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Alliance of Genetic Support Groups
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To: Devora From: Mary Davidson
Fax: 202-456-5557 Tel:
Urgent For Review Pplease Comment Please Reply Please Recycle

Here are the case examples that I mentioned. In every case either a trained masters level

social worker or genetic counselor has spoken with the person to confirm the details.
Please call me if you have any questions.
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GENETIC ALLIANCE

tfarmerly the Alliance of Genetic Rupport Groups)

An lnternational Coalition of Individnals, Professiongls and Support CGroups

The Long-Range Costs of Genetic Discrimination

There are children, adults and families across these fifty states whose lives
are touched in profound ways by the promise of genetic medicine. There are
also many among them who already experience a narrowing window of
opportunity for health care services, employment and education because of
identification with a genetic condition. In my few minutes, I want to make
human sense of all this. [ want to make tangible the potential catastrophic
impact of genetic discrimination on individuals, families and broader society.

The Alliance of Genetic Support Groups 1s an active champion for
children, adults and families identified with, or at risk for, genetic-related
disorders. Representing a coalition membership of more than a million children,
adults and fapulies, genetics professionals and members of genetic support
groups, the Alliance works to promote access to employment, education and

quality health care and to educate professionals and the public about these
1ssues.

Let us not forget: History repeats what is not remembered. In the 1970’s
promising discoveries about Sickle Cell Anemia resulted in gross misuse of
genetic test results and tragic injustice for many healthy and productive
individuals who lost jobs, health care, livelihoods, homes -- the very fabnc that
holds life together. Many were healthy “carmers” of the sickle cell trait or
simply presumed to affected because they were African American.

Now it is 1998 and people still ask: “Does genetic discrimination really

happen? Are people really dropped from health insurance, fired from jobs or
denied entrance to either?

Building parinerships to gnhance the lives of evervone impacted by genelics

4301 Conpecticut Avenue, NW, #404 « Washington, DC 20008-2304
202.966.5557 » Fax: 202.966.8553 = 800.336.GENE - helpline only
e-mail: info@ genencalliance.org « http://www._gencticalliance org
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First, employment discrimination is very subtle and very hard to prove. If
you can’t get a job in the first place, it’s almost impossible to prove that your

\/ genetic fingerprint is the cause.

— Let me tell you about Richard, not his real name of course: Richard is an
experienced engineer living in the southwest with years of excellent
performance records. After interviewing successfully for a lucrative position
and receiving a tentative offer, he was told to go for a routine, pre-employment
medical exam. When Richard returned, the interviewer took him aside and
showed him the medical report, which correctly diagnosed him with Klinefelters
-- a common chromosome disorder occurring approximately one in 450 male
births. Klinefelters, like many genetic disorders, looks the same in a laboratory
test but has tremendous range of expression. In the past the diagnosis was
incorrectly associated with mental retardation and serious psychiatric problems.
Richard had an excellent work history however the employer refused to hire him
based on misunderstanding the real implications of the diagnosis for Richard’s
Jong-range productivity and health care costs. Richard was told that the offer
was being withdrawn. If he protested, the company would deny that the
conversation ever took place.

Second, if you’re laid off a job, the reasons are not on public record and
/ can be justified by various and complex reasons relating to business necessity.

Let me tell you about Kim: Kim is a social worker who worked within a
large human services agency. During a staff workshop on caring for people with
chronic illnesses, Kim shared that she was the primary caretaker for her father
chance of developing this fatal neurological condition. She had never even
seriously considered having the test to confirm whether or not she received the
positive gene from her mother. One week after revealing her risk status based
on family history, Kim was fired from her job -- despite outstanding
performance reviews in the months prior to the firing. Note that Kim was
healthy, had never had a genetic test, had no clinical diagnosis and an
unblemished work history. She had no idea that her voluntary disclosure might
laffect her employment.

People like Kim and Richard say they simply don’t know where to go
with their complaints and can’t afford legal fees. More importantly they don’t
want to make their genetic inheritance even more public and put their families
and their futures at further risk. Chances are strong that we are actually seeing a
significant under-reporting of the problem.

Genetic Alliance 2
(formerly Alliance of Genetic Support Groups)
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Third, individuals commonly report that major life decisions -- with
respect to type of work, job change, moving or changing health care plans -- are
made anticipating discrimination. We know that some consumers avoid genetic
testing to safeguard their employment and their families medical i 1nsurance,
sometimes at the nsk of their own health.

Let me tell you about John: John’s mother and brother -- both recently
r;ientified with Hereditary Hemochromatosis-- strongly urged hum to be tested.
Jobn was was in his early thirties and could clearly benefit from earlier detection
of HH. Understood-only in the last several years, this is one of the most
commonly inherited genetic diseases and occurs approximately one in 330
Caucasians. Early detection and diagnosis are everything. Otherwise lead
toxicity builds insidiously and compromises various organ systems, causing
diffuse, chronic symptoms and eventual death. The good news is that HH is
simple and inexpensive to treat; regular phlebotomies or blood letting, keep lead
levels within normal range. Genetic tests and early detection can provide both
employee and employer with invaluable information to increase the odds of a
normal, healthy, productive work life. The alternative -- not testing because of
fear of genetic discrimination -- can cost employers and insurance companies
considerable health care dollars and an employee literally their life.

In this real life story, John chose not to be tested. He didn’t have health
msurance at the time and was worried about being uninsurable and
unemployable if he were to test positive and have test results on his medical
Licord at the time of a job search the following year.

Are these_ individuals over-reacting? Remember that fear of adverse
consequences is very real, palpable, intense and certainly has clear historical
roots in what happened with the Sickle Cell Anemia Control Act. Consider
further that if these same worries scare people from participating in research
studies, we won’t ever see the great promise and potential of today’s genetic
discoveries.

Fourth, The Alliance of Genetic Support Groups understands that
employers and insurance companies need to think carefully about long-range
employee productivity and health care costs.

However genetic science and medicine are not yard-stick technologies
with linear implications. Genetic test results are not black and white, yes or

Genetic Alliance 3
(formerly Alliance of Genetic Support Groups)
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know, x years of productivity or x dollars of health care costs or X % of
employment risk. Most genetic diseases do manifest with wide and
unpredictable variability of expression -- from the most muld with almost no
symptorms or associated functional limitations or health care costs to the most
severe with, of course, associated limitations in productivity and expensive
health care costs. Two genetic fingerprints can look the same in a petri dish;
associated productivity and health care costs can be drastically different.

Genetic test results must not be used arbitrarily to target individuals at
risk, narrowing futures before they begin and wasting potential for productive,
autonomous lives.

The irony is that employers stand to deprive themselves of skilled,
experienced and productive workers. A genetic diagnosis does not necessarily
mean less productivity and more health care dollars for employers. In the case
of some more common genetic conditions -- HH and some cancers for example
-- early detection can actually save tremendously in productivity, health care
dollars and hurnan heart ache by preventing the damaging effects of the disease
itself.

Fifth, in a few years, when we will all be identified with our own
particular family risk or predisposition or susceptibility, arbitrary targeting will
make no sense at all. Employers, owners, human resource personnel, CEOs are
all ultimately as vulnerable as the rest of us. After all, we all possess imperfect
genetic inheritances that will be transparent with tomorrow’s technologies.

Last, the impact of genetic discrimination must be measured in terms of
even broader societal costs. Genetic discrimination threatens to create an
underclass of citizens who are uninsurable and unemployable, at enormous
public financial and maral cost.

‘ Let me tell you about Carole and her daughter Tracy: Carole called the
Alliance helpline for help in attaining employment and medical insurance
coverage for herself and her daughter. Carole lives in a close-knit community in
the northwest where her husband ran a local store and was well appreciated for
his neighborly spirit. Several years ago her husband died of cardiac problems
associated with Marfan Syndrome. Their daughter, is six years old, has Marfan
syndrome and likely will require heart surgery in the future. Fortunately
Carole’s family and in-laws have done everything possible to help their

| grandaughter and her. They share Catole’s increasing concern that her

Genetic Alliance _ 4
(formerly Alliance of Genetic Support Groups)



|, —

B2/87/2088 17:31 2829668553 ALLIANCE GENE GROUPS PAGE

daughter’s condition will prevent her from securing employment and health
insurance for the two of them. Carole appreciates her family’s financial and
emotional support but wants to get on with her new life and family situation.
However Carole is facing a most sobering, heart-wrenching and intolerable but
possible alternative: to agree to her sister and brother-in-law’s offer to adopt her
daughter and put her on their health insurance plan. What kind of society forces
a mother to give up her daughter so that she obtains the medical care she needs

to survive? '
)

Let me tell you about Lisa and her son Jonathan: Lisa suspected that her
young first grader, Jonathan, had learning disabilities. Her doctor performed
some tests and concluded that Jonathan has Fragile X Syndrome, an inherited
form of mental retardation. Lisa, like most of us, had insurance through her
employer. Claiming that his diagnosis qualified as a pre-existing condition, the
insurance company eliminated Jonathan’s health coverage. Lisa searched --
without success.-- for another company that would employ her and insure her
son. Ultimately she was forced to quit her job and become unemployed to
qualify for Medicaid and get Jonathan covered at public expense. Does this
V,make any financial or moral sense?

Nearly 30 years have passed since the sickle cell tragedies. But we have
not yet succeeded in making the public fully aware of these critical legal, social
and ethical issues. In truth we are all still illiterate in the language and logic of
genetics.

This is a problem that will grow larger and larger over the next few years.
Right now we can test for a handful of genes but that number will grow to the
thousands. These future tests will predict risk of more common diseases and
susceptibility to more common health problems. Given the likelihood that each
of us carries 5 to 7 mutated genes, we are all at risk for genetic discrimination.
We could all be vulnerable to the misuse of genetic information and exclusion
from jobs, health care, education and other life opportunities.

These wonderful and inspiring scientific advances have accelerated
the need for federal protections. The Alliance of Genetic Support Groups
calls for the unequivocal prohibition of all kinds of genetic disctimination,
including employment, health insurance and education.

Genetic Alliance . 5
{formexly Alliance of Genetic Support Groups)
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Every Aunerican -- regardless of genetic inheritance -- deserves the
protection federal legislation alone can provide. We appreciate all the
wisdom and leadership you bring to resolution of these problems.

Genetic Alliance 6
(formerly Alliance of Genetic Support Groups)
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FAX TRANSMITTAL SHEET
TO: Christopher Jennings
FAX NUMBER: (202) 456-5557
FROM: Kathy L. Hudson, Ph.D.
Director of Policy and Public Affairs
DATE: January 24, 2000

# of pages including cover sheet: 4

Retum FAX number: (301) 402-0837

If there are problems, please call (301) 402-2205
Comments:

Attached please find a letter expressing our concerns about State Department's
interpretation of the E.O. Also, you may want to keep in mind the following #«we ' items
on genetic discrimination:

(1) The Senate passed PBOR would expand genetic non-discrimination protections
regarding health insurance. The language is not all we would like to see but if the
PBOR begins to move, it could provide an opportunity for the President to improve
genetic non-discrimination protections in HIPAA.

(2) While DOD is not covered by the E.QO., you may be interested in recent & portential
future DOD policy changes regarding genetics. In 1998 we became aware of a DOD
directive that denies medical benefits if disease is genetic. The young man who
suffered from this policy has become an outstanding & outspoken advocate for geneltic
anti-discrimination policies. Given that all disease has a genetic component, this
policy is unfair today & unworkable in the long term. In 1999 DOD proposed a
statutory change ta correct this inequity & provide benefits to those with at least 180
days of active duty. OMB rejected the proposal but did recommend allowing benefits
if individual had 8 years of active duty. Congress approved this proposal on Oct. S,
1999. While this is a marked improvement to previous absolute bar to benefits, it
seems inconsistent with philosophy of E.O. It is our understanding that DOD is open
to further refinements & would be willing 10 resubmit a revised proposal to Congress.
Announcement of such a proposal would be a nice addition to the genetic
discrimination "package".

———

A
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

National Instutes of Heaith
National Human Genoms
Research institute
Building 31, Room 4B09
31 Centar Drive MSC 2152
Bethesda, MD 20892-2152
(301) 496-0844
FAX (301) 402-2218
Chnistopher C. Jennings
Deputy Assistant to the President
216 Old Executive Office Building

Washington, DC 20502
Dear Mr. Jennings,

We are writing in response to the State Department’s comments on the draft executive order.
While their comments, and our response below, do not require a change in the wording of the
executive order, we do believe that remaining differences in interpretation need to be
clarified. Specifically, we are concemed about the following statement contained in Dr.
Dumont's January 14, 1999 letter to you:

"I want to state our understanding that this Executive Order would not prevent the
Office of Medical Services, using information obtained through a family history (i.e.
family history of anemia), from testing for the presence of hemoglobinopathies such
as sickle cell disease/trait or thalassemia and acting on the basis of the results of those
tests."

It is unclear whether the situation described above is relevant to health care services provided
by the Office of Medical Services consistent with Section 301 (b), and/or to determination of
“fitness for duty” consistent with Section 301 (a). However, in both of these circumstances, it
is important that we be clear about the collection and use of genetic information.

Fitness for Duty provided under Section 301 (a

While the employer may require family history information, the medical evaluations
suggested by the family history information may not include genetic testing. Thus,
determination of the presence of sickle cell disease could be made based on low hematocrit,
red blood cell morphology, and/or medical history of vasa-occulsive crisis but could not
include analysis of DNA, RNA or proteins. Thus, electrophoretic analysis of the sickle cell
protein would not be permitted under the executive order. In the January 6, 1999 meeting at
the OEOB, we specifically discussed that the executive order requires that diagnosis of
genetic diseases rely on clinical signs and symptoms that do not include genetic tests as
defined in Section 201(d) of the executive order. We agreed that while a genetic test may in
some cases be the most expeditious route to a definitive diagnosis, in all cases there are
alternative means to obtain a diagnosis. We also agreed that the definitive diagnosis in such
circumstances was not the necessary or proper province of the employer, whose role was to
determine fitness for duty. Referral should be made to the individual's own physician to
complete the work-up. Thus, we agreed that the protections afforded by
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prohibiting genetic testing far outweighed the potential inconvenience in the medical
evaluation process.

Of even greater concern is the suggestion in the State Department comments that they would
test for sickle cell trait and use that information in employment decisions. As you may know,
sickle cell disease is an antosomal recessive disorder. This means that an individual who
inherits two misspelled copies of the sickle cell gene, one from the father and one from the
mother, will have sickle cell disease. This is a serious medical condition that is characterized
by chronic anemia, vaso-occlusive crises, ctc. If the individual has only one misspelled copy
of the sickle cell gene and one normal copy, the individual has sickle cell trait and is a
"carrier”. Sickle cell carriers are entirely healthy and do not develop sickle cell disease.
Some, not well validated, case reports suggest that sickle cell carriers may be at increased
nisk of suffering vaso-occlusive crisis at extremely high aititudes. Using family history alone
would allow one to determine that the child of a person affected with sickle cell disease has
sickle cell trait. Using that information as a "diagnosis" conflicts with your point, and the

group's agreement, that it is NOT possible to make a diagnosis based on family history alone.
A trait i1s not a disease and should not be treated as one.

We recognize the State Department’s legitimate interest in minimizing the risks for its
employees and would recommend that, consistent with the Supreme Court's 1991 decision in
Johnson Controls, when State assigns personnel to high altitude sites they inform ALL
employees (irrespective of whether they self identify or are identified to be African
American) of the medical nsks and recommend (but not require) screening for sickie cell trait
to provide information for the EMPLOYEE to use in making a decision about whether to
accept an assignment at high altitude.

Approximately one in twelve African Americans have sickle cell trait. Thus, any attempt to
collect information about sickle cell trait will by necessity target African Americans. In the
1970’s, confusing sickle cell disease and sickle cell trait resulted in regrettable genetic
screening programs and in denying jobs to African Americans with sickle cell trait who had
no clinical symptoms nor evidence that sickle cell trait would affect their ability to perform
the essential functions of the job. Those experiences are still reverberating in the African
American commurnity. More recently, a Department of Energy National Laboratory collected
blood samples and performed genetic testing to determine sickle cell carrier status without
the knowledge or permission of the employees. The predominantly African American clerical
workers unwittingly subjected to this testing later filed suit, and won, claiming the practice
violated their right to privacy. The case Norman-Bloodsaw vs. Lawrence Berkeley
Laboratory, 135 F. 3d 1260 (9™ Cir. 1998) provides a vivid example of how uninformed
employment practices can violate the very principles of faimess and justice this executive
order sets out to reinforce. Thus, it is vital that we be very explicit about this issue.
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Health Care Services provided under Section 301 (b).

It is our understanding of the executive order that it would be permissible for the Office of
Medical Services to collect family history information and test for the presence of
hemoglobinopathies when providing health care, but only if the employee has given prior
knowing, voluntary, and written authorization, disclosure of the information is restricted
consistent with 301(b)(3), and the information is not used to make employment related
decisions.

Finally, the responses to State Department comments prepared by White House counsel may
inadvertently support the notion that genetic testing is permissible. Namely, the response
states that the production of an altered form of hemoglobin indicates that a disorder 1s
present. This conflicts with the widely acknowledged medical view that sickle cell cammers
are healthy. In fact, such a proposition would undercut the executive order in its entirety
because for most genetic risk factors, a variant protein is produced from the vanant gene but
the presence of this protein serves only to increase risk of disease in the future. For example,
an individual with a vanant Factor V Leiden gene has a variant form of the Factor V protein
in cells of the liver, where this blood clotting factor is made. A person carrying this variant is
not ill. The presence of this protein has no effect on the current health of the individual but
does increase the risk of future development of deep vein thrombosis.

We are extremely pleased that the executive order is progressing and we want to again thank

you and your colleagues for your leadership, intelligence, and foresight on this important
issue.

Sincerely,

Francis S. Collins, M.D_, Ph.D. Kathy Lz. udson, Ph.D.

Director, NHGRI Director of Policy and Public Affairs
ce: Gary Claxton

Edward Correia

Cedric Dumont

Ruth Kirschstein



EXECUTIVE OFFICE OF THE PRESIDENT
OFFICE OF MANAGEMENT AND BUDGET

MEMORANDUM FOR THE PRESIDENT

FROM: Jucob 1 Lew
Director
SUBIECT: Proposed Exccuuve Order Entitled ~To Prohibit Discrimination in FFederal

Emplovment Based on Geneue Information”™

SUMMARY: This memorandum forwards tor vour consideration a proposed Lxccutive
order that was prepared by the White House Domestic Policy Council. The proposed order states
that it is the policy of the Government of the United States to provide equal emplovment
opportuntties in Federal employment and to prohibit discriminaton against emplovees hased on
protected genctic information. [t would require Executive departments and agencies to extend
this nondiscrimination policy to all emplovees covered by Section 717 of Title VIT ot the Civil
Richts Act ot 1964, as amended

BACKGROUND: The Equal mplovment Opportunity Commission and the National
[nstitutes of Health have become avware ot imstances where genetic information has been used to

discriminate against persons emploved i the private sector. To torestall this tvpe of
discrimination in the executive branch of the Federal Government. the proposed order would
direct Executive departments and agencres (agencies”) to take certam actions.

The order would bar the agencies frome (a) hiring or firing persons based on protected
genetic mtormation: (b) classifving or segrecating persons based on genetic intormation: or (<)
requesting. collecting or purchasing protected venetic intormauon. Protected genetic information
is defined as: (1) mntormation about an idividual s genetic tests: (21 intormation about genctic
tests of tamily members of the individual: and (3) information about the occurrence ot a discase
[nformation about an mdividual™s current health

or disorder i family members of the individual.
status (mncluding information about sex. age. phvsical exams. and chemieal. blood. or urine
analysis). unless vencncally oreanized. would not be protected genetie information. Further. the
detintuon of “eenetie test m the order covers the analvsis ot human DN A o deteet disease-
refated genotypes or mutations, The analvsis of DN Tor human sdenutication or forensic
purposes does not tivwithim the detimtion Accordingly - the order does not har the collection on

use of informatton obtamed through such anadysis for Lw entorcement purposes.

WASHINGTON. D C. 20503 DR a FT



The exceptions to the order would perniit agencies to require prospective emplovees to
provide tamily history gencuie information i (a) consistent with the Rehabilitation Act or
applicable Taw: (b) used to assess whether further medical evaluation 1s necded to diagnose a
medical condition or disorder. and (<) such medical condinon or disorder could prevent the

[

mpiovee from performing the essential funcuons oi'ihe desired positon,

Agencies could also collect protected gencue imformation it the ecmplovee uses the healih
care serviees provided by the ageney orif the intormaton s needed tor the monitormg ot
brolocical ettects of toxie substances i the workplace

None of the aftfected agencies objects o the proposed Executive order,

RECOMMENDATION: | recommend thei vou sten the proposed Fecuine order,

Attachments
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Sen. Jennie Forehand /\/\ﬂ&V\J

Maryland State Senate
1-800-492-7122 x 3134

Senate

cnior Senator from Massachusetts

/Sen Edward M. Kennedy (D- Mass )
S

Key Contact Information

Address:
Phone:
Fax:
E-mail:
Web:

SR-315 Russell Bldg., Washington, DC 20510-2101

(202) 224-4543

(202) 224-2417

senator(@kennedy.senate.cov <mailtg: SBnator@kennedv senate.gov>

htp://kennedy.scnate.gov

Scuior Senator from South Dakota

\/Sen. Tom Daschle (D-S.D.)

Key Contact Information

Address:
Phone:
Fax:
E-mail:
Web:

SH-509 Hart Bldg., Washington, DC 20510-4103
(202) 224-2321 :
(202) 224-2047

tom_daschle@daschle.senate.gov \maﬂto tom_daschle@daschle senate gov>
http://daschle.senate pov

V4 Sen. Tom Harkin (D-Iowa)

Junior Senator from Iowa

Key Contact Information

Address:
Phone:
Fax:
E-mail:
Web:

SH-731 Hart Bldg,, Washington, DC 30510-1502
(202) 224-3254
(202) 224-9369

tom harkin@harkin senate.gov <ma1]lio tom_harkin@harkin,senate.pov>
hitp://harkin.senate.gov ¢

Key Contact Information

Address:
Phone:
Fax:
E-mail:

SR-444 Russcll Bldg., Washingion, DC 20510-0702
(202) 224-2823
Fax number not reported

sen_dodd@dodd.senate.gov <mailto: scn dodd@dadd.senate.gov>

14
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Web: bttp;//dodd.senate.gov

Sen. Dianne Feinstein (D-Calif. D

Senior Senator from California

Key Contact Information

Address: SH-331 Hant Bldg., Washington, DC'20510-0504

Phane: (202) 224-3841 :

Fax: (202) 228-3954 i

E-mail: senator@feinstein.senate. gov <mmlto':scnator @feinstein.senate.gov>

Web: bttp://feinstein senate. gov !

Sen. Connie Mack (R-Fla.) |

SH-517, Hart Senate Office Bldg f
Washington, DC 20510 ;
202-224-5274 l

I

Sen. James M. Jeffords (R-Vt)

Junior Senator from Vermont

i

1
Key Contact Information ;

Address: SH.728 Hart Bldg,, Washington, DC 205104503

Phone: (202) 224-5141 :

Fax: Fax number not reported :

E-mail: vermont@jeffords.senate.pov ~ma1ltd vermont(@ieffords.senate.gov>
Web: http://jeffords.senate.gov

\\ i
\/Sen Bill Frist (R-Tenn.) |

Vv

Junior Senator from Tenuessee

Key Contact Information

2 20510-4205

Address: SR-416 Russell Bldp., Washington, D(
Phone: (202) 224-3344

Fax: (202) 228- 1264 oo
E-mail: i S ;

Web: http://frist.senate.gov

Sen. Olympia J. Snowe (R-Maine)
Senior Senator from Maine

|
l
!
!
Key Contact Information [
c

Address: SR-250 Russell Bldg., Washington, DG 20510-1903
Phone: (202) 224-5344
Fax: (202) 224-1946
E-mail: olympia@snowe.senate.gov <mailto:olympia@snowe.senate. gov>
Web: hitp://snowe.senate.gov
1s
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Sen. Pete V. Domenici (R-N.M.)
Senior Senator from New Mcxico

Key Contact Information

Address: SH-328 Hart Bldg., Washington, DC 20510-3101
Phone: (202) 224-6621

Fax: (202) 224-7371

E-mail: senator domenici

Web: http://domeniei.senate.gov

Sen. Susan Collins (R-Maine)..

Junior Senator from Maine

Key Contact Information

Address: SR-172 Russell Bldg., Washington, DC 20510-1904

Phone: (202) 224-2523

Fax: (202) 224-2693

E-mail: senator@collins.senate gov <mailto:senator@collins.senate gov>
Web: http://collins.senate.gov

Sen. Arlen Specter (R-Pa.)

Senior Senator from Pennsylvania

Key Contact Information

Address: SH-711 Hart Bldg., Washington, DC 20510-3802

Phone: (202) 224-4254

Fax: (202) 228-1229

E-mail: senator specter@specter.setiate.gav <ma11tn :scnator_specter@specier.senate, govs>
Web: hittp://specter.senatc. gov

HOUSE OF REPRESENTATIVES

ep. Louise M. Slaughter (D-N.Y)

28th District, Rochester and most of suburben Monroc County

Key Contact Information

Address: 2347 Raybum Bidg., Washingtan, DC 20515-3228

Phone: (202) 225-3615

Fax: (202) 225-7822

E-mail: louiseny@mail house gov <mailto:louiseny@mail.house.pov>

Web: http//www house.rov/slaughter

/Rep. Nita M. Lowey (D-N.Y.)
8

18th District, Parts of Westchester - Bronx and Qucens cql%tnﬁes

16
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Key Contact Information

Address: 2421 Rayburn Bldg., Washington, DC 20515 3218

Phane: (202) 225-6506

Fax: (202) 225-0546 :

E-mail: nita. lowey@mail.house.gov /mal]to nita Jowey@mail.house oovs
Web: http://www . house.gov/lowey v

Rep. William L. Clay (D-Mo.)

1st District, North St. Louis; Northeast St, Louis County

Key Contact Information

Address: 2306 Raybum Bldg., Washington, DC 20515 2501
Phone: (202) 225-2406 ;
Fax: (202) 225-1725 s
E-mail: www house.gov/writercp Co
Web: http://www.house.pov/clay i

Rep. John D. D1nge11 (D- M1ch) |

16th District, Southeast Wayne County; Monroe County

Key Contact Information

Address: 2328 Rayburn Bldg., Washington, DC 20515-2216
Phone: (202) 225-4071 :
Fax: Fax numbcr not reported :
E-mail: www house.gov/writercp i
Web: http://www.house pov/dingell :

Rep. Sherrod Brown (D-Oklio)

13th District, Northeast -- Suburbs of Cleveland, Alqon and | Youngstown

Key Contact Information

Address: 201 Cannon Bldg., Washington, DC 20‘515—3513
Phone: (202) 225-3401 i

Fax: (202) 225-2266 :

E-mail: www house.gov/writerep

Web: http://www.house.pov/sherrodbrown

Rep. David R. Obey (D-Wis.)

7th District, Northwest -- Wausau; Superior; Stevens Point

Key Contact Information o

Address: 2314 Raybum Bldg., Washington, DC 20515-4907
Phone: (202) 225-3365 i

Fax: Fax number not reported b

E-mai}l: www house.gov/writcrep .

Web: Not rcported i

e VaAu
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Rep. Rosa DeLauro (D- Conn)

3rd District, South -- New Haven :

Key Contact Information .|

Address: 436 Cannon Bldg., Washington, DC 205 15-0703

Phone: (202) 225-3661 _

Fax; (202) 2254890 L

E-mail: detauro.ctO3@mail.house.gov <mmlto dclaum.ct03ga}muil.house.gov>
Web: httpi//www.house.gov/delauro Sk

Rep. Rick A. Lazio (R-N.Y.)

2nd District, Western Suffolk County; Islip; Babylon

Key Contact Information

Address: 2244 Rayburn Bldg., Washington, DC 20515 3202
Phone: (202) 225-3335 : |'

Fax: (202) 225-4669 I

E-mail: lazio@mail.house.pov <mailto:]

( mai'l.housc. ov>
Web: hitp://www house.gav/lazio :

Rep. Constance A. Morella (R-Md )

8th District, Montgomery County

Key Contact Information |

Address: 2228 Raybumn Bldg., Washington, DC 20515 2008
Phone: (202) 225-5341 i

Fax: (202) 225-1389 S

E-mail: j ]

Web: gg' JIwww . house .gov[morell
Rep. Bill Goodling (R-Pa) |

19th District, South Central — York

Key Contact Information 0

Address: 2107 Raybumn Bldg., Washington, DC 205 15-3819
Phone: (202) 225-5836

Fax: (202) 226-1000

E-malil: www.house.gov/writcrep |

Web: bttp://www.house.gov/goodling :

Rep. James C. Greenwood (R- Pal)

8th District, Northern Philadelphia suburbs -- Bucks Coumy

\

I
i?
[
I

Key Contact Information




Address:

Phone:
Fax:
E-mail:
Web:

ANAAAIN L 7 S

2436 Rayburn Bldg., Washington, DC 20515-3808
(202) 225-4276 |

(202) 225-9511 f
www.house.gov/writerep

http://www.house.gov/preenwood

Rep. Cliff Stearns (R-Fla.)

6th District, North Central — Lake and Marion counties; pa.rf of Jacksonville

J

Address:
Phone:
Fax:
E-mail:
Web:

Key Contact Information

2227 Rayburn Bldg., Washington, DC 2051 5-0906
(202) 225-5744 ;
(202) 225-3973 T
www house.gov/writercp :

Rep. John Edward Porter (R-Ill.)i

10th District, North and Northwest Chicago suburbs = Wa.ulf(cgan'

Key Contact Information

Address;
Phone:
Fax:
E-mail:
Web:

2373 Raybum Bldg., Washington, DC 205 15-1310
(202) 225-4835

(202) 225-0837 :
www.house.gov/writercp cod

http://www.house.gov/porter S

Rep. Fred Upton (R-Mich.)

6th District, Southwest -- Kalamazoo; Benton Harbor; St Joseph

Key Contact Information
2333 Raybum Bldg,, Washington, DC 20515-2206
(202) 225-3761 t
(202) 2254986 SR

Address:
Phone:
Fax:
E-mail:
Web;

h @./Mww.house.gov[ggton
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"Hudson, Kathy (NHGRI)" <hudsonk@exchange.nih.gov>
02/04/2000 01:01:37 PM

Record Type: Record

To: Devorah R. Adler/OPD/EOP

cc: "Hudson, Kathy (NHGRI)" <hudsonk@exchange.nih.gov>, "Higgins, Craig (NHGRI)"
<craigh@exchange.nih.gov>, "Fuller, Barbara (NHGRI)" <barbaraf@exchange.nih.gov>
Subject: Stuff

evorah-
‘XVHERE:
Clearly, the White House would be the most desirable location.
If you decide you want to explore using the National Academy of Sciences
auditorium (which is huge and beautiful and they know how to handle the POTUS),
you should contact Susan Turner-Lowe (202) 334-3875. You can tell Susan |

told you she could help. If you want to try to do it at NIH, we would, of
course, make that happen.

\/WHO--invites: W pet W’L A
| have attached a list of folks you should consider inviting. It includes
disease advocacy groups; union/labor groups; medical, research, and health
professionals; biotech and pharmaceutical leaders; individuals who have
contributed to this issue over the years; HHS and EEOC officials and staff; etc.
Also, please know that the NIH can provide as many genetics researchers as you
could possibly need, and on very short notice.

WHO-Speakers:

I have recommended speakers in three categories: 1) real person (consumer), 2)
genetics health care professional, and 3) genomics researcher. | think it would
be fitting to have a speaker address the current and future benefits to health
from genetics as well as person to address how information was misused. If the
President also announces the "joint statement on data access" at this event, a
leader in genome sequencing should be included.

Real person: | think your best bet for a "real person” would be a woman (or
her lawyer) who had genetic testing done on her surreptitiously by her
government employer. Employees at the Lawrence Berkeley Laboratory (which is
operated by the Regents of the University of California under a contract with
DOE) filed a class action lawsuit in 1995 after discovering that for over two
decades, the lab had engaged in a secret practice of testing its employees for
highly intimate medical conditions and genetic characteristics. Testing
inciuded genetic testing for sickle cell trait--a genetic characteristics that

has no impact on the health of the individual and certainly no relevance to the
ability of these clerical workers to do their jobs. Although employees were
aware that blood and urine samples were being taken as part of a mandatory



medical exam, they were unaware of the specific genetic tests being performed.
Given that the EO did not then exist, the case brought by the workers was based
on a violation of their privacy and violations of civil rights since African

American workers were specifically singled out for the testing. The plaintiffs
won the case.

This is a PERFECT example of what wouid be prohibited by the executive order.
The plaintiff in the case Ms. Norman-Bloodsaw and her attorney, Vicki Laden,
would both be terrific speakers at the event. The DOE reportedly stopped
requiring the testing in 1995 and have cleared the EO so they could appear
rehabilitated or converted. Since DOE is the NIH's partner in the HGP and
Secretary Richardson is one of its biggest advocates, | would think they might
be okay with this but you would certainly want to confer with them.

Your other option would be the leader from a group that has been very outspoken
on this issue. Topping the list would be Fran Visco from the National Breast
Cancer Coalition, Marlene Post, former President of Haddasah, or Mary Davidson
from the Alliance of Genetic Support Groups.

Genetics health professional:

Dr. Francis Collins is your obvious choice. If he is not able to speak, | hope
that the President will recognize him by name.

Dr. Wylie Burke is a prominent breast cancer physician who has also done seminal
work in breast cancer genetics. She has first hand experience in what it means

to tell your patient of the risks and benefits of having genetic testing for

breast cancer risk. She is phenomenal.

You might also consider Reed Tuckson, VP of the AMA. He is a leader in moving
genetics into health care (maximizing benefits); very knowledgeable about the
social risks; his organization, AMA, has position on genetic employment
discrimination; and, he is on the Secretary (hhs) Advisory Committee on Genetic
Testing. He too could speak to the benefits of genetics for health but the

need to remove disincentives, risks. Reed is a very articulate African American
who | believe has good relationship with the Administration.

Genome Person: (if joint statement is announced)

Of course Francis is the main man; articulate, passionate, brilliant (of course

| am not biased). If you feel that he is overexposed, you should have Richard
Gibbs, Director of the Genome Sequencing Center at Baylor speak to the value of
genome sequence information being in the public domain. Eric Lander would be
your other choice but he got a lot of visibility at the millennium evening. Bob
Waterston, is also an option but he is not a great speaker.

WHAT: Devorah- | have a draft speech on this issue. It is really good. Can |
give it to you to pass to to the speech writer?
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U.S. Department of Justice

Office of Legal Counsel

Washington, D.C. 20530

January 28, 2000

To: Mac Reed
OMB

From: Rosemary A. Hart
Robin A. Lenhardt

Re:  Executive Order to Prohibit Discrimination in Federal Employment Based on Genetic
Discrimination.

This memorandum sets out the substantive comments on the draft executive order that
have been advanced by various components within the Department of Justice. We apologize
for the delay in getting them to you. As we explained to your assistant, Devora, obtaining
commeats from the numerous componeats within the Department proved to be a more difficult
task than we had anticipated.

For the most part, the changes we have suggested are minor. We believe that they
would improve the draft order, but emphasize that a decision not to accept our suggested
revisions would not preclude the Department of Justice from supporting the final order. Our
components have been uniform in their willingness to sign on to the draft.

If you have any questions or concerns, please contact us at either 514-2027 (Rosemary)
or 514-1762 (Robin).

Suggested revisions to the 1/18/00 draft:
1. 1-202. Add a provision permitting disclosure in response to a congressional subpoena.

2. 1-202(d)(3). This subsection permits an employing department or agency to disclose
protected genetic information "under legal compulsion of a Federal court order.” We
note, however, that many legal actions, such as proof of paternity, take place primarily
in state courts. We therefore suggest that you revise that phrase to read "under legal
compulsion of an order issued by a court of competent jurisdiction." This language

T10/200[ : o2 8G:LT 00/82/10




tracks the language of the Privacy Act and would allow a state court to issue a
disclosure order, where such disclosure is appropriate.

3. 1-301(a). This exception to employer procurement of protective genetic information is
not uniform in its references to applicants and employees. We ask that you amend the
introductory sentence of this provision to read that "[t]he employing department or
agency may request or require information defined in 1-201(e)(1)(C) with respect to an
applicant or employee who has been given a conditional offer. . . ." This would make
the language of subsection 1-301(a) consistent with that of subsection 1-301(2)(3).

4. 1-301(a)(3). We recommend that you substitute the word "would" for the word
"could." The amended subsection would read "such current disease, medical condition
or disorder would prevent the applicant or employee from performing the essential
functions of the position held or desired." We think that permitting employers to
request protected information only when it is clear that a “current disease, medical
condition, or disorder” would prevent an employee from performing his or her job is
more consistent with the Rehabilitation Act and other applicable law.

5. 1-301(d)(3). This subsection explains that the order would not limit the statutory
authority of an agency to "collect protected genetic information as part of a lawful
program, the exclusive purpose of which is to carry out identification purposes.” We
are concerned that, as currently drafted, this provision would not be read to embrace
the operations of the National DNA Index System (NDIS), a database maintained by
the Federal Bureau of Investigation pursuant to authorization found in the Violent
Crime Control and Law Enforcement Act of 1994, Pub. L. No, 103-322, 108 Stat.
1796, whose primary, but not exclusive, purpose is to store DNA records submitted by
criminal justice agencies for law enforcement purposes. We therefore recommend that
this provision be amended to read "the primary purpose of which is to carry out
identification purposes.”

T110/¢000) 8 86 LT 00/82/10
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DRAFT G1/11/00

Drafl. Revised 1/24.00. 3:00 P.M.

EXECUTIVE ORDER

TO PROHIBIT DISCRIMINATION IN FEDERAL EMPLOYMENT
BASED ON GENETIC INFORMATION

By the authority vested in me as President of the United States by the Constitution and the

laws of the United States of America, it is ordered as follaws:

Section l?éondiscrimination in Federal Employment on the Basis of Protected Genetic
/ .
[nfoamation

1-101. ltis the policy of the Government of the United States to provide equal employment
opportunity in Federal employment for all qualified persons and 10 prolnbit discrimination against
cmployecs based on protected genetic information or information about a request for or the receipt

J
of genetic services. This policy of equal opportunity applies 1o every aspect of Federal employiment.

1-102. The head of each Exccutive department and azency shall extend the policy sct torth

in section 1-101 for all its employees covered by section 717 of Title V11 of the Civil Rights Act ol

. 1964j\as amended. (LlL Us.C. 2000e- ”a).

1-103. Executive departments and agencies shall carry out the provisions of this order to the
extent permitted by law and consistent with their statutory and regulatory aurhoriliesjund their
enforcement mechanisms. The Equal Employment Opportunity Commission shall be responsible
for coordinating the policy of the Government of the United States to prohibit discrimination against
employees in Federal employment based on protected genetic information,\nr inlormation aboul a

J

request for or the receipt of genetic services.

g 68:LT  00/82/10
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202 395 7294 P.1l@/16

WH/OME GENERAL COUNSEL

DRAFT 01/11/00

Section 2.

4=

equircments Applicable to Employing Deparunents and Agencies

7

1-201. Definitions.

(a)

(b)

(c)

(d)

()

T110/5003

W\LV\OQ‘EJ'

The term “employee” shall include an employee. applicant for emplbyment. or former
employee covered b_v/ﬁlection 717 of the Civil Rights Actof l%i a2 US.C.2000e- 1-C .
16).

65 &

Genetic monitoring means the periodic examination of emplovecs 10 evaluate
acquired modifications to their genctic material, such as chromosomal damaue or
evidence of increased occurrence of mutations. that may have developed in the
course of employment due 1o exposure to toxic substances in the workplace. in order
to identify. evaluate. respond to the effects of. or countral adverse environmental

¢xposures in the workplace.

Genetic services means health services. including genctic tests. provided to obtain.
assess. or nierpret genetic information for diagnostic or therapewtic purposes. or for

¢cnetic education or counseling.

Genetic test means the analysis of hunan DNA. RNA. chromosomes. proteins. or TR
: o : . . 5
certain metabolites in order to detect diseasc-related genotypes or mutations. Tesls ) 2
>
for metabolites fall within the definition of “geneiic tests” when an excess urz
deficiency of the metabolug\mdlcatcs the presence of a mutation or mutations. - TR
- M 'Y\lg.
Protected venetic information. I A5 %
R 4 e
- o Wt
(1) I general. protacted genetic information mcans-- TN, 1 M = W
¢ NT /
i L kG AR
VA AN
: - PR
- . \J 5-S
3\'- \u‘.ﬂ ~ e o EM
M e -
’ s u_wﬁs
~ W ?
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DRAFT 01/11/00

(A) information about an individual's geneltic tests:
. “ . ’ r .
o mcLMcLua.Qs quIu; WKQMM
(B) information about the genetic tests of family members ofthe individud:

Qr

(C) information about the occurrence of 4 disease. medical condition or

. . . . C . . on wds LU P
disorder m@' members o theidividerat™— we

() Infommation about an individual’s current health status (including intformation
about sex. age. physical exams. and chemical. blood. or urine analyses ofshe—~—
hrdi-vT'dua%‘is not protected genetic information unless it is described in

subparagraph (1).

1-202. In discharging their responsibilities under this order. agencies shall implement the

following nondiscrumination requirements.

() The employing department or agency shall not discharge. fail or refuse 1o hire. ar
otherwisz discriminale against any employee with respect 1o the compensation.
lermis. cond:itions, or privileges of employment ofyéumpluyeef{-ccause ol protecied
acnetic information with respect to the employee,or because ol information about a v,

J

trequest for or the receipt of genetic services by such employee. (PJ; 10

I : Pt A,
. up D) B aat )
om ‘K’\! %UVI‘; d& zg “ D Lu\ul}w

. c . J
(b)  The emploving department or agency shall noylimit, segregate. or classify employues s
= / - * N-R
A t

in 2ny way that would deprive or tend to deprive any employee of employment L

opportunities or otherwise adversely affect L employec’s stalus M

-53-

1T0/900(F 8 00:8T 00/82/10



JAN-24-200@ 15336 WH/OMB GENERAL COUNSEL 22 395 7284 P.12/16

M0le uddi sz@ Colleak On

DRAFT 01/11/00 \"QA{SD t

protected genetic-information—with

about a-request-for-ertheTecelprof genclic services by such employee.

X0

p3pett W theemployee-or-because-of-inforn a{-efwr9~

(¢)  The employing department or agency shall not request, require. collect. or purchase
protected genetic information with respect 1o an employeeor information abouta v/
)

request for or the receipt of genetic services bv such employee.

(d)  The employing deparunent or agency shall not disclose protected genetic information
with respect ta an cmployee or inforination about a request for or the receipt of v/
2

genetic services by an employee excepl -
(N to the employee who is the subject of the information. at his or her rcqucsl)'

(2) o an occupational or other health researcher if the research-'r?zaxd ucted my/
Y . / . .
compliancdwith the regulations and protecuons provided tor under part 46

of title 45 Codg othederal Regulutions:
A )
(3)  under legal compulsion of a Federal court order. except thar if the count order
was sccured without the knowledge of the individual o whom the
formation refers. the emplover shall provide the individual with adequate
notice o challenge the court order unless the court order also imposes
confidentiality requircments; or g

/

(4) w government officials investigating compliance with this orderail the

J

information is relevant o the investigation.

-ie

TT10/L00 3 & 00:8T 00/82/10



JAN-24-2000 16:36 WH/OMB GENERAL COUNSEL

DRAFT 061/11/00

(¢) The employing department or agzncy shall not maintain protected genelic infor-
mation or intormation abour a request for or the receipt of genetic s2rvices in general
personnel files; such information shall be treated as confidential medical recordsj‘ﬂ

Kept scparate from personnel files.

Section Sj’éceptions
/

1-301. The lollowing exceptions shall apply 1o the nondiscrimination requirements set forth

in section 1-202,

+t

()  The emploring deparunefit or apency may request or require information defined in

[-201(e)(1)(C) with'respect to an applicant who has been given 2 conditional offer of

2mployment or gn cmployee if:

(1) the request or requirement 1s consistent \kfith the Reohabilitation Act and other
applizable law:

(2) the information obtained is 1o be used exclusively 1o assess whether further
medical evaluation is needed to diagnose a current disease. nmedical condition. or
disorder. or under the terms o 1-301(b) of this order: ot ol

(3) sucii current disease. medical condition or disorde prevent the applicant
or emplovee from performing tic essential funclions of the position held ur

dusired: and

(4) the information defined in 1-201(c)(1)X(C) of this order will nut be discloused to
persans other than medical personnel involved in or responsible for assessing
whether further medical evaluation is needed to diagnose a current disease.

medical condition or disorder. or under the terms of 1-301(b) of this order.

TT10/8000

282 385 7294 P.13/16
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DRAFT 01/11/00

(b) The employing department or agency may request. collect. or purchase protected
genetic information with respect to an employze,or any information about a request
K _

for or receipt of penetic services by such employee if:

N the employee uses genetic or health care services provided by the employer

(other than usc pursuant to section 301 (a) of this order):

(2)  the eniployee who uses the genetic or health care services has provided prior
knowing. voluntary. and written authorizetior o the emplover (o collect

protected genetic information:

(3) the person who performs the genctic or health care services does not disclose
protected genetic information to anyone eXcepl 1o the employee who uses the

N A ‘/

servicesy for purposes of treatment. pavment. or health care operationsy or

pursuant lo section 1-202(d) of this order: and

(4 such information is not used in violation o1 sections 1-202(a) ar [-202(b) of

this order.

(c) Genetic monitoring ot biological effects ol toxic subsances in the warkplace shall

be permitted if all of the following conditions are met:

(1) the employee has provided prior. knowing., voluntary. and writlen

authorization:

(2)  the employce is netified when the results of the monitoring are evailable

-6-
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DRAFT G1/11/00

and. at that time. the employer makes any protected cnctic information
that may have been acquircd during the monitoring available to the

employec and infonms the employee how 1o obtain such information:

(3) the monitoring conforms to any genetic monitoring regulations that may be

promulgarted by the Secrctary of Labor: and

(4) the employer. excluding any licensed health care professionals that are
invalved in the generic monitoring program. recéives results of the moni-
1oring only in aggregaie terms that do not disclose the identity of specilic

zmployecs.

(d) This order does not limit the statutory authority of a Federal agencey to:

(1) promulgate or enforce workpluce safery and hezlth laws and regulations:

(2) conduct or sponsor occupational or other health research that is conducted in
compliance with regulations at part 36 of title 33, Code of Federal Regulations:
or

(3) collect pratected genetic information as a pan of 2 lawfu) program. the exclusive

purpose ol which is to carry out identitization purposcs.

Scction 4. Miscellaneous

1-401. The head of cach department and agency shall take appropriate action to disseminute
this policy and. to this end. shall designate a high level olficial responsihle lur carrying aul its

responsibilities under this order.

TT0/0T0[R 8 TO:8T 00/82/10
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DRAFT 0)/1 (/00

1-402. Nothing in this order shall be construed to:

(a) Iimit the rights or protections ol an individual under the Rehabilitation Act
of 1973 (29 U.S.C. 701. et seq.). the Privacy Act of 1974 (5 U.S.C. 5524). ar

other applicable law: or

fh)  require specific benefits for an emploves nr dependent under the Federal

Employees Health Benelits Program or similar program.

1-403. This order clarifies and makes uniform Administration policy and does not create any
right or benz{it. substantive or procedural. enforceable at law by a pany against the Unjted States.

its ofticers or employees. or any other person.

THE WHITE HOUSE
[DATE]

.R-

TATAL P.18
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United States Department of the Interior

OFFICE OF THE SECRETARY
‘Washington, D.C. 20240

'February 1,2000

Mr. Mac Reed

Office of the General Counsel
Executive Office of the President
Office of Management and Budget
‘Washington, D.C. 20503

Dear Mr. Reed:

Thank you for the opportunity to review the proposed Executive Order “To prohibit Discrimination in
Federal Employment Based on Predictive Genetic Information.”

Our primary concemn on this draft is that it seems, in sec. 1-202 (d), to attempt in one effort to establish
by Executive fiat a Freedom of Information Act (FOIA) exemption from release of genetic information.
However, if a FOIA request were received for such information, it could be withheld only if it were
concluded that it was protected by one of the nine FOIA exemptions. It appears that the information
would be covered by exemption (6), but the agency would be required to undertake the standard
exemption (6) analysis and conclude that the exemption protected the information from release.

We are also concemed that the same section (1-202 (d)) seems to be establishing Privacy Act routine
uses for the release of genetic information. To the extent that the Privacy Act applies to the genetic
information here, the only way we are aware of to make the kinds of releases mentioned in the order, is
through the statutory authorities set out in 5 U.S.C. 552a (b), one of which is the “routine use”
provision. In order to establish routine uses an agency must note them in the system notice required to
be published for the particular system of records involved. To the extent the genetic information
discussed in the order is “name retrievable,” the Privacy Act presumably would apply regardless of
whether the agency already has a system notice in place.

Last, we are concerned with section 1-202 (c), which not only is confusing, but may very well be
inconsistent with section 1-202 (d), in that it seems to prohibit the agency from acquiring the very
information that the agency is basically prohibited from releasing in section 1-202 (d) to release.

Again, thank you for the opportunity to review and comment on the draft. If you have questions about
our comments, please call me at (202) 208-6193.

Sincerely, .

Saee (- 4rtlom
Hazel A. Wilson
Office of Planning and Performance Management

TOTAL P.B1



Office of General Counsel
U.S. Department of Transportation
400 Seventh Street, SW. -
C-40, Room 10100
Washington, D.C. 20590
Telephone: (202)366-4687
Telefax: (202)366-7153

This message Is intendad only for the use of the Indluidual or entity to which it
Is agaressed and may contain information that is privilegad, canfidential, and
exempl from disclosure under applicabie Iaw. If the reader af this massage is
not the intended recipient, you are heredy notified that 3ny dissemination,
distribulian, or copying of this communication.is strictly pronidited. It you
h3ue received this communicalion In error, please natify us immaediately by
lelephone, and retum the or1ginal message 1o us 3l tha above address uia (he
U.S. Pastal Service. Thank yau. '
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EXECUTIVE OFFICE OF THE PRES[DENT
OFFICE OF MANAGEMENY AND BUCGET
WASHINGTON, G.C. 20503

GENERAL COUNSEL ! January 24, 2000

MEMORANDUM FOR DESIGNATED AGENCY HEADS
(SEE ATTACHED DISTRIBUTION LIST)

FROM: Robert G. Damus
Geaeral Counsel

SUBJECT: Revised Proposed Executive Order Entided "To onhibit Discriminatiou in

Antached is a revised proposed Exectiive order entitled "To Prohibit Discrimination in
Federal Employment Based oryPredicfive)Genetic [nformation.™

It was revised based on agency comments received pursuant 1o the February 25. 1999
circulation of the order. The revised order was prepared by the White House Domcsuc Policy

Council.

On behalf of the Director of the Officc of Managemeat and Budget, I would appreciale
receiving any comments you may have conceming this proposal. If you have any comments or
objections. they should be received no later than close of business Friday. January 28. 2000.
Please be advised that agencies that do not respond by the deadline will be n.cordcd as not

objecting o the proposal.

Comments or inquirics may be submited by telephone to Mr. Mac Recd of this office
(Phone: 395-3563: Fax: 395-7294) '

Thank you.

Atachmenis - Disaibuton List

Proposed Executive Order
¢c:  Jack Lew : Michael Deich Danny Mendelson
; Sylvia Mathews Cleie Holstein Dick Emery
Josh Gotbaum Joe Minarik Michazel Barr
Sally Katzen John Spotila Rob Nabors
Robert Kyle Linda Ricei Adricnne Ecbach
Dee Lee Barbara Chow Vikki Wachino

S/2°d ‘ ' . WdBB:E8 8. 18 §34
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DRAFT 01/11/00

lg W Draft. Revised 1/24.00. 3:00 P.M..

EXECUTIVE ORDER

TO PROHIBIT DISCRIMINATION IN FEDERAL EMPLOYMENT
BASED ON TIC INFORMATION

(

By the authoriry vested in me as President ef#he United States by the Constitution aad the

laws of the United States of America, it is ardered as follows:

Section 1. Nondiscrimination in Federal Employment on the Basis of Protected Genetic

Information

1-101. Iris the policy of the Govemment of the United States to pravide equal eniptovment
opportunity in Federal employment for all qualified persons and to prohibit discrimination ugainst
cmplayees based on proweled gevetic infarmation or informarion about a request for or the reccipt

of genetic services. This policy of equal opportunity applics to every aspect of Federal cmiployiment.

1-102. The head of each Execuwmive department and sgency shall extend the policy scl forth
in section 1-101 for all its emiployees covered by section 717 of Tide V1! ofth@ Civil Rights Actol’

1964. as amendced.

1-103. Executive departments and ageacies shall carry 'out the provisions of this order to the
extent permaiged by law and consistent with their statutory and regulatory authorities and their
enforcement mechanisms. The Equal Employment Opportunity Commission shall be responsibic
For coordinating the policy of the Gc;vemmenr of the United Suxtes 1o prohibir discrimination against
employees in Federal emgloyment based on protected genetc information or information about a

request for or the receipt of genetic services,

S/E°d ' WdB2:E@ ©8. 18 834
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(¢)

(d)

S/b°d

protected genetic information with respect 1o the employee or because of infonnarion
about arequest for or the receipt of genetic services by such employee.

The employing department or agency shall not request, requ',ire. collect. or purchase
prowcted genetic information with respect to an employee or information about a

request fqr or the receipt of genetic services by such employee.

The employing depariment or agency shall not disclose protected genetic information
with respect to an cmployee or infonnation about a request for or the receipt of

K,A,q,—d‘z,.fp-/

(1) to the employee wha is the suhject of the information. at Lis or hcr)cquesu

geqetic services by an employee except —

(2)  taan occupartional or other health researcher if the research is conducted in
compliance with the regulations and protections provided for under part 46
of nitle 45. Code of Federal Regulations: | |

(3)  under legal compulsion ofa Federal court order. except that if the court order
was .sceured withour the knowledue of the individual w whom the
information refers. the employer shall provide the individual with adequate

nolce 1o challenge the count order unless the court order also imposes

confidentialitv requirements: or

(4) 1o government officials investigaling compliance with this order il the

information is relevant to the investigation,
u

Wd6@:EB ©8. 18 €34
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(b)

(<)

G/S°d

LH/OMB GENERRL COLNSEL

The cmploymg depactment or agency may request. collect, or purchase protected

geneuc 'mfoxmanon with respect to an cmployee or any information about a request

for or receipt of genetic services by such emplovee if:

(1)

(2

(3}

(4)

| — 3ol (O.J
the employee uses genetic or health cace services provided by the employer.

(other than usc pursuaat to section a) of this order):

the employee who uses the genetic or health carc services has provided prior
knowing. voluntary. and writien authorization to the emplayer to collect

pratected genetic information:

tha person who performs the genctic or health care services does not disclose
protected genetic information 0 anyone except W the gmployee who uses the

services: for purposes of treatment. pavment. or health care vperations: or

pursuant to section 1-202(d) of this order: and

such information is not used in violation of sections 1-202(a) ur 1-202(bj of

this order.

Genetic monitoring of biological effects of toxic substances i in the workplace shall

be permitted if all of the following conditions are met:

M

Q)

the', employec has provided pror. knowing, volunrary. and svritten

authorization:
the employce is notified when the results of the monitoting are avaitable

e

I . © ld6@:E@ @8. 19 €34



January 28, 2000

Genetic Discrimination E.O. and Health Privacy Rules
Disclosure to Researchers

Issue: Whether and how to incorporate the same standard for privacy protections for
research included in the HHS privacy rule in the genetic discrimination E.O.

Background: Section 1-202(d) of the draft E.O. states that an employer “shall not disclose

genetic information except . . . (3) to an occupational or health researcher if the research is
conducted in compliance with the [Common Rule].”

The HHS proposed health privacy rule builds on Common Rule criteria and adds
additional criteria specific to information practices. The proposed rule allows
covered entities (i.e., health care providers, plans, and clearinghouses) to disclose
protected health information without patient consent upon documentation by an
Institutional Review Board (“IRB”) or “Privacy Board” that the research meets
criteria in the Common Rule, plus 4 additional privacy-related criteria. The
proposed rule also extends the requirements mentioned above to researchers that
are not currently subject to the Common Rule, but receive protected health
information from covered entities.

While the HHS privacy rule applies to federal agencies that are “covered entities”
under the rule, the E.O. would apply to all federal agencies. Therefore, any
decisions made on standards for disclosure for research under the E.O. would
affect more agencies than are covered under the HHS privacy rules.

During the development of the proposed health privacy rule, EOP and
HHS staff noted the limitations of the statutory authority, notably that the
HHS rule would only reach “covered entities” — health care providers,
plans, and clearinghouses, but not employers, researchers, and others.
The question is whether the statutory scope of the health privacy
regulation should also be the scope of the E.O.

Options:

1. Do nothing.

Pro: Upon publication of the E.O., agencies will have certainty about the disclosure rules
upon publication of the E.O. Nothing in the final privacy rules will be incorporated into the E.O.
(though the standards in the HHS rule for disclosure for research would still apply to agencies

that are covered entities).

Con: If the final HHS privacy rule is similar to the proposed rule, the result will be more
lenient disclosure rules for genetic information under the E.O. than rules governing a broader set

o



of information (usually less sensitive) under the HHS privacy rule. Issuance of an E.O. with a
lower standard for privacy protections could be viewed as inconsistent with previous statements
and a weakening of the Administration’s position on health privacy.

2. E.O. incorporates research standards of final privacy rule upon publication [or one
year thereafter?]

This could be done through the following language, to 1-202(d) (above): “. . . and if in
conformance with the standards for disclosure in Section 164.510(j) of the Standards for Privacy
of Individually Identifiable Health Information, 45 CFR Parts 160-164, upon publication [or one
year thereafter?].”

Pro: This would ensure the same standard for disclosure for research in the E.O. and the
final HHS rules. As for timing, it would impose the stricter standards on the government one or
two years earlier than the private sector, demonstrating government leadership in protecting
privacy.

Con: Tt will be difficult for federal agencies to comply with the stricter
disclosure-for-research standards earlier than the private sector, and particularly difficult to
comply immediately upon publication of the final rule.

3. E.Q. incorporates research standards of final privacy rule upon effective date

This could be done by adding the following language to 1-202(d) (above): “...and ifin
conformance with the standards for disclosure in Section 164.510(j) of the Standards for Privacy
of Individually Identifiable Health Information, 45 CFR Parts 160-164, upon the effective date of
such rules.” '

Pro: Like Option 2, this would ensure the same standard for disclosure for research in the
E.O. and the final rules. It also gives agencies, like the private sector, two years to comply, which
should be ample.

Con: This option is not as privacy protective because of the delay in implementation.

4. ~ E.O. incorporates research standards currently in the proposed rule, noting that
they may change in accordance with the final rule

This could be done by adding the following language to 1-202(d) (above): “. .. and ifin
conformance with the standards for disclosure in Section 164.510(j) of the Proposed Standards
for Privacy of Individually Identifiable Health Information, 45 CFR Parts 160-164.”

Pro:  This would make a strong statement that the Administration wants to serve as a
leader and extend the research standards in the health privacy NPRM to federal agencies. Even
though the rule is not yet final, the standards included in the NPRM represent the
Administration’s current policy position based on thoughtful analysis.



Con: This option could be viewed as undercutting or pre-judging the rulemaking process.
It could also be opposed by agencies that have been told they would have the comment period to
comment on the research-related section of the NPRM.
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OFFICE OF THE ASSOCIATE GENERAL COUNSEL

(LEGISLATION, LITIGATION & REGULATION)

1500 PENNSYLVANIA AVENUE, N.W.
RooM 1417
WASEINGTON, D.C. 20220

FAX: (202) 622-1188 VOICE: (202) 622-0650

DATE:

TO:
TO:
TO:
TO:

FROM:
SUBJECT:

January 28, 2000 PAGES TO FOLLOW:
Mag Reed
FAX:
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FAX:
FAX:
Karen Dorsey
Revised Draft Executive Order: To Prohibit Discrimination

in Federal Employment Based on Predictive Genetic

Information

COMMENTS/SPECIAL INSTRUCTIONS

Treasury has no conments on the above.
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Record Type: Record

To: McGavock D. Reed/OMB/EOP@EQP

cc: See the distribution list at the bottom of this message
Subject: EO Prohibiting Genetic Discrimination

In reviewing the draft EQ, Health Division staff noted a potential inconsistency between the EO and
the policies in the Administration's NPRM on health privacy. Specifically, the draft EO has a lower
standard for when genetic information can be disclosed to researchers than the health privacy
NPRM does. We discussed this issue with the Privacy Counselor’'s Office who agrees and is
drafting an issue paper for consideration by EOP. We wanted to advise you of this open issue since
it may not be resolved before the deadiine for comments.

Message Copied To:

Lauren B. Steinfeld/OMB/EOP@EQP
Barry T. Clendenin/OMB/EOP@EOP
Thomas Reilly/OMB/EOP@EOP
Mark E. Miller/OMB/EOP@EOP
Gaylee L. Morgan/OMB/EOP@EQP
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NATIONAL ACRONAUTICS & SPACE ADMINISTRATION
HEADQUARTERS
OFFICE OF THE GENERAL COUNSEL
WASHINGTON, DC 20546-0001

Doris A. Wojnarowski
Associate General Counsel (General)
Phone: (202) 358-2465
Fax: (202) 358-4355

FACSIMILE COVER SHEET

DATE: [ 27 4

TO:
AGENCY/CODE/CO.:

PHONE NO: (__)
FAXNO: (20r) 373 727§
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URGENT REVIEW/COMMENT FYl PER DISCUSSION

MESSAGE:

vl

! uding
¢

«=«IMPORTANT: The information contained in this facsimile message is intended only for use of the
individual to whom 1t is addressed. t may contain information that is privileged and confidential. If the reader
of this message is not the intended recipient, you are hereby notified that any dissemination, distribution, or
copying of this communication is striclly prohibited. If you have received this commuaication in error, please

nolify the sender immediately at the telephone number above.

Thank you.
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Edward A. Frankle, Esq.
General Counsel

NASA

Washington, DC 20546
(202) 358-2450

To: Christopher Jeanings, Deputy Fax: ' 202-456-5557
Assistant to the President for Health
Policy
From: Edward A. Frankle Date: 1/14/00
Re: Genetic Discrimination Executive Pages: Coverplus 1
Order
cC .
Urgent 0O For Review O Please Comment O Picase Reply O Please Recycle
i3 . . - . . . .

e most recent version address mos.t of NASA's concerns. As explained in the enclosed
andum from our medical staff to me, the current version presents no problem
regarding the vast majority of our employees and has only small, but acceptable jmpacts on
the astroﬁaut corps as it currently exists. We do feel that when the time comes to begin
selecting crews to go on long duration missions, such as to Mars or the moon, other problems
may well arise. Those issues are, at least, several years in the future and are best addressed
when they arise in a full factual context. Therefore, recognizing that policy on this
important topic will and must evolve as we learn more about the use of genetic information,
NASA has no objection to the issuance of the version of t{xe Executive order distributed for

comment on January 12, 2000. Thank you for the opportunity to comment and participate
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DOCUMENT NO. SUBJECT/TITLE DATE RESTRICTION
AND TYPE

001a. fax To: Mac Reed (partial) (1 page) 01/28/2000 P3/b(3)
COLLECTION:

Clinton Presidential Records
Domestic Policy Council
Devorah Adler

OA/Box Number: 20146

FOLDER TITLE:
Genetic Discrimination [Folder 2]

2012-0463-S
rc756

RESTRICTION CODES

Presidential Records Act - |44 U.S.C. 2204(a)]|

P1 National Security Classified Information [(a)(1) of the PRA}

P2 Relating to the appointment to Federal office [(a)(2) of the PRA|

P3 Release would violate a Federal statute {(a)(3) of the PRA]

P4 Release would disclose trade secrets or confidential commercial or
financial information [(a)(4) of the PRA]

PS Release would disclose confidential advice between the President
and his advisors, or between such advisors [a)(5) of the PRA]

P6 Release would constitute a clearly unwarranted invasion of
personal privacy [(a)(6) of the PRA|

C. Closed in accordance with restrictions contained in donor's deed
of gift.
PRM. Personal record misfile defined in accordance with 44 U.S.C.
2201(3).
RR. Document will be reviewed upon request.

Freedom of Information Act - [S U.S.C. §52(b)]

b(1) National security classified information [(b)(1) of the FOIA|

b(2) Release would disclose internal personnel rules and practices of
an agency [(b)(2) of the FOIA|

b(3) Release would violate a Federal statute |(b)(3) of the FOIA]

b(4) Release would disclose trade secrets or confidential or financial
information [(b)(4) of the FOIA]

b(6) Release would constitute a clearly unwarranted invasion of
personal privacy |(b)(6) of the FOIA|

b(7) Release would disclose information compiled for law enforcement
purposes [(b)(7) of the FOIA|

b(8) Release would disclose information concerning the regulation of
financial institutions [(b}(8) of the FOIA|

b(9) Release would disclose geological or geophysical information
concerning wells [(b)(9) of the FOIA]
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Central Intelligence Agency
Office of General Counsel
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Fax:

Date: 01/28/00
Mr. Mac Reed o

Office of Information and
Regulatory Affairs

(202) 395-3563

(202) 395-7294

i o e

Office of General Counsel
Administrative Law & Ethics
Division

Number of Pages (Including Cover) sz

Comments:
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personal privacy |(a)}(6) of the PRA|

C. Closed in accordance with restrictions contained in donor's deed
of gift.
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2201(3).
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Freedom of Information Act - |5 U.S.C. 552(b)]
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CENTRAL INTELLIGENCE AGENCY
WASHINGTON, D.C. 20505

Office of General Counsel

28 January 2000

VIA FACSIMILE

Mr. Mac Reed

Office of Information and
Regulatory Affairs

Office of Management and Budget

Washington, D. €. 20503

Reference: Revised Proposed Executive Order *“To
Prohibit Discrimination in Federal Employment
Based on Predictive Genetic Information®

Dear Mr. Reed:

This is to convey this Agency’s concurrence with the
language in the referenced draft executive order. We still
have serious concerns regarding the breadth of the
definition of “protected genetic information” in section

- 1-201(e) of the draft, particularly in light of the fact
that it has not been the subject of public debate.
Nevertheless, because the exceptions provisions of section
1-301 respond to this Agency'’s equities, we can concur with
this draft overall. '

I1f we can provide any additional information or you
have questions regarding CIA’'s equities or this response,
vlease feel free to call me. You may reach me at

: # ,

*




WORKING GROUP DRAFT 12/21/99
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OPTION 1: ALLOWING FAMILY HISTORY (BUT NOT GENETIC TESTS) TO
BE COLLECTED BUT RESTRICTING USE TO MEDICAL EVALUATION OF
CURRENT DISEASE
[1-201]
(e) Protected genetic information.
In general, protected genetic information means--
(A) information about an individual's genetic tests;
(B) information about genetic tests of family members of the individual; or
A
}}f éf(w,q\ ' , (C) information about the occurrence of a disease or disorder in family members
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WORKING GROUP DRAFT 12/21/99

OPTION 2: ALLOWING ALL FORMS OF GENETIC INFORMATION TO BE
COLLECTED BUT RESTRICTING USE TO MEDICAL EVALUATION OF

CURRENT DISEASE
[1-201]
(e) Protected genetic information.
m In general, protected genetic information means--

(A) information about an individual's genetic tests;

(B) information about genetic tests of family members of the individual; or

(C) information about the occurrence of a disease or disorder in family members

of the individual

2) Protected genetic information does not include information, otherwise
included in subparagraph (1), that is used exclusively to determine if
further medical evaluation is needed to diagnose a current disease or

disorder.
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OPTION 3: ALLOWING ALL FORMS OF GENETIC INFORMATION TO BE
COLLECTED BUT RESTRICTING USE TO MEDICAL EVALUATION OF
CURRENT DISEASE AND PROHIBITING COLLECTION AS A CONDITION

OF EMPLOYMENT
[1-201]
(e) Protected genetic information.
) In general, protected genetic information means--
(A) information about an individual's genetic tests;
(B) information about genetic tests of family members of the individual; or
(C) information about the occurrence of a disease or disorder in family members
of the individual
(2) Protected genetic information does not include information, otherwise

included in subparagraph (1), that is used exclusively to determine if
further medical evaluation is needed fo diagnose a current disease or
disorder, provided that no individual may be required to furnish such

information as a condition of employment.
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purposes |[(b)(7) of the FOIA]

b(8) Release would disclose information concerning the regulation of
financial institutions |(b)(8) of the FOIA]

b(9) Release would disclose geological or geophysical information
concerning wells [(b)(9) of the FOIA]
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OSTP Comments on Draft
Executive Order

Thank you for the opportunity to provide comments on the draft Executive Order to Prohibit
Discrimination in Federal Employment Based on Protected Genetic Information. OSTP is
pleased that the Executive Order is close to final agreement and hopes that it can be announced
very scon. One possible venue is the annual meeting of the Genome Action Coalition, which has
invited the President to appear as the keynote speaker. The meeting is scheduled for February 1,
but there may be some flexibility to move it to February 2.

The first comment is that the title needs to be changed to read “Protected” instead of
“Predictive.” Other comments are as follows:

1-201(b) - the first “or” in the next to last line should be deleted.

1-201(e)(1 XC) ~ it was agreed at the Tuesday meeting that the term “condition” would be added,
as has been done later in section 1-301(a). We would prefer to use “medical condition” or delete
“condition” altogether to avoid confusion.

1-301(a)(2) and (3) — add “medical™ as a qualifier for “condition.”

1-301(a) — there ought to be a provision that prevents such information from being disclosed by
the evaluator to anyone other than the applicant/employee.

1-301(2)(3) — we need to expand on “applicant™ by inserting “employee™ as the E.O. also guides
post-employment practices.

1-301(c)(2) and (3) — something doesn’t follow here — the employee needs to be told that the
information exists, but he/she may not want to have the results. There must be notification of the
availability of the information and opportunity provided to get it. The consent, then, precedes
obtaining the genetic information.

1-402(d) — was supposed to have been deleted.
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Qenerat Counsel
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To: Christopher Jennings, Deputy Fax: 202-456-5557
Assistant to the President for Health
Policy
From: Bdward A. Frankle Date: 1/14/00
Re: Genetic Discrimination Bxecutive Pages: Coverplusl
Order
cC
i 2 8 t{&ent O For Review O Please Comment [J Please Reply O Please Recycle

[ J [ ] [ ] [ ] L] [ ] L]

gur request, NASA has reviewed the draft Executive order. The changes made
{fe most recent version address most of NASA’s concerns, As explained in the enclosed
e '*i'i;:dum firom our medical staff to me, the current version presents no problem
regarding the vast majority of our employees and has only small, but acceptable impacts on
the Iastronuut corps as it currently exists. We do feel that when the time comes to begin
selecting crews to go on long duration missions, such as to Mars or the moon, other problems
may well arise. Those issues are, at least, several years ln_ the future and are best addressed
when they arise in a full factual context. Therefore, recognizing that palicy on this
important topic will and must evolve as we learn more about the use of genetic information,

NASA has no objection to the issuance of the version of the Executive order distributed for

comment on January 12, 2000. Thank you for the opportunity to comment and participate

in ¢this review. ey 4 J /M
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Raply 1o Attn of:

Natlonal Aeronautics and
Space Adminiatration

Headquanters
Washington, DC 206546-0001

JAN 14 2000
UH
TO: G/General Counsel
FROM: UH/Director, Office of Health Affairs

SUBJECT: Proposed Executive Order to Prohibit Discrimination in Federal
Employment Based on Predictive Genetic Information

1. We have reviewed the revised draft of the proposed Executive Order. We believe
that compliance with this order will not negatively impact our operations for our
ground-based workforce, for those workers engaged in underwater activities, and for
those individuals engaged in atmospheric flight operations.

2. With respect to operations in space, there is potential liability. Space is the most
extreme and unforgiving environment into which humans have ever ventured. In
space, small crews of people are utterly dependent on each another for survival, and
failure of one for any reason may mean disaster for all. We have depended on strict
selection standards to minimize the risk of medical problems during space missions
and have been well served by this practice. For short duration missions, the proposed
Executive Order will probably not negatively impact operations. During long
duration missions, however, genetic traits that were latent at launch may manifest as
disease, endangering not only the individual but also the entire crew, Inability to use

predictive genetic information for flight assignment in this context may therefore
represent & prohibitive risk.

3. We believe that an exception to this proposed Order applicable to the Astronaut
Corps may ultimately be necessary to protect the health and safety of long duration
space crews. We can, however, comply with the proposed order without untoward
effect at present, for short duration space flight missions.

WO Qe -

Richard S. Williams, MD

22
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U.S. EQUAL EMPLOYMENT OPPORTUNITY COMMISSION
Washington, D.C, 20507

Office of the
Chalrwoman

January 14, 2000

Mr. Christopher W. Jennings

Deputy Assistant to the President for Health Policy
216 Old Executive Office Building

Washington, D.C. 20502

Re: 1c Discrimination Executive Order
Dear Chris:

We have reviewed the January 11, 2000 draft of the referenced Exccutive Order as well as the comments
that are being submitted by the Department of Labor (DOL). As the DOL submission states, the U.S.
Equal Employment Opportunity Commission (EEOC) concurs with the comments set forth therein.

We write separately to address the language in section 1-103 of the draft Executive Order. Specifically,
section 1-103 states that "[t]he Equal Employment Opportunity Commission shall be responsible for
coordinating the policy of the Government of the Unijted States to prohibit discrimination against
employees in Federal employment based on protected genetic information or information about a request
for or the receipt of genetic services." The draft Executive Order further states in section 1-403 that it
“does not create any right or benefit, substantive or procedural, enforceable at law by a party against the
United States, its officers or employees, or any other person.”

Based on these sections and earlier discussions at the meetings in your office, it is our understanding that
the draft Executive Order contemplates that the EEOC will prepare guidelines or a policy statement
concerning genetic discrimination in federal employment. We would prepare the guidelines with input
from the same stakeholders who have participated in the drafting of the Executive Order. These guidelines
would note, among other things, that although the Executive Order does not create any substantive or
procedural right or benefits, federal employees and applicants may raise concerns regarding the use of
genetic information within the context of the Rehabjlitation Act, which the EEOC does enforce. Please
let me know whether our understanding of the EEOC’s role following execution of the Executive Order
comports with yours.

Thank you for the opportunity to participate in the drafting of the Executive Order. If you have any
questions concerning the foregoing, please do not hesitate to call me at (202) 663-4098.

Sincerely,

qeis hop

Antorney-Advisor to the Chairwoman
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CENTRAL INTELLIGENCE AGENCY
WASBHINGTON, 0.C. 20505

Office ot General Counsel

14 January 2000

Mr, Christopher C., Jennings

Deputy Assistant to the President
for Health Policy

'216 014 Executive Qffice Building

Washington, DC 20502

Dear Mr. Jennings:

This is to convey this Agency’s concurrence with the
language in the 11 January 2000, 5:00 p.m. draft Executive
Order “To Prohibit Discrimination in Federal Employment
Based on Predictive Genetic Information.” We still have
serious concerng regarding the breadth of the definition of
“protected genetic information” in section 1-201l(e) of the
draft, particularly in light of the fact that it has not
been the subject of public debate. Nevertheless, because
the exceptions provisions of section 1-301 respond to our
equities, we can concur with this draft overall.

If we can provide any additional information or you
have questions regarding CIA's equltles or this ragnanaca

(00353
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Attached s the latest version of the executive order for your fipal review before it is placed into
formal O 4B clearance.

This vers on reflects the changes that were discussed at yesterday’s meeting. The signifizant
revisions are summarized as follows:

1. 1 202(d) and 1-301(b) have been revised to teflect the fact that the order covers
¢ illection of genetic information from employees, not from family members or others;

o

1-301(a) has been revised to contain the exception for collection of family history from
t 5th applicants and employees and to require that collection in both cases be consistent
1 7ith the Rehab. Act and other applicable law;

-301(b)(1) has been revised to make more explicit thet this exception applies in cases
* Jhere employees receive genetic or health care services from the employee in cases other
" nan simply job evaluation;

u)

4. -301(b)(3) has been revised to disclosure of infonmarion for purposes of treatment,
»ayment or health care operations;

5. [-402(b) has been revised to carry out our intent with regard to the relationship between
he order and the Privacy Act; and

6. 1-403(d) has been deleted to avoid suggesting that the: order can be superseded by a more
pennissive disclosure rule.

Comm :nts on this version are due by 5 pm Friday, January 14. Please fax them to our office at
456 5337. .

2003
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Draft, Revised 1/11/00 -- 5:00 P.M.

EXECUTIVE ORDER

TO PROHIBIT DISCRIMINATION IN FEDERAL_EM'PLOYIWENT
BASED ON PREDICTIVE GENETIC INFORMATION

By the authority vested in me as President of the United States by the Constitution and the

laws « fthe United States of America, it is ordered as follows:

(,me.l_s’.‘.x é'»jv‘-é‘..,.
' Ao ld,
Sectim [ Nondiscrimination in Federal -—MM@M&L é.} fog hold

CProtected Genetic Informatnon )

g

1-101. Itis the policy of the Government of the Unitzd States to provide equal employment
oppo: tunity in Federal employment for all qualified persons and to prohibit discrimination against
empl yees based on protected genetic information, or informmation about a request for or the receipt

of ge etic services. This policy of equal opportunityy applies to every aspect of Federal employment.

1-102. The head of each Executive department and agency shall extend the policy set forth
ﬁ US n ﬂe stion 1-101 for all its employees covered b}?(ection 717 of Title VII of the Civil Rights Act =&
of 15 S4¢as amended.
1-103. Executive departments and agencies shall carry out the provisions of this order to the
exter t permitted by law and consistent with their staﬁitoxy'and regulatory authon Lies,j\and their v~
enfo cement mechanisms. The Equal Employment Opportunity Commission shall be responsible
for ¢ rordinating the policy of the Government of the United States to prohibit discrimination against
emp oyees in Federal employment based on protected genetic information or information abouta _ -

. 7
requ :st for or the receipt of genetic services.

100 (B
£00 3 0710
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128
S%g Z .Requiremeants Applicable to Employmg Depar:ments and Agencics -

PO R FTTUT e o710 I3, g i T

1.201. Definitions.

(1) The term “employee” shall include an employee, applicant for employment, or former
employee covered by ﬁcﬁon 717 of the Civil Rights Act of 1964 (42 U.S.C. 2000e- f .C,
16). | |

b) Genetic monitoring means the periodic exaraination of employees 1o cvaluate
acquired modifications to their genetic matenil, such as chromosomal damage or

evidence of increased occurrence of mutations, that, may have develc ped in the b

. " sict

course of employment@uc fo exposure to toxic substances in the workpla-.c m-eféeﬁev ! O
-------- bec, .,

to identify, evaluate, orrespond to the cffects of, 2 cc coutrﬂ)adversc enVironmental %

exposures in the workplace.

(©) Genetic services means health services, including genetic tests, provided to obrain,
assess, or interpret gehe[ic information fof diagnostic or therapeutic purpoées, or tor
genetic education or counseling. - |

Gl vt Yae AobiviSon of "gouahe begt "

e analysis of human DNA, RNA, chromosomes, proteins, or

(d)  Genetic test means
in order to detect disease-related genotypes or mutations. Tests

for metabolites g dwhep an excess or deficiency of the metabclite indicates

the presence of a mutation or mutations.
(e) Protected genetic information.
(1)  In general, protected genetic information means--

2-

Y003 ' .
D JTIo €980 ¥IC 7nwey. o
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(A) information about an individual's genetic tests;
- !
oM 1+ M_“\ILJMDJS
(B) information about enelic tests of amlly members of-d;e.mdxmdua?"or

pou indivaduals

(C) information about the occurrence of a disease or disorder inf family

members W

2) Information about an individual’s curzent healr.h status (including infonmation
about sex, age, physical exams, and chcrmca]‘ BioBi or urine aralyses of the *

v

*individaal) is not protected ‘genetic information unless it is described in

subparagraph (1).
’ \.a »
1-202 \;Fhe agencies, In dlschargmg their rcsponsﬂ)x lites under t}ns or der sha]l implement

\.. —— - e

the fc lJowing nondiscrimiination requirements.

@) The employing departinent or agency shall not discharge, faiIéI refuse to hire, or
otherwise discriminate against any employee with respect to the compensation,

a\(\ (
terms, conditions, or privileges of employment of the employee, becaus: of protected

e zm?’,

genetic information with respect to the employee or because of inforation abouta ,
2
"request for or the receipt of genetic services by such employee or by & family . a %

member of -such cmployee’?’

(b) The employing deparument or agency shall not Jimit, segregate, or classity employees
in any way that would deprive or tend to :Icpnve any employee of employment
/ l

opportunities or otherwise adversely affe:t the- employce s status, because of

protected genetic information with respect to the employee or because «f information

5003
270 €950 ¥IS 20z8) QU /T  ON /87T /v
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(ol
. . E’M«P T
about a request for or the receipt of genetic services by such employee or by t family

member ohue-b-emp}eye?/

(c The employing departrnent or agency shall not rzquest, require, cellect, or purchase
protected genetic information with respect to an employeg,or informaticn abouta v

J
request for or the receipt of genetic services by such employee.

() The employing department or agency shall not disclose protected genetic infonmation

| j ¢ 2
genetic services by an employee or b)}.ﬁd family member of an €imployee =xcept --

his gv bsr

(1) to the employee who is the subject of the information, al"l'g- request of that “~

—ra— e

with respect to an employee or information about a request for or the receipt of
ﬁ‘ ‘

employee.towhomdisclosur-e-is.bcin-g/madé;

(2)  to an occupational or other health researchel';\if the research )g'ccjnduct in™—
compli with the regulations and protections provided for under part 46
of title 45, Code of Federal Regulations;

3) under legal compulsion of a Federal conrt order, except that if the court order
was secured without the knowledge of the individual to whom the
information refers, the employer shall provide the individual with adequate

notice 1o challenge the court orderynless the court order also imposes

J
f/ fe
(4)  to government officials investigating compliance with thls@@ﬁrde{ 4

if the information is relevant to the investigation.

confidentiality requirements; or

.-

9003
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e) The employing department or agency shall not maintain protected genetic infor-
mation,or information about a request for or the: receipt of genetic services in general

A
7
personnel files; such information shall be treated as confidential medical rccordgfan{d

kept separate from personnel files.

Exceptions -

Cea. 3. =—

1-301. The following exceptions shall apply to the ncndiscrimination requirements set forth

/QL . in/éeu on [-202.

(@) The employing department or agency may request or require informaticn defined in

1-201(e)(1)(C) with respect to an applicant who has been given a conditional offer of

employment or an employee if:
N

(1) the request or requirement is consistent ‘with the Rehabilitation Act and other

applicable law:

(2) the information obtained is to be used exiclusively to assess)( further medical

A

L

evaluation is needed to diagnose a current disease, condition or disordet} aniﬁ 4

e e ————— e
ol .

o
/(3)" {such current disease, condition or disorder could prevent the applicant from

performing the essential functions of the position held or desired.

(b)  The employing department or agency may request, collect, or purchase protected
genetic information with respect to an cmpluyee{\or any information about a request

for or receipt of genctc services by such employee,if:

v

LOO [ ’
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(1)  the employee uses genetic or health care services provided by the zmployer

(other than use solely connected with evaluation of fitness for empioyment);
2 the employee who uses the genetic or hezlth care servicei has provided prior,
knowing, voluntary. and written authorization to the employer to collact

protected genetic information;

(3)  the person who performs the genetic or health care seryices does not disclose

the results of the genetc services 10 anyyone except:Af }E{he employee who

{ .Q) _ uses the sewicesj. éi)/c?or purposes of itreaunent, Cpayruent, or health care
p > operation§ or.iii) pursuant to section 1-202(d) of this order; and

( (\_> e d 4) such information is not used in violaticn o;S'ections 1-202(a) or 1-202(b) of / ¢ _

Ihis(g;;utivgﬂ;dér. ﬂ C
N’

(c) Genetic monitoring of biological effects of toxic substances in the workplace shall

be permitted if all of the following condition: are met:

(1)  the employee has provided prior, knowing, voluntary, and written

authonzation;
(2) . the employee is informed of the specific results of the monitoring;

(3)  the employee is informed of any other protected genetic information that may
have been acquired, provided that the employee has given prior, knowing,

voluntary, and written consent to such additional disclosure;

800
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() the monitoring conforms to any genetic monitonng regulations that may be

promulgated by the Secretary of Labor; and

(5) the employer, excluding any Jicensed health care professionals that are
involved in the genetic monitonng program, receives results of the moni-
toring only in aggregate terms that do not disclose the identity of specific
employees.

& AN = 7

(d) This Executive Ordér does not limit the statutory authority of a Federal agency 36/(3) =

promulgate or enforce workplace safety and health lawy;md regular lons,o%)_‘ T

%z conduct or sponsor occupational or other health rescarch that is cc »nducted in
comph_;nce with regulations at part 46 of tile 45, Code of Federal Ixegulanonsj o
;@ (3);?)llect protected genetic information as a part of a lawful program, the exclusive

purpose of which is to carry out identification purposes.
Miscellaneous

1-401. The bead of each department and agency shall 1ake appropriate action 1 dissemipate
e~
s g olicy;” and?to this endshall designate a high level ofticial responsible for cairying out its
respo 1sibilities under thisExecutive OrdeZ, = SVehla.

L M
1-402. Nothing in t}us@xccuuve O{d?g shall be construed to:

e

(2) limit the nghts or protections of an individual uader the Rehabilitation Act of 1973 (29
U.S. 2. 701 et seq.) o &mwmw@waww&m—emef\
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(b limit the rights or protections of an individual under the Privacy Act of 1974 {5 U.S.C.

552a);

(c + require specific benefits for an employee or dependent under the Federal Employees

Health B nefits Program or similar program; or
(¢) supersede any other statute, regulation, or rule that requires disclosure of information.

1 403. This order clarifies and makes uniform Administration policy and does not create any
right or | enefit, substantive or procedural, enforceable at law bty a party against the United States,

its office s or employees, or any other person.

THE W] ITE HOUSE
[DATE]
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