems for muintaining comprehensive medical records in the
interest of improving palicnt care and aveiding unnecessary duplicatien of diugnostics.
preseription drug duplication and interaciions, and so forth. The bill's prohibition on
disclosure does not apply to praviders, but it cortainly means that providers will have to
be careful that their partners in these information ventures are not untities that would -
be subject to this new prohibition.f Moreover, as providers uffer various managed care
products through provider-sponsored organizatians, they may come within one of the

& Alepal conundrum also is created by the situation in which a physician is an employec

~ of a managed care company, or a hospital is the owner of'a managed care company.
Because the MCO is prohibited from obtaining genctic informalivn, it could be argued that
tho emplayces or agents (i-c., physicians and nurses) likowise arc prohibited from asking
qucstmns about genetic m['u.tmanon. Litigation-shy manuged curc compaanies could end up
requiring physicians to practice medicine bagsed on incompleie and misleading medical

~ histories if certain fundamental questions cannot be asked of individuals. 1t should be
noted that as praviders form managed care entitics to more fullv participate in the group
health market, the potential impact of this absurd situation is Iikely ta multiply.

-4.



5 7283 KETCHUM COMM.
YTt A 2ARET 2% *% % 97 ¢ 1015PM ¢ GENENTECH-FaSH. DC- 202 835 8831:# 8/ 8

(.uu,goncs of insurers or plans subject o the v.hsdo»\ue prohibition. brinzing down this
disclosure prohibition on themselves, as discussed above.

Prohibition four also is the one that will have a direct adverse impact on
heglth research. As you know, unlike clinical trials which use a formal, focused ressarch
vehicle to make a powerful, if limited, demonstratian of the safety and etfectiveness of a
new product, most pharmacceconomic research and research concerning patient. ‘
outcomes is undertaken in collaboration with managed care organizations or providers

- that have access to more comprehansiva records of a patient’s medical history and

responsiveness to particular health care interventions. Tikeawise. epidemiology vesemch
and studies relying on data in patiént registries are critically dependent on the usa of
information developed in the course of ordinary episodes of health care. Under the
Slaughter bill; any insurer's dnc]osure of these records (which, under the bill's

definitions, would inchade disclosures of genetic infortnation *derived from” the individual

hut that does not identify the individual) wauld be prohibited without obraining separate,
prior writlen consent for each disclosure. Obtaining such consent from individuals at the
time the analysis is proposed -- often lung after the information has been recorded - is
mtually impossible and arguablv is an unwarranted intrusion on the individuw’s
privacy.

Perhaps more importantly, rescarchers at the Mayo Clinic have used their
rich databasc of medical records 1o examine the feasibility and conscquences of
interposing an informed consent rejuirement. Their analyses demonstrate that il a
specific consent requirement were imposcd, the sample selcction bias that results is not
random. This selection bias leads rescarchers to draw conclusions that differ
dramatically [rom the conclusions reached when thoy perform the samo anulvses on
Mayo's full, unonymized datubuse of medical records. 1t follows that under the Slaughtor
bill, analysus of medical records whare specific consent is imposed cannot readily be used
to draw valid conclusions regarding patient outcemos. In offect, rescarch would be
pushed back o using the dinical trial vehicle which, while powerful far some purposos. is
not useful for vpidemialogy and outcomes studios und is very costly. ‘Ihe disclosure

-prohibition likely would muke it impossible for manufacturcrs and others tu collubarute

with rospected institutions such as the Mayo Clinie -- which may, to the extent that they
form provider sponsored arganizutions, fall within the sct's prohibitions - for purposes of

‘using their rich databases to ccmduct much-needed uul(zf;mas research.

I hope this analysis is useful. Tlease let wme know il you hava quﬁsmms or

would lﬂse to follow up.

diooT
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EXECUTIVE OFFICE OF THE PRESIDENT
OFFICE OF MANAGEMENT AND BUDGET

Waghington. D.C. 20503-0001 o ) | &J R G ENT |

Fridoy, Moy 30, 1997

LEGISLATIVE REFERRAL MEMORANDUM

TO: . Vz&gjislat'iva Lisig %ﬁcet - See Distribution below

FROM: Janm:%grg or Assisisant z)woctor for Logislotive Reference -

OMR CONTACT: Rabhart 1. Pallicei ' o
PHONE: (202)395-4871 FAX: (202)385-6148

SUBJECT: HHS Draft Bill on Genetic Information Nondiscrimination in Health insurance
Acl of 1997 7 :

DEADLINE: Noon Tuesday. June 3. 1987
Newvmpmmsepyn T ————— O T a——————————
In accordance with OMB Circular A-19, OMB roquoste the viowe of your agency on the above

subject before advising on its relationship to the program of the President, Please advise us it this

itam will affect direct spending or recelpts for purposes of the "Pay-As-You-Qo" provisions of Title f"-'-'_)_'_
XU of the Omnibus Budget Reconciliation Act of 1990.

COMMENTS: We understand that the Vice President may snnounce the sttached HHS draft bill at
- an event scheduled for Saturday, June 7th. Far this reason, this deadline is firm.

DISTRIBUTION LIST ' : o R

AGENCIES: . |
61-JUSTICE - Androw Foic - (202) 614-2141 : : T
62-LABOR - Robert A. Shapiro - (202) 219-8201 - NN
76-Nativnal Economic Council - Sonyia Matthews - (202) 45/6-5351

118-TREASURY - Richard S. Carro - (202) 622-0850 | b’

ror:
Christopher C. Jennings
<Nancv A. Min
Jonnifer Ferguson
Elana Kagan
Bany T. Clendenin

Mark E. Miller Janet R. Forsgren
Margaret A. Murray Kathieen M. Turco

Robert Donnelly . y
Larry R. Matlack o . g::';i;b Haeking
Mark D. Menchik -

Allison H. Cydt

Maya A. Barnstain

Robert G. Damus

Robert W. Schroeder
James C. Murer
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A BILL
To brohibit diccriminatioh against individuals and theix family

membars on tho bacic of genetic information, or a requegt for
genetic services,

Be it enacted by tha Sena?e and House of Representatives of
the United States of Amerlca in Couyseny assenbled, o
SECTION 1. SHORT TITLE,

This Act may be cited as the "Uenetic Information
Noﬁdigcrimination in Reaitn Insurance Act of 18971, |
SEC. 2, AMENDMENTS TO EMPLOYEE RETIREMENT INCOME SECURITY ACT OF

1974. | |

(a) fRGHIBITION OF HEALTH INSURANCE DISCRI&INATION ON THE
BASIS OF REQUEST FOR OR RECEIPT OF GENETIC SERVICES.—

(i) NO. ENROLLMENT RESTRICTION FOR GENETIC
SERVICES.—Section 702 (a) (1) (F) of the Employee Retiremert
Income Security Act of 1974 (29 U.S8.C. 1182(a) (1) (F)) is
amended by inserting before the paiiod "or request for or
receipt of genectic services". |

(2) NO DISCRIMINATION IN GROUP RATE BASED Oﬁ GENETIC
INFORMATION . -Section 702 (b) (1} of such Act (29 U.S.C.
1182(b) (1)) is amended- |

(A) by striking "makynot‘require any individual"
and inserting "ﬁay not— |

| . (a) zequire any individual®;

{B) by moving the remainder of the paragraph two

ems to the right;
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'>(C) by striking the period and adding *; or"; and

(D) by adding at tho ond tho following ancw
oubparogyaph:

*(B) adjust premium 0% contribulion rates f[ur a
lgIOup U1 Lhe indlviduals ln a group on the gasis of
genetic information concerniﬁg or a request':or’or
receipc'of genetlc serviCes by any membef O such group
or a covefed dependent of such member.".

(b} LIMITATION ON COLLECTIONVAND DISCLOSURE OF GENETIC
'INFORMATION.--Section 702 of such Act {29 U.S.C. 1182) ie amendecd
beradding after subsection (b) the following new subsection:

“(c) WI'H RESPECT TO COLLECTION AND DISCLOSURE OF GENETIC
- INFORMATION. — . ) |

"(1) COLLECI1ON.—Except as provided in paragraph {3), a
group health plan, or a health insurange'issuer offering

~ health insurance coverage in connection with a group héalth

plan, shal] not requeetror reguire disclosure of genetic
1n£ormatxon concernlng an 1nd1v1dual who is a participant or
beneficiary (or an applicant for coverage as a participant
or beneficiary).

"(2)5DISCLOSURB.«Except_as provideé in patagxaph‘(B)—-

"(A) a group health plan, or a health insurance
igsuer offering health insurance coverage in connection
with a group health plan, shall not disclose qenetic
information about an 1nd1vidua1‘who is a participantror

bencficiary (or an applicant for coversge as a
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. participant or bencficiary) to any other health plan ox

health insurance issuer ox ta the plan 5pénsor ur plan
aéministrator; and |

*(B) a physiclan, hospital, or otﬁer person that
provides heaith care items or services to an indlvidual
shall not disclose genetic intormation about such |
individvual to any group health plan, or health
insuranﬁe issuer offering health inouxahcq covarage in
connection with a group health plan.

“(3) EXCEPTIONS.—

“(A) The provisions of paragraphs {1)'and (2)
shiall not apply to a requésﬁ by or disclosure to a
hdalthvplan ot issuer that provides reésonable
agsurances that it provides health insurance ‘coverage
to such individual and reguires such information for
payment of claims or coordination of benefits.

"(B) Notwithstanding paragraphs (1) and (2), a
healﬁh plan or issuer thet provides health care items -
and aer?ices and provides reasonable assurances that it
requires such information for diagnosis or tréatment of
such individual may—

(i) request (but not require) disclosurc of
such information by the individual; and

| (ii) request or require such information from

another health élan. or health insurance ismnar,

or provider of health care items and services.
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“(C} Thabprcvision8>of paragraphs (1) and (%)
shall not apply it thc(individunl, or the individiaal's

'1cga1‘rnpvaacntative,‘providea pricr wrillea

‘authorization of such disCluauLe.f.

(e) DEFTNITlONu Sevilon ?05(d} of such Act (Y U.S.C.
11$1b(d)) Is amended by adding at the end the following new
paragraphs: '

(5} FAMILY MEMBER.~The Lerm,‘family member”’ meana,
with respect to an individual, a spouse or adoPted child of

; ,
that indiv;duél, or another individual rclated by blood to
that individual or to a spouse or adopted child of that
individual. | » |

"(6) GENETIC INFORMATION.—The‘term ;§en¢tic
information' meané’infdrmation about genes, gene products,
or inherited chéracterjstics that may‘derivevfrom an
ind¢v1dua; or a famlly member . | |

"(7) GENETIC SBRVICES ~The term ‘genetic services
means health services prOVided to obtain, aessess, and

interpret genetic information for diagnostic and thefapeutic

purposes, and for genetic education and conngselling.”

(d) YFFECTIVE DATE.—The amendments made by this section

shall apply with respect to group health plans'and‘group health

_inpurance coverage for plan years beginning aftcr 1 year after

the datc of the epactment of this Act.

SEC.

3. AMENDMENTS TO THE PUBLIC HEALTE SERVICE ACT.

{(a) AMENDMENTS RELATING TO THE GROUP MARKFT.—
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{1) PRCHIRITION OF HEALTI] INJURANCE DTSCRIMINATION ON

THE BAL1lE OF REQUEST,POR OR RECDIPT OF GENETIC SERVICES.—

(A} NO ENROLLMENT RESTRICTION FOR CENETIC
SERVICES .—Section 2702 ({a) (1) (F) of the Fublic Health
Service Act (42 U.5.C. séugg-lfa)(l)(ﬁ)} is amended by

inserting before the pericd "or request for or receipt

of genetic scervices'.

{B) NO DISCRIMTNATION IN GROUP RATE BASED ON

GENETIC INFORMATION.-Section 2702(b) (1) of such Act (42

U.8.C. 30099-1(5)(1}) is amended -

(i) by striking "may not require any
individuai" and inserting "may not—
(A) require any individuala; |

(ii) by moving the remainder of the parag:éph
two ems to the rxight; |

{iii) by striking the periéd and adding ";
er"; and o

| {ivf by adding at the end the following new

suﬁparagraph: | |

"{B) adjuet premium or contribution rates for a

‘group or the individuals in a group on the basis of

genetic information concerning or a request for or
receipt of genetic services by any member of such group
or a covcred dependent of such member.®.

(2) LIMITATION ON COLLECTION AND DISCILOSURR OF GENETIC

INFORMATION,.~Section 2702 of such Acr (42 T.8.C1. 300g9g-1) ‘ip
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amended by adding after subswotion [b) the following new
ASQbaection: | ’ | |
v (¢} WITH RESDQCT TO COTTECTION AND DISCLOSURE OF GENETIC

;QFORMATION,

" (1) COLLECTION. Exuvepl as provided in paragraph (3), &
wroup health bién, or a health insurance issuer ottering
health lusurance coverage in connection with a group health
plan, shall not request or require disclosure of genetic
intormation conterning an individual who is a pérticipanc or
beneficiary (cf'an applicant for coverage ac a participant
or beneficiary). | |

{2} DISCLQSURE.—Except'as provided in puragraph (3)—~

"{A) a groﬁp health plan, or a health insurance
issuer offering healitll insurance coverage in connection
with & group health plan, shall not disclose gonetic
information about an individual who is a partiéipant or

beneficiary (or an appliédﬂt for coverage as a

participant or beneficiary) to any other health plan or

health insurance issuer or to the pian sponsor or plan

Kadministrator; and “ |

"(B) a physician, hospital, or other person that
provides health care items or services to an individual
shall nol disclose genctic information about such
individual to any group health vlan, or health
insurance issuer offering health insurance coverage in

connection with a group health plan.
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. % (3) FXCEPTIONS..-

" (A) The proviaions‘oﬁ paragrapho (}) and {23}
'Qhall not apply to a rcguest by ox disclosure UQ o
hecalth plan or iesuer that providcd reasonable
‘Assuréncea thal it pzwvldes health insurxance coverage
Lo such dndividual and requires such information tor
payment of claims or cooréination ot benefits.

“(B) Notwithstanding paragraphs (1) and (2), a
health plan or issuer that provides health care items
and services and provides reasonable assurances that it
requires such information for diagnosis or treatment of
such individual may-- | A

(i) request (but not require) disclosure of
such information by the individual; and

(1i) requeat or require such information from
another health plan, or health insurance issuer,
or provider of health care items and services.

" (QC) The provisions of paragraphs (1) and (2) |
shall not apply if the individual, or the individual’s
legal representative, provides §rior written
aathorization of such disclosure.".

(3) DEFINITIONS.-Section 2781{d) of such Act (42 U.S.C.

300gg-91(d)) is amended by adding at the end the following

new paragraphs:
“(15) FAMILY MEMBER,-The term ‘family member’ meansn,

with respect to an individual. u spouse or adopred child of
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that individual% ox anotherlindividual relaved by blood te
that individu&l or to a opousc or ad§pted child of that
individual; V |

"(16) GENETIC INFORMATION.—The Lerm ‘genetic
iuforwallon means intformacion about genes, gene products,
-or inherited characteristics that may derive trom an
ingividual or a ramily member. |

"{1?}‘GENETIC.SERVICES.—The term ‘genetic sexvicgs;
means hcalth serQices provideﬁ to obtain, aéaéss, and
interpret genetic information for diagncstic and therapeutic
purposes, and for genetic education and counselling. ",

(b) AMENDMENT RELATING TO THE INDIV:DUAL MARKET.—Subpart
3--Other Requirements of part B of title XXVII of such Act is
amended by iﬁserting after section 2751 (42 U.Sfcfv300gg-51) the
folldwing new section:

“SEC. 2752. PROHIBITION OF HEALTH INSURANCE DISCRININATION ON
THE BASIE OF GENETIC INFORMATION. |

"{a} IN GENERAL.-Except as provided in subsection (b), the
prochibitiony of- ‘ | o

" (1) discrimination based on genetic information or
reguest tfor or receipt of geﬁetic eervices,'and |

“(2) collection of genctic information by a héalth
insurance issuer; or disclosure of genetic information by or
to such an isoucr,

shall applyvta a health inpurance iseuer offering coveréga in the

individual market to Lhe sume extent as they apply pursuant to
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saction 2702 to a health insurance issuer subject to seclion

2702,

“(b) EXCEPTION,—The pruviwlony of subsection (a) shall not

prevent a healln lusurance issuer subject to subsection (a) fromn—

"(15 requesting oxr reguiring disclosure of genetic
information about an individual who is a participant or
béneticiary (or an applicant for coverage as a participant
or beneficiary) relating to a disemse or condition for which
the individual has been positively diagnosed or has received
treatment at any time;

"(2) requesting an individual, as a condltion for
initial enrclluwent, to undergo a physical examination or
related taéta to determine whether the individual has a
disease or condition; or

"(3) using information specified in paragraph (1) ox
the results of an examination or test specified in paragraph
(2) to denf or vary the terms aud ccndipions of health
inpurance tenefits or coveragoc.".

(c) AMENDMENT "ONLERNLNG MEDIGAP. -Section 2791 (c) (4) of such
Act (42 U.S.C. 30099- 91(0)(4)) is amended by inserting "except '
for purposes of sections 2702(a) (1) (F), 2702(c). and 2782 after
"Social Security Act)", |

(d) ‘TECHNICAL AMENDMENT.—Title XXVII éf such Ack is amended
in the suﬁpart hea&inq‘follcwing section 2744 (42 U.S.C. 300gg-
44) by étriking “Subpart 3 and'inaerting vSubpart 2%.

(e) EFFECTIVE DATE.-The amendments made by subeectiono {a)
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through (d) shall apply with reopoot to
{1) group hoalth plnhs and group health 1nauxaauc
aovevage for plan years beginniay, uud' |
{2) health insurancve dvallable or in effeét in the
individuul;markeﬁ, ‘ |
aller 1 year after the date of enactment ot this Act.
SEC. 4. AMENDMBNTS TO INTERNAL REVENUE CODE OF 1986.

(a) PROHIBITION OF HEALTH INSURANCE DISCRIMINATION ON THE .
BASIS OF REQUEST FOR OR RECEIPT OF GENETIC SERVICES.-

(1) ﬁO ENROLLMENT RESTRICTION FOR GENETIC
SERVICES.-Section 9802 (a) (1) (F) of the Internal Revenue Code
of 1986 is amended by iusértiﬁg,before the period “"or

- request for or réceipt of genetic sefvicés”ﬁ
(2) NO DISCRIMINATION IN GROUP RATE BASED ON GENETIC
INFORMATION. ~Section 9802(b) (1) of such Code ie amendcd
(A} by sﬁriking "may ﬁdt iequire any individual®
and inscrting "may not-— |
(A) require any individual";,
(B} by moving the remainder of the paragraph two
ems to the'right:
{C} by striking the périod and adding "; or"; and
(D) by adding at the end the following new/
subparagraph:
" {B) adjust premium or contributién rarer for a
group or the individuals in a gfoup on the baris of

genelid information concerning or a request for or
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receipt of genetic ocrvicos by any memnber of such yroup
or a covcrcd dependent of such member.“.

(p) LIMITATION ON COLLECTION AND pISCbOSURé OF GENETIC
INFORMATION.-8ectivn 9802 of such Code 1s amended by‘édding atter
gubsection (b) the following new BubBECL ion: ‘

“(c) WITH ResSpbCT 1O COLLECTION AﬁD DlSCLOSURE;OF GENETIC
LNFORMATLON .~ |

(1) COLLECTiON;-EXcgpt as provided in paragraph (3),'a
group health plan, or a health insurance issuer‘offering
health insurance coveragc iﬁ connection with a group health
plan, shall not reéuest~or requirce disclosure of genetic

“information concerning an individual who is a participant or
beneficiary {(¢r an applicant for coverage as & participanxl
or beneficiary). |

"(2) DISCLOSURE.-Bxcept as provided in paragraph (3)-—

"(A) a group healtn plan, or a health insurance
issuer offering health insurauCé covérage in connection
with a gréup‘health plan, shall not disclose genetic
information about an individual who is a participant or

beneficiary (or an'applicant for coverage ae a

participant or beheficiary} to any'other health plan oxr
health insurance issuer or to the plan sponsor or plan
administrator; and

"{3) a physician, hospital, oy orhar pergon that
provides nealth care items or services to an individual

shall not disclase genetic intormation about ouch
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individual to any group health plan, or health

insurance iseuer oftecring hcalth insurance coverage in

‘connedtioh'with o group health plan.

"(3) GXCEPTIONS.-- . o

“ (A} The provisions of paragraphs (1)} and (2)-
shall not apply to a request by or disclosure to a
healch plan or issuer that pro?ides reasonablo
assurances that it provides health ingurance coverage
to such individual and requires éuéh'information for
payment of claim# or coordination of benefits.

" (B) Notwithstanding paragraphé (1) and (2), a
health plan or isauer Lhal pfovides‘health care items
and services and provides reasonable assurances that ir
requires such information for diagnosis or treaktment of
such individual may- | ”

{i) reguest {but not require) disclosure of

“such information by the individual; and

{ii) request or require such information £rom
another health plan, or health insurancé issuer,
or provider of health care items and services.

“(C) The provisions of paragraphs (1) and (2)
shall not apply if the individual, or the individual’s
legal representative, provides orior written |

authorization of such disclocsure.".

(c) DEFINITIONS.~Section 9805 (3) of such Code igr amended by

adding at the end Lhe following now paragraphs:
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"(6) FAMILY MEMBER.—-The term ‘family member’ mcana,
with reﬂpact%to én individual, a opousc or adopted child of
that indiyidpol, oy another individual rglated Ly blood Lo
that individual or to a spouse or adopled child of Lhat
individuul. |

" (7) GENBTIC INFORMATION.—The term ‘genetic

- infourwation’ means informatién'about genes, gene prqductsf

or inherited characteristics thatvmay derive from an
individual or a family member. |

“(8) GENETIC SERVICES;—The term ‘génetic pervices”’
means'healﬁh‘scrvicea,provided to obtain, assess, and
incerpret.genetié information for diagnostic and Lherapeutic
purposes, and fqr genetic edﬁéation and ccunselling.®.
(d) EFFECTIVE DAl'E.—lhe amendments made by this sectidn

ghall apply with respect to group health plans and group health

insurance coverage for plan years beginning after 1 year after

A

the date of the enactment of this Act.
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CCONSULETING

Congresswoman Slaughter, thank you for the privilege of being here to give voice
to countless numbers of American who have been discriminated against by health
insurers because of their genotype. These people will understandably not COI"ﬂQ
forward to tell their own stories because of the highly sensitive nature of their
experiences, yet they deserye the opportunity to have their stories heard. What
happened to them cén only be told anonymously through someone élse"s voice. As
former Director of the first federally funded study of discrimination based on
genotype, and not phenotype, I am able to communicate their stories, as they were
reported to me, on this very importarit occasion. Unless the nation iS made fully
aware of not only the broad range in which genetic discriminaﬁoﬁ presently exists,
but its significant impact on the lives of those affecfed, protection is not likely.

The personal accounts I will relate all describe the experiences of individuals
who have a genetic diagnosis for well known disorders but are asymptomatic. One
| qf the most frequent disorders is hereditary hemochromatosis. -
Hereditary hemochromatosis (HC) is an autosomal recessive condition which

‘affects roughly 3 of every 1000 Caucasian Americans and is one of the most frequent



L4

05/29/97  12:35 2202 225 7822 CONG SLAUGHTER - ldoo3soos -

‘genetic disorder. Individuals if treated are at no greater morb‘iditonr mortality risk
than the general population, yet they have been excluded from insurance because of
pre-existing condition clauses, rated as if they have secondary disease, and denied
coverage for the very treatments that prevent serious secondary disease.

Consider the following stories- all true. The names, of course, have been
changed.

Jane X, a young midwestern woman in herla"ce 20's, was approved for full
standard health insurance as a dependent on her husband's small group pblicy, while

simultaneously undergoing a diagnostic workup. Four months later she was

diagnosed and informed that the policy,was rescinded. She was pregnant at the
time. Tim Y, of South Carolina, was. accepted for independent standard coverage,
but droppeé 9 months later when diagnosed, alsc‘)} on the basis of pre-existing |
condition. lgill P, in Pennsylvania, is able to keep his insurance but the insurer
refuses to pay for phlebotomy treatments unless provided as a hospital inpatient

in which cajse significant unneeded hospital charges are paid. Were Bill able to have
his treatments covered by going to a Jocal bloodbank the costs involved would be
greatly lower. Linda W, in Colorado, tried unsuccessfully to obtain health insurance
for six years subsequenf to her controlled HC diagnosis. Although, insurers covered
the cost of her treatments, her rates have risen dramatically- 38% increase the first
two years, 45% increase t'h.e’next, 65% increase the next and finally a 74.5% increase.
At this ‘point, Linda was reciuir‘ed to begin spehding her life savings to pay for her

health insurance. When she attempted to switch to less expensive insurers she was
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h time. Milton A, in Texas, was diagnosed while covered under a group
dropped his policy to get more favorable coverage under his wife's policy.

witched jobs, he tried to renew his former policy but was rejected due to

ut non-retired individuals have similarly been refused long term or

tary health insurance. At 63, ten years after having been diagnosed with
excellent health having successfully treated it, Mary C. was refused

me insurance due to her controlled HC diagnosis. Robert T. was refused
ility covérage due to his "blood condition".‘ The rejection letter stated that
1y does nof_ take substanda.rcl:l risks, even though it is a group policy. Jim
ge of 58 and diagnosed with HC, wanted to start his own business.

iring about the feasibility of obtaining health insurance indepehdenﬂy, he

was refused by several carriers on grounds of his HC. He gave up his dream of
owningé business. At the time of his interview, he wanted té take advantage of an
early retire'mentvprogram, but was fearful of insurance exclusion so didn't.

In all of these cases letters from people's physicians stating that HC does not
constitute @ health risk and that prognosis was excellent were insufficient to reverse
adverse d.ecisibns. I'd like to add that although the blood of a person with HC
contains no safety risks, Red Cross and affiliated blood blanks refuse to accept their
blood because in their case the donation is considered to be motivated by self-interest
rather than

altruism. This occurs even in the face of periodic sipply shortages.

Porphyria is autosornal dominant inborn error of metabolism resulting in different
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enzyme defects which can result in the production of abnormal metabolites. Because
' environmental factors play a major role in the clinical expression of all forms. of the -
disease, many gene carriers stay asymptomatic for years or NEVER become
symptomatic. Though particular types are more prevalent in specific popuiaﬁons,
the incidence in the US is estimated to be 5 to 10 per 10,000. Kathy L has a family

| history of porphyria, and believes that she once had a very mild episode though the

clinical event was termed an incidental finding, and no treatment was indicated.
When she applied for insurance through her employer she was informed that because
‘the group was less than 25 people, each employee would have to apply individually.
Insurers found that she had been tested and although results did not rule out.or
confirm a diagnosis, Kathy was refused insurance. Althéugh her physician assisted

her in challe:nging the exclusion, arguing that Kathy did not have porphyﬂé, she was

offered insurance only after complying with a 12 month waiting period for pre-
existing condition. |

Huntinglton Disease is an autosomal dominant condition with offspring of an
-affected paJent having 50% of inheriting the deleterious gene. Wayne C.in
Colorado, was repeatedly refused health insurance based on his family history of
Huntington Disease, even though he may never become ill. Paula S., was denijed
private supplemental long term care insurance unless she agreed to undergo genetic
testing to determine if she did not have the gene. The company did not agree to

~ pay for testing, and Paula did not want to undergo testing because she believed the

test to be unreliable and inconclusive. In addition, she didn't want the burden of
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zyme. Newborn scfgéning is widely done because dietary treatment

> accumulation of the deficient enzyme and inevitable mental retardation.
treatments areA frequently not‘ccvered by insurers. Méreover, many

PKU have been refused health insurance due to pre-existing condition.

r cases discrimination extends beyond the individual to their relatives.
bers, without genetic diagnoses, have experienced exclusions based on

d relative. Jerry M, of Kentucky, worked for a small company of 5

n the midwest. When the company renegotiated its benefit package she

was informed that she was ineligible for insurance due to her husband's HC- even
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vas successfully treated. Similarly, Ron S. was informed by his large and

employer that he was ineligiblé for health insurance because of his wife's

Ron recalled the company's policy stating that it could bar any

r their dependent from group insurance. In Massachusetts, a family of 4

health insurance by an HMO because one of the two children in the

PKU. In California, a family of 3 was refused health insurance through

d's employer because their son was diagnosed with Hurler syndrome.

like to add a few words about individuals with symptomatic genetic

ucopolysaccharidoses, (MPS) are autosomal recessive conditions comprising

eous group of storage diseases resulting from an enzyme deficiency. Most

cular forms are lethal with life expectancy roughly 13 years, Because of
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the poor prognosis and expected, though not certain, time of degeneration, insurers

have cancelled coverage for quality of life sustaining treatments. ‘When Judy H and
her husband, in California, switched insurers the physical, verbal and auditory -
treatments that their child, diagnosed with Hurler's (one of the MPSs), had been
receiving wciere cancelled due the insurers determination of poor prognosis. Lack of
access to treatments speeded upA the degeneration. Similarly, a child with San Fillipo
disease (another of the MPSs), was deemed ineligible for hospitalization because, "he
would die from his illness". | |

These stories illustrate the broad range of situations in which individuals may
experience genetic discrimination in health insurance. It is important to recognize
that each of these individuals is white, college educated and middlg{ class. Eciuaﬂy

important is the fact that I have spoken about only five of several thousand known

disorders. |Given the increased availability and use of genetic tests the potential for

genetic disc;rimination is likely to increase. Moreover, in as much as each of us likely
carries 5-7 Tnutated genes, we are all at risk for genetic discrimination.

The impacts of these disc‘riminatory experiences, are frequently catastrophic. for
the individuals involved. They are also exceedingly significant for the country as a

whole since genetic discrimination threatens to create an underclass of uninsurables.

This is an outcome which many consider morally repugnant.
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This article from today’s New York Times highlights once again Americans’ very real
fear of genetic discrimination in health insurance, It tells the story of a woman whaose insurance
company refused to pay for her prophylactic double mastectomy because she tested positive for
the BRCA1 breast cancer gene, After the woman paid for the surgery herself, a biopsy on the
removed tissue revealed a cancerous tumor that had been missed by mammograms.

Please join me in cosponsoring H.R. 306, the Genetic Information Nondiscrimination in

Health Insurance Act to end thi

s practice once and for all. While the Kassebaum-Kennedy

health reform package took important steps toward banning genetic discrimination in health
insurance, many loopholes remain. My legislation would provide comprehensive protection for
all Americans against this practice. :

Congress can and should act to end genetic discrimination by health insurers. For more

information or to sign on as a cosponso

3615.

‘Sincerely,

Louise M. Slaughter
Member of Congress

r, please contact me or Cindy Pellegrini of my staff at 5-

Advent of Testing for Breast Cancer Genes
Leads to Fears of Disclosure and Discrimination

By GINA KOLATA

R.BARDARA wsaa&gﬁ Is stifl reeling from
the experlence of a patlent who told her
Insurance company !h'ax she had a mutat-
ed gene that cquld cause breast cancer,
.~ The woman had been lesied for (he mutation at
Dr. Weber's clinle at the Unlversity of Pennsylvania,
and Dr. Weber told her the results. Slace some

sludles Indicate that women with the mulated gene’

have a 90 percent chance of developing breast
cancer, the woman wanted both of her breasts
removed right away, Before she bad the operation,
she submitted a claim (g her insurance company,
Dr. Weber sald, not disclosing that shc had had the
genclic test but reporting a strong family history of
breast cancer. : .

. The company lurned ber down, Dr. Weber sald,

on the ground that it did not pay for preventive’

medicine, S6, at the woman's request, Dr. Weber
submitied the woman's ge-

" netie ‘test results, At that
point, Dr. Weber sald, the
company told the woman
thal s would not pay for the

. sureery becaute she had »

Weber sald, when pathologists examined the w
an's breast Ussue, they found a cancerous tu
that had been missed by mammograms,

1L ts cases itke this and fears of similar ¢
ment thal are convinting some women and
scarchers (hat It might be loo dangerous to
genetle testing resvils on medical charis anc
clinlcal records, where privacy cannot be assur

Wamen worry that Insurers will ralse U
rales, or reluse to Insure them, that employers
not hire them or promote them, and even
{rlendg. and (amily members might treat them
ferently Il they kaew that they were tainted wii
dendly gone,

Fears of genctic testing have been expressec
seme people far several years, starting with tests

rare sonatlr dleandae fiba Wuntlnmtamte .
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preexisiing condition = 3
genetle defect — when she
took our her health policy.
1L was absolutely ua-
bellevable,” Dr. Weber
sald. She sald that the wom-
an, who did not return tele-
phune calls requesting an
Interview, had the surgery”
anyway, Aferward, Dr.

Dr, Barbara L. Wecber
says patients who get
gene tesung are refusing

- te enroll in studies {or

fear of diserimination.

- W e sexewm mwam e P

recent discovery of two genes that can cause bre
and ovarian cancer whea mutated has made
Issue mare pressing. .

"Not only Is breast cancer the disease (hat wt
en fear the mosl, but the multations, In genas knc

*.as BRCAIl and BRCA2, are relatlvely commor

Ashkenazl Jewlsh populations (ol Eastern Europr
descent), affecting as many as | In 50 women,

in addlden, many wemen who are not Jew
bul have a strong {amily history of breast or ovar
cancer alsa inheriled mutated gencs. In the |
year, several commercial laboratorles have be;
offering tests for breast cancer gene mutations
major medical centers across the country have
up thelr own lesting programs.

Seme legal experts say the (ears of discriml
tion may be exaggerated. Federal legisiation ¢

Ty

sore

X
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wli go into aﬂect onJuly! addres§es
‘part of the issue, focusing on people -
'who are covered under group medi-
£al plans, The law states that lf
‘Individual was in such a plan !or at .
least 12 months and had a genetic ;
mndlﬁon dlagnosed in the past 6 :
onths, o Pew Insurer cannot use '
‘that genetlc Information (o deny or .
-limlt coverage. '
2 Alexander Morgan Capron, an th‘
Yjelst and law professor at the Uni
suy of Southern Calllornla, said tn‘

‘qurers could charge people with ge- -

*fetic’ conditlons more (of insurarjce.

iBut, Mr, Capron added. 20 states

includmg, New Jersey, have recem‘.-
y passed [aws preventing health
aﬁmenance * prgdnizations - and
-heaJth insurgnce companles frem

"Charglng pecple more because they
) iave a gene mutation. In pdditlon,. .

‘ihe americans With Disabilites Act
prevems employers from dlscrlml-

Jfating against people who have dls- :

'eas&causlng genetle mutations.
ployers who insure thelr empioyees
are exempt from the siate laws,|Mr.
Capron sald

Richard Coorsh, a spokesman tér .
the Health Insurance Assoclatlon of
Amorica, sald that people’s fears
that insurance companles would dis-
eriminate agalnst them mlght be
overblown. Many people are’ u:sured
through thelr employers as part of ,
large groups, and they would ba cov-
erdd even il they did have a cancer-
causing pene.

But Mr. Coorsh said that those who
change fobs or lose thefr jobs and
have 1o seek insurance as 1ndiv!dnals
“will probably end up having to psy
lot more money” for health in r-
ance If thay test posltive for a cancer '
gene. There have been few systcmal-
ic studies ro assess how real the rlsk
of genetle discriminatfon Is, but one
survey, published In Octaber in the
Journal Science, showed that ithe
feac, a¢ least, is widespread, !

The study, by Dr. E. Virginia Lap-
ham of the Georgetown Universitly

Sehool of Medicing and her col-

leagues, involved 332 people who be-

D202 225 7822

longed to support groups for families
with a varlety of genetlc disorders.
Of them, 25 percent belleved they
were denied life insurance because
of thelr disorder, 22 petcent thought
they were denied health Insurance,
and 13 percent belleved they were

‘ not hired for a job or that they lost &

job because of the disorder.
- Whether or not these suspicions

are justified, they.are having an ef-

fect, Some reseatchers a: major
medical centers are worrled enough
to work under f cloak of secrecy.
They test for the Breast-cancer genes
is under the aegis of a research pro-
gram, which allows doctors to keep
the results secrct, coded and encased
in Yocked files.

Some researchers ndvise women
who are tested nae to tell even thelr
private doctor of thelr test-results if
the doctor Insists an putting ail rele
vant informatlon In a woman's medi-
cal record., Some doctors agree not to
wrlte down test results, relying In-

. stead on tielr memories.

At treatmont centers, which, un-

.llke research cemers, are not per-
.mitted o hide lest results, some

wornen have used allases to protect

thelr privacy.

*If we ever needed proof that the
system Is broken, this is It,” said Dr.
Francls Collins, director of the Na-
‘Wonal Center for Human Genome
Regearch In Bethesda, Md, "*The sys-
tern forces people to tske drastic

. steps 1o protect themselves. It is

pulting 2 terrible burden on pa-
uents,”
Dacters, too, are placed in an un-

. tenable slwation, Dr. Collins sald.

“You are forced sometimes (¢ have
Interactions whth Insurance agents

. or with other physiclans or with

HM.0.'s where you would have to0
pretend you don’t have the Informa-
tlon,” Dr. Collins sald, “{t's a very
strange dilemma = (o choose be-
tween patient confldentlality and
telling the Lruth.” .

1t Is, sald Dr. Thomas Myrray., the

- director ol the Centcr for Blomedical

Ethics at Case Western Reserve Unj-
versity In Cleveland, "a classic ethis
cal quandary,” and one with no obvi-
ous solutlon.
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Moreover, some cancer research-
ers note, there is a leglitmare reason
why Insurers and employers' might
want to avoid people with genes that
Can cause cancers: the nsurers be-

- cause of the extra cost of treating

them and the employers because of
the extra insurance cost and because

B of lost productivity.

“I'm not sure you can totally
blame insurance companies or em-
ployers,” said Dr. C. Kent Osborne, a
cancer researcher at the Universicy
of Texas In San Antonle. ""IU's a big-

' ger prodlem than that. It's some-

thing we 'have o deal with as a

R society."”

In the meantime, doctors and pa-

' tents are trying to act expediently.

Dr. Funmi Olopade, who dlrects
the bregst cancer genmetic testing
pregram at the University ef Chle
cago. was interviewsed just after an
appolatment with a 25-year-old wom-
an, who came to l2arn her test re-

" sults, The woman was found o have

a genetic mutation that can cause
breast and ovarian cancer, The uni-
versity keeps these records secret,
But, Dr, Qlopade said, the woman

asked her if she could tell her private

doctor of her test and what it dis-
closed.

Dr. Qlopade suggesled that the
young woman start by asking her
dactor if he lelt he had (o put every-
thing he knew about a gatient into the
medical records. If so, Dr. Olopade

said, the woman might not want o

tell.

And with geod reason, sald Dr,
Mark Slegler, who dlrects the ethics
program at the Univershy of Chi-
cago. Mare than a decade ago, before
electronic
records, before the merging of health
maintenance oraanlzatfons that both
pay for and care (or padents, he

7 investigated the complalnt of 3 wam-

an who had come (o the hosplal (or
glective gall’ bladder surgery and

" #had sald that too many people were

looking at her medical recards.
"1 stared 10 ask how many people

" had legltimate access to hee chart,”

Dr. Siegler said. *'{ stoppad counting
at 75" He concluded, he sald, “that

- confideatiality really didn't exist,”

That Is even mofe (rue today, he
added,

Some doctars, ke Dr. Jehn Glick,
the Oirector of the University of
Pennsylvania’s cancer ceniter, say
they will not put geaetlc testlag tnfer-
matlen In 8 woman's medical

. records if she asks thag it be kept out.

instead, De Glick said, he simply

© remembers what the woman sald

about har test results.
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Other doctors refuse W go along
with such requests. Ofe woman, who
tasted positive for the breast cancer
gene at the University of Pennsylva-
nia, sald her private dector told herit
would be dishonest not o lacludé the '
test result In her medical records] 5o,
the waman safd, "1 asked that my

medical records be closed a.nd T

changed doctors.”

The woman sald she was worr!;d
about health insurance, “The compa-
ny my husdband works for just ot

bought out, 50 lhmgs aren’tas steddy”
a5 they used to be,” she sald, “‘t‘ou'

can survive breast cancer, but’ you

can't survive If you don't have Iasyr’

ance,”
Dr. Henry Lynch, wha dm:cts ihe

Some doctors _
won'’t put results of
genetic testsin a
worman'’s records.

cancer center at Crelghton Universi-
ty in Omaha. tests women for
breast cancer gene as part of a'gk-

search program in which he Lan

keep the results secret. and as pan cf
a clinical program, where he caangt,
But some women Ia hls clinical pro-
gram ugc aliases. Others pay for
tests out of their own pockets, hopidg:
to keep the information out of Uje
hands of their insurance companiés,
Dr. Waber said that she was cdh-
fronting a new ramlification of wom-
en’s fears of discrimination, Woifien
who were tested as part of her re-
search program are refusing to par-.
ticipate in lonpg-term studles thac

would assess their risk of developing: .

cancer and the success of Intarven:
tigns, like Irequent mammograms,

or harmone treatments, or surgery

to remove their breasts or ovarfes,

The women, Dr. Weber said, fear-

that it would be a red flag on their.
medicanl records to participate In the-
study. Their mammogram results
and any biopsles, for example. would’

have to be sent to the university's -
" rescarch program,

The only poss:b!l!ty of learning il
there is 2 way to prevent cancer In
women who are gcnctically predis-
pased, Dr. Weber said, is o do long-
term studles. If no one will par:{ct-
pate, she sald, what is fhe point in
testing wamen to see il Lhey have the
cancer genes?



