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Introduction

On May 21, 2008, the Genetic In-
formation Nondiscrimination Act of
2008 (GINA) became the first federal
law to prohibit employers and health
insurers, both group and individual,
from denying employment or insur-
ance to a healthy individual based
solely on his or her genetic predis-
position to develop a disease. In leg-
islation that passed with significant
bipartisan support, Congress deter-
mined that tremendous advances
in human genome sequencing and
genetics “give rise to the potential
misuse of genetic information to dis-
criminate in health insurance and
employment.”” GINA amends the
Employee Retirement Security Act
of 1974 (ERISA), the Public Health
Service Act (PHSA), and the Inter-
nal Revenue Code and the Social Se-
curity Act to prohibit a group health
plan from adjusting premium or
contribution amounts on the basis of
genetic information, while employ-
ers are restricted from using genetic
information to make personnel deci-
sions surrounding hiring, firing, and
promotion.? However, genetic test
results are not entirely off-limits to
insurers and employers pursuant to
GINA. Under the new law, insurers
may request voluntary genetic tests
for research purposes, and employers
may use tests to assess the biological
effects of toxins in the workplace. It
remains to be seen if GINA will help
individuals overcome the discrimina-
tion “fear factor”— a major obstacle
to participation in research studies
that collect genetic information and
hold the potential to advance the
development of personalized medi-
cine.? Personalized medicine is the
use of an individual’s genomic profile
to develop the most effective preven-

tion, diagnosis, and treatment strate-
gies for that individual.*

Background: Genetic
Antidiscrimination Protection
Pre-GINA

State statutes, the Health Insurance
Portability and Accountability Act
(HIPAA), and the Americans with
Disabilities Act (ADA) provided a
patchwork quilt of inconsistent pro-
tection against genetic discrimina-
tion in employment and insurance
decisions prior to GINA. States first
addressed the use of genetic infor-
mation in the workplace in the 1970s
and 1980s by outlawing discrimina-
tion against job applicants with the
sickle cell trait.> Statutes continued
to develop steadily over the years,
but the contents varied widely across
states. All genetic nondiscrimination
legislation prohibited differential ac-
cess to employment on the basis of
genetic test results, and many laws
barred employers from requesting,
requiring or obtaining genetic infor-
mation.® However, significant over-
sight and enforcement mechanisms
were not incorporated into most
genetic antidiscrimination statutes,
and only a small minority of state
policies explicitly levied penalties
againstemployerswhodiscriminated
on the basis of genetic information.”
GINA addresses the variation in
state law by creating a national base-
line for safeguards against discrimi-
nation; it does not preempt state
statutes that offer more extensive
coverage against employer misuse of
genetic information.

State genetic nondiscrimina-
tion policies aimed at individual
and group health insurance plans
are similar in scope to those geared
towards employers and equally in-
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consistent. State policy generally
makes it illegal for health insurers
to use genetic information to deter-
mine eligibility or set premiums, re-
quire genetic testing of applicants, or
disclose genetic information without
consent.® The power of state insur-
ance commissioners to enforce these
restrictions ranges from the ability

prohibition of discrimination on the
basis of disability,¢ but its language
does not explicitly protect individuals
from discrimination on the basis of
genetic predisposition to disease. In
1995, the Equal Employment Oppor-
tunity Commission (EEOC) issued a
statement that people with a genetic
disorder “may” fall under the ADA’s

order possesses the genetic marker of
a disease and thus has an increased
chance of developing the illness at
some point in his or her future.?> Ab-
sent any signs or symptoms of disease,
it may be difficult to demonstrate that
an employer “regarded [an] individ-
ual as having a genetic defect” and
acted in a discriminatory fashion on

It remains to be seen if the restrictions outlined in GINA will
provide the ideal degree and type of protection against genetic discrimination
and address a major concern of bill proponents: patient participation in
biomedical research and the advance of personalized medicine.

to suspend an insurer’s license to the
authority to impose heavy adminis-
trative fines that range in value from
$1,000 to $150,000 depending on
the scope and duration of violations.?
Some states have chosen to grant in-
dividuals a cause of action against in-
surers who discriminate on the basis
of genetic test results.® However,
no state law in place prior to GINA
extended to cover the actions of
employer-sponsored health plans.”
Employer-sponsored insurance is the
leading source of health insurance in
the country, and its exclusion left a
significant gap in protection.'

Prior to GINA, the only federal
legislation that directly addressed ge-
netic discrimination was the Health
Insurance Portability and Account-
ability Act (HIPAA).'? HIPAA explic-
itly states that genetic predisposition
in the absence of a current diagno-
sis of illness cannot be considered a
preexisting condition.”* HIPAA also
makes it unlawful for insurers to use
genetic information to limit eligibil-
ity or increase premiums, but it only
applies to group health plans. This
limitation to group plans left people
seeking health insurance on the indi-
vidual market open to different pre-
miums and eligibility based on their
genetic test results.””

Finally, the Americans with Dis-
abilities Act offered some protection
against discriminatory use of genetic
information. The ADA was created
to establish “clear and comprehensive
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definition of disability as persons “re-
garded as having an impairment.””
Relying upon this interpretation in
EEOC v. Burlington Northern Santa
Fe Railroad, the EEOC filed a genetic
discrimination claim under the ADA
against Burlington Railroad for se-
cretly testing its employees for a rare
genetic condition that causes carpal
tunnel syndrome.’® Burlington ar-
gued that the test was a means of de-
termining whether the high incidence
of repetitive-stress injuries among its
employees was work-related.’ How-
ever, in addition to testing for the
carpal-tunnel syndrome gene, doc-
tors were instructed to screen for sev-
eral other medical conditions such as
diabetes and alcoholism, and at least
one employee who refused testing
was threatened with termination.?°
The EEOC argued that the tests were
unlawful because they were not job-
related, and the lawsuit was settled
quickly when Burlington agreed to
stop requesting genetic samples and
to stop punishing employees who
chose not to be tested.?!

In light of the EEOC statement and
the Burlington settlement, the ADA
arguably provides some protection
against genetic discrimination by em-
ployers. However, it was not clear to
proponents of federal antidiscrimina-
tion legislation that it went so far as to
cover asymptomatic individuals who
have late-onset genetic disorders. A
presymptomatic individual or some-
one who has a late-onset genetic dis-

that basis.?> The limited protection
of the ADA was thus a motivation in
the extended effort to develop a more
uniform standard of protection.

GINA 2008: “First major civil
rights bill of the new century”*
The first two titles of the Genetic In-
formation Nondiscrimination Act of
2008 outline how insurers and em-
ployers may and may not use genetic
testresults. Genetic tests include tests
that assess genotypes, mutations, or
chromosomal changes. Title I: Ge-
netic Nondiscrimination in Health
Insurance prohibits individual and
group health plans of all sizes from
requesting or requiring that a covered
individual or a member of his or her
family undergo genetic testing.?® Fur-
ther, health plans are restricted from
requesting, requiring, or purchasing
genetic information for underwriting
purposes or for evaluating an indi-
vidual prior to enrollment.?¢ Failure
to comply with restrictions would re-
sult in financial penalties that may be
reduced or waived if the insurer can
demonstrate reasonable diligence in
its efforts to avoid inappropriate use
of genetic information.?” The Secre-
taries of Health and Human Services,
Labor and the Treasury are charged
with coordinating their enforcement
efforts to ensure consistent interpre-
tation and application of the regula-
tions set forth in the Act.?®

Health plans are permitted to re-
quest that a plan participant or ben-
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eficiary undergo a genetic test for
“research purposes” if the follow-
ing conditions are met: (a) the plan
clearly indicates that compliance is
voluntary and that noncompliance
will have no effect on enrollment
status; (b) no genetic information is
used for underwriting purposes; and
(c) the plan notifies the Secretary of
Health and Human Services that it is
conducting activities pursuant to this
exception and includes a description
of the activities.?® Finally, Section
105 of Title I extends HIPAA privacy
regulations to genetic information.

needed to comply with certification
requirements of family and medical
leave laws; (b) the information is to
be used for genetic monitoring of the
biological effects of toxic substances
in the workplace; or (c) the employer
conducts DNA analysis for purposes
of law enforcement or human re-
mains identification.?*

Nondiscrimination Legislation
and Personalized Medicine

It remains to be seen if the restric-
tions outlined in GINA will provide
the ideal degree and type of protec-

crimination “fear factor” in turn de-
creased patient willingness to partici-
pate in biomedical research that was
necessary to explore the potential of
personalized medicine.?® Proponents
argued that nondiscrimination legis-
lation would be key to allaying these
concerns and speeding entry into a
new era of medical treatment where
drugs are designed to work with the
specific genes of a patient.39
Moreover, although GINA incor-
porates most of the major policy rec-
ommendations developed by the Na-
tional Institutes of Health National

GINA prohibits health insurers and employers from discriminating on the
basis of genetic test results. Premiums and enrollment status cannot be
based on genetic information in the health insurance context; nor can hiring,
firing, and promotion decisions be linked to genetics in the job arena. These
straightforward restrictions are at the heart of nondiscrimination legislation
that appears to have roots in concern about employer and insurer practices
and the progress of novel approaches to medicine.

Specifically, genetic information is to
be treated as health information and
health insurers are not allowed to dis-
close genetic tests results for under-
writing purposes.>°

Title II: Prohibiting Employ-
ment Discrimination on the Basis
of Genetic Information designates
discrimination against an employee
because of genetic information as
an unlawful employment practice.?!
Employers are prohibited from fail-
ing to hire, discharging, or failing to
promote on the basis of genetic infor-
mation, while employment agencies
are barred from making referral de-
cisions using genetic criteria.??> Title
IT makes it unlawful for employers,
employment agencies, labor organi-
zations, or joint-labor management
committees to limit, separate, or
classify employees by genetic profile.
These same entities are also pro-
hibited from purchasing employees’
or members’ genetic information.3?
However, employee genetic informa-
tion may be accessed for the follow-
ing reasons: (a) such information is
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tion against genetic discrimination
and address a major concern of bill
proponents: patient participation in
biomedical research and the advance
of personalized medicine. The Ge-
netic Information Nondiscrimination
Act of 2008 took more than a decade
to become law as the legislation had
been debated in Congress since 1995.
Policymakers critical of GINA consid-
ered the incidence of genetically mo-
tivated discrimination by employers
and health insurers to be relatively
low and were generally unconvinced
that additional legislative measures
were necessary to address the issue.?
Members of the health care, research,
and policy communities cited the re-
sults of multiple studies and reports
to refute these criticisms and demon-
strate growing concern among Amer-
icans that genetic information would
be used against them by employers
and insurers.?s This fear was shown
to be particularly acute where tests
revealed that an individual was pres-
ymptomatic or at heightened risk for
developing a condition.?” This dis-

Human Genome Research Institute
(NHGRI),*0 anotable difference is the
absence of a private right of action for
individuals who can demonstrate dis-
parate impact on the basis of genetic
information.*! Section 208 of Title
IT explicitly removes a private right
of action based on disparate impact
while remaining silent on whether
or not a cause of action exists where
an individual can prove intentional
discrimination.*> This is significant
insofar as it will substantially limit
the venues through which individuals
can seek relief in the event of genetic
discrimination.*?

The GINA Effect?

The personalized medicine com-
ponent of the argument in favor of
GINA raises interesting questions
about the relationship between regu-
lation and behavioral response. Will
patients and potential study partici-
pants view GINA as adequate pro-
tection against employer and insurer
discrimination in the event that a ge-
netic marker for disease is detected?
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How will the enrollment rate in clini-
cal trials change in states that had
more and less extensive protections
in place prior to GINA? And, perhaps
most importantly, will employers and
health insurers stop engaging in ge-
netics-based discrimination? Insur-
ers opposing the law argued that ge-
netic information is another form of
health information that allowed for
“fair discrimination” such that those
with the lowest risk pay the lowest
premiums.** Employers argued that
there are relatively few documented
cases of genetic discrimination and
that restrictions on testing would
limit their ability to reduce costs as-
sociated with insurance claims.*
These unanswered questions and the
resistance of insurers and employers
suggest that GINA’s success must be
evaluated with data on reported cases
of genetic discrimination and rates of
participation in biomedical clinical
trials.

Conclusion

GINA prohibits health insurers and
employers from discriminating on the
basis of genetic test results. Premi-
ums and enrollment status cannot be
based on genetic information in the
health insurance context; nor can hir-
ing, firing, and promotion decisions
be linked to genetics in the job arena.
These straightforward restrictions are
at the heart of nondiscrimination leg-
islation that appears to have roots in
concern about employer and insurer
practices and the progress of novel
approaches to medicine. Referring to
individual concerns about genetic dis-
crimination in the health insurance
context, Representative Judy Biggert,
co-sponsor of GINA in the U.S. House
of Representatives, stated that “[ t]his
bill unlocks the great promise of the
Human Genome Project by alleviat-
ing the most common fear about ge-
netic testing”*6 The dual purpose of
the new law should make its success
at curbing discriminatory practices
and encouraging genetic testing a se-
rious inquiry for its proponents.
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Reversing the
“Irreversible”: Heart
Donation after Cardiac
Death

Inga Chernyak

I. Introduction

A medical team at Denver Chil-
dren’s Hospital performed three in-
fant heart transplants using donors
who had died from cardiocirculatory
death. This was the first challenge
to the tradition of performing heart
transplants using only donors who
had been declared brain dead.! The
Uniform Determination of Death Act,
adopted by Colorado in 1981, states
that an individual can be declared
dead if he has sustained irreversible
cessation of either his circulatory and
respiratory functions or of his entire
brain.? The controversy about the
Denver transplants has centered on
the issue of whether or not a donor
can be declared dead using the “irre-
versible cardiocirculatory death” defi-
nition if his or her heart can, and is,
restarted in the organ recipient.

If it is found that donors whose
hearts can be successfully restarted in
recipients do not meet the criteria for
irreversible cardiocirculatory death,
then heart transplants from donors
who have died of cardiocirculatory
causes may violate the “dead donor”
rule, which states that patients must
be dead before the removal of any
vital organs for transplantation.? This
would mean that patients for whom
further treatment is futile, or whose
quality of life is so poor that they or
their families have decided to discon-
tinue life support measures, would be
barred from offering their hearts for
transplantation. To decide the issue,
courts must consider not only the
technical meaning of the term “irre-
versible” but also the repercussions of
disallowing a form of organ donation
that has the potential to significantly
increase organ availability and thus
save more lives at arguably little or no
cost.

II. The Clinical Trial

Between May 2004 and May 2007,
Dr. Mark M. Boucek led an institu-
tional clinical trial on infant heart
transplants at the Denver Children’s
Hospital.* In this trial, three infants
underwent transplantation of hearts
from donors who had died of cardio-
circulatory causes. All three infants
who underwent the experimental
transplantation are still alive and
have functional and immunologic
outcomes similar to those of the sur-
viving control infants. Physicians
who were not involved in the care of
the recipients made the medical de-
cision to withdraw life support from
the potential donors independently
of any considerations of organ dona-
tion. In all three cases, the decision
to withdraw life support was based on
the futility of ongoing care and the de-
pendence on life support to maintain
viability. The families of the potential
donors were then given the option to
allow consent to the use of the infants’
organs for transplantation.

III. Medical Background of Non-
Heart-Beating Organ Donation
Since 1968, the majority — down to
90% in 2006 from 98% in 19955 — of
organ donors have been individuals
declared brain dead with continuing
cardiocirculatory functioning fol-
lowing the brain-based definition of
death widely accepted in the medical
community. Organ donation is now
classified into two sorts of proce-
dures: heart-beating organ donation
(HBOD) and non-heat-beating organ
donation (NHBOD). When the donor
has ceased to have any brain func-
tion, but continues to have normal
cardiocirculatory activity, the pro-
cedure is classified HBOD; a donor
with a cessation of cardiocirculatory
and cardiorespiratory activity is clas-
sified as NHBOD.¢ Today, NHBODs
usually involve patients who are on
life support due to devastating brain
injuries, spinal cord injuries, or end-
stage musculoskeletal disease.” They
are not brain dead while they remain
on life support, and thus may only be
declared dead once life support has
been removed and cardiocirculatory
activity stops.
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NHBOD is especially attractive for
pediatric or infant organ donation
because of the specific vulnerabilities
of the pool of potential recipients and
potential donors. Infants awaiting a
cardiac transplant face the highest
risk of death — up to 25% waitlist
mortality — and increased waiting
time before transplantation, which
can adversely affect neurological de-
velopment.? Potential infant donors
are particularly suited to NHBOD be-
cause mechanical circulatory support
is generally unavailable for infants,
meaning those who die will do so
due to the withdrawal of life support
rather than the cessation of brain
function. The only way that these
patients could serve as organ donors
would be in NHBOD procedures.
The use of organs from donors who
died from cardiocirculatory causes
presents an opportunity to reduce
waiting time and waitlist mortality
among children whose survival de-
pends on a heart transplant.

preme Court, in Lovato v. District
Court In and For Tenth Judicial Dist.,
acknowledged Colorado’s adoption of
the UDDA dual standard of death in
a state statute, adding that the court’s
“recognition of this concept of brain
death does not preclude continuing
recognition of the standard of death
as determined by traditional criteria
of cessation of respiration and circu-
lation” This dictum indicates that
the acceptance of brain death as an al-
ternative statutory definition of death
does not undermine the continuing
relevance of the traditional cardiocir-
culatory death definition. However,
whether the Denver trial heart do-
nors could be found to have sustained
irreversible cessation of circulatory
and respiratory functions under the
UDDA will depend upon how a given
court interprets the requirement of
irreversibility. To date, no court has
directly addressed this issue.

The UAGA is a model act first
drafted, approved, and recommended
for enactment in all the states by the

cable anatomical gift law of another
state is not liable for the act in a civil
action, criminal prosecution, or ad-
ministrative proceeding.’®> The offi-
cial comment for this provision in the
1968 act stated that the purpose of
this provision was to encourage and
facilitate organ donation. According
to the official comment in the 2006
act, “immunity was intended to be
extended to persons which generally
and substantively act in accordance
with the 1968 Act, with honesty of in-
tent.”’¢ A liberal reading of the provi-
sion on limitation of liability would
be beneficial to the Denver Children’s
Hospital: since the medical team was
clearly acting in good faith, the pro-
vision may shield the physicians and
hospitals involved from civil action or
criminal proceedings.

The purpose of the limitation of li-
ability provision of the UAGA — to
indemnify those who make good faith
efforts to facilitate organ donation
— was elucidated in Williams v. Hof~
mann.”7 In this case, the plaintiff’s

The controversy about the Denver transplants has centered
on the issue of whether or not a donor can be declared dead using the
“irreversible cardiocirculatory death” definition if his or her heart can, and is,
restarted in the organ recipient.

IV. Legal History

Two acts serve as the main tools for
analyzing the legality of NHBOD: the
Uniform Determination of Death Act
(UDDA) and the Uniform Anatomi-
cal Gifts Act (UAGA). The UDDA is
a model act drafted, approved, and
recommended for enactment in all
the states by the National Conference
of Commissioners on Uniform State
Laws in August 1980. The purpose
of the Act was to provide “compre-
hensive bases for determining death
in all situations.” According to sec-
tion 1 of the UDDA, “[a]n individual
who has sustained either (1) irrevers-
ible cessation of circulatory and re-
spiratory functions, or (2) irreversible
cessation of all functions of the en-
tire brain, including the brain stem,
is dead.”™ In 1981, the Colorado Su-
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National Conference of Commission-
ers on Uniform State Laws in 1968,
amended in 1987, and then revised
once again in 2006. The 2006 revi-
sions were made to “address in part
the critical organ shortage by pro-
viding additional ways for making
organ, eye, and tissue donations.”?
The UAGA relies on the UDDA for
its definition of “death” and does not
itself define the term. Colorado ad-
opted the 2006 UAGA in July 2007.1
In addition to Colorado, 19 states
have adopted the 2006 UAGA.*
The statute establishes the scope of
liability for physicians, hospitals,
and other personnel involved in the
transplantation.

A person or institution that acts, or
attempts to act in good faith in accor-
dance with the UAGA or the appli-

wife died after being admitted to the
Milwaukee County General Hospital
for a brain hemorrhage. The plaintiff
then consented to the removal of the
decedent’s kidneys for transplanta-
tion, based upon the decedent’s doc-
tor’s assurance that she was dead.
The plaintiff later discovered that the
decedent had been kept on life sup-
port after the declaration of death and
was only taken off life support shortly
before the kidney removal operation
took place. The plaintiff then sought
to recover damages for negligence on
the part of the doctor and the county,
alleging negligent conduct both be-
fore and after his wife’s death. The
judge held that in the immunity pro-
vision of the UAGA, the phrase “terms
of this section” concerns the mechan-
ics of giving and receiving anatomi-
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cal gifts, the determination of time
of death, and procedures following
death; the immunity provision in this
case did not extend to treatment of
the donor prior to death.’® Therefore,
although the doctor and county could
use the liability limitation offered in
the UAGA as an affirmative defense to
any claim involving “(a) the mechan-
ics of giving and receiving anatomical
gifts, (b) the determination of time of
death, and (c¢) procedures following
death,”® they could not rely on that

the determination of death, then the
Denver team’s informed consent pro-
cedure may still shield the team from
liability. Unlike in Williams, after the
families of the potential donors made
the decision to withdraw life support,
the Denver doctors informed them
about the organ donation process be-
fore the families gave their consent to
the heart donations. That means that
the families of the donors knew that
the infants would remain on life sup-
port until the time of the transplanta-

question. In that case, the defendant
shot his victim in the head, resulting
in the victim’s brain death. After the
victim was declared brain dead, his
mother signed a consent form allow-
ing for his kidneys and spleen to be
removed for donation. The defen-
dant argued that if the court sub-
scribes to the common law definition
of death only, then the victim did not
die until he was taken off life support
and his kidneys were removed “by the
independent intervening acts of the

The legal permissibility of NHBOD for heart transplantation surgeries will
ultimately depend on the determination courts make about whether organ
donors whose hearts can be successfully restarted in the bodies of recipients
can satisfy the statutory definition of cardiocirculatory death.

provision of the UAGA as an affirma-
tive defense to any claim concerning
mistreatment of the plaintiff’s wife
when she was still legally living —
before the doctor’s pronouncement
of a time of death. A footnote in this
opinion cautiously points out that it is
unclear whether the immunity provi-
sion of the UAGA was meant to apply
to liability arising from determina-
tion of death, and that no clarification
is found in this case since plaintiff’s
complaints have not alleged injury
arising from any wrongdoing con-
nected with the determination of
death itself.?

The holding of Williams implies
that Denver Children’s Hospital and
Dr. Boucek may avoid liability through
the limitation clause of the UAGA for
any conduct occurring after the donor
infants were declared dead, so long as
the conduct was performed in good
faith. However, it is unclear whether
they could be held liable for injuries
arising from the determination of
death itself. If the limitation clause
were found to apply to the determi-
nation of death, a demonstration of
good faith by the Denver medical
team would most likely be sufficient
to secure indemnity in a civil action
or criminal proceeding. If, on the
other hand, the UAGA immunity pro-
vision were later found not to apply to
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tion surgery, and that after the with-
drawal of life support, no effort would
be made to restart organ function.
These two stages of consent by the
donors’ families — first, to withdraw
life support, and second, to permit
this particular process of organ dona-
tion — could help Denver Children’s
Hospital to demonstrate that the in-
fant donors were going to die of cardi-
ocirculatory causes, catalyzed by the
withdrawal of life support measures,
irrespective of whether they were
going to serve as organ donors. The
fact that the decedents’ organs were
then harvested for transplantation
should not undermine the statutory
validity of cardiocirculatory death.

If the Denver Children’s Hospital
medical teamisnotindemnified under
the limitation clause of the UAGA for
wrongful determination of death and
a court finds that the donor infants
did not satisfy the statutory defini-
tion of death before organs were har-
vested for transplantation, then the
question remains as to whether the
actual removal of the organs by the
medical team would be determined
to be the proximate cause of death; if
it is not, then the causation element
in civil lawsuits would not be satis-
fied and the team would be protected
from further liability. A criminal case,
Peoplev. Bonilla,?° addresses this very

hospital physicians.”?! The judge held
that although it would be a determi-
nation of fact whether a bullet wound
to the head was a proximate cause of
the victim’s death, “it is enough that
defendant’s conduct forged a link in a
chain of events which brought about
the death” and the “intervention of a
secondary agency constitutes a de-
fense only if the death is solely attrib-
utable to it.?? Since the defendant’s
actions brought about the victim’s
brain death, it would be incorrect to
say that the death of the victim can
be legally attributed to the organ re-
moval performed by the surgeons.
This holding suggests that if the in-
fant donors in the Denver Children’s
Hospital trial were taken off life sup-
port because of the decision made by
their families and physicians, then the
proximate cause of death from a legal
perspective would be cardiocircula-
tory death — failure of the heart and
lungs to function without mechani-
cal support — and not the removal of
the organs themselves by the trans-
plantation team, as this latter step oc-
curred after the decision to terminate
the life via withdrawal of life support
was made.
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V. Competing Theories of
“Irreversibility”

The UDDA defines cardiac death as
the “irreversible cessation of circula-
tory and respiratory functions.” The
ideological conflict between those
who believe that the Denver clinical
trial was legally and medically sound
and those who believe that it was
problematic hinges on two alterna-
tive interpretations of the word “ir-
reversible”: impossible to reverse, or
not to be reversed.

The interpretation most favorable
to the Denver Children’s Hospital,
and most likely the one relied upon
by the Boucek medical team in a po-
tential suit, was proposed in a report
from the American Journal of Trans-
plantation based on the 2005 Na-
tional Conference on Donation after
Cardiac Death. The following expla-
nation of the condition of irreversibil-
ity appeared in the report:

Irreversibility is recognized by
persistent cessation of function
during an appropriate period of
observation.... If data show that
autoresuscitation (spontaneous
resumption of circulation) can-
not occur and if there is no at-
tempt at artificial resuscitation,
it can be concluded that respira-
tion and circulation have ceased
permanently.2?

According to this definition, “ir-
reversible” means, effectively, that
the cessation of function will not be
spontaneously or artificially reversed
in the potential donor. It does not
speak to whether it would be theo-
retically possible for the heart to be
restarted in any body — that of the
donor or a potential recipient — but
only to whether there is an actual “at-
tempt at artificial resuscitation.” In
the Denver Trial, the families of the
donors decided for reasons indepen-
dent of organ donation to withdraw
life support from the patients and
forgo artificial resuscitation. Under
this definition of “irreversible,” once
the life support measures were re-
moved, the donors could be declared
dead due to irreversible cessation of
circulatory and respiratory functions
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as required under the UDDA unless
cardiocirculatory function restarted
spontaneously during the observa-
tion period.

Dr. Robert Veatch, a professor
of medical ethics at the Kennedy
Institute of Ethics at Georgetown
University, challenges the reliance
on whether or not the heart will be
restarted in the donor and argues
instead that “irreversibility” must
include both actual and theoretical
cessation. He writes, “If someone is
pronounced dead on the basis of ir-
reversible loss of heart function... it
would not be possible for heart func-
tion to be restored in another body”
24 According to Veatch’s definition,
for loss of function to be irreversible,
it must be impossible to reverse in any
context. Responding to the definition
offered in the 2005 convention report,
Veatch says, “Calling such a heart ‘ir-
reversibly stopped’ may be defensible
if no attempt will be made to restart
the heart. However, one cannot say a
heart is irreversibly stopped if, in fact,
it will be restarted.”?> For Veatch, it
is doubly problematic if there is not
only a theoretical possibility of rever-
sal but also an actual reversal of the
loss of function. If a donor’s heart is
both possible to restart and will be re-
started, argues Veatch, it is logically
impossible for the donor to have sat-
isfied the definition of cardiac death.

Veatch’s argument, while compel-
ling logically, fails to acknowledge the
practical implications of the decision
to disallow heart transplants from do-
nors who died of cardiac death (NH-
BODs), which are typically catalyzed
by the withdrawal of life support
measures. Patients for whom further
treatment is futile, or whose families
have made the voluntary decision to
withdraw life support, even in the ab-
sence of brain death, would be pre-
vented from being heart donors, for
purely theoretical reasons. Irrespec-
tive of whether the donation of the
heart will be permitted, the patient
will die because the decision to with-
draw life support has been made. The
loss of cardiocirculatory function will
not be reversed in the donor because
of the decision of the patient and his/
her family. If the patient or family

wishes to donate a healthy, viable
heart, it is not sensible for the law to
disallow the donation on the techni-
cality that the cardiocirculatory func-
tion was not irreversibly ceased at the
time of the declaration of death.

VI. Conclusion

The legal permissibility of NHBOD
for heart transplantation surgeries
will ultimately depend on the deter-
mination courts make about whether
organ donors whose hearts can be
successfully restarted in the bodies
of recipients can satisfy the statutory
definition of cardiocirculatory death.
If these donations are allowed and
NHBOD becomes a viable alternative
to HBOD, then the availability of or-
gans will rise, potentially saving many
thousands of lives. Donors who died
from cardiocirculatory death cata-
lyzed by the withdrawal of life sup-
port measures would legally be able
to serve as organ donors. If courts
determine that such donors do not
meet the statutory definition of cardi-
ocirculatory death, then one valuable
source of much-needed organs will be
eliminated. If courts are concerned
with increasing the availability of or-
gans and accommodating the wishes
of organ donors, then patients who
die from cardiocirculatory causes and
their families should be legally al-
lowed to lawfully donate their hearts
for transplantation.
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Calendar of Events

The American Society of Law, Medicine & Ethics is developing a webinar series to further explore the
topics of JLME’s symposiums. These webinars are learning opportunities that directly connect you to

experts in fields of law, medicine, public health, and ethics.

Were you not able to attend our live webinars? Then, please contact Courtney Mc Clellan at
courtney@aslme.org to purchase archived versions of our webinars.

Webinar: “National Health Care Reform: Prospects and Challenges”

Guest Speaker: Sara Rosenbaum

This webinar explores the state of health care reform in the wake of the 2008 Presidential election and focuses
on prospects for reform. Particular focus will be given to the range of proposals for addressing the needs of
more than 45 million uninsured persons, as well as on system reforms essential to improving the affordability
and quality of health care for all Americans.

Webinar: “Race, Pharmaceuticals, and Medical Technology”

Guest Speakers: David S. Jones and Dorothy E. Roberts

This webinar examines issues of race and medicine and the future of medical technology, particularly in light
of recent controversies surrounding the release of the drug BiDil, which was created and marketed exclusively
as a heart-failure treatment for African Americans. Our speakers will examine the past, present, and future of
“race-specific” pharmaceuticals, with an eye towards what these developments mean for lawyers, physicians,
and ethicists.

For more information, please contact Courtney Mc Clellan at 617-262-4990 or courtney@aslme.org.

For more information on any ASLME event, please
visit our Web site at www.aslme.org.
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