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GENETIC INFORMA NINT RKPLAI
RE NDATIONS
L Coverage

A. Employers engaged in an industry éffecfing'commerce. :

B.  Joint labor-management committees controllmg apprennceshlp or other trammg
or retraining, including on-the-j ob training programs :

C.. - Employment agencies regularly undertakmg, ‘with or without comperisation to
procure employees for an employer or to procure for employees opportumtles to
work for an employer ‘

D. Labor organizations engaged in an ihdustry affec_tﬁxg commerce.

E. Licensing agencies. -

" F.  Federal, state and local governments ifitiiei HpIGyEEs. | [IS THIS
- NEEDED ?] ‘ ‘
- IL Prohibited practices and activities of covered entities -

A. May not require or request a genetic test or access to genetic information of any
person as a condition of employment, compensation, terms, conditions or
pnvxleges of employment hcense, membership, etc.

-B. May not use genetic mfonr{anon, or a request by the individual for genetic
services, as a basis for refusing to hire, for discharging or for discriminating
against any individual, or for denying any employment benefit that otherwise.
Would be available. P i mina, lf&@ 5

C. . Maynot use genetlc 1nforrnauon, or a request for genetic services, to limit,

segregate or classify employees in any way that would deprive or tend to deprive -
any individual of employment opportunities or othermse adversely affect the
status of the individual as an employee. - ‘

"This outline does not specify’ each covered entity to which a particular requirement or

obligation shall apply. This simply is a drafting approach adopted for convenience only. The

legislation will apply the prohibitions and requirements to each covered entity, as appropriate,
based on the nature of the role such entities perform in connection with workplace activities.

N
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D. May not collect, purchase or otherwise obtain genetic information of an employee,
applicant for employment or prospective employee, and as appropriate an
individual, member or apphcant for membership. [Is this provnsnon necessary ?

‘overbroad" ]

E. May not‘ disclose genetic information of an individual unless the individual'(or
‘ legal representanve) specifically authorizes  the disclosure in writing, and the
~written authorization identifies.the mformatlon being disclosed, the purpose of
the disclosure and the person or entity to whom the disclosure is being made.

F. May not rely on a previous disclosure, inadvertent or otherwise, as justification for
a subsequent disclosure -- conﬁdent1al1ty is not lost because a dlsclosure hasbeen
made.

G. May not maintain genetic information i in general personnel files; such 1nformat10n
' must be maintained on separate forms, in separate medlcal ﬁles and mustbe .-
treated as conﬁdent1al medlcal records.

III. Exemptions

A. Genetic monitoring may be permitted provided that (1) such monitoring is-
' conducted as part of a written plan; (2) the employee has authorized such
monitoring, in writing, for the effects of a particular substance in the workplace;
(3) the program administrator informs the individual of the specific results of the
" monitoring; (4) except where the employee has to be reassigned for medical
reasons, the program administrator provides the employer with the results of
monitoring, only in aggregated terms that do not disclose the identity of a specific
individual; and (5) the results are used to identify, evaluate and control adverse
envnonmental exposures in the workplace. ‘

To qualify under the genetic monitoring exemption, the genetic monitoring must

be performed by a competent person, and upon a determination that continued
exposure to the workplace substance has caused genetic damage, the written

~ monitoring plan must provide for reassignment of the employee to a job without.
harmful exposure, with no loss i in earmngs beneﬁts or semanty, or for permanent
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Covered entity may disclose genetic information upon the written authorization of
the individual or under legal compulsion ( e.g., a court-order, grand jury directive
or subpoena, or specific Federal statutory provision), but if the court order, etc.,
was secured without knowledge of the individual, the covered entity must provide
the individual with adequate notice to challenge the court order, etc., unless the
court order, etc., also imposes confidentiality as, for example, in a criminal
investigation. [MK: NEED APPROPRIATE LANGUAGE TO COVER
CONFIDENTIAL INVESTIGATIONS, ETC. FROM DOJ]

@) Covered entity may disclose aggregated genetic information for research
purposes and for investigations under the relevant laws (e.g., this proposed law
and the OSH Act) provided that all personal identifiers are removed before
disclosure. [IS THIS NEEDED GIVENE AND F ?]

E. DO WE NEED TO DEAL WITH BERYLIUM-TYPE AGREEMENTS HERE?

IV. Enforcement

A. Injunctive actions in the proper Federal district court by the Government or the
individual are authorized. Such courts may issue temporary or permanent
restraining orders and injunctions to require compliance with the law, including
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employment, reinstatement;' promotion, back pay, benefits, seniority relief and
other appropriate relief. In addition, such courts, in their discretion, may award

- compensatory, consequential, and punitive damages, and may allow the prevailing

party, except the Government, reasonable costs, 1nclud1ng attomey s fees.

Private actions may be brought, by the -individual affected by the violation;, in a

state court of competent jurisdiction as well. Such courts may award the same ‘1\‘

'm_]unctlve and make whole relief that is available in paragraph A o -
%

Authority of the Government

1. ;' To issue rules and regulations; including record keeping _:egulatiens.

2. To conduct investigations and inspections, including investigations of

complaints filed by individuals under the law, and applicable regulatlons |
authorized in paragraph 1 above ‘ «

3.  Toissue subpoenas, in connectlon with mvestlgatlons, as authorlzed under
15 U.S.C. 49 and 50.

Additional protections‘ fef the individual.

1.  The individual who believes his or her i ghts under the law have been

- violated may file a complaint with the Govemment for mvestxga‘uon and
resolunon o
2. - The md1v1dua1 may not waive the rlghts and procedures of the Iaw by

contract or othervwse

Genetic information is information 'about genes, gene Vpred'ucts, or inherited
characteristics, that may derive from the individual or a family member.

" Genetic setvices means health services provided to obtain, assess, and interpret
genetic information for dlagnosnc and therapeutic purposes, and for genetic
educatlon and counseling.
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'HHS RESEARCH EXEMPTION PROPOSALS

(Replaced in preceeding draft with III.B. 1LD2., and IH'.D. 3.)

1

Occupational health studies (1nclud1ng genetic research) may be conducted by federal and

“non-federal research institutions provided that the research has been approved by an

institutional review board (IRB) organized and operated in a manner consistent and in
accord with federal Common Rule for the Protection of Human Subjects. Researcher(s)

‘conducting studies under this exemption may not directly or indirectly identify any

individuals in any report of such research or otherwise disclose individual identities in

- any manner unless disclosure is made in accordance with IRB-approved procedures. An

exception to the informed consent requirement of the Common Rule is permitted for IRB-
approved genetic research involving anonymized biological specimens where individual
identifiers have been destroyed.

For scientific studies 1nto the causes and preventlon of occupatlonal disease, the
Occupational Safety and Health Act (29 U.S.C. 651 et seq.) and the Federal Mine Safety
and Health Act of 1977 (30 U.S.C. 801 et seq.) authorize the Secretary of Health and

- Human Services to access medical records, including genetic information, and to do so

without securing individual informed consent. Individually identifiable genetic

* information in medical records may also be disclosed to researcher(s) conducting similar

occupatlonal disease studies without securing individual informed consent if such studies
have been approved by an institutional review board that (a) operates in accord with the
federal Common Rule for the Protection of Human Subjects and (b) has determined that
the research involves minimal risk, would be impracticable to conduct without
individually-identifiable information, and would not adversely affect the rights and-

" welfare of the subjects. Researcher(s) conducting such studies may not directly or
~ indirectly identify any individuals in any report of such research or otherwise disclose

individual identities in any manner unless dlsclosure is made in accordance with IRB-
approved procedures -

i
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GENETIC PRIVACY IN THE WORKPLACE
AND PROTECTION FROM DISCRIMINATION

_ Recent advances in genetics research have made it posSible to identify the genetic basis
mu.i

for human dlseases, opening the door tofindividualized preventlon strategles and early detectlon

and treatment. thle these advances hold much promls 3 -hum ]
genetic information can also be used unfalrly to discriminate agamst or stlgmatlze md1v1duals~@m
the job. Wnce some genetic traits have racial or ethnic links, such discrimination z 2ol

could disproportionately affect various rac1a1 or ethnic groups. American workers need the peace 4o

Sevi
of mind guaranteed by federal legislation to protect them from genetlc discrimination in the _{_Z:‘:Ww
workplace. S ' _ L . wov k.
o ' o fa ce
~ The Promise of Genetic Information " Coun !oe
. OdenieR a job

' ov L:—euo?\ ‘s b o )cﬂo o~
. Unprecedented progress in 1dcnt1fymg and understanding the 80,000 or so genes in the las,e Haei-

s lase La_wc:Qﬁq,\o:} , bzca.u&e-»

human genome provldes an opportunity for scientists to develop strategies to prevent or reduce /Qo
Uud
gpalghtforward inherited errors in our genes are responsible for an af -ﬁuz

the effects of genetic diseaée.s
estimated 3,000 to 4,000 diseases, including Huntington’s disease, cystic fibrosis, 3 2 ”
neurofibromatosis, and Duchenne muscular dystrophy. More complex inheritance of multiple

L alge Mmerlose oual M&tocd)u\cdo ik ab dew)o ing
genetic errors elso plays-a-signifieant-rele-tn common disorders such as cancer, hea’;t disease, and

an mcreased likelihood of develapmg that disorder and who does not] The majority of dlseases
Americans encounter, however, do not result solely from genetic predisposition but from the

interaction of genes with environmental factors, including occupation, diet, and lifestyle.

1




 have already developed a disease, in healthy people who may be at risk of developi

With tools from the Human Genome Prolect a new gene dtscovery is reported nearly |
every week ReCen.tL\g&T r example, scxentlsts?epoﬁemcovery of a genetic alteration,
which can be identified with a $200 blood test, that doubles a person’s risk of colon cancer.
Regular colon examinations for people who carry this mutation may detect cancer growth early

when it is most eastly treated. -

Where effective means of early deteeuon and treatment have been established, knowledge

~of 'genettc alterations can help a person prevent or reduce the likelihood of illness, and in some

instances actually reduce health care costs. For example, genetlc testing for hemochromatosus,

glaucoma, and some cancers can alert the 1nd1v1dua1 to begm preventlve measures before the

during a physical examination b

measure the body’s output of spemﬁc substances mtght also suggest the genetic make-

disorder later in life, or.in pe()ple who are at risk of having a child with an inherited/disorder.

disorders, it\

d 1mphcat10ns *"Q}(

can also be m?sed« In addition, b cause an 1nd1v1dual’s genetlc information h
A B SsoiudusiFe. o gbs




for his or her fa.vfniI),Ar members and future generations, misuse ef genetic information could have
intergenerational affects that are far broader than any individual incident of misuse.

Genetic information has been used ﬁlscnmmate in the workplace. In the early 19703
some employers denied jobs to African-Americans who were identified to.carry a gene mutatlon

for sickle cell anemia, even though*lti;ey were themselves healthy and would never develop the

disease. Many af ’H"'Q“’"*"
7 - One
Bﬁhngs-aad—eewoﬁcersﬁ%ﬁ-eeﬂdﬁetecbqstudy b( genetic discrimination as a
consequence of genetic testn?gg and found 39 separate incidents of p0531b1e discrimination < Ufo"@
(5 g

1nvolv1ng insurance or employment Seven incidents of employment discrimination were .
reporte(%—’llhese,mvnlvé‘gthe hiring, termination, promotion, and transfer of wquers based on
genetic testing results. In one cf those cases, an individual who carried a single mutation for the
metabolic disorder Gaucher disease was denied empIOYment even though he was healthy and
would never develop the disease. Another individual reported that her daughter was denied
- employment because she has a mild case of the neuromuscular condttion Charcot-Marie-Tooth
dieeaée. , ‘

Fear of genetic discrimination also has been repotted in the both the scientiﬁc literature
and the popular press. People have hidden gene’nc mformatlon about themselves and av01ded

genetic tests that could be beneﬁc1al to them.

D A 1995 Harris poll of the general pubhc found that over 85 percent of those surveyed

indicated they were very concerned or somewhat concerned that insurers or employers

. might have access to and use gene’tic information.(Harris Poll, 1995 #34) X

¢ Fewer than 14 percent of people jat risk for Huntington’s disease decide to undergo

.‘ genetic testing in part because of fear of discrimination in insurance of employment
(Andrews. 1997).

. \Studies show that a ieading reason wcmen do not get new genetic tests for susceptibility

to breast cancer is because they worry the results will be used to discriminate against
them\ C)\ég >

3
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e Invanotvher study, fear of genetic discrimination resulted in 17 pereent of the parﬁcipants

not revealing genetic information to employers (Lapham 1996).

. An 18-year-old man, at riek for Huntington’s disease(beceuse one of his parents
© developed it, wished to enlist in the Marines to serve in the Persian Gulf War. He
'believed it unlikely that he would become symptomatic during his tour of duty, bllt that
knowledge of his risk status would disqualify him from service. He therefore answered

no” to questions regarding hereditary disorders on his applitcationand did not include

" "Huntington’s disease in his family medical history (Geller 1996).

the dlsease in an obxtuary (Geller 1996).

‘ : . : R © <° 3, E
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Genetic Information In the Workplace S S o n .
L | - LG R I

Two types of genetic testmg may occur in the workplace: genetic screemng and genetic
1 omtonng Genetic screening is a process to examine the genenc makeup of employees orjob
K applicants for spec1ﬁc inherited ‘characterzszfzcs.. In the workplace, genetic screening can be used
{’c((;/ in two dlstinct 'weys: 1) to detect general heritable -co‘ndi_t»ions that are.not associated with ~__ o

¥ 7 77 5 |workplace exposures in employees or applicants; or2) to detect' the presence of genetieally ‘ ,é‘&.e

(/%QG\ determined traits that render an employee susceptible, or “hyper SuSCeptible,” to a ceftain disease ‘S;Q

p g: - |if exposed to specific enviromnental factors. In theory, genetic screening for 'oecupationally . gfkﬁ( .
%

[ 4

relevant traits has the potential to be used to ensure appropnate worksite placement of employees ((Q%

: susceptlble to certain occupational diseases, arid to-ensure that employers place those >< »;Xe ;
o hypersusceptrble workers in the least hazardous environments. However, according to Francis
qé“ " ollins, Director of the National Human Genome Research Inst1tute there is not a smgle current

a«%cw | ‘30“’ <o ‘:%}L
s s &ojﬁ _ ﬁ(’ >2;
e mem
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examplewhere such testing has been scientifically validated to have accurate predictive value. \_ -
The second type of testing-égenetie monitoring--ascertains whether an individual"s e

) - genetic rrrateriel has changed over time due to 'workplace exposure to hazardous substances. h‘%eof ’
Evidence of genetic changes in a population of workers could be used to target work areas for,'-' /QCL(
increased safety and health precautions, and to indicate a need to lower exposure levels fora Q‘QK Q\’%
group exposed toa prev1ously unknown hazard The ultimate goal of genetlc momtonng is to ¢ K:Kv :
predict the risk of disease caused by genetic damage. Although genetlc changes suchas Q" K3 ("t
chromosomal damage have been associated with exposure to some chemical mutagens or '
carcirtogens little research has identified which changes are predictive of subsequent disease

-risk. Much more research is requlred to establish the relatlonshlp, if any, between those changes
and subsequent dlsease risk for affected populations and mdmduals

~Some employers might use genetic testing of employees to monitor and reduce or -

~ eliminate adverse health effects from toxins through engmeenng controls or better protectlve
equipment, Others may find genetic testing attractive because they believe it can help them avoid
costs associated with workers who are at risk of health problems. Specifically, employers may
seek to use genetic tests as a way to screerr out workers who they fear would have lower |
productivity levels, cause higher insurance prermums ‘and would file more workers’
compensation clalms and lawsuits. Employers may try to select workers based on thelr genetrc

" information whio they believe are less likely to take srck leave, are less likely to resign or retrre

: eaﬂy for health reasons (also reducing extra costs ifi recruiting and training new staff), and less

likely to file for worker’s compeﬁsation or use health care benefits excessively.

- Although there are few appropnate uses for genetlc testmg in the workplace, employer

‘ mterest m genetlc mformatlon -appears to be growmg

. A 1982 survey of large businesses, pnvate ut1ht1es and labor umons found that 1.6

percent of the 366 organizations respondmg were genetrcally testing employees (OTA g*cs

*1983Report) S - : S W'f

.

. In 1989, the Office of Technology Assessment repeated a similar survey . and found that

5



5% of the 330 organizations responding conducted gehetic screening or monitoring of its

\, workers. (OTA 1990 Report).

. A survey of 400 firms conducted by Northwestern National Life Insurance in 1989 found
that 15 percent of the companies planheo to check the genetic status of prospective

employees and their ‘deper‘ldents before making employrnent offers (Gostin 1991, p.1 16).

- b
[Genetic research mto the causes and preventron of occupational disease includes studres 07%
on the effects of workplace exposures-on DNA or of gene-envrronment interactions leading to 6#
" disease risks. The findings of this research are used to understand mechanisms by which &Q
occupational diseases and irljuries occur, to identify exposure-disease associations, to identify. QLK

~ groups and individuals at high risk and to assist quaiitative and quantitative risk assessments.

Research of this type will i improve the abrllty to detect work-related dlsorders in therr earliest %
2,

stages, when prevention strategles are most effectlve 1 ' “Q\Q(, C
E ! QJ/{\?Q’ s
‘ o T 4 :
. Real People - Real Discrimination 4. 4 I
. . v €% i (@.r* waneie R Q%
appenrs ormed-fears-abeu{genctic predlsposmon rconditions can leadto . § = -

‘ workplace discrimination, even in cases where workers are healthy or the gene‘uc condition has

© no effect on the ablhty to perform work.

« ° One individual was screened and learned he was a\Qxealthy carrier of a single mutation
' gt 42V O
for Gaucher disease; -I'n-e-ther:@est he might pass this gene to children, but he would

not develop Gaucher dlsease He revealed this information when applying fora ‘job and

(4 %t_M.*? o W"E—M .
was denied the job MﬁWeven though it had no bearing on (\s\;\ Qﬁd

b
his present or future ablllty to perform ajob (Blllmgs 1992) I o %’(\

"« - Inanother case, a 53 -year-old man was interviewed for a _]Ob with an insurance company. %
Durlng hlS first 1nterv1ew he revealed that he had hemochomatosrs but was }{)

2 o C?é‘s <g d%"’%4®%
%%%Qé % ;‘“‘;&JR |

\l‘




' | asymptomatic.A During the second interview, he was told that the company was
interested in hiring him but would not be able to offer him health insurance because of his

' genetic condition. He agreed to this condition, however during his third interview the

. company representatlve told him that they would like to hire h1m but were unable to do

so because of his hemochromatos1s (Geller 1996)

A ' g \'\
One &b{l employee’s parenﬂ/developed Huntrngton s disease -- E;mg the employee \LOOO\ o
fifty percent chance of carryrng the mutated gene that would cause her to develop the

disease. She dec1ded to be tested. A genetlc counselor advised her to secure 11‘2 and < le,
own

health insurance before testlng, because a pos1t1ve test result would probably mean loss of &.,_Q_

health insurance, aswel—las-cer:tam_ﬂln& A co- -worker who overheard her making M.“S

arrangements to be tested reported the employee’s conversations to their boss. Imtlally, leul

the boss seemed empathet1c and offered to help. 'When the employee eventually shared wo.‘g'(“Q
the news that her test ‘results indicated that she did carry the mutated gene she was ﬁred B
from her job. In the eight-month period prior to her term1nat10n she had received three

promotlons and outstand1ng performance reviews. Tainted by the1r s1ster s nightmare,

none of her srbllngs is w1111ng to undergo genet1c testlng for fear of losing health

Efforts to Restrict Use of Genetic Information in the Workplace

There is no scientific evidence to substantiate a relationship between unexpressed genetic

factors and an 1nd1v1dual’s abllrty to perform his or her job. Thus most expert recommendatlons _

prohibit or severely restnct the use of genetic testrng and access to genet1c information in Sre

workplace. The American Medical Assoc1atlon (AMA) recommendatrons p:éwgﬁ:é'dq by the

AMA’s. Council on Ethical and Judicial Affarrs conclude that it is 1nappropr1ate to exclude

workers with genet1c risks for disease from the workplace because of that risk JAMA 1991) In

the future, however, the AMA Council acknowledges there may be an appropriate but limited

7
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role for genetic testing in certam srtuatrons to protect workers who have a genetic susceptlbllrty
to occupational illness when health risks can be accurately predicted by the test.

The National Action Plan on Breast Cancer and the National Institutes of Health - A
Department of Energy Workmg Group on Ethical, Legal and Social Imphcatrons of Human
‘Genome Research (ELSI Worktng Group) has drafted reeommendatrons for state and federal
‘ policy makers to protect against genetrc dlscnmmatron in the workplace Generally, their
| reeomrnendatrons limit the collectton disclosure, and i improper use of genehc mformatron and
support strong enforeement of these limitations through govermnmental agencres or private rrght of
.‘actlon. An exception is made for possible situations in the future where testrng is shown

sclentiﬁcally valid to predict occupational risk (Rothenberg 1997).

Existing Protections are_Limited
As of April 1997, 15 states had enacted laws to provide protections against"various
forms of genetic discrimination in the workplace. There-e.re wide variations érnong these state
‘laws. Early state laws address .ernployment discrimination against individuals with specific
| genetic traits or disorders, such as sickle-cell trait or the hemoglobin trait. Later laws co'ver

“broad categories of genetic traits and disorders. Some state laws prolubit compulsory genetic
testing The most comprehensive state laws regulate all genetic testing:in employment '

’ demsrons and the drsclosure of genetic test resultg ~Fhese-state-laws generally prohibit/ p\ |
ernployers from requmng workers and applicants to undergo genetic testing as a condmon of
employment. Under these more comprehensrve statutes, genetic testlng may‘ be permitted

- when it is requested by the worker or applicant for the purpos‘e of inuestigatinga worker's

cornpensation claim, or determining the worker's susceptibil‘ity to potentlally toxic chemicals

~in the workplace but only if the worker provides informed written consent for such testlng

These laws also contam very. specrﬁc restrictions governing disclosure.

The definitions of genetrc information and genetrc testing veuz;across states. For :

Ngrnousty l2d kD Ser bhie s lo'
example, Texas . that ex udes some genetic testing currently k HJ’(M

undertakerB In other states, the term\genetic information includes not only the results of

i
s
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genetrc tests, but alsdinformation derived from family medrcal histories. ‘
= Wéw H‘Q’Q\CQ\

A patchwork of Federal and state laws provrde limited protections against abuses in % @
~ the gathering or use of genetic lnformatlon ‘

| The 1996 Health Insurance Portability and Accountability Act (HIPAA) prohrblts the

use of genetrc mformatron as a basis for denymg or lrmrnng health insurance coverage for

members of a group plan and excludes genetlc ,predrsposnrron to disease from being : C‘t’ﬂ
considered a preex1st1ng condition. | 41“6, '

The most explicit protection agamst genetic discrimination in the workplace is

provrded under Trtle I of the Americans with Disabilities Act (ADA), enforced by the Equal \‘ (\1 Qi‘@
Employment Opportumty Commission (EEOC), and similar disability antidiscrimination ;{i“
laws, such as Section.503 of the Rehabilitation Act of 1973, enforced by the Department of }‘hp

R4

Labor. These federal laws protect workers from employment discrimination based on
disabilities. EEOC enforcement guiclance released in 1995 indicates that discrimination by : -
. an employer agalnst an individual on the basis of genetic 1nforrnat10n relating to 1llness, v

disease or other drsorders would consntute a violation of the ADA because the employer : ,Qv-“f’ '

would be “regarding” the individual as disabled. However, the EEOC 'pohcy posrtlonﬂ;\ ‘ %,ﬁ’

reflected in this enforcement guidance has not been tested in court to date. ,_,,/9

lnaddition, federal race and national origin antidiscrimination laws, such as Title i

of the Civil Rights Act of 1964, may provide a limited basis for challenging race or ethnic-

linked genetic discrimination in the Workplace Because risk for some genetrc disorders may Vo L
be higher among certain racial or ethnic groups, members of such groups may be: ' 412 V}
discriminated against by employers who presume those individuals to be at “genetically” ¢ Wf-‘::;ﬁ ‘

higher disease risk. An argument could be made that genetic drscnmmatron based on race- or V\{{f‘/ '
ethnic-linked disease l‘ISk constitutes unlawful race or ethnicity drscrrmmatlon However, ‘ *’%
these arguments have not been well received by the courts—Eurther, a strong nexus between | (//\" »

race or national origin has been establlshed for only a few drsea M M e 4"'2

Given the substantial gaps in state and federal protections against employment (he A

discrimination based on genetic information, comprehenswe federal legrslatlon is neede

. The need for federal protection has been recognized by the n

9
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intndducedi&@ongressgh‘h bipartisan support. Three stand-alone bills have been introduced

which amend existing civil rights or fairf labor laws to create thisworkef protectior® (S. 1045,
Sen. Daschle; H.R: 2275, Rep. Lowey; H.R. 2215, Rep. Kennedy) Three additiona;%ﬂm

~ have also been introduced which include worker protéction égainst discrimination based on C{
| N genetic information as part of a broader proposals addressing the use of genetic information. \g’
: (S. 422, Sen. Domenici; H.R. 2198, Rep. Stearns; H.R. 1815, Rep. McDermott). éqa’

%

7 This paper highlights the fundamental health, employment, and legal issues that arise .

The Need for Federal Action

& , from the use of genetic information in the workplace. Federal legislation that addresses these

' issues would supplement existing state laws to ensure that all workers are protected against
IR P ""Rpi“*"’ ' ' ' Pr s

Cect discrimination in the workplace based on the use of genetic information. At the same time,

e 8{3 (. itshould allow the use of genetic information to protect workers from workplace hazards and

be preserve the ablllty of scientists to continue the research that is so vital to expandmg the
Hha

knowledge of genetics and health.
‘FION = WA T U W £ e:&'(ot/l Sl"’b"‘g{f 'S‘*‘odg‘f (s ool rayma mc{zt\

.y
Such legislation should address the collectlon and use of genetic information by

employers (and any other institutions or orgamzatlons ina posmon to influence employment
decisions); protectlons from genetlc discrimination based on a pred1sp051t10n to a genetic
disease or a genetic increased ‘s‘ucceptibility to a toxic substance in the workplace; and

_protections from discrimination against workers who décline to undergo genetic testing.

_ [INSERT RECOI\«*IMENDATIONS] o - ,
e are ‘Q‘““*Wz? iz b "”‘w@%* Ths

)
‘A ;"
:
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October 6, 1997

William Clinton

The White House ,
1600 Pennsylvania Avenue
Washington, DC 20500

Re: Bills $89 and HR 306
Dear Mr. President:

We are writing to express our thanks for your support of Bills S 89 and HR 306, which
provide legislative protection for individuals against insurance discrimination based on genetic
information. We would like to share with you our patients' struggles with difficult decisions
about whether to be evaluated for inherited cancer predisposition in the absence of such
protection.

By way of introduction: recently a number of genes associated with inherited cancer
susceptibility have been discovered. Each gene, if pathologically altered from the normal

form, increases an individual’s risk to develop cancer at several specific sites. In some

inherited cancer predicposition syndromes (ICPSs), the lifetime risk of . malignancy may
approach-80-90%. In addition, in individuals with an ICPS, the average age of tumor onset
may be two decades earlier than the average age of onset of the same tumor type in individuals -
in the general populatlon

The new knowledge about inherited cancer susceptibility represents a major scientific
advance that has the potential to translate into improved patient care. In the past, physicians
have not been able to identify patients at genetically increased risk to develop specific types
of cancer. Therefore, cancer screening and prevention efforts, including prophylactic surgery,
could not be targeted intensively toward those who needed such interventions the most.” In
contrast, medicine now has some capacity to identify individuals with greater than average
lifetime risks of specific tumors, and will continue to develop even greater capabilities as more
cancer susceptibility genes are discovered. This will permit medical monitoring and the

HEALTH SCIENCES CENTER BOX 334 CHARLOTTESVILLE, VIRGINIA 22908 804-924-2562



earliest possible detection of tumors and treatment of patients at greatest risk. This becomes
even more important when one considers that the youthful average age of tumor onset in
genetically predisposed individuals may ‘end life particularly early. These recent genetic
discoveries have driven the establishment and very rapld growth of cancer genetic counseling
services across the country. '

" The Cancer Genetics Clinic at the University of Virginia Health Sciences Center is
such a service, whose staff evaluate patients regarding whether an ICPS is present in the
patient and/or family. The evaluation occurs in two parts. The first step is an assessment of
the family history of cancer to determine which ICPS, if any, is possibly present in the
_ patient/family. The second step is DNA ana1y31s, in which the patient’s DNA undergoes
" laboratory testing to determine wheiher a pamomglc change is present in a specific gene. The
~ finding of a pathologic alteration means that the patient: is at increased risk to develop cancer
at several characteristic sites; is a candidate to undergo early and intensive screening; may be
a candidate for prophylactic. surgeries; may wish to inform relatives that a cancer
predisposition gene mutatlon has been identified in the family. -

However, the impact on ‘the patient's insurability of being identified as having or
possibly having a pathologic form of one of these genes is potentially severe. Patients who
have only their family history assessed, as well as patients proceeding with DNA testing and
found to be genetically predisposed to develop cancer, may take the risk that they will lose
their insurance and insurability permanently as a result of complymg with their physician’s
recommendation to be evaluated.

Our clinic uses several informed consent documents, which the patient signs after
discussion with the staff of the issues reviewed in the document. Both the Consent to Undergo
Clinical Evaluation and the Consent to Undergo and Receive Results of DNA' Analysis contain
a statement that the patient’s insurability could be permanently impacted as-a result of
~ undergoing the family history evaluation or laboratory testing. While informed consent
' ~documents always discuss the risks associated with any given evaluation or procedure, these
. are usually medical of ocrasmnallv psvchologieal risks; it is unusval for such a decument to

list a social or financial nsk However we feel obligated to include these matters in the
documents, since there may be net harm to the patient of being identified as genetically
predisposed to develop cancer if that patient then loses insurance and insurability. Our
discussions with staff of other cancer genetic counseling services have informed us that many
* such services have also found it mdlcated to mclude dlscussmn of 1nsurab1hty issues with
patients.

Patients of the Cancer Genetics Clinic have had varying responses to the insurability
risk aspect of undergoing evaluation. Some of our patients are well-insured under group plans -
and anticipate being so for the rest of their llves These individuals, in general, have not been

deterred from seeklng care.
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Unfortunately, other individuals referred for evaluation have declined service because
of their justifiable concerns that their future insurability might be permanently affected. Some
of these patients have declined assessment after reviewing the informed consent document,
while others who have contacted us have refused even to make an appointment, given their
awareness of the insurability impact of undergoing the evaluation. We have no way of
knowing how many patients have been referred to our service but have never called us because
of their concerns regarding insurability.

. This means that some patients who.may be at the greatest cancer risk are not informed
of the increased risk to themselves and relatives of developing cancer at multiple sites, are not

“scheduled for early and intensive screening and/or prophylactlc surgery that may improve
“outcome, and are not abie to informn children and other relatives about the s specifics of the

familial risk. This is clearly unfavorable for patient care. At one level it is also self-defeating
for insurers, whose financial interests are best met by the earliest possible detection of the
cancers in their insurees.

Other patients, desperate to have their genetic status assessed, have proceeded with
evaluation even at the risk of losing insurance and insurability. One such young patient, who
is considering having her ovaries removed depending on her genetic status, has witnessed
several relatives die with ovarian cancer. She informed us that she decided to proceed with
genetic consultation and DNA testing bécause she would rather lose her insurance than die of
ovarian malignancy. Americans should not have to choose between the two alternatives of:
1) receiving health care and losing insurance/insurability, or; foregoing health care and
keeping insurance/insurability.

Inherited cancer predisposition is not rare. From the Virginia Tumor Registry we
recently conservatively estimated the number of hereditary breast, prostate, z\md colorectal
cancer cases in the state to be approximately 880 per year. These figures do not reflect the

. number of hereditary cancer cases at sites, such as the thyroid, less often affected by cancer

than the breast, prostate, and colon. In addition, these figures do not show that each of these

- 880 mdzwduals has relatives, some of whom will also be at increased risk to develop cancer.

The incidence of ICPSs is great eriough to expect that several persons with such disorders
would be found in a filled Senate and House of Representatives. Furthermore, each of these
individuals will have relatives, sometimes numerous, at risk for the same disorder.

None of us choose which genes we inherit. The staff of the Cancer Genetics Clinic
would like to see all patients suspected of having an inherited predisposition to develop
disease to be able to undergo evaluation without losing their insurance and insurability as a
result of doing so. We regret very much that some individuals who wished to utilize cancer
genetics assessment services declined this so that they could maintain insurance/insurability
for themselves and their families. ' '




We apprec1ate very much your support of Bllls S 89 and HR.306 and urge that our
legxslators support these also.

| Thank you.

Sincerely,

Susan M Jones, M.S.
* Geretic Counselor
Cancer Genetics Clinic

‘Susan Miesfeldt, M.D.
Director
Cancer Genetics Clinic

cc: Olympia Snowe (Senate - Maine) -
Louise Slaughter (House of Representatives - New York)
Donna Shalala (Health and Human Services) |
ChristopherJennings-(Deputy-Assistant to- the Pre51dent*for-Health“Pohcy
Development) v

William Frist (Senate - Tennessee) - -
Charles Robb (Senate - Virginia)

~ John Warner (Senate - Virginia)
Herbert Bateman (House of Representatives - Virginia)
Thomas Bliley, Jr. (House of Representatives - Virginia)
Rick Boucher (House of Representatives - Virginia)

. Tom Davis (House of Representatives - Virginia)
Virgil Goode (House of Representatives - Virginia)
Bob Goodlatte (House of Representatives - Virginia)
Jim Moran (House of Representatives - Virginia)
Owen Pickett (House of Representatives - Virginia)
Bobby Scott (House of Representatives - Virginia)
Norman Sisiky (House of Representatives - Virginia)
Frank Wolf (House of Representatives - Virginia)

-Francis Collins (Director, National Human Genome Research Instltute National

’ Instltutes of Health)
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- TO:  John D. Podesta o

' Jacob J. Lew

‘Bruce Reed

Donald H. Gips

Sally Katzen

Rachel Levinson

FR:  ChrisJ ehnings

RE:  PhRMA and Genetic testing

With regard to the attached letter which you received, I wanted to inform you.that we have
spoken with PhRMA regarding their concern that genctic discrimination could undermine

- important biomedical research efforts. They now understand that the President w1ll be
forwarding legislation on genetic discrimination to Capitol Hill which will build on the -
Slaughter-Snowe legislation. They are also aware that part of the reason why we are Iforwarding
improved legislation is that we want to make sure that we have clarified the underlying bill to :
ensure that efforts bolster —— not harm —- the efforts of biomedical researchers.

It is also important to note that researchers like Dr. Francis Collins of the National Institute of’
Health's Human Genome Project, who well understand the importance of genetic information
for biomedical research, support the President's efforts in moving legislation to prevent genetic -
discrimination. They believe that there are adequate protections in the President's improved
legislation for important research efforts. Dr. Collins and others have communicated this to
PhRMA, and PhRMA exp11c1tly told Dr. Collms that they are now comfortable with this
initiative. :

~Please feel free to call me at 6_—5560 with any qucsﬁons;’ :
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July 10, 1887

The Honorable Bruce N. Reed -
Assistant to the President
for Domestic Policy
. The White House
Washington, D. C. 20500

Dear Mr Reed:

: We understand that the President is likely to speak publicly again next
week in support of H.R. 306, Representative Louise Slaughter's bill to prohibit
health insurance discrimination based on genetic Information. We urge you to

 recommend that the President include the following sentenca In his remarks
suggesting the need for a minor but important change In the bﬂl to protect
blomedlcal research: :

“I look forward to working with Representatwe Slaughter to ensure that her_
_.bill does not unintentionally harm biomedical research and subsequently e
. to promote its passage by the Congress.” .

The Slaughter bill unintentionally could harm biomedical research and
, thereby the patients who would benefit from new treatments for disease. The bill
sweepingly defines “genetic Information” to include information about inherited
‘characteristics that may “derive from" an individual or a family member. So
defined, “genetic information” includes Information (about, for example, gender

cholesterct levels, blood type) even If it has been anonymized and does nof
identify the person concemed. With respect to any application affecting
‘biomedical research, the bill should limit its focus to genetic information that

identifies a particular person. Biomedical researchers should have unimpeded
access to genetlc and other medlcal Informatlon that does not identrfy a
. pamcular patient. . r .

The bill then prohibits the disclosure of any “genetic information” by health
- insurers. Managed care organtzaﬁons are arguably insurers since they provide
heaith Insurance as well as services to their members. Many managed care
organizations participate extensively In biomedical research that promotes the

~ public health and facilitates the discovery and development of néw medicines. r
" The bill's disclosure prohibition unintentionally would impede their contributionto -~

- better public health through participation in biomedical research, even when the

genetrc information concerned does not identify a particular patient.- '

Pharmaceutical Research and Manufacturers of America |

1100 Fiftaenth Street, NW, Washington, DC 20005 « Tek 202-836-3420 ¢ FAX: 202-835-3429



Mr. Reed ‘
_July 10, 1897
Page Two

| Tﬁe bill's pfowslons aliowing disclosure of “genetic information” with the V‘

- patient's informed consent would not cure this defect. Access to patient
. registries, for example, is critical to epidemiological research and studies..

'Obtaining informed: consent to the use of data in registries — oftan years after the
information was recorded — would not be feasible. In any event, any requirement
to obtain consent in these circumstances -- even when the database concerned

- does not Identlfy a particular patient . would likely result in non-random '

- “selection blas in any sample of data obtained. In other words, any conclusions

drawn about health outcomes under thase circumstances may differ dramatically
from the conclusions that would be drawn if the study were- based on unlimited
access to the full pat:ent registry or other database v A '

~ Whils we do not take a position on this proposed iegnslatlon we stress
“that Its passage as currently drafted would harm biomedical research.
Thersefore, In any remarks on the Slaughter bill, we urge the President to stress
that the bill needs to be modified to protect biomedical research, - Such research
continues to be crucial to promoting public health and enabling Amencan
- families to live longer, healthler happier and more produc’uve hves

. Smcerely,
/A... ,;Aak
E AlanF Holmer

Ident:cal Ietter to Dr. John H bebons ‘

cc: DonaldH ths |
Chris Jennings
Sally Katzen .
Rachel Levinson
-Jacob J. Lew .
- John D. Podesta o
Representative Louise Slaughter .
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TO: . John D. Podesta

MEMORANDUM

July, 17 1997

Jacob J. Lew
Bruce Reed
Donald H. Gips - .
Sally Katzen
Rachcl Levinson

FR: 'Chns Jennings

RE: PhRMA and Genetic testmg

With regard to the attached letter which you received, I wanted to inform you that we have
spoken with PhRMA regarding their concern that genetic discrimination could undermine
important biomedical research efforts. They now understand that the President will be :
forwarding legislation on genetic discrimination to Capitol Hill which will build on the k
Slaughter—-Snowe legislation. They are also aware that part of the reason why we are forwarding
improved legislation is that we want to make sure that we have clarified the underlying bill to

~ ensure that efforts bolster —— not harm —- the efforts of biomedical researchers.

- It is also important to note that researchers like Dr. Francis Collins of the National Institute of

Health's Human Genome Project, who well understand the-impoitance of genetic information
for biomedical research, support the President's efforts in moving legislation to prevent genetic

discrimination. They believe that there are adequate protections in the President's improved

legislation for important research efforts. Dr. Collins and others have communicated this to
PhRMA, and PhRMA explicitly told Dr. Collins that they are now comfortablc with this
initiative. , ‘

Please feel free to call me at 6-5560 with any questions.
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PREBIDENT ‘
~ July 10, 1897

The Honorable Bruce N. Reed.
Assistant to the President

for Domestic Policy
The White House
Washington, D.C. 20500

Dear Mr. Reed

We understand that the' Pres;dent is li l kely to. speak publicly again next
week in support of H.R. 306, Representative Louise Slaughter’s bill to prohibit
health insurance discrimination based on genetuc information. We urge you to
recommend that the President include the following sentenca in his remarks
suggesting the need for a minor but |mportant change in the blll to protect
biomedical research < . ,

“ look forward to working with Representative Slaughter to ensure that her
bill does not unintentionally harm biomedical research, and subsequently
to promote - lts passage. by the Congress . :

The Slaughter bill umntentlenally could harm biomedical research and
thereby the patients who would benefit from new treatments for disease. ‘The bill
sweepingly defines “genetic information” to include information about inherited
characteristics that may “derive from" an individual or a family member. So
defined, “genetic information” includes information (about, for example, gender,
cholesterol levels, blood type) gven if it has been anonymized and does nof
identify the person concemed. With respect to any application affecting o
biomedical research, the bill should limit its focus to genetic information that
identifies a particular person. Biomedical résearchers should have unimpeded
access to genetic and other medical mformatlon that does not identify a
pamcular patlent ’ :

The bill then prohlblts the dtsclosure of any genetvc information” by heaith
. insurers: Managed care orgamzations are arguably insurers since they provide
health insurance as well as services to their members. Many managed care
organizations participate extensively in biomedical research that promotes the
public health and facilitates the discovery and development of new medicines.
The bill's disclosure prohibition unintentionally would impede their contribution to
better public health through participation in biomedical research, even when the
genetlc information concerned does not |dentxfy a partlcular patient.

Pharmaceutical Research and Manufacturers lofﬁ}kéﬁca

1100 Fifteenth Street, NW, Washington, DC 20005 » Tel: 202-835-3420 » FAX: 202-835-3429 -
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Mr. Reed
July 10, 1897
Page Two

. The bill's provisions allowing disclosure of “genetic information” with the
patient's informed consent would not cure this defect. Access to patient
registries, for example, is criticai to epidemiological research and studies.
Obtaining informed consent to the use of data in registries — often years after the
information was recorded — would not be feasxbla In any event, any requirement
to obtain consent in these circumstances -- even when the database concerned
does riot identify a particular patient - would likely result in non-random
selection blas in any sample of data obtained. In other words, any conclusions

- drawn about heaith outcomes under these circumstances may differ dramatically

from the conclusions that would be drawn if the study were based on unlimited -
access to the full patxent registry or other database :

Whnle we do not take a. posmon on th:s proposed egsslatxon we stress
that its passage as currentiy drafted would harm biomedical research.
Thersfore, in any remarks on the Slaughter bill, we urge the President to stress
that the bill needs to be modified to protect biomedical research. Such research
continues to be crucial to promoting pubiic health and enabling American -
families to live longer, healthxer happler and more productwe hves

Smcerely.

/mm

AlanF. Holmer

Identical letter to Dr. John H. Gibbons

cc:  Donald H. Gips
- Chrig Jennings
Sally Katzen
Rachel Levinson
Jacob J. Lew-
John D. Podesta
Representatnve Louise Slaughter :
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HEALTH INSURANCE IN THE AGE OF GENETICS
.AN EXECUTIVE SUMMARY

The “Health Insurance in the Age of Genetics” report responds to the President’s request for
information on the potentials and perils of genetic testing. It includes information on the current
state of legislation about genetics as well as recommendations for Federal legislation to improve
protections against genetic discrimination.

The Progress and Promise of Genetic Testing. Genetic testing has the potential to identify
hidden genetic disorders and spur early treatment. Tests for genetic predisposition to certain
diseases and conditions -- such as Huntington’s disease and certain types of breast cancer-- are

already available and more genetic tests are on the horizon. In the next few years we will know
the location of nearly every human gene and we are learning more and more about how genes
interact. As genetic information becomes increasingly common, it will revolutionize our health
care system. With this new technology, Americans will be able to determine conclusively whether
or not they are in fact genetically predisposed to a disease. Those who are can begin early and
often life-saving treatment and those who are not will gain much-needed peace of mind.

Genetic Discrimination: The Perils of This Progress. While progress in genetics can help
millions of Americans, we know that genetic testing can be used by insurance companies and
others to discriminate and stigmatize groups of people. Even those who have not yet or may
never show signs of a disease are still at risk for discrimination. Studies have shown that eighty-
five percent of Americans are still extremely concerned with the possibility that their genetic
makeup will be used to discnmination against them or a member of their family. Twenty-two
percent of people in families where someone has a genetic disorder report that they have been
discriminated against by an insurance plan In genetic testing studies at the National Institutes of
Health (NIH). nearly a third of eligible people offered a test for breast cancer refused to take it.
The overwhelming majority of those who refused tests cite concerns about health insurance
discrimination and loss of privacy as the reason why.

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



HIPAA: Gaps in the Current Federal Legislation. HIPAA took steps to prohibit genetic
discrimination by preventing insurers from using genetic information as a “pre-existing condition™
and denying or limiting coverage in group markets. However, HIPAA falls short in three areas.
It does not: (1) prevent insurers in the individual market from denying coverage on the basis of
genetic information: (2) assure that premiums are in no way based on genetic information both in
the group and individual market; and (3) prevent insurance companies from disclosing genetic
information to other insurers, to plan sponsors, and other entities regulated by state insurance
laws, such as life, disability, and long-term care insurers.

Recommendations for Federal Legislation. Any Federal legislation should address the three
major areas not included in HIPAA: :

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

Affordability in the individual and group market. HIPAA did not prevent insurers
—-in either the individual or the group market -- from increasing group premium rates
based solely on knowledge about genetic information. New legislation must ensure that
health plans do not use genetic information in any way when determining premiums.

Disclosing Genetic Information. New legislation should protect the privacy and
confidentiality of genetic information by preventing health plans from releasing or
demanding access to genetic information. It should impose restrictions on the disclosure
of genetic information to other insurers, to plan sponsors, and other entities regulated by
state insurance laws, such as life, disability, and long-term care insurers.

Congressional Initiatives. Several bills have been introduced in this Congress which prohibits
health plans from requesting or using genetic information to deny health care coverage or raise
premiums. The bipartisan legislation introduced by Rep. Louise Slaughter, H.R 306, addresses
the three major gaps left by the HIPAA legislation and represents a strong foundation for this
much-needed reform. The report recommends that the Administration build on this legislation
and enact a bill that protects all' Americans from the threat of genetic discrimination.



promise of better health because it gives researchers and clinicians critical information to work
out therapies or other strategies to prevent or treat a disease.

What if we could prevent or reduce the effects of many common diseases by simple
changes in lifestyle or avoidance of specific environmental substances? Many of the diseases we
face--such as high blood pressure and other familiar diseases of the heart and circulatory system,
diabetes, obesity, cancer, psychiatric illness, asthma, arthritis—have been difficult to study and
treat because almost all involve subtle actions of several genes and the environment. Scientists
are rapidly developing advanced technologies to identify each of the genes that contribute to a
complex disorder and study their interactions all at once. The goal is to tease apart which disease
components are genetic and which are environmental. :

The slowest part of a disease-gene hunt nowadays is sorting through all the genes in the
target region on a chromosome and determining which one is responsible for the disease. But this
is rapidly changing. New gene maps now pinpoint the locations of more than one-fourth of all
human genes, and more are developed every day.

The complete set of genetic instructions will give researchers basic information about
how a human cell works as a system, or how the cells of a brain or a heart work together, or how
a single fertilized cell develops into a fully formed baby. Spelling out, letter by letter, the
complete genetic instructions of a human being will bring with it new technologies that make
identifying DNA differences effortless compared with what we can do today. Imagine analyzing
your genetic composition on a computer chip, carrying your DNA “bar code” on a small plastic
card, encrypted to protect privacy, that lets health care professionals instantly know your
predisposition to disease, your reactions to drugs, or your susceptibility to certain environmental
exposures. All of these will become realities as we continue to make advancements in genetics.

Genetic Discrimination: A New Twist on an Old Injustice

The ability to examine our DNA for the presence of disease-related alteratnons opens the
door-to a new twist on an old injustice: "genetic™discrimination -- when people either as groups -
or individuals, are treated unfairly because of the content of their DNA. The increased availability
of genetic information raises concerns about who will have access to this potentially powerful
information. Each of us has between S and 30 misspellings or alterations in our DNA; thus, we
could all be targets for discrimination based on our genes. Like racism, sexism, and other forms

of prejudice, genetic discrimination devalues dwersny squanders potential, and ignores
achievement. :

Genetic information has been used to discriminate against people in the past. In the
early 1970's, some insurance companies denied coverage and some employers denied jobs to



African- Americans who were identified as carriers for sickle-cell anemia, even though they were
healthy and would never develop the disease. ‘

Of particular concern is the fear of losing or being denied health insurance because of a
possible genetic predisposition to a particular disease'. For example, a woman who carries a
genetic alteration associated with breast cancer, and who has close relatives with the disease, has
an increased risk of developing breast and ovarian cancer. Knowledge of this genetic status can
enable women in high-risk families, together with their health care providers, to better tailor
surveillance and prevention strategies. However, because of a concern that she or her children
may not be able to obtain or change health insurance coverage in the future, a woman currently in
this situation may avoid or delay genetlc testing.

, These are real concerns for too many Americans. In a recent survey of people in families
with genetic disorders, 22 percent indicated they, or a member of their family, had been refused
health insurance on the basis of their genetic information’. The overwhelming majority of those
surveyed felt that health insurers should not have access to genetic information. A 1995 Harris
poll of the general public found a similar level of concern. Over 85 percent of those surveyed
indicated they were very concerned or somewhat concerned that insurers or employers might
~ have access to and use genetic information’.

‘Discrimination in health insurance, and the fear of potential discrimination, threaten both
society's ability to use new genetic technologies to improve human health and the ability to
conduct the very research we need to understand, treat, and prevent genetic disease.

To unravel the basis of complex disorders in the large numbers of individuals they affect,
scientists must analyze the DNA of many hundreds of people for each disease they study. Valid
research on complex disorders will require the participation of large numbers of volunteers. But a
pall of mistrust hangs over research programs because study volunteers are concerned that their
genetic information will not be kept confidential and will be used by insurers to discriminate
against them. Information about research participant's genetic comp051tlon must be protected
from misuse. :

Participants in Dr. Barbara Weber's research program on breast cancer worry a great deal
about genetic discrimination‘. She and her coworkers in Pennsylvania are trying to understand
how to keep women with breast cancer gene mutations healthy by studying them closely for
several years. But nearly one-third of the hugh-nisk people Dr. Weber invites into the study refuse
because they fear discrimination and/or a loss of privacy. So strong is the fear of misuse of
genetic information obtained in research programs that many physician-researchers leave genetic
test results out of the study medical record or wamn study participants not to give the information
to their private physicians. . In some instances, patients and/or their providers may be forced to tell
outright lies about genetic test results.



 In genetic testing studies at the NIH, nearly 32 percent of eligible people offerqd a test for
breast cancer risk decline to take it. The overwhelming majority of those who refuse cite
concerns about health insurance discrimination and loss of privacy as the reason.

In an ongoing study, researchers are assessing individuals who have already had cancer
and their families. Because individuals who have had caricer have already been categorized as a
high risk by insurers, participants in this study are somewhat less concerned about the potential
for health insurance discrimination. The vast majority of individuals invited to have genetic
testing as a part of the research project have agreed to be tested. Those who have opted not to be
tested state that knowledge of how this information might be used was a determining factor.

The Need for Legislation

In 1995, the National Action Plan on Breast Cancer (INAPBC, coordinated by the US
Public Health Service Office on Women's Health) and the NIH-DOE Working Group on Ethical,
. Legal and Social Implications of Human Genome Research (ELSI Working Group) tackled the
issue of genetic discrimination and health insurance. This effort built on the ELSI Working
Group's long standing interest in the privacy and fair use of genetic information and the NAPBC's
mandate to address priority issues related to breast cancer. The following recommendations®
were published and made available to state and federal policy makers:

. Insurance providers should be prohibited from using genetic information, or an individual's
request for genetic services, to deny or limit any coverage or establish eligibility,
' continuation, enrollment or contribution requirements.

> Insurance providers should be prohibited from establishing differential rates or premium
payments based on genetic information, or an individual's request for genetic services.

> Insurance providers should be prohibited from requesting or requiring collection or
disclosure of genetic information.

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

In developing these recommendations, the NAPBC and ELSI Working Group developed
the following definitions: "Genetic information” refers to information about genes, gene products
or inherited characteristics that may derive from the individual or a family member.



The term "insurance provider" refers to an insurance company, employer, or any other
entity providing a plan of health insurance or health benefits including group and individual health
plans whether fully insured or self-funded.

These recommendations would prevent insurers from having access to genetic
information, from being able to misuse this information, and from disclosing it to others.

State Initiatives

- Today, 19 states have enacted laws to restrict the use of genetic information in health
insurance. These range from very narrow prohibitions in earlier legislation (e.g., Alabama in 1982
prohibited insurers from denying coverage because an applicant had sickie cell anemia) to fairly
comprehensive prohibitions with strong privacy protections in more recent legislation (e.g.,
Wisconsin in 1991, New Jersey in 1996, and California in 1994, 1995, and 1996)°. Since January
of this year at least 31 states have introduced legislation to prohibit genetic discrimination in
insurance’. The large volume of legislative activity at the state level is a positive indication of the
level of concern about this important issue. '

A law passed in Arizona this year prohibits health and disability insurers from rejecting an
application or determining rates, terms or conditions on the basis of a genetic condition and
prohibits requiring the performance of a genetic test without written informed consent. Governor
Symington signed the bill into law in spite of threats by the insurance industry to leave the state.

The Tlinois Legislature passed the Genetic Information Privacy Act in May, 1997. The
Act is currently pending approval by the governor. The Act prohibits insurers from seeking
genetic information derived from genetic testing and from using genetic testing information for
nontherapeutic purposes. This bill was originally introduced by Representative Moffitt at the
request of an ovarian cancer survivor whose mother and grandmother had died of ovarian cancer.
This constituent wanted to be tested for BRCA1 in order to help her daughters and grand-
daughters. Her doctor warmed, however, that if she tested positive, she and members of her
famxly could lose heaith care coverage. Based on that threat, she chose not to be tested. (She has
since been tested anonymously and tested negative.)

Why State Law Is Not Enough

The current patchwork of state legislative approaches does not provide a comprehensive
solution to genetic discrimination in health insurance.



First, private sector employer-sponsored health plans that provide benefits for employees
and their dependents through self-funded arrangements are generally exempt from state insurance
laws pursuant to the Employee Retirement Income Security Act (ERISA) preemption. Thus,
even if states enacted legislation modeled on the NAPBC-ELSI Working Group recommenda-
tions, approximately 125 million people, nearly one-half of all Americans, covered by such self
funded plans would not be protected.

Second, with the exception of a few states, these laws focus narrowly on genetic tests
rather than more broadly on genetic information generated by family history, physical
examination, or the medical record. Although insurers are prohibited from using the results of a
chemical test of DNA, or the protein product of a gene, they may still use other physical/
physiological (phenotype) indicators, pattern of inheritance of genetic characteristics, or even a
request for genetic testing as the basis for discrimination. Thus, meaningful protection against
genetic discrimination requires that insurers be prohibited from using all information about genes,
gene products, or inherited characteristics to deny or limit health insurance coverage. '

HIPAA Szgmﬁcant Steps But Serious Gaps

In 1996, Congress enacted a law, called The Health Insurance Portability and
Accountability Act (HIPAA), which took a significant step toward cxpandmg access to health
insurance. But HIPAA doesn’t go far enough. Americans ~re =4I "% .05 unprotected by federal
law against insurance 1aic iuncs vased on genetic information and agamst unauthorized people or
institutions having access to the genetic information contained in their medical records. HIPAA
includes genetic information among the factors that may not be used to deny or limit insurance
coverage for members of a group plan. Further, HIPAA explicitly excludes genetic information
from being considered a preexisting condition in the absence of a diagnosis of the condition
related to such information. The law specifically uses the broad, inclusive definition of genetic
information recommended by the NAPBC-ELSI Working Group. Finally, HIPAA prohibits
insurers from charging onc individual a higher premium than any other “similarly situated™
individual in the group. !

These steps towards preventing discrimination based on genetics are significant, but
HIPAA left several serious gaps that can now be closed by Administration-supported legislation.
First, the protections in HIPAA do not extend to the individual health insurance market. Thus,
individuals seeking coverage outside of the group market may still be denied access to coverage
and may be charged exorbitant premiums based on genetic information. While only approximately
5 percent of Americans obtain health insurance outside the group market today, many of us will,
at some point in our lifctime, purchase individual health insurance coverage. - Because genetic
information persists for a lifetime and may be transmitted through generations, people who are
now in group plans are concerned about whether information about their genes



may, at some point later in their life, disallow them from being able to purchase health insurance
outside of the group market.

Second, while HIPAA prohibits insurers from treating individuals within a group
differently from one another, it leaves open the possibility that all individuals within a group could
be charged a higher premium based on the genetlc information of one or more members of the

group.

" Finally, HIPAA does nothing to limit an insurer’s access to or release of genetic
information. No federal law prohibits an insurer from demanding access to genetic information
contained in medical records or family history or requiring that an individual submit to a genetic .
test. In fact, an insurer can demand that an individual undergo genetic testing as a condition of
coverage. Further, there are no restrictions on an insurers’ release of genetic information to
others. For example, at present, an insurer may release genetic information, and other health-
related information, to the Medical Information Bureau which makes information available to
other insurers who can then use it to discriminate. Because genetic information is personal,
powerful, and potentially predictive, it can be used to stigmatize and discriminate against people.

- Genetic information must be private.

Congressional Initiatives

Congressional interest in securing health insurance protection for genetic information is
strong and bipartisan. Senator Hatfield and Representative Stearns introduced the first bill on
genetic discrimination in health insurance and employment in November 1995. Twelve bills
addressing genetic information access and/or use were introduced in the 104th Congress. Many
of these bills are being remtroduoed in the current Congress

Representative Solomon (R-NY) mtroduoed H.R. 328, Genetic Information Health
Insurance Nondiscrimination Act of 1996. This bill was rewritten to close the “loopholes” in
HIPAA by addressing discrimination in the individual health insurance market, but it does not
prohibit rate increases in the group health insurance market. '

Genetic Confidentiality and Nondiscrimination Act of 1997 (S. 422) introduced by
Senator Domenici (R-NM) is a broad bill that seeks to address privacy and fair use of genetic
information in many settings. The bill includes a title that would prohibit health insurers from
using genetic information that follows the NAPBC-ELSI Working Group recommendations.
However, this bill refers only to “any molecular genetic information about a healthy individual or a
healthy family member..." rather than the broader definition of genetic information that includes
family history. ' ‘

The Genetic Information Nondiscrimination in Health Insurance Act of 1997 (H.R. 306)
introduced by Representative Slaughter (D-NY) most closely tracks the recommendations made



by the NAPBC-ELSI Working Group. This bill successfully closes the “loopholes™ in HIPAA by
prohibiting rate increases in the group health insurance market based on genetic information,
prohibiting the use of genetic information in the individual health insurance market, and placing
restrictions on the collection and disclosure of genetic information by insurers. As of July 1,
1997, H.R. 306 had 132 co-sponsors and 67 supporting groups. The Senate companion bill, The
Genetic Information Nondiscrimination in Health Insurance Act of 1997 (S. 89), was introduced
by Senator Snowe (R-ME).

Recommendations for Federal Legislation

On May 18, 1997, President Clinton, in his commencement address at Morgan State
University, urged “Congress to pass bipartisan legislation to prohibit insurance companies from
using genetic information to determine the premium rate or eligibility of Americans for health
insurance.”

The Administration is proposing that Congress pass a law to ensure that the discoveries
made possible by the Human Genome Project are used to improve the health of Americans and
not used by health insurers to discriminate against individuals, families, or groups. The
Administration recommends that the law build on the effort begun under HIPAA and encompass
the NAPBC-ELSI Working Group's recommendations that seek to prevent health insurers from
having access to genetic information, from being able to misuse this information, and from
disclosing genetic information to others. -

The bill should build on HIPAA and extend protection to insurance applicants and
participants in four ways. It shoqld --

. Explicitly prohibit health insurers from varying the rate charged to a group based on - -
genetic information pertaining to one or more group members. This would expand the
prolubition in HIPAA against using genetic information to vary the premium rates of an
individual in a group plan.

»  Prohibit insurers in the individual market from requesting or requiring genetic information
from an individual, except where the information relates to a disease or condition for .
which the individual or dependent has been positively diagnosed, and prohibiting insurers
from requiring individuals to undergo genetic testing.

» Prohibit insurers in the individual market from using genetic information in the absence of
a diagnosis of disease to deny, limit or vary coverage or to set rates.

> Protect the privacy and confidentiality of genetic information by prohibiting insurers from
releasing this information for nontreatment purposes without the prior authorization of the
individual. This would impose restrictions on the disclosure of genetic information to



other insurers, to plan sponsors, and to other entities regulated by State insurance laws
including life, disability, and long-term care insurers. It would also prohibit insurers from
releasing genetic information to the Medical Information Bureau or any other entity that
collects, compiles, or disseminates insurance information.

HIPAA does acknowledge that protections concerning access to and release of health
information, including genetic information, were not provided in the law itself and directs the
Department of Health and Human Services (DHHS) to develop recommendations to protect the
privacy of health information. Currently, DHHS is preparing recommendations on privacy
protections for all individually identifiable health information, including genetic information, as
required by HIPAA. Congress may in the future enact legistation that would provide protections
for personally identifiable health information in general. However, the public feels especially
concerned about the unique properties of genetic information - its predictive nature, its
fundamental linkage to personal identify and kinship ties, its history of abuse, and the speed of
development of genetic technologies. Therefore, it is important to move forward with legislation
prohibiting health insurance discrimination and restricting health insurers’ use and dissemination
of genetic information. -

Conclusion

The technology of genetic testing offers great promise for better health. However, genetic
tests and genetic information can also be used to deny coverage or increase premiums. The
Administration strongly supports efforts to protect individuals from misuse of genetic information
by health insurers, while permitting providers and others who can positively use such information
to continue to use genetic information in ways that will enhance the treatment and care of
individuals.

We now have the opportunity to ensure that our social policy keeps pace with the
scientific advances made possible through biomedical research. The American people and the
Congress support protections against genetic discrimination in health insurance. Supporting the
principles put forth by the NAPBC-ELSI Working Group could ensure that increasing knowledge
about ourselves and our genetic heritage is used to benefit Americans, to improve their health and
well-being, and not to stigmatize or discriminate against them. ‘This is an issue that ultimately will
concern all of us. The universal principles of faimess and justice compel an urgent solution to this
growing problem.
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WASHINGTON, D.C.-—--Eleven international biotechnology organizations
have endorsed the Biotechnology Industry Organization's (BIO) policy statement regarding
penctic privacy, calling for strong protectioni against the misuse of personal medical
information including data derived from genetic diagnostic tests.

"This is an unprecedenied expression of concern by a globai industry for zhé
~ genctic privacy of every mdwidual said BIO Prcsxdent Carl B. Feldbaum. “it is our
intention and strong expeciation that this endorsement of genetic privacy contribute to the
rights and well-being of individuals all over the world, BIO intends to seek even broader
intermational consensus,” Feldbaum said, "in our cominuing efforts to gain 1egislati\?e support |
for genelic privacy here and abroad. It is obvious t the U.S. biotechnology industry that |
while our new diagnostics will bring health benefits to individuals worldwide, any pmems:u

misuse -- to discriminate or sligmatize -~ should be prohibited wherever our products are
sald. | | | ‘

Also, BIO has informed President Clinton through White House statf of this e
global statement and will enlist White House as well as congressional support. Recall that in.
his commencement speech at Morgan State University on May 19, President Clinton said that

‘none of our discoveries (from science) should be used to label or discriminate against any
~ group or individual.’

(more)
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*Clinton added tha *genetic testing has the potential 1o identify hidden -
inherilod tendencies toward disease and spur early treatment, Bug that information could also
be used, for cnmple by insurance companies ang others to discriminate against and
sigmatize people.’ ’

*We wholeheartedly agree,* said Peldbaum.

~ On September 18, 1996, the BIO Board of Directors apptoved a policy
statement regarding genetic privacy on behalf of BIO's 720 member companies, state |
organizations and educational institutions. The statement stresses that individuals must be
treated with Tespect in the way their personal medical and genetxc mformanon is acquired and

~ used. It points out that genetic testing provides important opportunities 0 improve human
heaith.

These tasts can be used to diagnose the presence of disease. Equally, they can
pmvida information that can be used to reduce the risk of future disease and enable ealier
and more effective treatment if and when disease occurs. These tests can advise doctors that
patients may need changes in their diet ar more exercise. The statement also highlights the

- need Lo protect the privacy of, and safeguard against misuse of, all personal medical’
information, regardless of the method by whi;:h,it is obtained. |

A number of legi slative propo:als designed to protcct against genetic
~ discrimination have already been introduced in the U.S, Congress and several state-
 legislatures. Semator Pete Domenia (R-NM) currently has a genetic privacy bill, but its

scope of protection needs to be broadened to mclude all medical in formanon, not just genetic
"information, Feldbaum pamla! out

(more)
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“So much of what our industry does {s dedicated t improving the quality of
life for all people. It is only natural that we speak out in favor of protection for the rights of -
each person, particularly when the application of biotechnology is involved,” said Feldbaum.

The 11 International organizations that expresséd their official support for
BIO's policy statement regarding genetic privasy are: the Advanced Blotechnology Center
(ttaly), the All India Biotech Association, the Australian Biotech Association, the Beigian

Biolndustries Association, the Biominas Foundation (Brazil), the Genetic Engineering

Biotechnology Rescarch Institute (Egypt), the Hong Kong Institute of Biotechnology Ltd., the
Mexican Assoclation of Biotechnology Firms, the Mongolian Biotechnology Association, the

National Steering Committes for Biotechnology (Israel), and the New Zealand Biotechnology

- The Biotechnology Industry Qrganization (BIO) represents over 720
blotachnology companies, academic institutions, and statc biotechnology centers in 47 states

| ~ and more than 20 nations. BIO members are involved in the research and development of '

health care, agricultural and environmental biotechnology products.
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