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Presentation Overview

What Is genetic discrimination?
Why Is It Important?

How prevalent is discrimination?
There ought to be a law

Making a difference




Concerns about genetic
discrimination

Unfair treatment
Loss of opportunities

Any different treatment that adversely
affects the person at risk

— Example: the denial, limitation or increased
price of insurance

Based on genetic susceptibility, not
manifest disease




What Is genetic discrimination?

* \We define genetic discrimination as the
denial of rights, privileges or opportunities
or other adverse treatment based solely on
genetic information, including family
history of HD

— From the RESPOND-HD survey, 2007
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Genetics
THE FUTUREI NOW

| New breakthrpughs can cure dlseases and save lives,
but how much should nature be engmeered?
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Is It Important to understand genetic
discrimination?

Insurance

Employment
Social consequences

Limits on genetic based medicine




Fear of genetic discrimination
Impacts personal decisions
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Insurance Fears Lead Many to Shun DNA Tests
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Victoria (3rowe wanted o find out i she waa destined to develop the form of « spds w00 that ran in her fumily,
bl sbe did mot wanl Lo ack ber doctor for the DA test that would Eell her,

She wonried that she might not be alde Lo get il fesavinecr, oF wyen ajub, i1 genelic predisposithon showed
up in her medicel cepords, expecially sinee bbeatment tnr the condition, olm" ot = eoin g bwse e, eoaald
Last vvet $L00,000 4 vear., [nstewd, Ms, Geove seught oud o service thel sent a 1est kit Lo her home and relilrmesd
the teanlts direvtly to her.

Mur dik she tell her ductor when the teet rovealed that she was virtnally certain to get it. Knowing that she
aild sustaln permatent lung damage wilhont immediokbe treatment for her bonts of ~oeonou, she madde
Auce to vizit her clinic at the first sign nf infention.




Worries about privacy

How concerned are you that
health information may be
used to limit job
opportunities?

1999: 36% concerned

2005: 52% concerned

California Healthcare H

Foundation, 2005 o e




Soclal consequences

DECODE
MAP THE GENOMF
NICHOLAS wapg $

| DECIPHER
DNA DISCOVERER 2
UNRAVEL

CRACK THE CODE

NEW YORK TIMES r’ ( |
S eatrna NCOC

hitp://shipbrook.com/onnctice

See: Hunter, David, et al., Letting the Genome out of the
Bottle — Will We Get Our Wish? 358 NEJM 105, 2008




How prevalent Is genetic
discrimination?

e Case histories abound

— “Discrimination as a consequence of genetic testing” Billings, et al., 50
Am J. Hum. Gen. 476, 1992

o Little systematic study

— Survey of genetic counselors suggests little genetic discrimination
occurs

» Hall: “Genetic Privacy Laws and Patients’ fear of Discrimination by
health insurers: The view from Genetic Counselors” 28 J Law, Med.
& Eth., 245, 2000

o 2007: Results confirmed in a study of Hemochromatosis patients
» Are these results generalizable across genetic disease
spectrums?




Discrimination in Huntington’s
Disease

Preliminary study:
Employment

—  Of 9 who disclosed, 3 reported negative
consequences

—  None reported they would disclose if given a
second chance

—  Of those unemployed there was high concern
for employability
Insurance

—  Of 2 who disclosed, neither reported changes
in insurance status

—  Majority feared disclosure and loss of
insurance
—  High fears of medical expenses
Relationships

—  Of 15 participants, 13 reported moderate
changes in family and social systems (8
unfavorable, 4 mixed, 1 favorable) and 2
reported no change

Altered choices in important life relationships
or circumstances

Fear of loss of valued interpersonal
relationships

Woody Guthrie, 1912 - 1967

Penziner, et al., Perceptions of Discrimination Among Persons who
have Undergone Predictive Testing for Huntington’s Disease.
American Journal of Medical Genetics: Neuropsychiatry, October 19,
2007.




We just want a few questions
answered

MODIFIED GUARANTEE ISSUE - Answer Questions in SECTION A only.
SIMPLIFIED ISSUE- Answer Questions in SECTION A & B.

1. During the last 6 MONTHS, have you been continuously and actively at work for your current

employer for a minimum of 32 hours per week, at the worksite (away from home), except for
vacation? .............. O Yes ONo

. During the last 6 MONTHS have you m;ssed more than f ve consecullve days of work due to
accidents, sickness or any physical or cognitive impairment?.... O Yes ONo

. During the last 12 MONTHS, have you ever required assnstance or supemslon of any knnd to

perform everyday activities, such as mobility (including the use of canes), taking medications,
dressing, eating, walking, bathing, transferring, or toileting?......... O Yes ONo

guestion 4 — 8 is answered “Yes,” You are not el gible for coverage.

4. Have you EVER had, or been diagnosed, treated or had symptoms of any of the following conditions? O Yes ONo
If “YES”, please check the applicable condition(s):
O Alzheimer's disease Dementia Osteoporosis with fractures
O Amputation due to disease Mability Deficit Paraplegia or Quadriplegia
O Amyotrophic Lateral Sclerosis Multiple Sclerosis ) Parkinson's disease
{Lou Gehrig's disease) Muscular Dystrophy Polymyositis
-—E  Arthritis with narcotic pain medication - Myasthienia Gravis ‘0 Scleroderma -
O Cerebrovascular Accident” Organic Brain Syndrome Senility
(Stroke, CVA, TIA) Huntington's Chorea
*If applicant has had a single Cerebrovascular Accident more than 2 years ago, complete the Full
Underwriting Section C
. During the last 3 YEARS, have you been diagnosed or treated for Diabetes using over €0 units of
insulin or WITH COMPLICATIONS (Neuropathy, Retinopathy, Amputations, Stroke), Chronic
Hepatitis or Cirrhosis, alcoholism, alcohol abuse, drug or prescription drug addiction, Transient
Global Amnesia, confusion, disorientation, memory loss or Bipolar Disorder without continuous
medication?...
. During the Iast 6 MONTHS have you used a cathele , d1alysns, oxygen equlpment a quad or
lhree pronged cane, respira A er or chair lift?
. ngihe Tast 8 MONTHS, have you besn conf ned to a nursmg home, assisted living Tacility;
attendad an adult day care facility, or required home health care?...
. If under age 50, do you have a direct family history (parents or snbilngs] of Hunungtons Choraa
or Pol C

prescnphon drugs or med
If “Yes,” please list all:
1 Check here if more space is needed, attach a signed and dated additional sheet.

PRIMARY PHYSICIAN'S NAME TELEPHONE NUMBER APPLICANT’S HMO/PPO ID#

ADDRESS DATE LAST CONSULTED




There ought to be a law

Federal laws
One size fits all: ADA / HIPAA

State laws
The laboratory of democracy




State Employment Laws Prohibit ...

20 states limit the use of genetic information in hiring and firing decisions (including lowa)

24 states prohibit employers from requiring access to genetic tests or results as condition of
employment (including lowa)

5 states require consent for genetic testing or disclosure of test results

1 state prohibits employers from requiring a test or inquiring into whether a genetic test was
ever taken (Oregon)

1 state provides key exceptions that allow use or access to genetic information (Missouri,
employee may consent)

Genetic information from testing is private or confidential and privileged — Sanctions (4 —
TX, UT, WI, AZ)

For example Texas imposes a $10,000 fine for disclosure of genetic information




State Health Insurance Laws
Prohibit ...

34 states limit use of genetic info for rates, terms, conditions of insurance (lowa only
restricts use for enrollment but can use to set rates)

28 require consent for genetic testing or disclosure of test results

12 prohibit inquiry into whether a genetic test was ever taken

19 states protect information about family members genetic tests or family history of a
genetic condition

5 states provide key exceptions to important laws

12 states provide that genetic information from testing is private or confidential and
privileged, or provide clear sanctions

— Forexample: Texas creates prohibitions against compelled disclosure including by courts, but
no specific monetary sanction is imposed




Federal Laws: HIPAA

« Health Insurance Portability and Accountability Act (HIPAA):

Genetic predisposition cannot be considered a pre-existing
condition unless manifest

Does not apply to employers

Does not apply to individual insurance market

Does not prevent use of genetic information in group rating
Self insured companies can easily access genetic information

Does not prevent
* inadvertent access
o use of family history information
collection of information for billing purposes
voluntary disclosures
coerced consent



Federal Laws: ADA

e Americans with Disabilities Act (ADA)

— Section 102 d: Prohibits pre-employment physical
exams

— After the offer of employment the employer may
require medical exam unlimited in scope as a pre-
placement qualification

— Coerced consent to undergo genetic testing Is not
addressed

— Does not cover all persons with the HD

gene as a class unless symptomatic
Laws v Pact 2000 WL 777926 (N.D. Ill. 2000)




GGenetic Privaey snd Nondiseriminaon Ace of 1995 (Iniroduced in Hewsc)
MR 2690 TH
1 CONGRISS
Lst Hesgion
H. R. 2640

To cstablish limiration with respect to the disclasure and vse of generie irlirmetiom, und
o pther QuaTeres,

IN THE HOTUSTOF REPRESENTATIVIS
Novembsr 29,1905

Mr. 5TEARNS imroduced the followin bill; which was refermed 1o the Comimitles oh
Commere, and in addilion to the Commitices on Covernmment Reform and Overnght and
Economje and Tdueabonal Spporlunities, [ur g pericd 6 be subsequeatly detenmined by
the Bpeaker, in each case for consideration of such provisions as fall within the
jurisdiction of the committes concerncd

ABILL

Tov establish Tinnikation with respeet to the diselosare and wse of genetic Information, and
for neber purposes.




October 2, 2003

5. 1853 — Genetic Information

Calendar Mo, 247

Favorably reported by the Health, Education,
abjection on July 31, 2003 with an amendment DKthe nature of a substitute. 5. Rept. J108-122.

. A unanimous consent request was made to begin consi

Information Mondiscrimigtion Act of 2003, on October
i ment, the Snowe amendment will
incorporates the copfittee substitute amendment with additions] findings.

ation of 5. 1053, the Genetic
2003, Under the requested

1the basis of
iation with respect to health insurance and emploviment. the original

ill and the manager’s amendment have bipartisan support.

thaf the budgetary impact of this legislation would be minimal. CBO reported tha
umber of individuals obtaining insurance due to passage of the bill would increase
less than 500 people per vear. As aresult, federal revenues would decrease by less th
£500,000 in each year from 2004 and 2013 due to the tax deductibility of premiums paid
bw those newly insured individuals.
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February le, 2005

ate by a 95-0
r 14, 2003 (see Record Vote Analysis 37T of 2003 for details). The House
on the bill in the 108™ Congress.

= Ina Pebruary 14, 2005 report to the HELP Conumittes on 3. 306, the Congressio
et Office estimated that the budgetary impact of this legislation would be mini
deral revenues would be expected to decrease by less than $500,000 in each year ov
2006-2015 period, due to the tax deductibility of premiums paid by newly insured
indiwviduals.




110TrH CONGRESS
2 H,R. 493

T'o prehibit diserimination en the basis of genetie information with respact
to health insurance and employment.

IN THE HOUSE OF REPEESENTATIVES
Jarvary 16, 2007

Mz SravaHTER (for hersslf, Mre. BioogrTt, M= Esmnoo, Mr. Warnew of Or-
agon, Mr. GrordE Miier of California, Mr. Divoenn, Mr. Baxoer,
Mr. AckErsax, Mr. Avexasper, Mr. Aviex, Mr. Bacavs, Mr. BAker,
M= Barpwm, Mr. Bawrcerr of Maryland, Mro Broeasss, Mre.
Brackevrx, Mr. BrouveExaver, Mre. Bowo, Mro Bovstawy, Mr
Erowx of South Carclina, Me Gixnwy Broww-Warre of Flerida, Mr.
EBvrrox of Indiana, Mr. Cacverr, Mrs Cariro, M. Cipps, Mr
Carvaxo, Mr. Castie, Mr. Cgapor, Mr. Caasprer, Mr. CoLg of
Oldahoma, Mr. Cloxaway, Mr. Coxnvers, Mre. Davig of California, Mr.
Tom Davia of Virgmia, Mr. Davig of Eentucky, Ms. DeGerre, Mr
Ihmﬁ Mr. Illcuum:rr Mra. DRaKE, Il-[r Dirwcaw, Il-[r EHLLRE, Iu]':
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Despite wide support...
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US genetics bill
blocked ag

shiould it
“1 believe the bill,
ntains unintende

'The goalposts
kesep moving."




ngress Pas i Bar Bias Based on
Genes

By AMY HARMOM
Correction Appended

A bill that would prohibit di tination b
inform 1that people carry in their gene.
overwhelming vote.

The legislation, which President Bush has indicated he will
hope that genetic reszarch may greatly improve health care
people’s own DNA could be turned against them.

Cm the House fleor on Thursday, Democrats and Republicans alike cited ane 0
hould not be penalized because they happened to be born

researc h till,
netic information.

¥ a disease opt not to ask their insurance
companie | f the genetic test, k ep the information t. Some try to
persuade medical professionals not to enter lhe test results in their health records; athers keep the
information from even their own doctors.

The measure did not alw 3 overwhelming . Simi g ndered
for over a decade in the face of oppositi

lawmakers owver its nec: i

documented.




First Major Civil Rights

Legislation in 20 years

 Signed into law by President Bush on May 21,
2008




Implementing GINA

o GINA takes effect 18 months after it Is signed into

aw
Regulatory agencies are required to formulate

nolicies

— Equal Employment Opportunity Commission
(employment issues)

— Department of Labor (ERISA issues)

— Secretary of Health and Human Services (HIPAA and
certain group health insurance issues)

— Secretary of Treasury (IRS issues)



The Genetic Information Nondiscrimination Act

What the Legislation Does What the Legislation Does Not Do

Prohibits group and individual Does not prohibit medical underwriting
health insurers from using a based on current health status.
person’s genetic information
in setting eligibility or premium
or contribution amounts.

Does not mandate coverage for any particu-
lar medical tests or treatments.

Prohibits health insurers from re- Does not interfere with the ability of a treat-
questing or requiring that a ing health care professional to request
person undergo a genetic test. that a person or family member underge

a genetic test.

Prohibits employers from using a Does not subject employers to remedies
person's genetic information and procedures that are different from
in making employment deci- those in other civil-rights laws, such as
sions such as hiring, firing, job Title VIl of the Civil Rights Act of 1964

assignments, and promotions. and the Americans with Disabilities Act.

Prohibits employers from request-  Does not prohibit workplace collection of
ing, requiring, or purchasing genetic information for genetic monitor-
genetic information about an ing programs, employer-sponsored well-
individual employee or family ness programs, administration of feder-
member. al and state family and medical-leave

laws, and in certain cases of inadvertent
acquisition of information. However,
this genetic information may not be
used or disclosed by the employer.

Hudson. Prohibiting Genetic Discrimination.
2021-2023

It does not prevent employers and
insurers from accessing genetic
information from all sources

Title VI prohibits
discrimination based on
race, color, religion, sex,
national origin. Burden
is placed on employee to

prove damages, prove
illegal use, and sue.

Pre-employment “consent” to
disclose medical information is not
addressed

Broad definition of “genetic
information” raises questions of
what is covered. Can
employers use information
about time off to care for family
members?

NEJM 356:20,




Post-GINA

 Are the sanctions provided in GINA a

sufficient deterrent to really prevent
discrimination?

« Should genetic discrimination legislation be
extended to long-term care insurance?




Post-GINA: Genetic testing and
consumer ISSues

* How can we regulate the genetic test market in
direct-to-consumer testing?

— Accuracy of the testing (CLIA regulation)

— Utility of the test (truth in marketing)
— Interpreting test results (non clinical settings)

* Why do people seek home testing? How many
people do this?

e Should minors be allowed to request home
testing? Can this be prevented?




Post-GINA: other Issues...

 How does the potential for universal health
care affect i1ssues such as

— Choosing genes for future children
— Retention of samples after genetic testing
— Social coercion to test or not to test

— The right of adult children to remove parents’
genetic information from databases or registries




RESPOND-HD

« Knowing the real-life consequences of genetic
Information will aid in providing informed consent

prior to genetic testing

Increased knowledge of genetic discrimination
will assist education of consumers about genetics,
confidentiality, and legal issues and will help

shape policy




RESPOND-HD

e \We need to document consequences before
effective legal reform will become a reality

 Knowledge of the prevalence of genetic
discrimination will support informed health
care policy decisions in the next 10 years




Resources

National Human Genome Research Institute:

Summary of the legislation:

Genetics & Public Policy Center:

Human Genome Project website at ORNL.:



