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INTRODUCTION

The completion of the human genome map in 2003 generated
expectations of new understanding of a broad range of diseases and
potential cures and treatments.' Commercially available genetic tests
are proliferating rapidly and are already available for more than 1,500
diseases in 1,254 clinical laboratories, with an estimated 1,000 more
moving through the clinical testing phase.' Technological advances in
genetic sequencing raise the real possibility that within the next 10
years the cost of compiling an individual's complete genome will be
driven down to $1,000 or less.3 While current genetic procedures are
now applicable to about 2% of the general population, novel applications of existing technologies and new techniques in development for
common disorders such as heart disease, diabetes, asthma, and mental
illnesses could have implications for more than 60%.'
This growing knowledge of humans' genetic makeup and employers' potential access to it have accentuated longstanding concerns
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of Michael Schrier, Darin Bartram, Kerry Sorvino, John Herbert, and Glenn Busch for their help
in reviewing drafts of this article. © Daniel Schlein (2008)
1 See, e.g., Press Release, U.S. Dep't of Health & Human Servs., Nat'l Insts. of Health,
International Consortium Completes Human Genome Project (Apr. 14, 2003), available at
http:l/www.nih.gov/news/pr/apr2003/nhgri-14.htm.
2 SEC'Y'S ADVISORY COMM. ON GENETICS, HEALTH & Soc'Y, U.S. DEP'T OF HEALTH &
HUMAN SERVS., U.S. SYs. OF OVERSIGHT OF GENETIC TESTING: A RESPONSE TO THE CHARGE

OF THE SECRETARY OF HEALTH AND HUMAN SERVICES 39 (2008), available at http://www4.
od.nih.gov/oba/SACGHS/reports/SACGHS-oversight-report.pdf; Nat'l Office of Pub. Health
Genomics, Genetic Testing (2007), http://www.cdc.gov/genomics/gtesting.htm. The U.S. Food
and Drug Administration has only formally approved several dozen types of genetic tests.
3 The Threat of Genetic Discriminationto the Promise of PersonalizedMedicine: Hearing on
H.R. 493 Before the Subcomm. on Health of the H. Comm. on Ways & Means, 110th Cong.
(2007) (statement of Francis Collins, Dir., Nat'l Human Genome Research Inst., U.S. Dep't of
Health & Human Servs.), available at http://www.hhs.gov/aslltestify/2007/03/t2OO70314a.html.
4 SEC'Y's ADVISORY COMM. ON GENETICS, HEALTH, & SOC'Y, supra note 2, at 60.
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about discrimination in hiring, firing, or assigning workers to specific
jobs and the likelihood that employers may avoid hiring those who
they believe are likely to create extra costs in the form of sick leave,
resignations, or early retirements.' Similarly, some are anxious over
the possibility that an insurer might use genetic data as a factor in
deciding whether to grant, extend, or increase health coverage for a
current or prospective policyholder.6 This apprehension reflects the
widespread perception that the science of genomics has advanced
more rapidly than the law has been able to adapt, an issue compounded by varying approaches taken at the state and federal levels
for safeguarding the privacy of individually identifiable genetic data.7

The resulting uncertainty has threatened to undermine the promise of
preventative medicine and personalized gene therapy if patients, consumers, job applicants, and employees avoid testing for fear that the
results could be used to raise insurance premiums, deny coverage alto-
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2 (2001), available at http://digitalcommons.ilr.
cornell.edu/key-workplace/27/ (follow "Download" hyperlink).
6 Id. Although the definition of genetic data varies among states and federal law, it is
generally understood to include at a minimum the results of an individual's genetic tests, including analysis of DNA, RNA, chromosomes, or proteins. 29 U.S.C. § 1191b(d)(6) (2008). Because
manifested genetic disorders in family members or relatives can also be used as a factor in
assessing the likelihood that a tested individual may manifest the same disorder, the definition
also generally encompasses family medical records that may reveal inherited characteristics that
are medically or statistically associated with an increased risk of developing illness. Id. Many
state laws share these definitions. See, e.g., CAL. Gov'T CODE § 12926(h)(2)(A)-(B) (2005);
CONN. GEN. STAT. § 46A-60(11) (2004); FLA. STAT. § 627.4301(1) (2008).
7 In reviewing the need for comprehensive federal legislation in 2007, a congressional committee report noted that "[f]ears about the possible misuse or unauthorized disclosure of genetic
information appear to adversely impact the desire of individuals to participate in genetic
research. Such fears also extend to clinical practice, discouraging both patients and providers
from taking full advantage of genetic tests and technologies." H.R. REP. No. 110-28, pt. 3, at 28
(2007). Numerous reports reflect public skepticism over the perceived adequacy of protections
governing how genetic data may be acquired and used prior to the passage of federal legislation
specifically addressing it. See, e.g., Amy Harmon, Congress Outlaws Bias Based on Genetic Profile, N.Y. TIMES, May 2, 2008 at Al (noting that "[d]octors say a fear of discrimination on the
part of patients has prevented thousands at risk of genetic disease from taking advantage of tests
that might help them make better health care choices"). A review by several federal agencies in
1998 found that federal protections in place at that time were scant, narrow in scope, and generally arose incidentally in the context of addressing other forms of workplace discrimination.
While it acknowledged growing concern at the state level, the report characterized the legislative
initiatives that resulted as variable in coverage, protections afforded, and enforcement schemes.
DEP'T OF LABOR ET AL., GENETIC INFORMATION AND THE WORKPLACE (1998), available at
http:/www.genome.gov/10001732.
RELATING TO DISCRIMINATION
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to make adverse decisions about their
gether, or prompt employers
8
ability to do their jobs.
To narrow this gap between the law and science of genomics, on
May 21, 2008, President Bush signed into law groundbreaking legislation titled the Genetic Information Nondiscrimination Act ("GINA"),
intended to address many of the medical and legal concerns the current state of genetic research raises.9 GINA amends a variety of statutes, including the Public Health Service Act, the Social Security Act,
and the Health Insurance Portability and Accountability Act of 1996
("HIPAA"), to impose uniform obligations applicable to public and
private sector employers, employment agencies, and labor organizations, as well as to group and individual plan health insurers." The
Act makes genetic discrimination an unlawful employment practice
under federal law and regulates how employers may use and store
genetic information." It also limits how health insurers may use
genetic information in making decisions about plan enrollment and in
adjusting premiums, and it prevents them from asking or requiring
actual or prospective insureds to undergo genetic tests. 12 GINA
shares with other civil rights statutes an anti-retaliation provision, providing further protections to employees and insureds. 3
For a complete understanding of the new federal legislation, it is
beneficial to understand the preexisting legal protections surrounding
genetic privacy, in part because GINA is intended to eliminate
existing gaps in coverage and ambiguities in the disparate statutes,
8 Amy Harmon, Fear of Insurance Trouble Leads Many to Shun or Hide DNA Tests, N.Y.
TIMES, Feb. 24, 2008, at Al, 2008 WL 3619695 (noting that some patients who could make more
informed health care decisions if they knew whether they had inherited an elevated risk of disease refuse to do so because of the potentially dire economic consequences of disclosure of their
test results). Congressional hearings examining the need for greater regulation of genetic data
over the past decade appeared to validate the view that accessibility and dissemination of genetic
data warranted greater regulatory scrutiny. For example, a 2003 report of the Senate Health,
Education, Labor, and Pension Committee observed that testimony from several sources established that "many non-specialists regard the presence of a genetic mutation as an unalterable
prediction that a person will manifest the disorder associated with that mutation, rather than
simply one of many factors affecting health." S. REP. No. 108-122, at 6 (2003).
9 Press Release, The White House, President Bush Signs H.R. 493, The Genetic Information Nondiscrimination Act of 2008 (May 21, 2008), http://www.whitehouse.gov/news/releases/
2008/05/20080521-7.html.
10 Genetic Information Nondiscrimination Act of 2008, Pub. L. No. 110-233, 122 Stat. 881
(2008).
11 Id. §§ 201-213, 122 Stat. at 905-920.
12 Id. §§ 101-106, 122 Stat. at 883-905.
13 Id. § 207(f), 122 Stat. at 917.
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administrative interpretations, and regulations that affect health insurance coverage and employment rights. GINA's potential impact on
employers and health insurers is also best understood in the context of
other federal laws because Congress has chosen to use current
enforcement mechanisms to regulate the activities of employers and
healthcare-related entities. Part I of this Article canvasses popular
perceptions and use of genetic testing in the workplace and in the consumer market. Part II examines the legal landscape regarding genetic
information prior to GINA's passage under federal law, including the
Americans with Disabilities Act (ADA) and the Civil Rights Act of
1964, as well as the panoply of state laws that attempt to address the
use of genetic data in the workplace or for health insurance eligibility
purposes. An overview of federal and state law shows significant gaps
in protections governing the accessibility and use of genetic data.
The ADA, for example, could be interpreted to permit an
employer to obtain significant amounts of genetic data at the preemployment stage, arguably would not protect an employee with a latent
genetic illness from discrimination in the post-hire period, and provides few guidelines on how an employer may use the biological data
it collects. Accordingly, Part III examines GINA's provisions in detail
and describes how the new law supersedes, modifies, or supplements
preexisting statutes or regulations. Finally, a concluding review of
GINA's deficiencies suggests that while GINA is a valuable step in
establishing uniform protections in insurance and employment, it represents an imperfect and incomplete solution to the societal problems
that advances in genetic testing might create.

I.

INCREASED AVAILABILITY OF GENETIC TESTING AND ITS
IMPLICATIONS

Genetic testing in the workplace is usually conducted to screen or
monitor employee health.14 Genetic screening occurs when an
employer or healthcare provider uses medical examinations that are
intended in whole or in part to detect genetic abnormalities or anomalies for diagnostic or therapeutic purposes, or for genetic counseling or

14 OFFICE OF TECH. ASSESSMENT, GENETIC MONITORING AND SCREENING IN THE WORK-

PLACE 3 (1990), available at http://govinfo.library.unt.edu/ota/Ota_2/DATA/1990/9020.PDF.
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education. 5 Genetic screening is thus a predictive tool to assess the
likelihood that an otherwise healthy individual might develop an ill16
ness in the future.
Genetic monitoring, in contrast, is the periodic medical examination of employees to evaluate whether any of their genes have undergone modification through chromosomal damage or molecular
mutation as the result of exposure to toxic workplace substances.17
Periodic evaluations are intended to help an employer identify, assess,
and respond to the effects of workplace toxins on susceptible
employee populations and to control or limit exposure to them if possible. 8 Monitoring helps pinpoint risks for an exposed group as well
as for individuals, aids in prioritizing evaluations of safety and health
practices, and facilitates detection of previously unknown hazards.' 9
Although there have so far been relatively few confirmed cases of
insurance or employment discrimination based on a person's genes,
surveys and media reports consistently suggest that the public remains
very wary of the possible misuse of their medical data. For example, a
2007 survey of over 1,000 adults by the Johns Hopkins University's
Genetics and Public Policy Center revealed that 93% of respondents
thought employers and insurance companies should not have access to
predictive genetic test results. 20 A separate 1999 survey of cancer
genetics specialists disclosed that 68% of respondents would not
inform their insurers if their own tests revealed a specific variant of
15 U.S. EQUAL EMPLOYMENT OPPORTUNITY COMM'N, POLICY GUIDANCE ON EXECUTIVE
ORDER

13145: To

PROHIBIT DISCRIMINATION

IN FEDERAL EMPLOYMENT BASED ON GENETIC

INFORMATION (2000), available at http://www.eeoc.gov/policy/docs/guidance-genetic.html.
16 Amber Trivedi, Securing Genetic Information: A New Challenge for HIM Professionals,
77 J. AM. HEALTH INFO. MGMT. ASS'N 56 (2006). The two most common screening methods in

the employment setting are (1) biochemical genetic screening, which consists of sampling blood
or tissue for analysis of mutant genes detectable by the presence of altered proteins or enzymes;
and (2) direct examination of an employee's DNA. Melinda B. Kaufmann, Genetic Discrimination in the Workplace: An Overview of Existing Protections,30 LOY. U. CHI. L.J. 393, 398 (1999).

In addition, consumers now have available a variety of genetic tests to aid in the diagnoses of
current ailments.
17 U.S. EQUAL EMPLOYMENT OPPORTUNITY COMM'N, supra note 15.
18 OFFICE OF TECH. ASSESSMENT, supra note 14, at 4.
19 Paul A. Shulte & D. Gayle DeBord, Public Health Assessment of Genetic Information in
the OccupationalSetting, in NAT'L OFFICE OF PUB. HEALTH GENOMICS, CENTERS FOR DISEASE

11 (Muin J.
Khoury et al. eds., 2000), available at http://www.cdc.gov/genomics/trainingfbooks/21stcent2d.
htm#Chapter11.
20 Genetics and Public Policy Center, Genetic Privacy and Discrimination, http://
www.dnapolicy.org/policy.privacy.php. (last updated Apr. 2008).
CONTROL & PREVENTION, GENETICS AND PUB. HEALTH IN THE 21ST CENTURY Ch.
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colorectal, breast, or ovarian cancer, while 26% said they would use
an alias when being tested. 2' And in a national telephone survey of
over 1,000 people, 63% of respondents said they would not submit to
genetic tests if the results were accessible to employers or health
insurers.22
In 2001, the American Management Association surveyed the
medical practices of 1,627 employers and found that 68% of major
American firms had policies mandating medical examinations either
for new hires, current employees, or both.23 The primary reasons
respondents cited for mandatory testing were to evaluate fitness for
duty and to screen for illegal substance abuse.24 Approximately 3% of
companies responded that they tested for breast and colon cancer,
1.3% tested for sickle cell anemia, and less than half of one percent
tested for Huntington's Disease, an inherited disorder. One percent
reported using sickle cell tests in hiring, assigning, reassigning, retaining, or dismissing employees, while less than 1% reporting doing so
for Huntington's Disease. Over 20% of respondent employers
inquired into the family medical histories of new or established
employees, and 5.5% used that information in making employment
decisions.
To date, a dearth of publicly available data addressing the extent
to which companies have added genetic makeup to their lists of protected categories in their Equal Employment Opportunity ("EEO")

21 Ellen T. Matloff et al., What Would You Do? Specialists' Perspectives on Cancer Genetic
Testing, ProphylacticSurgery and Insurance Discrimination, 18 J. CLIN. ONCOL. 2484-92 (2000),
available at http://jco.ascopubs.org/cgi/content/full/18/12/2484. Moreover, approximately onefourth of cancer genetics counselors stated that they would not submit charges for genetic testing
to their insurance companies out of concern that their future insurability would be compromised,
their children might suffer discrimination, and legal protections were inadequate. Id. See also
JONES, supra note 5, at 9-10 (citing several other studies as well).
22 DEP'T OF LABOR ET AL., GENETIC INFORMATION AND THE WORKPLACE (1998), available
at http:/www.genome.gov/10001732. The report also noted that a multi-year Pennsylvania study
designed to understand how to preserve the health of women with breast cancer gene mutations
found that almost one-third of high-risk women declined to participate in the study because of
fear of discrimination or loss of privacy. Id. Another study of 332 people who belonged to
support groups for families with genetic disorders suggested most would not reveal their own
genetic information to their employers. Id.
23 AM. MGMT. Ass'N, 2001 AMA SURVEY ON WORKPLACE TESTING: MEDICAL TESTING 1,
5 (2001).
24 Id.

25 Id.

at 2.
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policies suggests few have done

SO.

26

Meanwhile, personalized genetic

testing services are proliferating, providing consumers with direct
access to their genetic information without any health care

intermediaries. 27 Among the growing number of private firms providing these services to consumers, some have adopted privacy policies

that evince recognition of the public's sensitivity and perceived need
for safeguards.28
Nonetheless, an uncertain legal climate combined with improved
scientific techniques generates worrisome public policy consequences.

Direct marketing of genetic tests through the internet or other channels eliminates the traditional doctor-patient relationship even as the
increasingly common practice of storing individually identifiable
genetic samples generates increased risk of damaging privacy disclosures. 29 Concern about the misuse of biological data has provided an

incentive for patients, consumers, prospective hires, and employees to
obtain their own personalized genomic analyses to prevent employers
or insurers from gaining knowledge that could detrimentally affect
their health insurance coverage or employment. From a personal
26 One notable exception is IBM, which in October 2005 revised its policy by formally
committing to refrain from using genetic information in its employment decisions. Steve Lohr,
IBM to Put Genetic Data of Workers Off Limits, N.Y. TIMES, Oct. 10, 2005, at C1, available at
http://www.nytimes.com/2005/10/10/business/10gene.html. In announcing the policy change,
IBM's Chairman noted that employees and their family members remained free to share their
medical data in order, for example, to facilitate participation in corporate wellness programs. Id.
27 Anna Wilde Mathews, Which Genetic Tests are Really Worth Getting?, WALL ST. J., May
1, 2008, at D1, available at http://online.wsj.comlpublic/article/SB120960715396558293.html?mod
=2_1566_leftbox. Most direct-to-consumer genetic tests range in expense from $1,000 to $2,500.
Shirley S. Wang, Genetic-Testing Firm to Disclose Data Standards, WALL ST. J., April 8, 2008, at
D6, available at http://online.wsj.com/article/SB120761562200496765.html?mod=yahoohs&ru=
yahoo. For example, the firm 23andMe offers to decode a portion of a customer's genome for
$1,000. MICHAEL RUGNETrA, JOHNATHAN RUSSELL & JONATHAN D. MORENO, CTR. FOR AM.
PROGRESS, GENETIC NON-DISCRIMINATION: POLICY CONSIDERATIONS IN THE AGE OF GENETIC

MEDICINE 4 (2008), available at http://www.americanprogress.org/issues/2008/04/pdf/gina-report.
pdf. However, other providers offer more comprehensive and costly services. One entrant in
the market, DNADirect, Inc., currently offers 17 condition-specific tests of varying cost, and
Knome, Inc., claims to be able to sequence an entire genome for $350,000. Id.
28 For example, Navigenics has pledged that it will not reveal or publish specifically identifiable genetic data or phenotype information to any third party except as required to provide
services requested by the consumer or by law. Navigenics, Privacy Policy, http://www.navigenics.
com/policies/Privacy (follow "Privacy" hyperlink). Affymetrix, a manufacturer of chips used in
DNA analysis, has made a similar statement. Affymetrix, Outreach: Ethical Principles, http://
www.affymetrix.com/about-affymetrix/outreach/ethics-policy/ethics-policy.affx#1-3.
29 Patricia A. Roche & George J. Annas, DNA Testing, Banking and Genetic Privacy, 355
NEw ENG. J. MED. 545, 545-46 (2006), available at http://content.nejm.org/cgi/reprint/355/6/
545.pdf.
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health standpoint, genetic tests that might otherwise be useful in diagnosing, treating, forestalling, mitigating, or perhaps even preventing
serious illness may become meaningless to the extent that consumers
and patients avoid them out of concern for the possible repercussions
if their test results were disclosed to third parties.
II.

OVERVIEW OF RELEVANT STATUTES

The accessibility, use, and disclosure of genetic information are
governed by a variety of federal, state, and, in some cases, local statutes and regulations. At the federal level, the most significant standards, apart from the recently enacted GINA, are found in the ADA,
the Family and Medical Leave Act ("FMLA"), Title VII of the Civil
Rights Act of 1964 ("Title VII"), Executive Order 13145, the Health
Insurance Portability and Accountability Act of 1996 ("HIPAA"), and
the Occupational Safety and Health Act ("OSH Act"). Multiple state
laws also regulate the use of genetic data in the workplace and insurance settings. This section examines each of these sources in turn.
A.

FederalLaw

Federal law provides specific rules for collecting and disseminating employees' genetic information. The ADA and the FMLA regulate the extent to which employers may obtain or request information
about an employee's health status, implicating issues surrounding
genetic screening. While Title VII does not directly address genetic
discrimination on its face, it has been judicially interpreted as having
some relevance as a tool to combat new forms of invidious treatment
in the workplace on the basis of an employer's knowledge of an
employee's genetic makeup.3" Federal employees have long enjoyed
significantly greater protections than their private sector counterparts
as a result of Executive Order 13145, which regulates the use of
genetic data by executive departments and agencies. In addition, the
Occupational Health and Safety Administration's role in safeguarding
workers against mutagens or other toxic compounds in the occupational context has invariably raised questions about the permissibility
and desirability of genetic monitoring under the OSH Act. Outside
the employment context, HIPAA is the major source of law governing
30 Norman-Bloodsaw v. Lawrence Berkeley Lab., 135 F.3d 1260 (9th Cir. 1998), discussed
in detail in Part II.3.a infra.
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whether and how group health insurers may obtain or consider
genetic data in granting or renewing health insurance coverage.
1. The Americans with Disabilities Act
The Americans with Disabilities Act bars a covered employer
from discriminating against qualified disabled individuals who can
perform their essential job functions with or without reasonable
accommodation.3 1 The ADA defines disability as: (1) a physical or
mental impairment that substantially limits one or more major life
activities; (2) a record of having such an impairment; or (3) merely
being regarded as having such an impairment. 32 This last prong provides for protection in situations where an employer perceives an
employee or prospective hire as having a qualified disability even if
that employee is not actually impaired. A person is "regarded as"
disabled if his employer "mistakenly believes that [the] person has a
physical impairment that substantially limits one or more major life
activities" or "mistakenly believes that an actual, nonlimiting impairment substantially limits one or more major life activities. ' 33 Where
working is the major life activity involved, a litigant must show that an
employer regarded him or her as having an impairment that substantially limits one's ability to perform a broad range of jobs rather than a
single position, and that the employer's mistake was based on myth,
fear, stereotypes, and other attitudinal barriers about disability,
including qualms about productivity, safety, insurance, liability,
attendance, accessibility, and acceptance by co-workers and the
34
public.
a.

Regulatory and Judicial Interpretationof the ADA

In 1995, the federal Equal Employment Opportunity Commission
("EEOC" or "Commission") issued potentially significant interpretive
guidance to the ADA, opining that the law was broad enough to
31 42 U.S.C. §§ 12111(8), 12112(a) (2006). The ADA defines a covered employer as "a
person engaged in an industry affecting commerce who has 15 or more employees for each working day in each of 20 or more calendar weeks in the current or preceding calendar year, and any
agent of such person." Id. § 12111(5)(A) (2006).
32 Id. § 12102(2)(A)-(C) (2006).
33 Sutton v. United Air Lines, Inc., 527 U.S. 471, 489 (1999).
34 U.S. EQUAL EMPLOYMENT OPPORTUNITY COMM'N, COMPLIANCE MANUAL § 902.8
(2008), available at http://www.eeoc.gov/policy/docs/902cm.html. See also Doebele v. Sprint/
United Mgmt. Co., 342 F.3d 1117, 1133 (10th Cir. 2003) (quoting McKenzie v. Dovala, 242 F.3d
967, 971 (10th Cir. 2001)).
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encompass a claim of genetic discrimination." The EEOC reasoned
that discrimination against an outwardly healthy worker based on
knowledge that the employee has a hereditary predisposition to
develop an illness, disease, or disorder is the same as discriminating
against an employee merely because he is regarded, correctly or not,
as having an ADA-covered disability.3 6 For example, in its Compliance Manual analysis of the term "disability," the Commission
includes an example where an employer withdraws a job offer after
learning that the applicant has a genetic profile reflecting an elevated
risk for colon cancer.37 In the hypothetical, the employer has concerns
about productivity, attendance, and health insurance costs and takes
adverse action against the employee because of those concerns. 38 In
that instance, the EEOC would conclude that the employer treated
the employee as substantially limited in a major life activity and that
the individual would be39covered under the "regarded as" prong of the
definition of disability.
In 2001, the EEOC applied this interpretation of the ADA by
filing suit against the Burlington Northern Santa Fe Railroad over its
mandatory practice of testing its employees for a rare genetic condition that could manifest itself as carpal tunnel syndrome.4 ° Although
Burlington Northern claimed that its tests were designed to determine
if workers' repetitive stress injuries arose from their jobs, it did not
inform its employees that their medical examinations included genetic
screening.4 In May 2002, the parties reached a settlement through
voluntary mediation for $2.2 million under which Burlington Northern
35 Genetic Information in the Workplace: Hearing Before the S. Comm. on Health, Education, Labor & Pensions, 106th Cong. (2000) (statement of Paul Steven Miller, Comm'r, EEOC),
available at http://www.genome.gov/10001390.
36 U.S. EQUAL EMPLOYMENT OPPORTUNITY COMM'N, supra note 34, § 902.8(a).
37 Id.
38 Id.

39 Id. Under this logic, an adverse employment decision based on family medical history
would yield the same result. It is also clear that an employer's experience with other employees
can create an erroneous perception of disability. See Heyman v. Queens Vill. Comm. for Mental
Health for Jamaica Cmty. Adolescent Program, Inc., 198 F.3d 68, 73 (2d Cir. 1999) (reversing
summary judgment for employer on ADA claim because reasonable jury could conclude that
employer regarded plaintiff as disabled based on its prior work experience with another
employee who had the same type of cancer as plaintiff, needed time off from work, and was
unable to complete his duties).
40 EEOC v. Burlington N. & Santa Fe Ry. Co., No. 02-C-0456, 2002 WL 32155386, at *1
(E.D. Wis. May 8, 2002).
41 Americans with DisabilitiesAct. EEOC, Railway Settle ADA-Based Genetic-Testing Case
for $2.2 Million, 16 No. 17 ANDREWs EMPLOYMENT LITIG. REP. 6 (2002).
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denied any violation of the ADA or any other form of workplace discrimination.4 2 As part of the settlement, the company agreed to cease
using genetic tests in its required medical examinations, provide
enhanced ADA training to its medical and claims personnel, and
ensure that senior management reviewed all significant medical policies and practices.4 3 Accordingly, as the court rendered no opinion,
the Burlington Northern case created no binding precedent.
As noted above, the standard of proof for an ADA claim under
the "regarded as" prong is significant and requires a showing that an
employer regards the employee as substantially limited in his or her
ability to work by finding the employee's impairment to "foreclose

generally the type of employment involved."'

Therefore, even under

the EEOC's approach, a plaintiff would have needed to prove that his
or her employer mistakenly believed that a genetic condition rendered
the plaintiff incapable of pursuing a broad class of jobs. Although the

courts normally pay deference to the agency's expertise in interpreting
the ADA, it is unclear in any event whether case law would have
developed to support its expansive interpretation that the ADA's
"regarded as" definition of disability prohibits an adverse employment action based on a genetic predisposition that may only manifest
itself at some future time.4 5

42 Press Release, EEOC, EEOC Settles ADA Suit Against BNSF for Genetic Bias (April
18, 2001), available at http://www.eeoc.gov/press/4-18-O1.html.
43 Press Release, EEOC, EEOC and BNSF Settle Genetic Testing Case Under Americans
with Disabilities Act (May 8, 2002), available at http://www.eeoc.gov/press/5-8-02.html; Id.
44 See Foreman v. Babcock & Wilcox Co., 117 F.3d 800, 806 (5th Cir. 1997), cert. denied,
522 U.S. 1115 (1998) (quoting Ellison v. Software Spectrum, Inc., 85 F.3d 187, 192 (5th Cir.
1996)). EEOC v. Woodbridge Corp. illustrates the materiality of this standard. EEOC v. Woodbridge Corp., 263 F.3d 812 (8th Cir. 2001). The Eighth Circuit found that defendant employer's
practice of screening prospective hires for abnormal wrist neurometric readings suggesting propensity to develop carpal tunnel syndrome did not violate the ADA's prohibition on discrimination against a perceived disability. Id. at 813-16. The EEOC could not show that the employer
regarded the applicants as being significantly restricted in their ability to perform a broad range
of jobs, particularly where the test was designed only for repetitive motion on a specific kind of
assembly line in a specific plant and where the employer hired some of the applicants with
abnormal test results for other kinds of work. Id. at 815-16.
45 Nat'l Human Genome Research Inst., Nat'l Insts. of Health, Existing Federal Anti-Discrimination Laws and How They Apply to Genetics, http://www.genome.gov/12513979 (last visited Sept. 19, 2008) (noting that although the ADA does not "explicitly address genetic
information," it provides "some protections in the workplace").
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Strengths and Weaknesses in the ADA's Structure Relating to
Genetic Information

Although the ADA might be expected to speak decisively to the
issue of genetic discrimination, its provisions, standing alone, provide
few meaningful guidelines for protecting genomic data. Indeed, in the
areas of preemployment testing and the permissible uses of data an
employer may acquire, the ADA's structure reveals significant
shortfalls and ambiguity in its ability to ensure the privacy of employees' genetic information. As currently structured, the ADA appears
to permit genetic screening as a prerequisite to employment but does
not supply specific guidelines on the legitimate use of such data after
the hiring process has concluded. The United State Supreme Court's
precedent interpreting the ADA, moreover, did not dispel the uncertainty concerning whether the statute would provide a viable legal
claim for an adverse employment action against an employee with a
known genetic predisposition where the condition has not yet manifested itself.
Even if the courts had eventually proved amenable to the
EEOC's theory of liability in Burlington Northern, the ADA's structure still left open the possibility that an employer could legally obtain
individually identifiable genetic information without violating federal
law. The ADA effectively creates three different phases in the
employment process: (1) the pre-offer stage during which interviews
are conducted; (2) the period between the time the employer extends
a conditional offer of employment and the employee begins work; and
(3) the post-hire period.4 6 The ADA provides that while an employer
cannot ask a job applicant to submit to a medical examination during
the pre-offer stage, it may make a job offer contingent on one so long
as it does so consistently for all other new hires. 7 It also allows the
employer to require examinations at any other point after the
employee has begun the job.4"
See 42 U.S.C. § 12112(d)(1)-(4) (2006).
Id. § 12112(d)(3) (2006).
48 Id. § 12112(d)(4) (2006). See also Jane Massey Licata, Keeping a Lid on Pandora'sBox:
Strategies for Protecting Genetic Privacy, 245 N.J. LAw 9, 10 n.9 (2007); Marisa Anne Pagnattaro,
Genetic Discrimination and the Workplace: Employee's Right to Privacy v. Employer's Need to
Know, 39 AM. Bus. L.J. 139, 165 (2001). Consistent with the ADA's purpose, however, an
employer may not use a medical examination to inquire whether a job applicant is an individual
with a disability, although it may ask the applicant whether he or she can perform job- related
functions. 42 U.S.C. § 12112(d)(2)(A)-(B) (2006).
46
47
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The ADA imposes no restriction on the scope of examinations
between the time an offer is made and the time the employee begins
the job.49 During this conditional offer stage, the ADA therefore
poses no barrier to obtaining a prospective hire's individually identifiable genetic data if the medical examination routinely includes a
genetic screening component. 50 An employer could use this aspect of
the ADA to perform a broad range of activities relating to sensitive
medical data including, e.g., obtaining and storing a job applicant's
genetic samples, requiring genetic screening as a condition of employment, or purchasing an applicant's genetic information from a genetic
information bank. 1 Even after work commences, the employer may
continue to seek genomic data that is arguably job-related or consis52
tent with business necessity.
While the ADA addresses when an employer may collect medical
data and how to store it, the Act provides little guidance about precisely what an employer may do with the information it collects apart
from the general ban on disability discrimination. The statute does,
however, mandate that an employer treat the test results as confidential and maintain the records on separate forms and in separate medical files.53 It further requires that if the results of a post-hire
examination are used to exclude an employee from a position, the reasons must be job-related and consistent with business necessity. 4
Notably, the ADA also provides that the results of any examination
conducted between the offer and the time an employee begins in the
job can be used only in accordance with Subchapter I, which provides
that "[n]o covered entity shall discriminate against a qualified individual with a disability because of the disability of such individual in
regard to job application procedures, the hiring, advancement, or discharge of employees, employee compensation, job training, and other
49 See 42 U.S.C. § 12112(d)(3)(A)-(B) (2006). In order to conduct an employment
entrance examination, an employer must consistently apply the examination to all other entering
employees regardless of disability, maintain any information it obtains on forms and in medical
files separate from employment files, and treat the data as a confidential medical record. Id.
50 DEP'T OF LABOR ET AL., supra note 22.
51 Id.

52 See 42 U.S.C. § 12113(a) (2006). Note also that the ADA specifically provides a defense
to a charge of discrimination based on selection criteria that screen out or deny a job or benefit
to a disabled person where those criteria are job-related and consistent with business necessity
and the individual cannot be reasonably accommodated. Id.
53 Id. § 12112(d)(3)(B), (4)(C) (2006).
54

Id. § 12112(d)(4)(A) (2006); 29 C.F.R. § 1630.14(b)(3) (2008).
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terms, conditions, and privileges of employment."55 Yet it is unclear
whether deterring discrimination in employment against a qualified
individual with a disability is equivalent in all circumstances to protecting an employee or prospective hire who has only the potential to
develop genetic diseases.
The confidentiality that normally guards against disclosure of
medical information is not absolute, even in theory, under the ADA.
The statute expressly allows an employer to inform supervisors and
managers of a post-offer medical examination result that suggests necessary work restrictions, and to inform fire and safety personnel if the
result "might require emergency treatment."5 6 Disseminating information about an employee's job restrictions among managers or coworkers (to the extent that members of the latter group are notified in
their capacity as emergency personnel) might at least give rise to the
perception that an employee has a disability, but as noted above, the
protection for employees with genetic conditions under this prong is
uncertain. Moreover, the consequences of permitting the collection of
medical data include exposing a workers' family and descendants to
discriminatory treatment, because genetic testing is useful not only in
gauging the health risks of an employee, but also those of family members and blood relatives.
Another of the ADA's firmly established provisions dictates that
even when an employee can establish the presence of a qualified disability, an employer need not accommodate the employee if it can
demonstrate that doing so would create undue hardship.57 Among the
factors to consider in determining whether an accommodation would
impose an unreasonable burden on the employer are: (1) the nature
and cost of the accommodation; (2) the overall financial resources of
the employer and of the facility where the employee works; (3) the
size of the employer, both in terms of the number of employees and
the number, type, and location of its facilities; and (4) the type of
operation the employer runs.58 Arguably, the ADA could permit an
employer to collect the results of genetic screening or monitoring that
are job-related and consistent with business necessity and use them to
disqualify, reassign, or otherwise treat differentially those employees
55
56
57
58

42 U.S.C. § 12112(a).
Id. § 12112(d)(3)(B)(i)-(ii) (2006).
Id. § 12112(b)(5)(A) (2006).
Id. § 12111(10)(B) (2006).
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whose underlying conditions the employer deems cannot be reasonably accommodated even when the illness is latent or has a low
probability of materializing.
Significant ambiguity exists, moreover, as to whether the ADA
would cover an employee with a latent genetic illness that in no way
impairs the ability to perform the essential functions of the job. The
ADA's oft-cited definition of a disability as a physical or mental
impairment that substantially limits one or more major life activities
does not clearly address this situation as a statutory matter. An irregular or abnormal gene may constitute a physical impairment under the
ADA if it causes cellular or molecular changes that interfere with cell
function.59 It is doubtful, however, whether an individual with a chromosomal abnormality that caused no detectable or immediate alterations in biological processes would be considered "substantially
limited," since genes within a particular population will vary naturally.
Deviation from the genetic norm is not necessarily considered a disease risk in itself but may render an individual unusually prone to
illnesses through increased exposure to environmental agents that can
60
trigger them.
Even if the ADA unambiguously defined a qualified person with
a disability to include an individual with a genetic predisposition to an
illness, it would be difficult at trial for a qualified individual to disprove that an employer's decision to terminate him or otherwise harm
his job prospects stemmed from reasons unrelated to medical data discovered during a routine medical examination. And as the technology
develops to identify new disorders and scientific advances improve
our predictive ability to determine the probability that a disease will
manifest itself, increasing numbers of workers with latent conditions
will fall within the gray area of the ADA, making it an increasingly
outmoded vehicle to prevent new forms of discriminatory practices.
If, for example, a post-offer genetic test reveals that the employee is
an unaffected carrier of a recessive genetic disorder or has a high
59 Jonathan R. Mook, Genetic Testing and the Americans with DisabilitiesAct, 1 BENDER'S

& EMP. BULL. 67 (Feb. 1, 2001) (noting that the EEOC had taken precisely such a position
in its policy guidance on Executive Order 13145 applicable to federal employees and discussed
below in Section II.A.4).
60 Shulte & DeBord, supra note 19, at Ch. 11. The requirement that a disability must substantially limit a major life activity would exclude many genetic disorders. Kaufmann, supra
note 16, at 411. The ADA would not cover a person whose genetic abnormality has not yet
manifested itself as a physical disorder, nor would it protect one who may have a disabling
disorder that is currently under treatment but produces no physical symptoms. Id.
LAB.
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probability of developing a late-onset genetic disorder, would the
employee fall within the ADA's definition of a qualified person with a
disability?
Although the United States Supreme Court has never addressed
directly whether the ADA encompasses a claim of genetic discrimination, its holdings defining the contours of a cognizable disability under
the statute provide mixed indications for the prospects of such a claim.
In those instances, the court seemed to expand the ADA's coverage of
medical conditions, yet subsequently contract its reach. While judicial
precedent on this precise issue is scarce, potential indicators may rest
with the Supreme Court's 1998 opinion in Bragdon v. Abbott.6
There, the Court ruled that individuals with asymptomatic HIV are
covered under the ADA. Its rationale for this holding was that HIV is
a physiological disorder that substantially limits the major life activity
of reproduction due to its transmissibility.62
If Bragdon gave rise to an expectation that the Supreme Court
would display further solicitude in interpreting this prong of the ADA
expansively, its subsequent holdings in Sutton v. United Airlines, Murphy v. United Parcel Service, and Albertson's, Inc. v. Kirkingburg significantly curtailed it. In that trio of cases, the Court adopted a more
restrictive interpretation of the ADA's definition of a physical or
mental impairment, concluding that severe myopia,63 high blood pressure, 64 and monocular vision 65 are not within its scope. These decisions also serve as a reminder that the Court does not always treat the
EEOC's guidance as definitive. In reaching these results, it overruled
the agency's guidelines that required employers to judge the state of
an illness in its uncorrected state rather than in conjunction with mitigating factors, such as the influence of eyeglasses to alleviate a myopic
condition.'
Another problematic decision for proponents of the viability of7
6
genetic claims under the ADA is Chevron U.S.A., Inc. v. Echazabal.
In Echazabal, the Supreme Court upheld as reasonable an EEOC
61
62
63
64
65

Bragdon v. Abbott, 524 U.S. 624, 637-39 (1998).
Id. at 637-39.
Sutton v. United Airlines, Inc., 527 U.S. 471 (1999).
Murphy v. United Parcel Serv., Inc., 527 U.S. 516 (1999).
Albertson's, Inc. v. Kirkingburg, 527 U.S. 555 (1999).

66 MORSE HYUN MYUN TAN, ADVANCING CIVIL RIGHTS, THE NEXT GENERATIGN: THE

GENETIC INFORMATION NONDISCRIMINATION ACT OF 2007 AND BEYOND 32 (2007), available at

http://works.bepress.com/cgi/viewcontent.cgi?article=1001&context=morsetan.
67 Chevron U.S.A., Inc. v. Echazabal, 536 U.S. 73, 76 (2002).
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interpretation of the ADA's "direct threat" provision that permits an
employer to refuse to hire a prospective worker whose medical condition puts his own health at risk as opposed solely to the health of coworkers or other employees.68 Echazabal, a contractor at a Chevron
oil refinery, twice applied for a job directly with Chevron, which
offered to hire him if he could pass the company's physical examination.6 9 In both instances, his examination revealed liver abnormality
due to Hepatitis C, which Chevron's doctors determined would be
aggravated by continued exposure to toxins at the refinery.7 ° Accordingly, Chevron withdrew its offers and asked the contractor that
employed Echazabal to reassign him to a job without exposure to
harmful chemicals or remove him from the refinery completely.71
The Court noted that in order to assert the "direct threat"
defense, the employer must make a "reasonable medical judgment
that relies on the most current medical knowledge and/or the best
available objective evidence" as well as "an individualized assessment
of the individual's present ability to safely perform the essential functions of the job" after considering, inter alia, the imminence of the risk
and the severity of harm it portends.72 Considering these factors, the
Court concluded that the EEOC acted reasonably when it distinguished between the kind of workplace paternalism Congress
intended to combat through the ADA and the danger of ignoring specific and documented risks to an employee himself, even where the
employee is willing to assume the risk for the sake of getting the job.73
As some commentators have noted, however, the Supreme Court's
logic might extend to an employer that decided that exposure to noxious substances in the workplace would threaten the employee by
increasing the probability that a latent genetic illness would manifest
74
itself at some point after exposure.
68 Id. The ADA provides a defense to an employer that establishes as a condition of work
that an employee not pose a direct threat to the health or safety of others in the workplace. 42
U.S.C. § 12112(b) (2006).
69 Chevron, 536 U.S. at 76.
70 Id.
71 Id.
72 Id. at 86 (quoting EEOC regulations at 29 C.F.R. § 1630.2(r) (2008)).

73 Id.
74 TAN, supra note 66, at 36. On the other hand, the Court has not hesitated to strike down
a corporate policy that was rationally based on a gender-specific health concern where it violated
an express statutory anti-discrimination prohibition. Int'l Union v. Johnson Controls, Inc., 499
U.S. 187 (1991) (holding that Title VII, as amended, includes the Pregnancy Discrimination Act
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Family Medical Leave Act

Like the ADA, the federal Family Medical Leave Act7 5
("FMLA") can require an employer to extend an accommodation for
an employee's medical issues, but also leaves open the possibility that
an employer may obtain sensitive medical data. Under the FMLA,
eligible employees 76 working for a covered employer 77 are entitled to
a total of 12 work weeks of leave during any 12-month period because
of the birth of a child, the placement of a son or daughter with the
employee for adoption or foster care, or to tend to a parent, spouse,
or other family member who has a serious health condition. 78 An
employee may also take FMLA leave for the employee's own serious
health condition if the condition renders him or her unable to perform
the functions of the position.79
An employer receiving a request for FMLA leave because of the
employee's own or a family member's health condition is entitled to
require the employee to have a health care provider certify, in part,
the date when the medical condition began, its probable duration, and
"the appropriate medical facts within the knowledge of the health
care provider regarding the condition."8
Moreover, where the
employer has reason to doubt the validity of the employee's certification, it may require at its own expense that the employee seek the
opinion of a second health care provider that it designates or
approves. 8'
The certification requirement poses a significant challenge to preserving the integrity of sensitive medical information given the pervaand provides no bona fide occupational qualification defense that would permit an employer to
use a sex-specific fetal protection policy to exclude fertile women from participating in a particular job category, even where the employer has determined that the job entails exposure to a
substance that could be detrimental to the health of a fetus).
75 29 U.S.C. § 2601 (2006).
76 An eligible employee is defined as one who has worked for a covered employer for at
least 12 months, worked a minimum of 1,250 hours during the previous 12 months, and is
employed at a worksite where there are at least 50 employees within a 75-mile radius. Id.
§ 2611(2)(A)-(B) (2006).
77 "An employer covered by the FMLA is any person engaged in commerce or any industry or activity affecting commerce, who employs 50 or more employees for each working day
during each of 20 or more calendar workweeks in the current or preceding calendar year." 29
C.F.R. § 825.104 (2008).
78 29 U.S.C. § 2612(a)(1)(A)-(C) (2006).
79 Id. § 2612(a)(1)(D) (2006).
80 Id. § 2613(a)-(b)(1)-(3) (2006).
81 id. § 2613(c)(1) (2006).
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siveness of genomic information, especially if the sensitive data at
issue are broadly construed to include an employee's family history.
Such data could be probed for clues concerning an employee's genetic
abnormalities, since even an employee's family medical history may
suggest the presence of latent disorders or illnesses.
3.

Title VII of the Civil Rights Act of 1964

Title VII of the Civil Rights Act of 1964 forbids employers, labor
organizations, employment agencies, and other specified entities from
failing or refusing to hire or discharging any individual or otherwise
discriminating against "any individual with respect to his compensation, terms, conditions, or privileges of employment, because of such
It also
individual's race, color, religion, sex, or national origin . "...82
prohibits employers from limiting, segregating, or classifying protected employees or job applicants in any way that would deprive
them of employment opportunities or otherwise adversely affect
them.8 3 A product of the 1960s' civil rights movement, Title VII long
predates significant research into the human genome and makes no
specific reference to unfair discrimination on the basis of genetic
information. Despite its silence on the proper use of medical data,
however, it is reasonable to interpret the statute broadly to encompass
a genomic-based cause of action tied to membership in a protected
class such as gender or race. Title VII is a possible vehicle to prevent
genetic discrimination under the theory of intentional discrimination
directed at an individual employee or as the result of policies or procedures that unintentionally disadvantage employees who share an
identifiable genetic trait.
a.

Disparate Treatment Under Title VII

Since it is rare for a plaintiff to have direct evidence of discrimination in a case alleging disparate treatment, most litigants must rely
on indirect evidence to prove their ultimate case that the employer's
actions were the result of discriminatory animus. Under the familiar
McDonnell-Douglas burden-shifting analysis used in disparate treatment cases, a plaintiff can make a prima facie case by establishing that
he is a member of a protected class under Title VII and that the
82
83

42 U.S.C. § 2000e-2(a)(1) (2006).
Id. § 2000e-2(a)(2) (2006).
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employer took some form of adverse action against him.' The burden
of production then shifts to the employer, which may rebut the prima
facie case by putting forth a legitimate, nondiscriminatory reason for
its action." If the employer succeeds, the presumption of discrimination disappears and the burden shifts back to the plaintiff, who must
show that the reasons offered by the employer were, in fact, a pretext
for discrimination.86 The employee can do so by showing competent
evidence that the employer's proffered explanation is not credible.8 7
The ultimate burden of persuasion that the employer acted in a discriminatory fashion remains, however, at all times with the plaintiff.8 8
A viable cause of action might conceivably arise under Title VII
when an employer gains access to the genetic information of an
employee and relies upon it to terminate, deny promotion, or otherwise adversely affect some tangible term or condition of employment. 9 Yet a plaintiff who makes out a prima facie case based on
improper use of genetic data would face the same evidentiary hurdles
common to more conventional Title VII plaintiffs. Mustering the evidence necessary to convince the fact finder that the employer's action
was pretextual can be difficult and might contribute to plaintiffs' fairly
low survival rates for summary judgment motions in other types of
disparate treatment matters such as racial and sexual harassment matters as well as for retaliation claims.9' The evidentiary threshold
would be significant in a disparate treatment matter involving genetic
discrimination in which the ultimate issue for the fact finder would not
be whether the employer relied upon genetic information to harm an
employee's job prospects, but rather whether the employer used it
with an intent to discriminate against the employee because of his or
her membership in a protected class.
84 Reeves v. Sanderson Plumbing Prods., 530 U.S. 133, 141-43 (2000); St. Mary's Honor
Soc'y Ctr. v. Hicks, 509 U.S. 502, 506-07 (1993); Tex. Dep't of Cmty. Affairs v. Burdine, 450 U.S.
248, 252-53 (1981); McDonnell-Douglas Corp. v. Green, 411 U.S. 792, 802 (1973).
85 St. Mary's, 509 U.S. at 506-07.
86 Id. at 507-08.
87 Id.
88 Id.
89 See Norman-Bloodsaw v. Lawrence Berkeley Lab., 135 F.3d 1260 (9th Cir. 1998).
90 See, e.g., Vivian Berger, Michael 0. Finkelstein & Kenneth Cheung, Summary Judgment
Benchmarks for Settling Employment DiscriminationSuits, 23 HOFSTRA LAB. & EMP. L.J. 45, 60
(2006) (estimating that race, gender, and retaliation claims proceeded past the summary judgment stage in only 36.3%, 55% and 34.8% of published cases, respectively).
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A Title VII violation was one of the principal claims in NormanBloodsaw v. Lawrence Berkeley Laboratory. There, the Ninth Circuit
considered the claims of several clerical and administrative employees
who sued the Lawrence Berkeley Laboratory, a research facility operated by the Regents of the University of California under a contract
with the U.S. Department of Energy.9 ' The plaintiffs challenged the
laboratory's policy of conducting pre-employment medical examinations that screened for genetic markers. 2 The screenings, described as
"preplacement examinations," began in 1981 and were intended to
detect genetic markers such as the sickle cell trait, as well non-genetic
factors such as syphilis and pregnancy. 93 It was undisputed that the
laboratory established an occupational medical program incorporating
not only these mandatory preplacement examinations for all of its
employees, but also optional subsequent "periodic health examinations from 1991-1995." 9' The laboratory tested blood and urine samples obtained during the preplacement examinations for syphilis, and
for certain samples it also tested for sickle cell traits and pregnancy
without the employees' explicit consent. 95 The employees were only
informed that a "medical examination," "medical approval," or
"health evaluation" was a condition of their employment. 96 The laboratory discontinued syphilis testing in 1993, pregnancy testing in 1994,
and sickle cell trait testing in 1995. 9"
The Ninth Circuit determined that there was an issue of material
fact as to whether plaintiffs knew of the nature of the testing simply
because they had been required to submit to a general medical examination. 98 Although the laboratory asked the employees to respond to
a medical questionnaire concerning "venereal disease," "sickle cell
anemia," and "menstrual disorders," the court was skeptical that these
measures could have placed plaintiffs on reasonable notice of the
invasive nature of the tests conducted on their bodily fluid samples. 99
It suggested that unambiguous notification is appropriate where an
employer intends to implement "particularly comprehensive diagnos91 Norman-Bloodsaw, 135 F.3d at 1264.
92 Id.
93 Id.
94 Id.
95 Id. at 1265.
96 Id. at 1264-65.

97 Norman-Bloodsaw v. Lawrence Berkeley Lab., 135 F.3d 1260, 1265 (9th Cir. 1998).
98 Id. at 1267.
99 Id. at 1268.
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tic medical examinations that would inquire into intimate health matters bearing no relationship to their responsibilities as administrative
or clerical employees. '' l°
In reversing the district court's grant of defendant's motion for
summary judgment, the Ninth Circuit noted "Title VII bars discrimination not only in the 'terms' and 'conditions' of ongoing employment
but also in the 'terms' and 'conditions' under which individuals may
obtain employment." 10 1 It determined that the laboratory essentially
made non-consensual testing for the sickle cell trait a prerequisite for
employment of African-American employees and non-consensual
pregnancy testing a criterion for the employment of women.' °2 "Since
Lawrence Berkeley did not subject whites or men to these same tests,
the Ninth Circuit concluded that the examinations violated the African-American and female employees' rights as members of classes
protected under Title VII. 1 °3
Because the parties chose to settle their dispute prior to a decision on the merits and the case was binding only in the Ninth Circuit,
Norman-Bloodsaw's general impact on genetic testing in the workplace is uncertain. Furthermore, genetic conditions like the sickle cell
trait that are closely correlated with a protected category under Title
VII are relatively uncommon, limiting the law's utility even more
severely.
b.

DisparateImpact Under Title VII

Despite the fact that genes are facially neutral markers, employment testing for markers that occur with greater frequency in discrete
racial or ethnic populations than in the general population can also
create a disparate impact case under Title VII. Whereas a disparate
treatment claim requires proof that the employer intended to discriminate against a protected employee, proving actual intent is not necessary to prevail in a case based on a theory of disparate impact.' °
100 Id. at 1267.
101 Id. at 1272 (emphasis in original).
102 Id.
103 Norman-Bloodsaw v. Lawrence Berkeley Lab., 135 F.3d 1260, 1272 (9th Cir. 1998). The
Ninth Circuit further determined that the very act of unauthorized testing of sensitive medical
information was sufficiently adverse to the employees' interest to make out a viable claim under
Title VII. Id. at 1272-73.
104 Int'l Bhd. of Teamsters v. United States, 431 U.S. 324, 335-36 n.15 (1977); Arnold v.
U.S. Postal Serv., 863 F.2d 994, 996 (D.C. Cir. 1988).
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Instead, plaintiffs need only show that an employer has applied a

superficially neutral employment policy in a manner that disproportionately harms a protected group-usually through the use of statisti-

10 5
cal evidence that shows a suspect pattern or practice.
In order for plaintiffs to prevail, the employer must be unable to
demonstrate that the challenged practice is related to the job in ques-

tion and consistent with business necessity; alternatively, plaintiffs can
show that the employer has refused to adopt a substitute employment
practice that does not create a deleterious impact. 106 An employer
might incur liability, for example, by using the results of a seemingly
neutral genetic screening or monitoring process to exclude a group of
employees in a protected class from more valuable job assignments on
the basis of increased vulnerability to certain environmental triggers. 107 But there can be significant challenges in marshalling convincing statistical evidence demonstrating that a particular policy or
practice disproportionately harms a group of employees covered by
Title VII. In establishing their prima facie case, plaintiffs bear the
burden of production and persuasion that a statistically significant disparity exists between the affected employee group and the relevant
labor market, as well as a causal nexus between the statistical disparity
and a practice or policy of the employer."0 '
Norman-Bloodsaw demonstrates that creatively pleaded theories
of liability can survive summary judgment under Title VII. But
although Title VII addresses immutable, biological characteristics like
race, it was never intended to address directly the consequences of
105 Watson v. Fort Worth Bank & Trust, 487 U.S. 977, 987 (1988) (stating that the "disparate impact" cases generally focus on "statistical disparities, rather than specific incidents, and on
competing explanations for those disparities"); Arnold, 863 F.2d at 996; Palmer v. Schultz, 798
F.2d 508 (D.C. Cir. 1986), vacated on other grounds, 815 F.2d 84, 90-91 (D.C. Cir. 1987).
106 42 U.S.C. § 2000e-2(k)(1)(A) (2006).
107 Concerns about the stigmatization of a specific racial group, African-Americans, was
one reason Congress enacted the Sickle Cell Anemia Control Act of 1972, which required that
federal funding for research into the illness be withheld from any state that declined to make
sickle cell testing voluntary. National Sickle Cell Anemia Control Act, Pub. L. No. 92-294,
§1103, 86 Stat. 136, 138 (1972). The law now mandates voluntary participation for all participants in any federally subsidized basic or applied research leading to the understanding, diagnosis, treatment, and control of genetic diseases. 42 U.S.C. §§ 300b-1, 300b-2 (2006).
108 Smith v. City of Jackson, 544 U.S. 228, 241 (2005) (explaining that plaintiffs must isolate
and identify "specific employment practices that are allegedly responsible for any observed statistical disparities" (citation omitted)); Hazelwood Sch. Dist. v. United States, 433 U.S. 299, 308
(1977) (explaining that the proper statistical comparison is between the composition of the holders of the jobs at issue and the composition of qualified persons in the relevant labor market).
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disclosure or discovery of a worker's genetic makeup. Genomic testing and monitoring implicate a broader set of contemporary issues,
both personal and societal, than those Congress intended Title VII to
combat. By forcing litigants to frame genetic testing as a proxy for
discrimination rather than regulating the practice itself, Title VII is an
inherently awkward tool to promote the goals of equal opportunity
and advancement in the workplace.
4.

Executive Order 13145

Legal safeguards governing the use of genetic data among federal
entities are well-established since the issuance of Executive Order
13145 ("the Order"), effective in 2000, which guides executive departments and agencies in how they may acquire, use and maintain protected genetic information. 109 The Order forbids departments and
agencies from: (1) engaging in adverse employment actions on the
basis of protected genetic information (including information about a
request for, or receipt of, genetic services); (2) requesting, requiring,
collecting, or purchasing protected genetic information about employees, with few exceptions; (3) placing an employee's genetic records in
general personnel files rather than in segregated, confidential files;
and (4) disclosing identifiable genetic information about a federal
employee except in limited circumstances. " 0°
A department or agency only may access an employee's family
medical history to evaluate an employee's fitness for duty if it has a
reasonable belief, based on objective evidence that "the employee's
ability to perform essential functions will be impaired by a medical
condition, or that the employee poses a direct threat due to that medical condition..... Actual use of the medical history is only permitted
to decide whether "further medical evaluation is needed to diagnose a
109 Exec. Order. No. 13145, 65 Fed. Reg. 6,877 (Feb. 8, 2000). The Order defines genetic
information as "information about an individual's genetic tests, information about the genetic
tests of an individual's family members and information about the occurrence of disease, or the
medical condition or disorder in the individual's family members." Id. The Order defines a
genetic test as the "analysis of human DNA, RNA, chromosomes, proteins, or certain metabolites in order to detect disease-related genotypes or mutations." Id. This definition makes clear
that "genetic tests include not only examination of the DNA itself but also of other substances
that provide information about the condition of an individual's DNA." U.S. EQUAL EMPLOYMENT OPPORTUNITY COMM'N, supra note 15.
110 Exec. Order. No. 13145, 65 Fed. Reg. at 6,877; U.S. EQUAL EMPLOYMENT OPPORTUNITY COMM'N,

supra note 15, at Pt. IV.

III U.S. EQUAL EMPLOYMENT OPPORTUNITY COMM'N, supra note 15, at Pt. V(11).
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current disease, medical condition or disorder" and where the illness
"must prevent the [employee] from performing the actual functions of
the position held or desired."' 12 Additionally, a department or agency
cannot disclose the medical family history "to anyone other than medical personnel involved in, or responsible for, assessing whether fur13
ther medical evaluation is" necessary
Executive Order 13145 creates no new enforceable rights for
executive branch employees and applicants and is largely coextensive
with the Rehabilitation Act of 1973, u 4 a counterpart to the ADA that
applies to federal workers. Therefore, a federal worker who believes
that a department or agency has violated the Executive Order by discriminating on the basis of protected genetic information can generally bring suit under the Rehabilitation Act. Just as under the ADA,
however, neither the Order nor the Rehabilitation Act bars an agency
or other federal employer from conducting disability-related inquiries
about whether an applicant who has received a job offer can do the
job, nor does it prevent them from requiring post-offer medical examinations or requiring disclosure of the applicant's family medical history so long as these tests or questions are job-related, consistent with
business necessity, and asked consistently of all other post-offer applicants for the same position." 5 The Order's practical reach is limited,
moreover, given the small percentage of public sector employees relative to the larger labor pool: federal civilian employees represented
only 1.87% of the entire American workforce in 2006,116 and total
112 Id.
113 Id.

114 29 U.S.C. § 701 (2006). "The Rehabilitation Act prohibits discrimination on the basis of
disability [in federally administered programs], in programs receiving federal financial assistance, in [f]ederal employment, and in the employment practices of federal contractors." CIVIL
RIGHTS Div., DISABILITY RIGHTS SECTION, U.S. DEP'T OF JUSTICE, A GUIDE TO DISABILITY
RIGHTS LAWS (2005), available at http://www.ada.gov/cguide.htm. The Act specifically mandates

that federal departments and agencies that enter into procurement contracts for personal property and nonpersonal services exceeding $10,000 must require that the federal contractor "shall
take affirmative action to employ and advance in employment qualified persons with disabilities." 29 U.S.C. § 793(a) (2006). The standards for determining whether employment discrimination occurred under this statute are identical to those under Title I of the ADA. Id. § 793(d)
(2006). Under the Rehabilitation Act, aggrieved parties can seek the same remedies, procedures, and rights available to litigants under the Civil Rights Act of 1964. Id. § 794a(1)-(2)
(2006).
115 9 U.S.C. § 12112(d) (2006); 29 C.F.R. § 1630.14 (2008).
116 U.S. Office of Personnel Management, Federal Civilian Employment and Annual Payroll by Branch: 1970 to 2006, available at http://www.census.govfcompendia/statab/tables/08s
0482.pdf.
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civilian federal
employment as of January 2007 was approximately 2.7
7
million.'
5.

HIPAA

Although states retain the authority under the McCarran-Ferguson Act of 195418 to regulate and tax health insurance plans, federal
law continues to play an important role in overseeing the administration of group health plans due to the Employee Retirement Income
Security Act of 1974 ("ERISA"), which preempts state law and sets
minimum standards for most voluntarily established pension and
health plans in the private sector." 9 ERISA's reach is quite broad
because of the prevalence of group health insurance plans as the most
common method for American workers to obtain health coverage.
According to the U.S. Bureau of Labor Statistics, 60% of employers
in private industry offered medical care benefits to their employees in
March 2007.1 In 2005, 74% of workers who were not self-employed
were eligible for health benefits through their employer, and in 2006
almost 162 million workers under age 65 had health insurance through
121
an employment-based plan.
The Health Insurance Portability and Accountability Act of 1996
("HIPAA"), 2 2 an amendment to ERISA, allows patients access to
their medical records and limits the ways in which health care plans,
providers, and information clearinghouses (known as covered entities)
can release them to third parties. 123 HIPAA's privacy rule bars these
organizations from disclosing individually identifiable health information, which is broadly defined to encompass information about genes,
117 U.S. Office of Personnel Management, Comparison of Total Civilian Employment of
the Federal Government by Branch, Agency, and Area as of December 2006 and January 2007,
available at http://www.opm.gov/feddata/htmlU2007/january/table2.asp.
118 15 U.S.C. § 1011 (2006).
119 29 U.S.C. § 1001 (2006).
120 Press Release, U.S. Bureau of Labor Statistics, Employee Benefits in Private Industry,
2007 (Aug. 22, 2007), available at http://www.bls.gov/news.release/History/ebs2.txt.
121 Fast Facts from EBRI: Health Care Coveragefor Workers Ages 55-64, EMPLOYEE BENEFITS RESEARCH INST. (Apr. 11, 2008), availableat http://www.ebri.org/pdf/publications/facts/fast

facts/fastfact041108.pdf. In 2006, a U.S. Census Bureau survey found that 177,152,000 people
"were enrolled in employer-based insurance while 27,066,000 people were enrolled in 'individual
market' or direct purchase health insurance." Nat'l Conference of State Legislatures, Health
Insurance and the States, http://www.ncsl.org/programs/health/healthmc.htm (last visited Sept.
25, 2008).
122 42 U.S.C. § 1320d-2 (2006); 45 C.F.R. § 160.103 (2007).
123 42 U.S.C. § 1320d-6 (2006); 45 C.F.R. § 160.103 (2007).
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gene products, and inherited characteristics. 124 The definition of identifiable health information includes an individual's carrier status and
data "derived from laboratory tests that identify mutations in specific
family histogenes or chromosomes, physical medical examinations,
' 25
ries, and direct analysis of genes or chromosomes.'
HIPAA prohibits discrimination in enrollment and eligibility for
benefits in group health plans based on health status, including genetic
information. 26 It also prohibits health insurers from increasing premiums or contribution rates of an individual in a group health plan based
27
on health status, including the individual's genetic information.
Moreover, HIPAA limits a healthcare provider's ability to exclude a
prospective member from coverage due to a preexisting medical condition, a particularly important restriction on how a provider may
treat an insured who moves employers and changes from one group
plan to another. 28 More specifically, a health insurer may impose a
preexisting condition exclusion in its policy only for physical or mental
conditions for which medical advice, diagnosis, care, or treatment was
recommended or received within six months before a participant's
enrollment date in the plan. 129 HIPAA explicitly forbids an insurer
from considering a genetic predisposition for a specific illness as a preexisting condition in the absence of symptomatic disease, thereby
allowing participation by those who have not actually manifested an
illness at the time they join the plan. 3 ° HIPAA would, therefore, bar
an insurer from denying health coverage to a woman diagnosed with a

124 45 C.F.R. § 144.103 (2007); TAN, supra note 66, at 52.
125 45 C.F.R. § 144.103 (2007); see also 26 C.F.R. §§ 54.9801-2, 54.9802-1(a)(vi) (2008)
(describing the same prohibitions under Internal Revenue Service regulations).
126 42 U.S.C. § 300gg-l(a)(1)(F) (2008); 29 C.F.R. § 2590.702(b) (2008). See also The
Threat of Genetic Discrimination to the Promise of Personalized Medicine: Hearing on H. 493
Before the Subcomm. on Health of the H.R. Comm. on Ways & Means, 110th Cong. (2007)
(statement of Francis Collins, Dir., Nat'l Human Genome Research Inst., U.S. Dep't of Health
& Human Servs.) (noting that discrimination based on genetic testing is the impetus behind new
federal regulations for health insurance), http://www.hhs.gov/aslltestify/2007/03/t2OO70314a.html.
127 42 U.S.C. § 300gg-1(b) (2008); 29 C.F.R. § 2590.702(a)(1)(vi), (c) (2008).
128 45 C.F.R. § 146.111(a) (2007); 26 C.F.R. § 54.9801-3(a)(2)(i) (2008).
129 42 U.S.C. § 300gg(a) (2008); 26 C.F.R. § 54.9801-3(a)(2) (2008) (noting that § 701 of
ERISA and § 2701 of the Public Health Services Act impose the same requirements as HIPAA
on a health insurance issuer offering group health insurance coverage).
130 42 U.S.C. § 300gg(b)(1)(B) (2008).
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latent gene for breast cancer or an asymptomatic man whose test
results suggest a high probability of developing prostate cancer."'

Relying upon genetic analysis as a factor in deciding whether to
provide insurance coverage is a problematic exercise in any event
given the complex genesis of many medical conditions and the predictive capabilities of some genetics tests. Often, a disease is the product

of the interplay of numerous genes as well an individual's environment and lifestyle, rather than result of a single genetic defect. 3 2 For

this reason, federal regulatory authorities have raised questions concerning whether some commercially available genetic tests can accurately predict the probability that a known genetic marker, even once
detected, will manifest itself as an illness. In 2006, the U.S. Federal
Trade Commission cautioned that some tests lack scientific validity,
while others provide medical results that should be interpreted only in
the context of a full medical evaluation.' 3 3 Similarly, in issuing its first
detailed explanation for how it will evaluate pharmacogenomic data in
2005, the U.S. Food and Drug Administration noted that in most
cases, a genotype or particular gene expression profile is likely to be

131

Insurance eligibility and workplace hiring practices are interrelated for discrimination

purposes. An employer and its insurers share an interest in reducing claims costs because group
premiums are usually calculated in part on the employer's claims history. For that reason, an
employer may have an incentive to hire only prospective employees who would pose a relatively
low risk of liability in the foreseeable future. Jill Gaulding, Race, Sex, and Genetic Discrimination in Insurance: What's Fair?, 80 CORNELL L. REV. 1646, 1668-69 (1995).
132 See, e.g., Taking Genes in Hand, ECONOMIST, Dec. 6, 2007, at 93 (noting that the
processes that lead to most diseases involve the numerous interactions between genes rather
than a "single genetic failure"). Non-hereditary factors coupled with the imprecision of genetic
technology render accurate predictions concerning disease onset particularly difficult. Cf
Joanne Seltzer, The Cassandra Complex: An Employer's Dilemma in the Workplace, 27 HOF.
STRA L. REV. 411, 448 (1998) (noting in employment context that any person could be perceived
as a potential drain on limited resources because virtually all persons have hereditary gene characteristics that predispose them to the onset of particular illnesses or diseases).
133 The FTC has cautioned that neither the Food and Drug Administration nor the Centers
for Disease Control are aware of any valid studies that substantiate claims that a genetic test can
precisely measure the risk of developing a particular disease. At-Home Genetic Tests: A Healthy
Dose of Skepticism May Be the Best Prescription, FIC BULL. (2006), available at http://
www.ftc.gov/bcp/edu/pubs/consumer/healthhea02.pdf. See also Andrew Pollack, The Wide,
Wild World of Genetic Testing, N.Y. TIMES, Sept. 12, 2006, at A4 (describing how the unregulated proliferation of home genetic testing kits raises concerns about their veracity); Kathy L.
Hudson, ProhibitingGenetic Discrimination,356 N. ENGL. J. MED. 2021, 2022 (May 17, 2007)
(suggesting that "[t]he fear factor impairs care delivery").
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one of a number of factors that affects the probability
of an adverse
1 34

event or a favorable response to medication.
Despite the limitations it imposes on covered entities, prior to the
passage of the Genetic Nondiscrimination Law of 2008, HIPPA
applied only to group, not individual, health insurance plans. 135 More-

over, HIPAA did not prevent a group health insurer from denying
coverage to the entire group or from raising group premiums based on

the genetic information of one or a few of its members.

36

In the latter

case, one result could have been an increase in the financial burdens
on employers and perhaps also higher contribution rates, deductibles,
and co-payments as insurers seek to pass along the increased risk of
payouts to policyholders.
HIPAA's privacy rule, prior to its revisions under GINA, has also
embodied an imperfect regulatory approach to protecting genetic
data. Before the recent amendments, it allowed health plans and
providers to use and disclose plan participants' medical information

for treatment, payment, and health care operations without the

insured's authorization and with few limitations.' 37 As a result, the
rule did not bar a health plan from using or disclosing genetic tests for

underwriting, premium rating, and other functions related to the creation, renewal, or replacement of a health insurance contract or health
benefits. HIPAA also did not preclude a health insurer from requir-

ing an applicant to submit to genetic testing as a condition of coverage
or conveying the test results to other organizations.'38
134 FOOD & DRUG ADMIN., GUIDANCE FROM U.S. DEP'T OF HEALTH & HUMAN SERVS.,
GUIDANCE FOR INDUSTRY: PHARMACOGENOMIC DATA SUBMISSIONS 16 (2005), available at

http://www.fda.gov/cder/guidance/6400fnl.pdf. Pharmacogenetics is a growing field within
clinical pharmacology that examines how variations in the human genome affect individual
responses to medications and is increasingly a part of pre-clinical and clinical drug research.
U.S. DEP'T OF ENERGY, Human Genome Project Information: Pharmacogenomics, http://www.
ornl.gov/sci/techresources/Human-Genome/medicine/pharma.shtml#whatis (last visited Sept. 19,
2008).
135 S. REP. No. 110-48, pt. 2, at 10 (2007).
136 H.R. REP. No. 110-28, pt. 2, at 3 (2007).
137 45 C.F.R. §§ 164.502, 164.506 (2007); H.R. REP. No. 110-28, pt. 2, at 29 (2007) (describing HIPAA standards, prior to amendment under the Genetic Nondiscrimination Act, governing
privacy and confidentiality of health information).
138 Marisa Anne Pagnattaro, Genetic Discriminationin the Workplace: Employee's Right to
Privacy v. Employer's Need to Know, 39 AM. Bus. L. J. 139, 167 (2001). Plans are also permitted
to exclude coverage for specific conditions and place a lifetime cap on particular benefits as long
as these actions are not directed at particular individuals. Kourtney L. Pickens, Don't Judge Me
By My Genes: A Survey of Federal Genetic Discrimination Legislation, 34 TULSA L.J. 161, 174
(1998).
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The types of entities subject to HIPAA's privacy rule further
undermine the law's effectiveness. Procedures governing the transmission of medical data promulgated by the Department of Health
and Human Services apply only to covered entities identified as providers, payers, and information clearinghouses. In considering a more
comprehensive solution to the problem of safeguarding genetic information, Congress noted that even given the Department of Health
and Human Service's detailed privacy regulations, these entities
remained free to disseminate medical data to non-covered entities,
such as employers, through the cumbersome use of agreements in
which the non-covered entity promises to secure the privacy of the
data it receives. 39 Because preexisting privacy regulations could not
directly affect employers and other non-covered entities, it determined that a more systematic approach to maintaining data privacy
was preferable to the multiplicity of "business associate" agreements
forged between covered and non-covered entities necessary to comply
with HIPAA.
6.

Workplace Monitoring and OSHA

Systematic collection of occupational medical information arose
in the early 1900s as employers became more attentive to job-related
illnesses and injuries and the problems posed by communicable diseases.'
After the Second World War, scientific advances in blood,
urine, and X-ray examinations made possible not only diagnostic measures of worker health, but also analyses intended to predict workers'
health status. 141 These technological changes brought with them the
possibility of conducting medical surveillance or monitoring of specific
employee populations to determine health risks linked to occupational environmental factors.
The principal source of law in the area of workplace monitoring is
the Occupational Safety and Health Act ("OSH Act"), which creates
42
a framework for regulating workplace injury and disease hazards.
In the statement of findings and declaration of purpose and policy for
the OSH Act, Congress specifically stated its intent to assure safe and
139 S. REP. No. 110-48, pt. 2, at 4 (2007); H.R. REP. No. 110-28, pt. 2, at 19 (2007).
140 ROGER JANSSON ET AL., INST. FOR PUB. HEALTH GENETICS, UNIV. OF WASH., GENETIC

16 (2000), available at http://
depts.washington.edu/phgen/resources/Genetic%20Testing%20in%20the%2OWorkplace.pdf.
141 Id.
142 29 U.S.C. § 651 (2006).
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healthful working conditions in part by "exploring ways to discover
latent diseases, establishing causal connections between diseases and
work in environmental conditions, and conducting other research
relating to health problems" and "providing medical criteria which
will assure insofar as practicable that no employee will suffer diminished health, functional capacity, or life expectancy as a result of his
work experience. ' In accordance with these findings, the Act contains a general duty clause requiring an employer to maintain a workplace free from recognized hazards that cause or are likely to cause
death or serious physical harm currently or in the future, and to comply with the OSHA's rules, regulations, and orders to achieve that
goal. 1" A state may create its own health standards for any occupational or health issue in the absence of any controlling federal standard; where a federal standard already exists, a state may submit a
plan to OSHA for development and enforcement of its own standard
41 5
and, if approved, thereby preempt the relevant federal standard'
OSHA imposes several statutory duties upon employers and regulates some practices that potentially affect genetic monitoring and
screening, including warning workers about the presence of toxic substances in their workplace146 In 1980, OSHA created controversy over
its standards for monitoring identified carcinogens, which required
preassignment examinations by physicians before an employee could
be assigned to a regulated area. The standards required medical surveillance programs that included employees' personal histories as well
as information pertaining to employees' family and occupational
background, including genetic and environmental factors.'47 OSHA
subsequently clarified that these examinations should be considered a
143 Id. § 651(b)(6)-(7) (2006).
144 Id. § 654(a)-(b) (2006). This standard applies to federal agencies as well. Id. § 668(a)
(2006).
145 Id. § 667(a)-(b) (2006).
146 Employment Safety & Health Guide (CCH) 11 1047, 3001 (Oct. 20, 2008); 29 C.F.R.
§ 1910.1020 (2008).
147 OFFICE OF TECH. ASSESSMENT, supra note 14, at 103-04. OSHA's current model standard for regulating potential occupational carcinogens requires an employer to institute a medical surveillance program for affected workers by offering them the opportunity for medical
examinations at no cost. 29 C.F.R. § 1990.151(n)(1)-(2) (2008). The examinations must include
a review of the employee's work history and medical history, and the employer must subsequently offer them periodically in accordance with appropriate medical protocol. Id.
§ 1990.151(n)(3). If the employee develops signs or symptoms commonly associated with exposure to an identified carcinogen, the employer must provide an appropriate examination and
emergency medical treatment. Id. § 1990.151(n)(4).
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routine part of standard medical practice designed to identify factors
important to an employee's general health status, and it made clear
that neither its carcinogen standards nor its cancer policy model standard required genetic testing or the exclusion of an otherwise qualified employee from a job on the basis of genetic testing.148
More generally, OSHA has never required an employer to conduct involuntary tests or disciplined employees who refuse testing.
The agency does, however, require employers to provide workers
access to their medical records, including medical examinations, laboratory tests (including biological monitoring tests), and exposure
records, including the results of environmental monitoring, material
safety data sheets, or "any other record which reveals the identity...
of a toxic substance or harmful physical agent." '49 Perhaps underscoring the wisdom of a rule permitting only voluntary participation in
surveillance programs, several other federal agencies jointly determined that although genetic changes- including those involving chromosomal damage-are associated with exposure to radiation and
some chemical mutagens or carcinogens, there is little solid evidence
correlating environmental changes with subsequent disease risk. 5 '
Consequently, they concluded that while monitoring is useful in
targeting work areas for increased safety and health measures and
pinpointing groups that require lower exposure levels to previously
unknown hazards, using genetic monitoring to make employment
decisions is rarely justifiable.''
Nonetheless, nothing in the act clearly prevents OSHA or a stateapproved standards program from requiring genetic monitoring or
screening as part of a permissible medical surveillance procedure in
the future, nor prohibits an employer from using testing to comply
with various exposure standards. OSHA empowers the Secretary of
Labor to establish occupational toxicity and testing standards in the
148

OSHA

DIRECTIVE

No. STD 01-23-004: OSHA

MEDICAL SURVEILLANCE

REGULA-

(1980), available at http://www.osha.gov/pls/oshaweb/owadisp.showdocument?p-id=1765&ptable=DIRECTIVES. See also Employment Safety & Health Guide
(CCH) 1045 (stating that OSHA standards require periodical medical examinations of employees who work with 13 carcinogens and other potentially harmful substances, including asbestos,
vinyl chloride, coke oven emissions, chromic acids, lead, and benzene); 29 C.F.R. §§ 1910.1003.1016 (2008) (encompassing the 13 carcinogen standards).
149 OFFICE OF TECH. ASSESSMENT, supra note 14, at 107 (quoting 29 C.F.R.
§ 1910.1020(C)(5)(iv) (2008)).
150 DEP'T OF LABOR ET AL., supra note 22.
151 Id.

TIONS-GENETIC TESTING
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workplace that are technologically and economically feasible, so it is
not inconceivable that it could mandate certain genetic tests if they
are not prohibitively expensive to administer and have demonstrative
predictive value in gauging the likelihood of developing specific ailments. 5 2 OSHA has established surveillance protocols for biological
exposure to specific hazardous substances, including routine clinical
examinations,1 53 and Section 6(b)(5) of the OSH Act itself requires
OSHA to ensure that no employee suffers a material health impairment for each chemical controlled by one of its standards. Although
OSHA's 1980 directive makes clear that medical surveillance programs do not require genetic testing, technological refinements that
can accurately pinpoint employee populations at statistically or medically higher risk to specific substances than the general workforce may
compel a reassessment of current policy. In that circumstance, an
agency or employer could reasonably adopt a broad interpretation of
the general duty clause to require a workplace free from recognized
hazards to be one in which workers should be genetically monitored
or screened for susceptibility to exposure to workplace substances that
OSHA has identified as health hazards.
In addition to its moral and legal responsibilities to maintain a
safe workplace for its employees, an employer may favor routine
genetic surveillance programs to minimize third-party liability under
54
common law theories of negligent hiring, retention, or entrustment.1
An employer may be held liable for an employee's torts, even beyond
the scope of employment, where it knew or had reason to know of the
employee's particular unfitness or incompetence, or where the
employer was aware of the employee's dangerous attributes and could
reasonably have foreseen that any of these factors would have placed
third parties within an orbit of risk. 155 Thus, for example, an employer
might incur liability for a collision under a theory of negligent hiring
152 Kaufmann, supra note 16, at 427.
153 Employment Safety & Health Guide (CCH)
1045.
154 Samantha French, Genetic Testing in the Workplace: The Employer's Coin Toss, 2002
DUKE L. & TECH. REV. 15, 11 16-20 (2002). Other statutes governed by agencies apart from
OSHA may also raise the possibility of genetic screening or monitoring. For example, the Toxic
Substances Control Act ("TSCA") allows the Environmental Protection Agency to regulate the
testing and labeling of hazardous chemicals. 15 U.S.C. §§ 2603, 2605(a)(5) (2006). The TSCA
requires manufacturers of toxic substances to develop adequate data concerning effects on public health and the environment, which would make technology that identifies high-risk populations useful. OFFICE OF TECH. ASSESSMENT, supra note 14, at 109.
155 Seltzer, supra note 132, at 460.

CIVIL RIGHTS LAW JOURNAL

[Vol. 19:2

for failing to monitor a train conductor for susceptibility to a genetic
condition that is known to induce lack of attentiveness in the performance of his work. 56
Both the OSH Act and OSHA's workplace testing regulations
place employers on the horns of a dilemma. Refraining from developing workplace monitoring programs undermines efforts to identify
workplace hazards and vulnerable subpopulations, which in turn may
create unnecessary illness or mortality through exposure that could
otherwise have been avoided by judicious use of testing. Conducting
genetic tests might give an employer access to health information that
it can, and arguably should, under various OSHA rules, act upon to
preserve worker health and safety to avoid possible liability under the
OSH Act or other federal or state law. In certain circumstances,
moreover, an employer has an obligation to third parties under common law tort theories and can be held directly liable for injuries
caused by the acts of its employee, whether or not the employee is
acting within the scope of his or her employment. The OSH Act's
general duty clause might actually compel an employer to adopt monitoring tests where refraining from doing so could constitute failure to
take necessary precautions before placing an employee in a high-risk
assignment, especially where genetic technology proves the most reliable and earliest means to detect potential workplace harm.157 Furthermore, there are obvious economic rationales in establishing
monitoring programs to reduce absentee rates, minimize the concomitant need to train replacements for 58ill workers, promote productivity,
and reduce health insurance costs.

Still, the knowledge employers gain through increasingly precise
testing could place them under a duty to eliminate workers they identify as particularly susceptible to toxic workplace substances and trigger liability under Title VII, the ADA, or other anti-discrimination

law. Recordkeeping requirements and ready access to the results of
biological monitoring also creates ample discovery opportunities for
employees wishing to file suit against their employer for occupational
illnesses.
156 See French, supra note 154, 18.
157 Employers would also find genetic testing useful in apportioning damages under state
workers' compensation laws in many jurisdictions that permit an injured worker's current
employer to divide liability for medical costs among all of the hiring entities that contributed to
the employee's workplace injury or illness. Seltzer, supra note 132, at 451.
158 Kaufmann, supra note 16, at 422-23.
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Constitutionally-Based Privacy Rights

An important rationale in the Ninth Circuit's holding in NormanBloodsaw involved constitutional claims of due process and unreasonable searches under the Fourteenth and Fourth Amendments, as well
as their state counterparts. Parsing the court's discussion of plaintiffs'
constitutional claims against their employer in that matter reveals
another basis for preserving the integrity of genetic privacy.
The Supreme Court has found that the Due Process Clauses of
the Fifth and Fourteenth Amendments create a penumbra of privacy
that extends in some circumstances to confidentiality concerning an
individual's medical information.15 9 In Norman-Bloodsaw, the court
recognized plaintiffs' interest in avoiding disclosure of sensitive medical data, commenting that "[olne can think of few subject areas more
personal and more likely to implicate privacy interests than that of
1 6 In making that observation, the
one's health or genetic make-up.""
court noted that testing for the sickle cell trait could implicate sensitive information about family history and reproductive decision-making, triggering the "highest expectations of privacy. ' 161 A state
constitution that creates a reasonable expectation of privacy in the use
and dissemination of a patient's medical samples can
sustain an
162
equally viable claim under the same general rationale.
Performing unauthorized medical tests without an employee's or
insured's knowledge could also be considered a search or seizure in

159 Whalen v. Roe, 429 U.S. 589 (1977). See also Fleming v. State Univ. of N.Y., 502 F.
Supp. 2d 324, 342-43 (E.D.N.Y. 2007) (holding that the employee retained Fourteenth Amendment privacy interest in shielding knowledge from his employer that he had sickle cell anemia).
160 Norman-Bloodsaw v. Lawrence Berkeley Lab., 135 F.3d 1260, 1269 (9th Cir. 1998). The
Ninth Circuit noted that while the line of cases addressing medical privacy typically involve
disclosure to third parties rather than the collection of information by illicit means, the most
basic violation possible involves the non-consensual retrieval of previously unrevealed medical
information that may be unknown even to employees themselves.
161 Id. at 1270.
162 The court of appeals reversed the district court's dismissal of plaintiffs' privacy claim
under Article I, § 1 of the California Constitution, which requires a showing of a serious invasion
of a protected privacy interest. Id. at 1271. Where that showing is made, the court must weigh
the interest in conducting medical tests against the intrusion on privacy resulting from it. See id.
Material issues of fact remained in Norman-Bloodsaw concerning whether plaintiffs had a reasonable expectation of privacy in being tested for specific medical conditions and whether it was
an ordinary or accepted medical practice for their employer to test for these conditions in a preemployment or general medical examination. Id.
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violation of the Fourth Amendment.'63 A constitutional right against
an unreasonable intrusion on one's privacy would not itself bar a private sector healthcare entity from disclosing a patient record or an
employer from communicating the results of genetic screening to its
group health insurer. Rather, the issue arises only in situations of
state action, i.e., an action that is either taken directly by the state or
bears a sufficient connection to the state to be attributed to it. 164 In
that circumstance, the fact finder must balance the harm from the disclosure against the state's need to acquire the information. 65 Nonetheless, information a public employer acquires through medical
examinations without an employee's consent or knowledge raises fundamental constitutional questions whether the test constitutes an
unlawful search under the Fourth Amendment. Although the Ninth
Circuit did not fully articulate its position on this point, the fact that a
California public body controlled the policies and practices of the
defendant laboratory in Norman-Bloodsaw, and that a federal agency
with which it contracted approved its employment screening policies,
led the court to suggest that plaintiffs' Fourth Amendment rights may
also have been violated. 66

163 Schmerber v. California, 384 U.S. 757, 769 (1966) (noting that the Fourth Amendment's
purpose is to constrain against bodily intrusions that are not justified under the circumstances
and are made in an improper manner).
164 As the U.S. Supreme Court noted, "[ailthough the conduct of private parties lies
beyond the Constitution's scope in most instances, governmental authority may dominate an
activity to such an extent that its participants must be deemed to act with the authority of the
government and, as a result, be subject to constitutional constraints." Edmonson v. Leesville
Concrete Co., 500 U.S. 614, 620 (1991). The Court has formulated a number of tests to determine whether a nominally non-governmental entity is sufficiently vested with the official authority to remove it from the private sphere and bring Fourteenth Amendment protections into play.
These tests have included whether the entity's authority stems from the state's exercise of "coercive power," whether the state provides "significant encouragement, either overt or covert," the
extent to that a private actor operates as a "willful participant in joint activity with the State or
its agents," and whether a private entity is "entwined with governmental policies" or "government is entwined in [its] management or control." Brentwood Acad. v. Tenn. Secondary Sch.
Athletic Ass'n, 531 U.S. 288, 296 (2001) (citations omitted). Whether to recharacterize a nominally private actor as an agent or representative of the state is a fact-sensitive inquiry "determined neither by its expressly private characterization in statutory law, nor by the law's failure
to acknowledge its inseparability from recognized government officials or agencies." Id. at 289.
165 JONES, supra note 5, at 13.
166 Norman-Bloodsaw, 135 F.3d at 1269.
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B. State Laws
In the absence of preexisting federal law, numerous states and the
District of Columbia have attempted to address the issue of genetic
discrimination and privacy in different ways over the past several
decades. Early anti-discrimination efforts at the state level arose in
the 1970's and were responses to specific genetic afflictions, particularly to sickle cell disease. 16 7 Beginning with Wisconsin in 1991, some
states began to impose rules on the disclosure of genetic information
or discrimination based on genetic test results. 168 Currently, however,
efforts at the state level to preserve privacy and prevent or deter
workplace discrimination are far from comprehensive or uniform.
At present, 34 states and the District of Columbia have laws
prohibiting hiring, firing or changing the terms or conditions of
employment on the basis of genetic information.1 69 These laws vary
widely in their approach, application, and level of protection, but generally prohibit employers from obtaining genetic test results from any
source, asking employees for the results of genetic testing, or requiring employees to undergo genetic testing. 171 Only 14 states, however,
have set forth specific penalties for genetic employment
discrimination.1 7 I
A central issue at the state level is the definition of genetic information, which largely delimits the scope of protection. For example,
Arkansas omits family history from its definition, 7 2 whereas Delaware
defines it as "information about inherited genes or chromosome, and
of alterations thereof, whether obtained from an individual or family
member, that is scientifically or medically believed to predispose an
individual to disease, disorder or syndrome, or believed to be associated with a statistically significant increased risk of development of a
disease, disorder or syndrome."'' 73 New Jersey, using a similarly
167 North Carolina was the first state to bar discrimination based on the sickle cell trait.
JONES, supra note 5, at 15.
168 Id.

169 National Conference of State Legislatures, State Genetics Employment Laws, http://
www.ncsl.org/programs/health/genetics/ndiscrim.htm (last visited Sept. 21, 2008).
170 Id. Many state statutes extend protections to job applicants as well. E.g., CAL. Gov'T
CODE §§ 12926(H)(1)-(2), 12940 (2005); N.J. STAT. ANN. § 10:5-12(A) (2008); WASH. REV. CODE

§ 49.44.180 (2008).
171 National Conference of State Legislatures, State Genetics Employment Laws, http://
www.ncsl.org/programs/health/genetics/ndiscrim.htm (last visited Sept. 21, 2008).
172 ARK. CODE ANN. § 23-66-320(b)(4)(A)-(B) (West 2008).
173 DEL. CODE ANN. tit. 18, § 2317(a)(2) (West 2008).
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expansive approach, defines the term to encompass information about
genes, gene products, or inherited characteristics that may derive from
17 4
an individual or family member.
States define their prohibitions differently as well. Several states,
like Arizona and Hawaii, as well as the District of Columbia, generally
track Title VII's proscription against failing or refusing to hire, or otherwise discriminating against any individual, based on the results of
genetic information that it obtains, 7 5 whereas others are less specific
but broadly mandate treating genetic information in a manner consistent with the requirements of federal law. 176 Some states, like California and Connecticut, make the act of requesting a test itself an
unlawful employment practice. 77 Jurisdictions also vary in including
specific disorders such as cancer,'1 78 thalessemia, tay-sachs disease, and
cystic fibrosis 79 in their statutory definitions of protected conditions.
While most states make exceptions to the disclosure of genetic
information in domestic relations matters and criminal investigations,
some go further and allow its use in the employment context. In the
District of Columbia, for example, an employer may seek, obtain, or
use genetic information to determine the existence of a bona fide
occupational qualification reasonably necessary for the normal operation of its business or to determine an employee's level of susceptibility or level of exposure to toxic workplace substances, provided it has
the employee's or applicant's informed consent, gives the written
results to the test subject as soon as they are available, and refrains
from disclosing them to any other person.180 It may also use genetic
information to investigate a workers' compensation or disability
claim. 8 ' Idaho law specifically allows an employer to seek a court
"order compelling the disclosure of private genetic information held
174 N.J. STAT. ANN. § 10:5-5(oo) (2008).
175 ARIZ. REV. STAT. ANN.

§ 41-1463(B)(3) (2002); D.C.

CODE

§ 2-1402.11(a)(1) (2001);

HAW. REV. STAT. §§ 378-1, 378-2(1) (2004).

176 For example, the Illinois Genetic Information Privacy Act mandates that an employer
shall treat genetic testing information "in such a manner that is consistent with the requirements
of federal law," including but not limited to the ADA, Title VII, and several other enumerated
federal statutes. 410 ILL. COMP. STAT. ANN. 513/25(a) (West 2008).
177 CAL. GOV'T CODE § 12940(o) (West 2008); CONN. GEN. STAT. § 46a-60(11) (2004).
178 E.g., ALA. CODE §§ 27-53-1(1)-(2), 27-53-2 (West 2008); FLA. STAT. ANN. § 627.6419
(West 2005).
179 N.J. STAT. ANN. § 10:5-5(x), (cc) (West 2008).
180

D.C.

181

Id.

CODE

§ 2-1401.03(e) (2001).

§ 2-1401.03(f)(1).
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by an individual or third party . . . in connection with: (1) [a]n
employment-related judicial or administrative proceeding in which the
individual has placed his health at issue; or (2) [a]n employmentrelated decision in which the employer has a reasonable basis to
believe that the individual's health condition poses a real and unjusti1 ' 82
fiable safety risk requiring the change or denial of an assignment.
Although numerous states have acknowledged both the personal
and professional harm that even inadvertent disclosure of sensitive
medical information can create, their rules to prevent or deter deliberate or casual disclosure of medical information differ. Only 29 states
now mandate consent for a third party to perform, require, obtain,
retain, or disclose a genetic test, of which 27 of those require consent
to disclose genetic information.18 3 States like Colorado require written consent only for disclosure to third parties, whereas others like
New Mexico adopt a more stringent approach and require consent not
only for disclosure but also for obtaining and retaining genetic information and for conducting genetic analysis as well. 84 Among those
states that have established genetic privacy laws, only 19 have established specific penalties for privacy violations.' 85 Reflecting the different emphases or purposes of their various statutes, possible
consequences for unlawfully disclosing or using genetic data range
from civil or criminal fines186 to injunctive relief. 87 While many define
genetic data as personal in nature, 88 only a handful expressly define a
person's genetic information or DNA samples as personal property. 189
State laws governing the use of genetic information in the issuance or renewal of insurance policies also vary. Forty-five states now
have laws preventing insurers from establishing rules for eligibility for
private health insurance based on genetic information, and 43 bar
182 IDAHO CODE ANN. § 39-8303(2)(a) (2007).

183 See National Conference of State Legislatures, State Genetics Employment Laws,
http://www.ncsl.org/programs/health/genetics/ndiscrim.htm (last visited Sept. 21, 2008).
184 Sonia M. Suter, The Allure and Peril of Genetics Exceptionalism: Do we Need Special

Genetics Legislation?, 79 WASH. U. L.Q. 669, 695 (2001).
185 National Conference of State Legislatures, State Genetics Employment Laws, http://
www.ncsl.org/programs/health/genetics/ndiscrim.htm (last visited Sept. 21, 2008).
186 DEL CODE ANN. tit. 16, § 1227 (1998); N.J. STAT. ANN. § 10:5-49 (West 2002) (including

damages for economic, bodily, or emotional harm that the disclosure proximately causes).
187 GA. CODE ANN. § 33-54-8 (West 2005).
188 E.g., N.J. STAT. ANN. § 10:5-44(b) (West 2002).
189 ALASKA STAT. § 18.13.010(a)(2) (2006); FLA. STAT. ANN.§ 760.40(2)(a) (West 2008);
COLO. REV. STAT. ANN. § 10-3-1104.7(1)(a) (2008); GA. CODE ANN. § 33-54-1(1) (West 2005).
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genetic information from being used for risk selection or risk classification purposes.1 9° The majority of jurisdictions regulate both group
and individual health insurance policies, but Hawaii, Nebraska, and
West Virginia regulate only the individual market, whereas Alaska,
Iowa, North Dakota, South Dakota, and Wyoming address only group
insurance practices.191
Most states specify that insurers may only conduct genetic tests
for therapeutic or diagnostic purposes and, consonant with HIPAA,
prevent them from relying upon evidence of a genetic disorder or disease to deny coverage under preexisting condition exclusions in the
absence of a diagnosis of a manifested illness during the six month
period preceding the applicant's enrollment. 192 Some jurisdictions bar
an insurer from obtaining information not only about the applicant or
policyholder, but also about that individual's family. 193 Some, such as
to life or
Arizona 9 4 and California, 9 5 specifically extend prohibitions
196
not.
do
Florida,
like
others,
whereas
insurance
disability
The variety of statutory frameworks and levels of protection
regarding the use of genetic information complicates the compliance
burden on employers and healthcare providers that operate in multiple states in formulating their medical testing, disclosure, and retention policies. The multiplicity of state laws also creates the
undesirable consequence that employees in an increasingly mobile
workforce may well lose or gain protection when moving from one
state to another, even if transferring within the same company. Moreover, employer self-funded plans providing private health insurance
for employees are exempted from coverage under state health insurance laws due to federal ERISA preemption. 97

190 National Conference of State Legislatures, State Genetics Employment Laws, http://
www.ncsl.org/programs/health/genetics/ndiscrim.htm (last visited Sept. 21, 2008).
191 Id.
192 E.g.,

CONN.

GEN.

STAT.

§ 38A-816(19)

(2000

&

Supp.

2007); FLA.

STAT.

§ 641.3107(2)(a)(3) (West 2005); 215 ILL. COMP. STAT. 97/20(B) (West 2005).
193 ARK. CODE ANN. § 23-66-320(c)(1)-(2) (West 2001); HAW. REV. STAT. § 432:1-607(a)
(2004).
194 ARIZ. REV. STAT. ANN. § 20-448.02 (2002).
195 CAL. INS. CODE § 10143(a) (2005 West).
196 FLA. STAT. ANN. § 627.4301(2)(c) (West 2005).

197 29 U.S.C. §§ 1001-1145 (2006). See also JONES, supra note 5, at 15 (noting that over
one-third of the elderly insured population obtains coverage through self-funded plans).
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NEW FRONTIERS FOR GENETIC PRIVACY LAW
THE GENETIC NON-DISCRIMINATION ACT OF

2008

Based in part on the inadequacies, ambiguities, and inconsistencies of numerous state and federal laws, Congress concluded that federal legislation was necessary to protect the public and allay concerns
about the potential for discrimination.1 98 Accordingly, GINA provides uniform new standards for group and individual health insurers
and subjects them to potentially significant damages for violating its
provisions. Employers, too, must now consider the possibility of liability and damages under Title II of GINA, which sets forth a general
prohibition on adverse employment actions against job applicants and
current employees based on genetic information. Congress's decision
to adopt the procedures and remedies available to litigants under Title
VII, as well as the presence of an anti-retaliation provision, adds to
the potential risks employers face under the new legislation. Nonetheless, GINA incorporates several notable exceptions to the general
presumption against employer accessibility, use, and dissemination of
employee genetic data.
A.

The Creation of New Federal Standards

A central feature of the new legislation is its establishment of
clear definitions for genetic testing, genetic information, and genetic
services. GINA defines a "genetic test" as "an analysis of human
DNA, RNA, chromosomes, proteins, or metabolites, that detects
'
genotypes, mutations, or chromosomal changes."199
This definition
expressly excludes any "analysis of proteins or metabolites that is
directly related to a manifested disease, disorder, or pathological condition that could reasonably be detected by a health care professional
with appropriate training and expertise in the field of medicine
involved."'0 0
Another cornerstone of the Act is its definition of "genetic information" as information about an individual's genetic tests, as well as
similar information about the individual's family members and
whether they have manifested a disease or disorder. 0 1 Family history
198 See S. REP No. 110-48, at 1 (2007).

199 29 U.S.C. § 1191b(d)(7)(A) (2008).
200 Id. § 1191b(d)(7)(B)(ii). The definition also does not encompass an analysis of proteins
or metabolites that does not detect genotypes, mutations or chromosomal changes. Id.
§ 1191b(d)(7)(B)(i).
201 Id. § 1191b(d)(6)(A)(i)-(iii).
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is included in the definition to foreclose the possibility that a health
plan may use a genetic anomaly that appears in an individual's relatives as a proxy for an individual's own genetic traits.2 °2 Protected
family members include spouses, dependents (including adopted children), and all other persons related by blood to the individual or his
or her spouse or child up to relatives of the fourth degree. Although
the statute does not otherwise enumerate covered relatives, testamentary law defines relatives of the fourth degree to include an individual's parents, children, grandparents, grandchildren, brothers, sister,
uncles, aunts, nephews, nieces, great-grandparents, great-uncles,
great-aunts, and first cousins.2 °3
The new statute also addresses the provisioning of "genetics services," defined as a genetic test, genetic counseling (including
obtaining, interpreting, or assessing test results), or genetic education.20 4 Congress also included under this definition the receipt of
genetic services to prevent the possibility that discrimination might
occur based on the mere fact that an individual requested or received
genetic testing for a specific illness.20 5 Because the same assumption
for a
might arise if an individual were to participate in clinical trials
20 6
well.
as
research
clinical
included
specific condition, Congress
B.

Health Insurance

Section 101 amends ERISA and Section 102 amends the Public
Health Service Act (which regulates health plans offering individual
coverage at the state and local level) 2 7 in several different ways. For
instance, GINA adds to the existing rules relating to non-discrimination in health insurance. Specifically, it forbids a group health plan or
insurer offering group health coverage from adjusting premium or
contribution amounts for the group covered under the plan on the
basis of genetic information. 2 8 GINA does not, however, forbid an
insurer from increasing an employer's premium if an insured in the
202 Id. § 1191b(d)(6)(A)(ii)-(iii); S. REP. No. 110-97, at 16 (2007).
203 23 AM. JUR. 2d, DESCENT & DISTRIBUTION § 72 (2008).
204 29 U.S.C. § 1191b(d)(8)(A)-(C) (2008).
205 S. REP. No. 110-97, at 18 (2007).
206 Id.

207 Genetic Information Nondiscrimination Act of 2008, Pub. L. No. 110-233, §§ 101-102,
122 Stat. 881, 883-96 (2008).
208 29 U.S.C. § 1182(b)(3)(A) (2008).
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group actually manifests a disease or disorder.2 °9 In that event, nonetheless, the insurer cannot use information about the actual illness to
impute illness to any other group members in order to raise the
employer's premium further.2 0 A group insurer or issuer can, however, obtain and use the results of a genetic test in making a determination regarding payment, but may only request the minimum amount
of information necessary to accomplish this purpose.
Congress
acknowledged that health plans traditionally rely on their experience
with a group's history of claims as a factor in setting initial and
renewal rates for group premiums, including the cost of medical items
and services.2 12 While GINA prevents group health insurers from
deliberately obtaining the results of genetic exams for underwriting
purposes, the new law still permits them to factor in the cost of testing
in setting rates.2 13
GINA also prevents a group health plan or insurance issuer from
asking or requiring insureds, either actual or prospective, to undergo
genetic testing, and the same restrictions apply to an insured's covered
family members. 214 To ensure adequate fairness at the pre-enrollment
stage, insurers are also forbidden from asking or requiring third parties to provide them with genetic information concerning a prospective enrollee, nor may they purchase such information. 215 GINA
specifically requires the Department of Health and Human Services to
revise its HIPAA privacy regulations to reflect explicitly that genetic
information shall be treated as protected health information with all
the confidentiality protections that designation confers.2 16
In addition, Section 102 of GINA amends sections of the Public
Service Health Act 217 to prohibit the use of genetic information in
individual insurance coverage, including using preexisting conditions
to screen out applicants for individual health policies. As with group
insurers, however, insurers offering individual policies are entitled to
consider whether an enrollee has a manifested disease or disorder in
209 Id. § 1182(b)(3)(B).
210 Id.
211 Id.

§ 1182(c)(3)(A)-(B).

212 S. REP. No. 110-48, at 18-19 (2007).
213 Id.
214 29 U.S.C. § 1182(c)(1) (2008).
215 See id. § 1182(d)(1)-(2).
216 42 U.S.C. § 1320d-9(a) (2008).
217 Id. §§ 300gg-l(b), -91(d), -22(b), -51, -21(b)(2).
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establishing rules for eligibility or continued eligibility.218 Like group
insurers, issuers in the individual market must now refrain from asking
or requiring enrollees to undergo genetic tests as a condition of coverage. Complementing this restriction, Section 104 of GINA amends
the Social Security Act 219 to impose the same bar on any issuer of a
Medicare supplemental policy. 220 The amendments include prohibitions on discriminating in the price of a policy or relying on genetic
information to exclude an enrollee under a preexisting condition
exclusion.
The new law, however, is not intended to prevent health care professionals from recommending genetic tests to patients as aids to therapy or preventive treatment. A treating physician may do so
regardless of whether the physician is in private practice or employed
by an integrated health plan.221 For example, a physician working for
an insurer may let an insured know that a genetic test is an option and
may provide information about it under the insurer's wellness program, but the insurer could not use any genetic information it consequently obtains to discriminate in setting insurance premiums.222 In
recognition of the fact that a decision to submit to a genetic examination is a personal one dependent on a variety of possible factors,
GINA preserves an insured employee's right to decline an invitation
223
to participate in a wellness and disease management program.
GINA contains a strictly limited exception for a group insurer or
issuer that wishes to obtain genetic data for research purposes. In that
event, the plan or issuer may ask, but cannot compel, a participant or
beneficiary to undergo a genetic test provided the issuer: (1) complies
with all federal, state, and local laws or regulations for the protection
of human subjects in research; (2) makes the request to the participant
or beneficiary in writing; (3) plainly states that compliance is voluntary and that a refusal will have no effect on enrollment status or premium or contribution amounts; (4) does not use any genetic
218 Id. § 300gg-53(a)(2).
219 Id. § 1395ss.
220 Under a supplemental or "Medigap" policy, a Medicare beneficiary contracts with a
private health insurance issuer for a policy that provides for coverage, including hospitalization
costs, that Medicare itself will not cover as a result of deductibles, co-insurance amounts, or
other limitations. Id. § 1395ss(g)(1). See also Vencor Inc. v. Nat'l States Ins. Co., 303 F.3d 1024,
1026 (9th Cir. 2002); United States v. Capital Blue Cross, 992 F.2d 1270, 1271 (3d Cir. 1993).
221 See 29 U.S.C. § 1182(c)(2) (2008).
222 S. REP. No. 110-48, at 20 (2007).

223

Id. at 19.
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information it receives for underwriting purposes; and (5) informs the
Secretary of Health and Human Services in writing of its specific
request and agrees to abide by any other regulations that the Department of Health and Human Services may require. 224 A group plan
may also come into possession of genetic information legally only if it
incidentally obtains it in the course of seeking, requiring, or buying
other lawful information about an individual. 25
Section 101 addresses enforcement and relies upon the same
mechanism that is presently used for similar healthcare provisions,
such as limitations on preexisting condition exclusions, prohibitions on
discrimination based on health status, and rules relating to benefits for
mothers and newborns.22 6 More specifically, the act permits the
Departments of Labor and Health and Human Services, as applicable,
to impose a penalty against any sponsor of a group health plan or any
health insurance issuer offering health insurance in connection with
group coverage for each day of non-compliance. 27 In the event an
insurer violates the law more than once and fails to correct its action
before notification by the department, the minimum penalty rises to
$2,500.228 For more serious violations, the agencies may impose a minimum penalty of $15,000, but no penalty will apply if the insurer could
not have reasonably known in exercising due diligence that a violation
had occurred.2 29 Penalties also will not apply where the failure was
due to reasonable cause rather than willful neglect, and is corrected
within a 30-day period beginning on the first date the person otherwise liable for the violation knew or should have known of the violation.23 ° Still, GINA permits fines of up to $500,000 for unintentional
violations, or 10% of the aggregate amount paid or incurred by the
plan sponsor during the preceding taxable year for group health
plans.231 Plan participants, if successful in proving a violation, may
also receive injunctive relief under ERISA, including having health
care coverage reinstated back to the date they lost coverage.232
224 See 29 U.S.C. § 1182(c)(4) (2008).
225 S. REP. No. 110-48, at 43 (2007).
226 See id. at 3.
227 Id. at 37, 40.

Id.
229 Id. at 37-38, 40.
230 Id. at 38, 40.
228

231 S. REP. No. 110-48, at 38, 40 (2007).
232 Id. at 37.
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Title I of GINA requires the Secretary of Labor, the Secretary of
Health and Human Services, and the Secretary of the Treasury to
issue final regulations relating to its impact on ERISA, HIPAA, the
Public Health Service Act, the Social Security Act, and the Internal
Revenue Code within the same timeframe.2 33 Section 106 of Title I
specifically authorizes the execution of an interagency memorandum
of understanding between these agencies to ensure that regulations,
rulings, and interpretations by them relating to matters over which
they have overlapping jurisdiction are administered to have the same
effect at all times, and requires them to coordinate their enforcement
policies to avoid duplicative efforts and facilitate assignment of
enforcement priorities. Title I of GINA has a delayed implementation
provision, becoming effective for group and individual health insurance plans one year after its enactment into law, or May 21, 2009.234
C.

Employment Discrimination

GINA establishes a clear federal baseline for employment discrimination claims predicated upon wrongful use of employees'
genetic information, and parallels Title VII in its enforcement procedures and range of available remedies. Nonetheless, it also incorporates several significant exceptions to the general rule against
employer possession, disclosure, and use of genetic data.
1. General Prohibition
Title II of GINA forbids private employers, state and federal governmental entities, labor organizations, employment agencies, and
joint labor-management committees (collectively "employers") to discriminate against an employee because of the employee's genetic
information.2 35 Congress's intent was to extend Title VII's protections
to genetic information,23 6 and GINA's language mirrors it accordingly. 237 Consequently, Section 202 of GINA defines unlawful
employment practices to include failing to hire, discharging, or otherwise affecting a term, condition, or privilege of employment on
233 Genetic Information Nondiscrimination Act of 2008, Pub. L. No. 110-233, §§ 101(f),
102(d), 105(b), 122 Stat. 881, 888, 895, 905 (2008).
234 Id. §§ 101(f), 102(d)(2), 122 Stat. at 888, 895.
235 See id. §§ 201, 202(a), 122 Stat. at 905-07.
236 S. REP. No. 110-48, at 27 (2007).
237 Genetic Information Nondiscrimination Act of 2008, Pub. L. No. 110-233, § 201(2), 122
Stat. at 905 (2008).

20091

NEW FRONTIERS FOR GENETIC PRIVACY LAW

account of genetic information.23 8 It also prevents an employer from
limiting, segregating, or classifying employees, or tending to deprive
them of employment opportunities for the same reason.23 9 The phrasing of these prohibitions would therefore render unlawful an
employer's refusal to hire a job applicant because the applicant has an
inherited genetic condition. Title II applies to all private sector
employees and job applicants covered by Title VII, as well as state and
federal employees.2 40
The definition of a "genetic test" for employment purposes in
Title II is identical to that in Title I in the context of insurance information, with the exception that it makes no reference to an analysis
directly related to a manifested disease, disorder, or pathological condition. By omitting such analysis, Congress acknowledged that there
may be valid uses for non-genetic health information in the health
241
insurance setting that do not apply in the workplace setting.
2.

Exceptions

As in the insurance context, GINA establishes a basic presumption of unlawfulness when an employer asks, requires, or purchases
genetic information of an employee or an employee's family member,
but Section 202 permits six exceptions.
The first relates to the so-called "water cooler problem," where
an employer unwittingly or casually learns through conversations
among co-workers about the health status of an employee or a family
member.242 Where an employee volunteers information about his
genetic condition or that of a family member to co-workers or the
employer, the employer will not have violated the basic ban on possession of genetic information. 243 The statute rather awkwardly refers
to this situation as one in which an employer "inadvertently requests
or requires family medical history of the employee or family member
2
of the employee." "
42 U.S.C. § 2000ff-1(a)(1) (2008).
Id. § 2000ff-1(a)(2). The anti-discrimination provisions also extend to situations in
which an employer controls an apprenticeship or other training program, including on-the-job
training programs. Id. § 2000ff-4(a) (2008).
240 Id. § 300gg-1.
241 S. REP. No. 110-48, at 16 (2007).
242 Id. at 28.
243 42 U.S.C. § 2000ff-1(b)(1) (2008).
244 Id.
238
239
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The second exception is intended to help encourage the maintenance of employer-sponsored health or genetic services, including
wellness programs, and allows a company-employed health professional to discuss genetics information with an employee. 245 For this
exception to apply, the employer must obtain the employee's prior
knowing, voluntary, and written authorization, and ensure that only
the employee and the employer's licensed health care professional or
board-certified genetic counselor involved in providing the service
receives individually identifiable medical information. 246 Any individually identifiable information cannot be made accessible to the
employer except in aggregate terms that do not disclose the identities
of specific employees.247
The third exception contemplates a situation where an employer
asks an employee on medical leave to certify the status of his condition by providing documentation from his or her physician, as it is
entitled to do under the FMLA or corresponding state medical leave
laws.248 Where the physician's report contains genetic information as
defined in the Act, the fact that the employer has acquired it in the
context of verifying the health status of an employee on leave will not
be considered a violation of GINA.249
The fourth exception reflects the fact that a surfeit of information
about the genetic conditions of an employee or their family members
may reside in commercially or publicly available documentation.25 °
Therefore, where an employer purchases documents from such
sources that include family medical history, it shall not be held liable
for violating Title II. The intent of this exception is to deflect frivolous lawsuits where an employer's sole source of information about
the condition derives from non-exclusive resources such as newspapers, magazines, periodicals, books, and the Internet. As an example,
the Senate Report on the bill contemplated a situation where an obituary makes it common knowledge in the community that the parent of
245 Id. § 2000ff-l(b)(2)(A).
246 Id. § 2000ff-1(b)(2)(B)-(C).
247 Id. § 2000ff-l(b)(2)(D). To qualify for this exception, a corporate program must also
meet the definition of a wellness program under Section 702 of ERISA, and the safeguards in
place to prevent unauthorized access to the data must comply with the rules for handling individually identifiable health information under HHS medical privacy regulations. S. REP. No. 11048, at 28 (2007).
248 42 U.S.C. § 2000ff-1(b)(3) (2008).
249 Id. § 2000ff-1(b)(3).
250 S. REP. No. 110-97, at 30 (2007).
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an employee has died from breast cancer or other illness that may
have a genetic component.2 5' Publicly available sources, however,
expressly do not include medical databases or court records. 2
Fifth, the Act resolves some of the ambiguity surrounding the
lawfulness of occupational medical surveillance by permitting an
employer to obtain individually identifiable genetic data to monitor
the biological effects of toxic workplace substances, but only under
strict conditions.25 3 Genetic monitoring may occur only if: (1) the
employer provides an employee with written notice of the monitoring;
(2) the employee gives prior, knowing, voluntary, and written authorization; (3) the genetic monitoring is required by federal or state law;
(4) the employee is informed of the individual monitoring results; (5)
the monitoring complies with federal genetic monitoring regulations;
and (6) the employer receives the results only in aggregate terms so
that no employee is individually identifiable. 4
Sixth, a very limited exception applies to forensics laboratories
performing DNA analysis for law enforcement purposes. In its capacity as an employer, a forensics laboratory may lawfully obtain an
employee's genetic information to analyze DNA identification markers because markers help detect sample contamination and maintain
quality control. 5
The legislation further makes clear that however an employer
may uncover genetic information, it may never use it to contravene
the Act. Consistent with the ADA, GINA strictly regulates any medical information that may come into the employer's possession. It
requires employers to treat genetic data as confidential medical
records as defined by the ADA and requires them to maintain the
information on forms and in medical files that are separate from
employee personnel files.256
251 Id.

252 42 U.S.C. § 2000ff-1(b)(4) (2008).
253 Id. § 2000ff-l(b)(5).
254 Id. This exception specifically requires that an employer's monitoring comply with any
regulations established by the Secretary of Labor under the Occupational Safety and Health Act
of 1970 (OSH Act), 29 U.S.C. § 651 (2006), the Federal Mine Safety and Health Act of 1977, 30
U.S.C. § 801 (2006), the Atomic Energy Act of 1954, 42 U.S.C. § 2011 (2006), and any state
genetic monitoring regulations established under the auspices of OSHA. 42 U.S.C. § 2000ff1(b)(5)(D) (2008).
255 42 U.S.C. § 2000ff-l(b)(6) (2008).

256 See H.R. REP. No. 110-28, pt. 1, at 68 (2007) (summarizing the testimony of Burton J.
Fishman on behalf of the Genetic Information Nondiscrimination in Employment Coalition)
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As with GINA's privacy rule governing how covered entities may
process or handle insurance information, Section 206 incorporates
several statutory exceptions to the general presumption in favor of
confidentiality of genetic information in the employment context. An
employer may disclose genetic details it possesses to the employee at
the employee's written request as well as to an occupational or other
health researcher if the research complies with the Department of
Health and Human Service's policy for protecting human research
An employer also has no liability under the Act if it dissubjects.
closes genetic information in response to a court order, but only to the
extent that the order expressly authorizes it to do so. 258 If the
employer receives a court order without the employee's knowledge,
the employer must inform the employee of the order and describe any
genetic information it disclosed in response. 259 An employer can also
disclose genetic information to government officials who are investigating violations of GINA itself, where that information is relevant to
the investigation, and to federal, state, or local public health agencies
in matters involving a contagious disease that presents an imminent
hazard of death or life-threatening illness.2 ° In that event, however,
the employer may only disclose information about the manifested diseases or disorders, not merely latent ones, and must inform the
employee or affected family members of the disclosure. 26' Finally, an
employer may make disclosure "in connection with" its compliance
with the certifications provisions of the FMLA or its state
equivalents. 2 62 Although the intent of this exception is unclear, it may
provide an employer a possible basis to disclose genetic information
to defend itself against a suit for an alleged violation of a medical
leave statute.

(noting that employer meets its obligations if it maintains employee health records in the same
manner that it maintains and treats confidential medical records under Section 102(d)(3) of the
ADA, therefore obviating the need for adopting a new recordkeeping system).
257 45 C.F.R. § 46 (2007).
258 42 U.S.C. § 2000ff-l(b)(3)(A) (2008).
259 Id. § 2000ff-(b)(3)(B). This provision does not address the employer's obligation
where a court order expressly requires it to maintain complete confidentiality. S. REP. No. 11048, at 30 (2007).
260 42 U.S.C. § 2000ff-1(b)(4), (6) (2008).
261 Id. § 2000ff-1(b)(6).
262 Id. § 2000ff-l(b)(5).
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Procedures and Remedies Under GINA

For employers covered under Title VII of the Civil Rights Act of
1964, GINA relies upon the same procedures and remedies that are
available to any Title VII litigant to vindicate their rights. Litigants
must formally file a charge with the EEOC within 180 days after the
alleged violation occurred (or within 300 days if the initial filing was
made with a state anti-discrimination agency that has a work-sharing
agreement with the EEOC).2 63 Remedies include injunctive relief,
reinstatement, back pay, compensatory damages, punitive damages,
and attorneys' fees. "6 Litigants will remain free to pursue remedies
under the ADA and the Rehabilitation Act insofar as they also regulate the use and maintenance of genetic information, but GINA does
not disturb current judicial precedent barring duplicative recovery of
damages based on the same facts or common occurrences to avoid
creating windfall judgments and unreasonable exposure to employers
and insurers.26 5 However, Title II expressly allows an aggrieved party
to pursue rights or protections under any other federal or state statute
that provides equal or greater protection than GINA, including the
ADA or the Rehabilitation Act.266 Section 213 states that Title II will
come into force 18 months after its enactment, or November 2009,
while Section 201 requires the EEOC to issue final regulations relating to it by May 21, 2009, one year after enactment.
Like other major, federal employment laws, Title II of GINA
incorporates an anti-retaliation provision prohibiting discrimination
against any individual who opposes any employment act or practice
that GINA proscribes. Individuals who make or participate in any
charge are also protected from retaliation, as are those who testify,
assist, or participate in any way in an investigation, proceeding, or
hearing precipitated by an alleged violation of Title 11.267 Although it
is too early to predict the importance of this provision, litigation under
the anti-retaliation sections of other employment statutes has been
263 Id. § 2000ff-6(a)(1) (referencing the Civil Right Act of 1964).
264 Id. § 2000-e5(g)(1), (k) (2008). Maximum combined compensatory and punitive damages for a prevailing party under Title VII are statutorily capped and range from $50,000 for
employers with 20 or more employees up to $300,000 for employers with more than 500 employees in each of 20 or more calendar weeks in the current or preceding calendar year. Id.
§ 1981a(b)(3)(A)-(D).
265 S. REP. No. 110-48, at 30 (2007).

266 42 U.S.C. § 2000ff-8(a)(1) (2008).
267 Id. § 2000ff -6(f).
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burgeoning in recent years. The EEOC reported that in Fiscal Year
2007, it received 26,663 charges of retaliation discrimination based on
all statutes it enforces.2 68 That same year it resolved 22,265 retaliation
charges and recovered more than $124 million in monetary benefits
for charging parties and other aggrieved individuals (not including
monetary benefits obtained through litigation).26 9 In 2007, 32.3% of
all suits that the agency filed on the merits (including suits to enforce
administrative settlements) were retaliation claims, second only to
gender discrimination claims, and exceeding race, age, disability,
national origin, religion, and equal pay suits. 270 Both in absolute number and as a percentage of the EEOC's overall charge activity, retaliation suits were the highest on record since 1997.71
D.

GINA's Potential Effects

GINA is an important step in consolidating existing federal protections by specifically limiting the means by which employers and
healthcare entities may acquire sensitive genetic data. It also provides
a clear national foundation upon which states can add further protections, if they choose, and it is a laudable, positive measure that anticipates the possible repercussions in the insurance industry, the
workplace, and broader society attributable to increasingly sophisticated genetic techniques.
GINA will most likely reduce the temptation to use genetic
screening or monitoring as a means of reducing health care and workers compensation costs, a central objective of the bill's proponents.
Moreover, employees and insureds in populations that are medically
or statistically shown to be at higher risk than normal for specific
genetic ailments may show greater confidence in consulting with medical professionals, including genetics counselors, who could help them
interpret their results intelligently, and they may be more willing to
268 U.S. EQUAL OPPORTUNITY COMM'N, RETALIATION: STATISTICS, http://www.eeoc.govl

types/retaliation.html (last visited Sept. 25, 2008).
269 Id.
270 U.S. EQUAL OPPORTUNITY COMM'N, FY

2006 ANNUAL REPORT

ON THE OPERATIONS

AND ACCOMPLISHMENTS OF THE OFFICE OF THE GENERAL COUNSEL Pt. III(A)(4), available at

http://www.eeoc.gov/litigation/06annrpt/index.html#IIIA.
271 U.S. EQUAL OPPORTUNITY COMM'N, CHARGE STATISTICS: FY 1997 THROUGH FY 2007,
http:/www.eeoc.gov/stats/charges.html.

By way of comparison, retaliation charges brought in

1997 under all statutes within the EEOC's jurisdiction totaled 18,198, representing 22.6% of the
agency's overall caseload. With the exception of a small drop in cases from 2001 to 2002, the
trend over the past decade has been consistently upwards. Id.
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participate in research studies where there is no longer any risk that
their individually identifiable genetic profiles will be published. 27 2 It
may also encourage consumers to utilize the services of private genetics firms to gain information about their genetic makeup. The law is
also a highly visible success in bringing the United States more closely
in conformity with other nations and international entities that have
adopted guidelines for the protection of biological data.
Before the new requirements become effective, employers and
healthcare entities covered under GINA should review their obligations under applicable state and federal law and modify their policies
on equal employment opportunity and the use of medical examinations in the employment process. They should also reassess internal
policies related to the handling of sensitive medical data under
HIPAA to ensure their policies cover genetic information, as well as
the results of genetic tests as defined in GINA, and that only those
employees with a legitimate need to handle this sensitive information
have access to it. GINA's definition of "genetic information" warrants close inspection of any organizational policies requiring an applicant or employee to disclose their family medical history, including
policies for validating medical leave under state laws or the FMLA.
E.

GINA's Weaknesses and Limitations
1. Scope of Legislation

Despite its groundbreaking nature, the new law has fundamental
flaws insofar as it fails to acknowledge or address other significant
ways in which genetic data could be used to the detriment of those
with inherited genetic conditions. Significantly, Title I governing
insurance coverage does not address data protection for life, longterm care, or disability insurance. It limits its scope to the preexisting
categories of covered entities under HIPAA, 273 and thereby fails to
acknowledge the possibility that other actors in the health care delivery infrastructure might have the potential to compromise protected
health information. Some health insurers have also expressed concern
272 According to Francis S. Collins of the National Human Genome Research Institute,
approximately one-third of people with a family history of disease declined to participate in
studies by the National Institutes of Health designed to identify genes that carry disease risk.
Andrew Pollack, Congress Near Deal on Genetic Test Bias Bill, N.Y. TIMES, Apr. 23, 2008, available at http://www.nytimes.com/2008/04/23/business/23gene.html.
273 42 U.S.C. § 1320d-9 (2008).
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that restricting access to a patient's genetic data might impair their
ability to suggest a superior course of treatment.27 4
2.

Practicality of Standards

GINA's definition of genetic information may also complicate an
employer's ability to comply with medical privacy regulations because
the distinction between genetic and other health information can be
difficult to apply in practice. 75 For example, while AIDS is a nongenetic condition caused by HIV, genetic analysis is a useful diagnostic tool in determining whether the infection will cause illness, how
soon the illness will manifest, and how quickly it will progress. In
practice, it may be difficult for insurers and employers to avoid inadvertent disclosure of sensitive information since clinical evaluations
and other non-genetic tests may in fact contain predictive information
that GINA was intended to safeguard.2 76
Critics of the legislation also expressed skepticism about the
workability of a general privacy rule that provides a narrow range of
exceptions for acquiring and disclosing genetic information. They
noted that in contrast, the HIPAA privacy rule allows for numerous
exceptions that reflect the complexities involved in its implementation. These exceptions include treating contract workers managing
sensitive records as "business associates" of a covered entity, permitting disclosures to heirs of decedents, and for serious threats to health
and safety. 277 Disclosures under HIPAA, they noted, are also permissible for essential government functions, as well as for incidental purposes such as workers' compensation and for covered entities' health
care operations.27 8
3.

Effectiveness as Discrimination Deterrent

On the employment side, Title II of GINA is somewhat less
sweeping than it initially appears because of Congress's decision to
incorporate Title VII's definition of an employer for discrimination
purposes, thereby exempting from coverage entities not "affecting
274 Pollack, supra note 272.
275 Suter, supra note 184, at 701-02.
276 Id. at 702.

277 H.R. REP. No. 110-28, pt. 3, at 66-67 (2007).
278 Id.
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commerce" or that have 15 or fewer employees. 279 Because it tracks
Title VII's enforcement mechanism,28 ° litigants will also need to file
their claims with the EEOC within the statutorily mandated period or
risk having their claim dismissed as time-barred. 8
Title II of GINA also contains an unusual provision barring disparate impact claims for a period of at least six years after its effective
date (seven and a half years when the additional 18 months required
for the statute to become operational are considered), after which
Congress will appoint a commission to evaluate the state of medical
knowledge at that time and recommend whether the law should be
amended to permit this cause of action.282 Thus, even if numerous
employees clearly demonstrated common questions of statutory or
constitutional law or fact 28 3 relating to a covered employer's practices
or policies, GINA would effectively block the ability of the federal
courts to process their claims efficiently and cost-effectively as a class
action for the foreseeable future.
GINA also fails to provide sufficient, realistic safeguards to prevent an employer from obtaining genetic information at the outset.
Its statutory exceptions notwithstanding, an employer may still theoretically gain lawful access to genetic data by exercising its right, unaffected by GINA, to certify the health status of an employee who seeks
a medical leave of absence under the FMLA or its state law
equivalents.28 4 The new law may even provide a subtle incentive for
employers to search for genetic data through the Internet and other
public sources to take advantage of the safe harbor provision for data
acquired through published sources.
Because GINA mirrors the prohibitions and penalties of Title
VII, it is likely that the federal courts would apply the McDonnellDouglass balancing test in the cases brought under it. Just as in a Title
VII action, it would likely be very difficult for a plaintiff to prove that
a termination, lack of advancement, or other form of adverse action
was due not to the employer's purported legitimate business rationale,
279 Like Title VII and the ADA, GINA applies only to an employer or its agent engaged in
"industry affecting commerce" that employs 15 or more employees for each working day in each
of 20 or more calendar weeks in the current or proceeding calendar year. 42 U.S.C. §§ 2000e(b),
121115(A) (2006).

280 Id. § 2000f-6(a)(1) (2008).
281 Id. § 2000e-5(e)(1) (2006).
282 Id. § 2000ff-7 (2008).
283 FED. R. Civ. P. 23(a)(2).
284 42 U.S.C. § 20ooff-4(b)(3)

(2008).
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but rather to specific knowledge of the litigant's genetic makeup.
Moreover, Title II may well generate confusion over the scope of an
employer's rights that must await resolution either through judicial
interpretation or administrative regulation. Unlike the ADA, for
example, GINA does not incorporate any "direct threat" defense that
would enable an employer to terminate or reassign an employee with
a known predisposition or medical condition that might make him
harmful to himself, co-workers, or members of the public.
4.

Repercussions for Genetic Monitoring

GINA's rules on medical surveillance programs bring greater
clarity in workplaces where hazardous substances are known to
exist.2 85 However, an employer conducting surveillance may still seek
an employee's personal and family medical history as part of routine
medical practice under OSHA's standards, leaving open the possibility that the information might be misused for employment decisions. 28 6 At the same time, monitoring leaves employers exposed to
the possibility of a civil suit if an employee resists a preassignment
physical or periodic medical examination where no federal or state
law mandates worker examinations for the hazardous substances present.287 If GINA induces reluctance on the part of employers to
attempt collecting occupational medical data, particularly relating to
substances for which OSHA has not yet formulated a model standard,
governmental and academic research institutions may need to take the
lead in proving the utility of specific genetic tests for identifying toxic
or hazardous substances as well as susceptible worker populations.
5. Regulatory Comprehensiveness
Balancing the interests of insureds and employees against the
societal interest in learning more about genetic diseases to prevent
illness will undoubtedly require a more comprehensive regulatory
approach than GINA provides. One major component of the regulatory landscape is Medicare, which restricts payment to items or serSee supra notes 155-159 and accompanying text.
Id.
287 Although employers are obligated to provide medical testing to workers who risk exposure to OSHA-specified carcinogenic or toxic substances, employees are not obligated to submit
to them. See H.R. REP. No. 110-28, pt. 3, at 69 (2007) (stating that "reassigning an employee
who refuses to provide information for monitoring" purposes would constitute an illegal employment practice under GINA).
285

286
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vices that are "reasonable and necessary for the diagnosis or
treatment of illness or injury or to improve the functioning of a malformed body member. '288 Medicare will not reimburse for predictive
genetic analyses unless they are conducted on patients who already
manifest illnesses or are used to identify subpopulations that are
responsive to particular treatments, discouraging their wider use to
prevent the onset of treatable illnesses. 289 Since health care payers
increasingly require corroboration of the predictive capabilities of
clinical exams, insureds would face fewer barriers to coverage if a
larger pool of information were available demonstrating the utility of
illness-specific genetic tests. 29° Greater regulatory control by agencies
such as the FDA and the imposition of rigorous, clinically validated
methods for developing commercial and laboratory-developed test
kits would promote consumer confidence and provide an economic
incentive for the private sector to pursue research for tests for new
genetic markers.29 1
F. GINA's Consistency with InternationalNorms
Despite these limitations, the legislation harmonizes well with
three non-binding international documents that are intended to prevent the potentially harmful disclosure and use of individual genetic
288 42 U.SC. § 1395y(a)(1)(A) (2008).
289 SEC'Y's ADVISORY COMM. ON GENETICS, supra note 2, at 41. Many new genetic tests

are not broadly embraced by the medical profession with the exception of certain well-established tests, such as breast and ovarian cancer tests that focus on the specific BRCA1 and BRCA
2 genes and cancer tests that examine genes linked to nonpolyposis colorectal cancer, a hereditary illness. Id. In addition to the difficulty of obtaining reimbursement under the federal Medicare program for genetic tests meant to uncover the likelihood of prospective illnesses, insureds
encounter obstacles with major private insurers, which have generally refused to reimburse for
broad genomic reviews or tests that they consider unproven. Id. Tests designed to assess predilection for Type 2 diabetes, early heart attacks, or prostate cancer fall within this category.
Mathews, supra note 27.
290 SEc'Y'S ADVISORY COMM. ON GENETICS, supra note 2, at 10-11 (calling for collaboration between public and private health care payers, test developers and clinical laboratories).
291 Id. at 191. More recently, some state agencies have taken an aggressive role in regulating consumer genetics tests. Robert Langreth & Matthew Herper, States Crack Down on Online
Gene Tests, FORBES, Apr. 14, 1008, available at http://www.forbes.com/2008/04/17/genes-regulation-testing-biz-cx mhbl _0418genes.html (noting that 24 states prohibit or limit direct access
testing without a medical professional's involvement). In the latter half of 2008, New York
State's Department of Health required several online genetic test providers to obtain permits for
gene scans on New York residents. Id. Similarly, California's health regulators are investigating
public complaints concerning several such providers for potentially violating a state regulation
requiring that all genetic tests be ordered by a licensed physician. Id.
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information. Notably, the United Nations' Universal Declaration on
the Human Genome and Human Rights asserts that all persons have a
right to respect for their dignity and for their rights regardless of their
genetic characteristics and that "[n]o one shall be subjected to discrimination based on genetic characteristics that is intended to
infringe or has the effect of infringing human rights, fundamental freedoms and human dignity. ' 29 2 The Declaration requires that genetic
data associated with an identifiable person be held confidential
regardless of the purpose for which they were collected, and provides
individuals with "just reparation for any damage sustained as a direct
and determining result of an intervention" affecting their genome.29 3
Similarly, the member states of the Council of Europe, through the
Convention on Human Rights and Biomedicine, have expressly
banned any form of discrimination against a person on grounds of his
or her genetic heritage, and allows predictive genetic tests on identifiable persons "only for health purposes or for scientific research linked
'
to health purposes, and subject to appropriate genetic counseling."2 94
The Convention further provides that any persons suffering "undue
damage resulting from an intervention" are entitled to fair compensation under the laws of the applicable member state. 295 Finally, the
Charter of Fundamental Rights of the European Union also prohibits
any form of discrimination based on genetic features and particularly
calls for respect for physical and mental integrity by prohibiting
2 96
eugenic practices.
CONCLUSION

The impetus for GINA's passage has come about through the
combined efforts of a broad coalition of interest groups and the recommendations of various governmental advisory review panels that
292 The Universal Declaration on the Human Genome and Human Rights, UNESCO, arts.
2(a), 6 (Nov. 11, 1997), available at http://unesdoc.unesco.org/images/OO12/OO1229/122990eo.pdf.
293 Id. at arts. 7-8.
294 Eur. Consult. Ass., Convention for the Protection of Human Rights and Dignity of the
Human Being with regard to the Application of Biology and Medicine: Convention on Human

Rights and Biomedicine, ch. IV, arts. 11-12 (April 4, 1997), available at http://conventions.coe.int/
Treaty/Commun/ListeTraites.asp?CM=1&CL=ENG&NT=164&NU=999.
295 Id. at ch. VIII, arts. 23-24.
296 NUFFIELD COUNCIL ON BIOETHICS, GENETIC SCREENING: A SUPPLEMENT TO THE 1993
REPORT BY THE NUFFIELD COUNSEL ON BIOETHICS 54 (2006), available at http://www.nuffield
bioethics.org/fileLibrary/pdf/Genetic-Screening_-_a-Supplement-to-the_1993_Report-(2006).
pdf.
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have advocated for more than a decade in favor of stricter controls on
accessing genetic data in employment and insurance.297 While its
reach is arguably not as comprehensive as necessary to ensure fully
effective safeguards in healthcare or employment, it represents a worthy initial federal effort to reduce the possibility that advances in medical technology and scientific discovery are not misused against those
with irregular genetic profile.

297

See, e.g.,

NAT'L INsTS. OF HEALTH

&

DEP'T OF ENERGY,

ELSI

WORKING GROUP AND

NATIONAL ACTION PLAN ON BREAST CANCER WORKSHOP ON GENETIC DISCRIMINATION AND

(1996), available
at http://www.genome.gov/10001746; Letter from Reed V. Tuckson, Chair of Secretary's Advisory Committee on Genetics, Health and Society, to Michael 0. Leavitt, Secretary of Health and
Human Services (May 3, 2005), available at http://www4.od.nih.gov/oba/sacghs/reports/letter toSec_05_03 2005.pdf; Coalition for Genetic Fairness, List of GINA Supporters, http://
www.geneticfaimess.org/gina-support.html (listing numerous organizations in both the public
and private sectors that supported passage of GINA).
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