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New regulations are

on the way, and in

the interim defense
counsel should advise
their employer clients
to take the steps
necessary to ensure
compliance with GINA.

A Map for Navigating
2008’s GINA
Prohibitions

While most employers, and probably many employ-

ment lawyers, were unaware, a 13-year effort to regu-

late genetic testing and the use of genetic testing results

came to fruition when President George W. Bush signed

the Genetic Information Nondiscrimination
Act of 2008 (GINA or the act) on May 21,
2008. According to its supporters, GINA was
“the culmination of a systematic, bipartisan
effort to prohibit improper use of genetic in-
formation in workforce and insurance de-
cisions.” Protecting Workers from Genetic
Discrimination: Hearing Before the H. Sub-
comm. on Health, Empl., Lab. and Pensions
of the H. Comm. on Educ. and Lab., 110th
Cong. (2007) (statement of Rep. Slaughter,
member, House Comm. on Education and
Labor). The act prohibits discrimination in
employment and in the provision of health
insurance benefits based on genetic tests
and information. The employment provi-
sions take effect on November 21,2009, and
the health insurance provisions take effect
even sooner—May 21, 2009.

Personal Health Information
and Employment
The impetus to enact genetic nondiscrim-

ination legislation began on the state level
specifically to protect job applicants from
discrimination based on potential suscep-
tibility to sickle cell anemia. National Con-
ference of State Legislatures, State Genetics
Employment Laws, http://www.ncsl.org]

pbrograms/health/genetics/ndiscrim.hitn] (accessed
Jan. 27, 2009). By January 2008, 35 states

had enacted legislation prohibiting genetic
discrimination in employment, although
only 14 of those laws provided specific
penalties for genetic discrimination in the
workplace. Id. The first efforts to enact a
federal genetic non-discrimination statute
began in 1995. Supporters of such federal
legislation sought to address documented
instances of employers seeking to obtain
genetic information and making employ-
ment decisions based on that information.
In one instance, an employer conducted
undisclosed screening for Carpal Tunnel
Syndrome in an apparent attempt to find
a genetic predisposition to the syndrome
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to defend against workers’ compensation
claims. National Partnership for Women
& Families on behalf of the Coalition for
Genetic Fairness, Faces of Genetic Discrimi-
nation: How Genetic Discrimination Affects
Real People, at5(2004). In one case cited in
GINA’s congressional findings, an employer
conducted pre-employment health screen-
ings that included undisclosed genetic test-
ing of African Americans for sickle cell
anemia, in addition to undisclosed testing
of all individuals for syphilis and testing of
females for pregnancy. Norman-Bloodsaw
v. Lawrence Berkeley Laboratory, 135 F.3d
1260 (9th Cir. 1998).

Further, rapid scientific advances in ge-
netic testing have resulted in the increased
availability of genetic tests for a greater
number of genetic traits. The Human Ge-
nome Project reports the availability of
1,000 genetic tests that can be used for car-
rier screening, prenatal and newborn test-
ing, presymptomatic testing for diseases,
such as Huntington’s and Alzheimer’s dis-
eases, and conformational diagnoses. De-
partment of Energy Human Genome Project
Information, Gene Testing,
pov/sci/techresources/Human _Genome/medicineq
(accessed Jan. 28,2009). Sup-
porters of GINA cautioned that individuals
would not avail themselves of the benefits
genetic testing and services provide or par-
ticipate in clinical trials unless they received
protection against abuse of the information
in the workplace. 154 Cona. REc. E818-03
(daily ed. May 5, 2008) (Extensions of Re-
marks of Rep. Sheila Jackson-Lee).

It is against this backdrop that GINA
was enacted, despite employer objections
to increased regulation over an area that
seems to rarely surface in the workplace.

The act broadly defines genetic informa-
tion as (1) an employee’s genetic tests; (2)
the genetic tests of the employee’s family
members; and (3) “the manifestation of a
disease or disorder in family members of
such individual.” 42 U.S.C. §20001f(4). It is
this third portion of the definition of genetic
information that is particularly problematic
for employers. One problem is the defini-
tion of a “family member.” Family mem-
bers include dependents and first-, second-,
third-, and fourth-degree relatives. This
extraordinarily broad definition of family

members includes not only an employee’s
parents, siblings, children and grandchil-
dren, but also an employee’s first cousins,
grand nephews and nieces, and great-great
grandparents, among others. Further, the
act covers genetic information about a fetus
or an embryo resulting from assisted repro-
ductive technology used either by a covered
individual or a covered family member, al-
though information about the sex or age of
any individual is excluded from the defini-
tion of genetic information.

Genetic information also includes an in-
dividual’s request for, or receipt of, genetic
services, which is further defined as ge-
netic testing, genetic counseling, which is
interpreting or assessing genetic informa-
tion, or genetic education. A genetic test is
the analysis of human DNA, RNA, chro-
mosomes, proteins, or metabolites that de-
tects genotypes, mutations or chromosomal
changes. The term genetic test does not in-
clude an analysis of proteins or metabolites
that does not detect genotypes, mutations,
or chromosomal changes, or an analysis of
proteins or metabolites that is directly re-
lated to a manifested disease, disorder, or
pathological condition that a health care
professional with appropriate training and
expertise could reasonably detect.

A second GINA problem area involves
an employer’s knowledge of disease or
disorder manifestation in an employee’s
family member. Employer groups have
opined that obtaining an employee’s fam-
ily history as a part of a personal med-
ical history provides an employer with
genetic information as defined by GINA.
Bill Leonard, The Stealth Statute: If You
Think The New Genetic Information Law
Doesn’t Apply To You, Think Again, HR
MAGAZINE, December 2008, at 47. An
employer might potentially obtain genetic
information as defined under GINA dur-
ing the application process for employer-
sponsored health insurance benefits. Id.
Another section of the act, however, may
provide protection for employers with
respect to information obtained during
application for health insurance benefits.
GINA provides that an employer will not
be liable under the act for the use, acqui-
sition or disclosure of “medical informa-
tion that is not genetic information about a
manifested disease, disorder, or pathologi-
cal condition,” even if the disease, disorder

or condition has a genetic basis. 42 U.S.C.
§2000£f-9. Equal Employment Opportu-
nity Commission regulations will likely
provide more guidance outlining the spe-
cific parameters of “genetic information,”
and regulations must be issued no later
than May 21, 2009.

GINA borrows many definitions from
Title VII of the Civil Rights Act of 1964,
including the definition of an employer.
The act has a much broader reach than
Title VII, however, as it covers both pri-
vate and public sector employers. In the
private sector, the act covers employers
with 15 or more employees. An employer
is “a person engaged in an industry affect-
ing commerce.” 42 U.S.C. §2000e(b). Cov-
ered entities in the public sector include
certain state employees, congressional
employees, executive branch employees
and other federal government employees,
such as those employed by military depart-
ments, the United States Postal Service,
and the Library of Congress, among oth-
ers. In addition to employers, employment
agencies and labor organizations are sub-
ject to GINA.

Individuals covered by the act include
applicants for employment, as well as indi-
viduals employed by a covered employer.

GINA prohibits unlawful employment prac-
tices against employees because of any
genetic information “with respect to the
employee.” 42 U.S.C. §2000ff-1(a)(1). Sim-
ilar to Title VII, unlawful employment prac-
tices involve discrimination with respect
to hiring, firing and other terms and con-
ditions of employment. It is also unlawful
for an employer to use genetic information
“tolimit, segregate, or classify” an employee
“in any way that would deprive or tend to
deprive any employee of employment op-
portunities” or affect the status of employee.
42 U.S.C. §2000ff-1(a)(2). Further, the act
prohibits employers from requesting ge-
netic information, requiring an employee
to provide genetic information, or purchas-
ing genetic information about an employee.
Exceptions to this prohibition are provided
in the following instances:

+ inadvertent requests or requirements for

an employee’s family medical history;
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health or genetic services provided in
connection with wellness programs for
which an employee has provided writ-
ten authorization that restrict receipt of
individually identifiable information to
only the employee and the health care
professional

+ genetic information provided to the
employer in aggregate or summary form,

| E e —
Health insurance

companies may not
use genetic information

to render individuals
ineligible for coverage or
determine premium rates.

absent individually identifiable informa-

tion so that the identity of specific indi-

viduals is not apparent;

+ family medical history information
requested in compliance with Fam-
ily and Medical Leave Act certification
procedures;

+ information that may contain family
medical histories purchased from pub-
licly available sources;

+ information used in connection with le-
gally required genetic monitoring of the
effects of toxic substances in the work-
place, but only if the employer has pro-
vided written notice, the employee has
given written authorization, the em-
ployee is informed of the results and the
monitoring complies with state or federal
genetic monitoring regulations; and

+ theemployerisaforensicslaboratoryand
requires genetic information as a quality
control measure to ensure that samples
have not become contaminated.

42 U.S.C. §2000ff-1(b).

Employment agencies and labor orga-
nizations are prohibited from causing
an employer to discriminate against an
employee due to genetic information relat-
ing to the employee or applicant or cov-
ered family member. Further, employers,
employment agencies and labor organi-
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zations may not discriminate against an
individual with respect to apprentice-
ship training, or any other training or
retraining.

Similar to other employee protection
statutes, the act protects employees from
retaliation for both opposing and com-
plaining about unlawful employment prac-
tices. Employers may not retaliate against
employees for alleging a GINA violation,
for filing a charge or complaint, or for par-
ticipating in an investigation or proceeding
concerning an alleged GINA violation.

Confidentiality

Employers are required to keep genetic
information confidential in maintain-
ing such information. If an employer pos-
sesses genetic information concerning an
employee or covered family member, the
employer must maintain it “on separate
forms and in separate files” as a sepa-
rate, confidential medical record. Employ-
ers may comply with this GINA section
by complying with the Americans with
Disabilities Act’s provisions relating to
confidential medical records, which will
lessen the recordkeeping burden, since
most employers should already keep sep-
arate, confidential employee medical files
for employees.

Employers may only disclose genetic
information in limited circumstances. An
employer may disclose genetic informa-
tion to an employee or family member
after receiving a written request from the
employee or family member. An employer
may also disclose genetic information
to occupational and health researchers;
in response to a court order (however, if
the court order was obtained without the
employee’s knowledge, the employer must
notify the employee); to government offi-
cials investigating compliance with GINA;
to comply with Family and Medical Leave
Act provisions; or to federal, state or local
public health agencies concerning a con-
tagious diseases that presents an immi-
nent hazard.

Health Insurance

In addition to limiting the decisions that
employers can make, GINA amends sev-
eral federal laws to prohibit discrimina-
tion in health insurance coverage based on
genetic information. In short, GINA pro-

hibits insurance companies and health
maintenance organizations and any other
group health plan or health insurance
issuers from using genetic information to
determine the premiums they charge or
the amounts that groups covered by the
plans must contribute for health insur-
ance. This limitation does not apply to sit-
uations in which an individual enrolled in
a plan has a disease or disorder that has
manifested itself: in those circumstances,
plans and issuers may increase premiums
for the individual’s employer. Plans and
issuers, however, may not use the manifes-
tation of a disease or disorder in one indi-
vidual as evidence supporting a premium
increase for other similarly situated indi-
viduals who have not manifested the dis-
ease or disorder.

Similarly, when determining whether
to insure an individual, health insurance
companies may not use genetic informa-
tion to render individuals ineligible for cov-
erage or determine premium rates. Again,
this prohibition comes with the caveat that
insurance companies may use information
about an individual’s disease or disorder
manifestation to make coverage and pre-
mium decisions. Genetic information also
may not be used to impose a pre-existing
condition exclusion, although, again, man-
ifestations of a disease or disorder may be
used. Medicare supplemental policies must
adhere to the same general rules: insurers
may not deny coverage or establish policy
eligibility in any way, or change the price
of a policy based on an individual’s genetic
information, but insurers may impose a
limitation based on a manifestation of a
disease or disorder in an individual, pro-
vided that such a limitation is not other-
wise prohibited under federal law.

Both health plans and health insurance
companies are prohibited under GINA
from requesting or requiring an individ-
ual or his or her covered family members
to undergo any genetic test. If an indi-
vidual covered by an insurance plan is
given a genetic test, plans and insurers may
obtain and use the results of a genetic test
to make a determination regarding pay-
ment, but they may only use the minimum
amount of information necessary to make
this determination.

Under GINA, health plans and insurance
companies are prohibited from requesting,



requiring or purchasing genetic informa-
tion of any kind for underwriting purposes
prior to an individual’s enrollment under
a plan or policy. Plans and insurers may
still collect health information related to
the manifestation of a disease or disorder
in an individual enrolled in, covered by, or
who would potentially be covered by a plan
or policy and use it for a permitted under-
writing purpose with respect to that indi-
vidual. Furthermore, genetic information
that is collected incidental to the collection
of other information is permissible under
GINA as long as it is not used for under-
writing purposes.

GINA does not contemplate a bar to sci-
entific research, so it includes an excep-
tion under which a group health plan or
insurance company may request—but not
require—a participant or beneficiary to
undergo a genetic test if five conditions
are met:

+ the request is made in writing;

« the request is relevant for research that
complies with federal law and any appli-
cable state or local law;

+ the request clearly indicates to each
participant or beneficiary to whom the
request is made that compliance is vol-
untary, and noncompliance will have no
effect on enrollment status or premium
contribution amounts;

+ none of the genetic information col-
lected is used for underwriting pur-
poses, unless the plan or issuer notifies
the appropriate federal agency in writ-
ing that it is conducting such research
activities and provides a description of
the activities conducted; and

+ the planissuer complies with such other
conditions as required by applicable fed-
eral, state or local regulations.

The enforcement and remedies provided
by GINA are already familiar to most cov-
ered employers. Congress used the enforce-
ment scheme provided under Title VII.
Similar to claims filed under Title VII and
the Americans with Disabilities Act, an
employee may file a charge of discrimina-
tion with the Equal Employment Oppor-
tunity Commission (EEOC) within 180
days of an alleged unlawful, discrimina-
tory practice under GINA, or within 300
days in states with a state law prohibiting
discrimination in employment practice
and that has an agency to investigate such
claims that has a work-sharing agreement
with the EEOC. As other charges filed with
the EEOC, if the agency determines after an
investigation that there is probable cause to
believe a violation of the act has occurred,
the EEOC may engage in conciliation. If
conciliation fails, the EEOC may initiate a
suit in the appropriate United States Dis-
trict Court. Alternatively, the EEOC may
issue a letter called a Dismissal and Notice
of Rights to the employee who has filed the
charge. The employee has the option to ini-
tiate a suit in the appropriate United States
District Court within 90 days of his or her
receipt of the dismissal notice.

GINA provides for recovery of the same
types of damages as in other cases of in-
tentional employment discrimination.
Complaining parties may recover both com-
pensatory and punitive damages. Compen-
satory damages are capped at $300,000 for
employers with 500 or more employees, and

atlower levels for employers with fewer em-
ployees. There is no cap on punitive dam-
ages. Complaining parties are also entitled
to recover attorneys’ fees and costs.

More guidance for compliance with GINA
will be forthcoming as the EEOC issues its
proposed regulations. The act requires the
applicable regulatory agencies to issue reg-
ulations by May 21, 2009. While the EEOC’s
initial goal was to issue proposed regula-
tions in January 2009, it was not able to
adhere to that time frame. The states must
incorporate GINA provisions into their
health insurance regulatory schemes no
later than July 1, 2009.

In the interim, counsel should advise
employers to take several steps to ensure
compliance with GINA. First, employ-
ers must determine whether they regu-
larly conduct impermissible genetic tests
in connection with pre-employment phys-
icals or return to work examinations and
stop impermissible tests. Second, employ-
ers should determine whether they pos-
sess employee genetic information, as it is
broadly defined by the act, and ensure that
such information is maintained as a confi-
dential medical record separate from the
individual’s personnel file. Third, employ-
ers should review their wellness programs
to ensure that genetic services, including
testing and counseling, comply with GINA’s
requirements. Finally, GINA adopts lan-
guage from Title VII requiring employers
to post a notice advising employees of their
rights. The form of the GINA notice must
be prepared or approved by the EEOC and
should be included in the EEOC’s forth-
coming regulations. FD
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