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Who Owns Your
Body? A Patient’s
Perspective on
Washington
Untoersity .
Catalona

Lori Andrews

This article and the one that follows are two
perspectives on the issue of rights of owners.
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death to the Royal Caroline Institute in Sweden

for research purposes. Later, he tried to return
the money and cancel the contract. In the subsequent
lawsuit, the court held that he must turn his body over
to the Institute and also ordered him to pay damages
for diminishing the worth of his body by having two
teeth removed.!

Today, it would be an anathema for a person’s body
to be used against his wishes and for a research subject
not to be allowed to withdraw from a study. In fact, the
Uniform Anatomical Gift Act allows people to change
their minds and withdraw a previous agreement to
donate organs and tissue after their death? and the
federal research regulations allow people to withdraw
from studies without penalty or loss of benefits.? Yet
the law is murky regarding research on a living person’s
tissue outside of his body, and some research institu-
tions today emulate the Royal Carolina Institute and
stake their claims on materials from people’s bodies.
A pending federal lawsuit in Missouri raises questions
about the ethics and legality of the current practices
governing research on human tissue.

The controversy in Washington University v. Cata-
lona* revolves around tens of thousands of tissue sam-
ples that patients provided for research purposes. The
journey to the point of litigation began in the early
1980s when Dr. William Catalona, an internation-
ally known prostate cancer surgeon and researcher at
Washington University, began asking his patients if
they were willing to let him use the tissue removed dur-
ing their surgery, blood, and other tissue for research.
Over the years he amassed over 30,000 tissue samples
and an enviable set of research results. Dr. Catalona
developed the PSA (prostate-specific antigen) test in
1986 and undertook the research necessary to obtain
approval of the PSA test by the US Food and Drug
Administration.’ Dr. Catalona later led clinical trials
for an improved test that detects ninety-five percent of
prostate cancers. About seventy-five percent of Ameri-
can men over age fifty have had a PSA test.”

Over time, Washington University began to see the
tissue samples not solely as a resource for prostate
cancer research advances, but additionally as a capital
resource for the university. An e-mail from a business
manager at Washington University’s office of technol-
ogy management to the vice-chancellor of research
at the university, concerning a request Dr. Catalona
made to send out tissues to test Hybertech’s new pros-
tate cancer assay stated, “Bill Catalona wants to send

I n 1890 a man sold the rights to his body after

Lori Andrews, J.D., is a Distinguished Professor of Law at
Chicago-Kent College of Law and Director of the Institute for
Science, Law and Technology.

JOURNAL OF LAW, MEDICINE & ETHICS



Lori Andrews

nearly 2,000 documented samples to Hybertech for
free. Just from a cost recovery scenario, this should
be worth nearly $100,000 to the University. The only
consideration Hybertech is offering is the potential for
Catalona to get a publication. It is my opinion this is an
unacceptable proposal.”® While a publication enriches
the scientific community, is consistent with the wishes
and consent of the patients, contributes to the progress
of medicine by furthering research, and in some cases
may bring grant money into the university, Washing-
ton University instead preferred to use the samples to
bring money directly into the institution.

As conflicts escalated, Dr. Catalona decided to leave
Washington University for a new position at North-
western University School of Medicine in Chicago.
He began to write to his patients, telling them that
he was transferring to a new institution. He said that
they could continue to get their health care at Wash-
ington University, or he could see them at Northwest-
ern. He also asked them to indicate whether they were
willing to transfer their samples to Northwestern. Six
thousand of his patients wrote that they wanted their
samples to move with him.?

Washington University refused to transfer the sam-
ples and sued Dr. Catalona to prevent him from moving
those samples and from contacting his other patients
for permission to transfer their samples.’® Washing-
ton University alleged that since Catalona was an em-
ployee of the university, his employer had a right to the
samples. The university also claimed his employment
was conditioned on its intellectual property policies
which prohibited taking samples without prior writ-
ten approval from the Vice Chancellor for Research.
However, according to Dr. Catalona, his employment
(and the initial formation of the tissue bank) pre-dated
any such policies, so they arguably would not apply to
him. Washington University requested a declaratory
judgment that it owned the tissue samples, which it
said were worth more than one million dollars, and
asserted that it had the right to use them as it wished
“In its sole discretion.”

After Washington University sued Dr. Catalona, a
group of patients were added as necessary parties to
the case.”? The patients claimed that they owned their
tissue samples and advocated transferring them to
Northwestern to effectuate their original intent of hav-
ing Dr. Catalona undertake prostate cancer research on
the samples. They indicated that Dr. Catalona’s actions
vis-a-vis the university should not affect their owner-
ship rights.

Washington University argued that the patients had
no ownership rights to their tissue since it was a gift
- a donation - to the university. The patients and Dr.
Catalona disputed that depiction, claiming that the
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tissue samples had not been given unconditionally to
the University, but were instead provided to Dr. Cata-
lona for a particular use. The patients also claimed that
they had retained rights to control the tissue since the
informed consent forms they had signed gave them the
right to withdraw from research and, in some versions
of the form, the right to have their samples destroyed.

Washington University responded that the right to
withdraw from research did not include the right to
withdraw the sample, and that the university should be
able to make the samples anonymous and do whatever
research it pleased with them.* Concerning samples,
Washington University’s counsel stated,

the research institution, when somebody withdraws
or discontinues participation, there are three things
it can do. It can keep [samples], it can destroy
[samples], or it can anonymize [[samples], which
means take away all identification links so that you
don’t know where it came from any more, and in
those events, it is no longer considered human sub-
ject research and is no longer subject

to regulation.™*

Under this reasoning, an institution could anonymize
a patient’s samples and use them for a type of research
that was never contemplated or consented to by the
patient, even if the patient withdraws from all studies
and specifically requests that the research not be con-
ducted on his sample.

Catalona’s patients objected to anonymization, be-
cause it would reduce the value of their contributions
by limiting the type of prostate cancer research that
could be done (since it would unlink the samples from
ongoing medical records)” and because it would pre-
vent the patients from learning specific details of what
the research had shown in their own tissue (which
might be helpful to them or their children medically).16
Moreover, they felt they had given the samples for Dr.
Catalona’s prostate cancer research - not to be sold to
the highest bidder by the university.

In April 2005, Missouri federal district court judge
Stephen Limbaugh held a hearing solely to determine
who owns these tissue samples. The answer to that
question will determine the extent to which people can
direct what is done with their tissues outside of their
body. In the interest of time, the judge requested that
only a few representative patients testify for the group.
At present, the judge has not yet ruled, but the briefs
from both sides and the testimony from the patients
and other witnesses provide a colorful and poignant
picture of a research enterprise gone awry. Twenty-
five years after the landmark case Moore v. Regents
of the University of California,’” the Catalona case

399



SYMPOSIUM

raises a series of questions whose answers will shape
the evolving law of research on body tissue. In Moore,
the Supreme Court of California held that patients had
stated a cause of action for breach of fiduciary duty
and lack of informed consent, but not for conversion
of the patient’s property after researchers patented a
cell line and associated products using a patient’s cells
without his permission. The Catalona case will revisit
the issue of whether patients have a property interest
in their tissue. This pending case is worth exploring in
detail since most court cases dealing with research on
tissue samples - including the famous Moore case — are
settled before trial and thus the patients’ voices are not
heard in the legal record.

Can a Patient Own his Tissue Outside

of his Body?

The notion that other people may own a patient’s body
parts while the patient may not - the holding in the
Moore case — has an historical basis. In England, even
though courts said people had no property rights to
their body, until 1804 creditors apparently had such
rights since they could arrest dead bodies for a debt.
For example, the poet John Dryden’s body was arrested
as it was being transported for burial.’® In feudal times,
it was a crime to maim oneself because this rendered
one less able to fight for the king.!? Thus, the common
law basis for preventing people from voluntarily trans-
ferring their body parts (which was later interpreted to
prohibit even gratuitous organ donation) may not have
its roots in the view that the body is sacred and that
people should not be objectified as property. Rather, it
may arise from the notion that people’s bodies were the
property of the Crown.

In 1998, a British court re-examined the early cases
which had been thought to hold that a person did not
have any property rights to their own tissue, and noted
that this legal doctrine had a “very poor legal pedigree.”
In fact, the prosecutor in the 1998 case argued that
the “no property in a body” rule had been the result of
an erroneous interpretation of a 1614 case where the
defendant had disinterred corpses to steal their burial
clothes. “Generations of lawyers” then perpetuated the
error. The modern British court indicated that, in the
medical and scientific realm, there may be good reason
to view a body as the person’s property. “This may be
so,” wrote the court, “if, for example, they are intended
for use in an organ transplant operation, for the extrac-
tion of DNA, or for that matter as an exhibit at trial.”2°

In Washington University v. Catalona, the univer-
sity relied on two cases, Moore v. Regents of University
of California® and Greenberg v. Miami Children’s Hos-
pital Research Institute,®? to support its assertion that
patients have no ownership rights in extracted tissue.
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However, these cases are not analogous to Catalona
because they dealt with patients/research subjects ob-
jecting to the patenting of products derived from their
body tissue (cell lines and gene sequences) and thus
trying to control the products made from their tissue,
not patients who claimed ownership of their own tis-
sue itself. Equally important, neither case involved an
informed consent form setting forth the intent of the
parties, as did Catalona’s form.2? The courts in Moore
and Greenberg could assume a gift was made, or that
the tissue was abandoned, because there was no docu-
ment reserving any rights on the part of the patients.
In the Missouri case, research informed consent forms
existed in which the patients reserved not only the right
to withdraw from the research studies in question, but
also the right to destroy their tissue if they so chose.

In Moore, a patient’s doctor took blood and other tis-
sue from the patient’s body and created a commercial
cell line out of it. The court held that the physician/re-
searchers and their institutions had duties under the
doctrines of fiduciary duty and informed consent to
allow patients to control what is done with their tis-
sue. The Moore court specifically noted that it did not
need to give the patient/research subject a property
right since his interests were thought to be adequately
protected by the causes of action for lack of informed
consent and breach of fiduciary duty.2* Moreover, even
in Moore, the court stated that “...we do not purport to
hold that excised cells can never be property for any
purposes whatsoever....”>> Indeed, a subsequent Cali-
fornia case cited Moore and found that a person had a
property interest in his tissue where - as in Catalona
- a contract existed that showed that the person pro-
viding the tissue had an “expectation he would in fact
retain control....”26

In fact, since the 1990 decision in Moore, numerous
courts have held that human tissue outside the body
can be considered the property of an individual or the
next of kin.2” In addition, Missouri common law recog-
nizes property interest in bodies, body parts and bodily
tissue.?8 In Mansaw v. Midwest Organ Bank, the U.S.
District Court for the Western District of Missouri held
that a father’s property interest in his son’s dead body is
granted by Missouri law and that this property interest
covers the right to control the removal of tissue and
organs from the body.2

Do the Hazardous Waste Laws Preclude a
Patient/Research Subject from Having a
Property Right in their Tissue?

Washington University also asserted that the existence
of a hazardous waste statute negates any property in-
terest patients might have in their tissues.?° But every
court that has addressed this issue has held that such
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In fact, since the 1990 decision in Moore, numerous courts have held that
human tissue outside the body can be considered the property of an individual
or the next of kin. In addition, Missouri common law recognizes property
interest in bodies, body parts and bodily tissue.

a statute was not intended to, nor does it, negate the
property rights of the individual from whom the tissue
was taken or his designee.?! In fact, the Mansaw case
in Missouri found that the existence of significant state
regulation regarding the handling of dead bodies did
not negate a property interest.?> The courts are clear
that the hazardous waste statute may not be used by
an institution “to permit ‘scientific use’ contrary to the
patient’s expressed wish.”33

Even Washington University recognized that re-
strictions on use do not negate the characterization of
something as property, saying that “even radioactive
materials, such as plutonium, are acknowledged to be
property and thus capable of being owned - notwith-
standing the strict regulation of use of such material .’
Additionally, patients in Catalona were not asking to
take their samples home with them. Rather, they were
asking to have them transferred to another reputable
research institution that would likewise be bound by
the hazardous waste laws.

Did the Patient/Research Subjects Provide
their Tissues to the Research Institution or
the Researcher?
Dr. Catalona’s patients said they sought him out spe-
cifically because of his excellent credentials and repu-
tation in the field of prostate cancer. “That’s where Dr.
Catalona was, so that’s where I was,” testified Richard
Ward, a Kansas resident and long-time patient of Dr.
Catalona who now travels to Chicago to see him. “I was
looking...for the best to do my surgery, the best in the
world if T could find them and they were available to
me. I was willing to wait for him if I could get him.”
Patients had good reason to choose Dr. Catalona: he
is an expert in performing the “nerve-sparing” radical
prostatectomy that can preserve sexual potency. Pa-
tients have come from as far as Asia, the Middle East,
South America and Europe to be seen by him.2¢ “Their
intent is to work with the investigator, not with the in-
stitution,” testified patients’ expert Ellen Wright-Clay-
ton, a Vanderbilt University Law and Medical School
professor, practicing pediatrician, and Director of the
Genetics and Health Policy Center who holds the Rosa-
lind E. Franklin Chair in Genetics and Health Policy.
The patients chose to participate because of the type
of research Dr. Catalona was performing and the fact
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that Dr. Catalona would be the one leading the studies.
According to one of the patients, James Ellis:

I have six grandsons and the one thing I want to
do is what I can do to make certain they don’t go
through what I've gone through, and my family’s
gone through, for the last fourteen years. And I
[can’t] think of anybody that I would have more
faith in to do the kind of research that might help
my grandsons on my samples, my tissues, my body
parts, than Dr. Catalona and as far as I'm con-
cerned, that’s really my interest in this whole case.
I want to see, I think everybody does, a cure, but I
want to see it for my six grandsons, so I care about
the kind of research he does.?”

Washington University countered that, even though
the informed consent forms said that the tissue was
being provided for research by Dr. Catalona (and, in
some informed consent forms, Dr. Catalona and col-
leagues or assistants), the patients were actually giving
the tissue to the university since the forms were on
university stationery.?s However, if a woman donated
her kidney to her brother, after signing an informed
consent form on a university’s letterhead, she could
reasonably expect that the kidney would be given to
her brother, not used by the university for whatever
purpose it chose.

Patients provided tissue to Dr. Catalona for a specific
research use because they trusted Dr. Catalona and
because, as a physician, he had certain fiduciary duties.
He was a known individual whom they respected, not
an amorphous institution. The fact that they allowed
him to make decisions about whether the tissues would
be consumed or destroyed in furtherance of the agreed-
upon research is consistent with a grant of use, and
certainly does not negate patients’ interests nor give
rights to Washington University. Just because a person
trusts his son to drive his car, despite the fact that the
son might get in an accident, does not mean that the
person has given up ownership of the car or that the
person is indifferent to who drives his car.

Was the Tissue from the Patient/Researchers
an Unconditional Donation?

Washington University argued that it owns the patient
tissue because patients “donated” it free of restrictions
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to the University.?° Yet under the informed consent
forms signed by patients, which incorporated many
provisions required by federal research regulations,
as well as some provisions that seem out of compli-
ance with the federal regulations, the patients/research
subjects retained substantial rights with respect to the
tissue.

Washington University’s strongest claim to the tissue
is one of possession. Patients transferred possession of
their tissue to Dr. Catalona for limited purposes, and
Dr. Catalona stored it on the premises of the university.
Washington University now claims that the transfer
constituted a complete unconditional gift and claims
that it now “owns” the tissue samples.*® However, the
patients testifying at the hearing denied making an
unconditional gift of their tissue to Dr. Catalona.*' Dr.
Catalona denied receiving an unconditional gift.*?

Other cases have held that informed consent forms
constitute contracts.*3 In the Catalona case, the in-
formed consent forms (which have slightly different
language depending upon the time period in which
the patients entered the study) are contracts govern-
ing the terms of the transfer of possession of the tissue.
Each form is an invitation to participate in a research
study conducted by Dr. William J. Catalona and/or “as-
sistants” (or, in some cases, “colleagues”). The purpose
of the study is stated. The participant’s role is set forth
- for example, he is required to provide a family history
and a blood sample.

Some forms state that if the participant has had any
surgery at any hospital, the participant “will release the
pathologic specimen (if any) from the hospital where
said surgery was performed” to Dr. Catalona. Because
many of the patients transferred tissue from other in-
stitutions to Dr. Catalona at Washington University in
the first place, it would seem reasonable for them to
have thought they had the right to compel Washington
University to transfer it to another institution in the
future.

Some of the forms provided that the patients would
receive no monetary compensation or ownership rights
to any medical or scientific products developed from
research conducted using their tissue. Notably, these
forms did not say that patients could not claim owner-
ship of the tissue itself.

All of the forms provided for patients’ withdrawal
from the research at will. No form stated that Wash-
ington University “owns” the patient tissue or that the
patient tissue would become the property of Washing-
ton University, or that, upon withdrawal of the patient,
the patient tissue would remain with Washington Uni-
versity.+*

One form stated that “by agreeing to participate in
this study, you agree to waive any claim you might have
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to the body tissues that you donate.” But that form
also gave the patient the right to require destruction
of his tissue if he “changes his mind.” Arguably, if the
patient has the right to require destruction of the pa-
tient tissue, he has not “waived any claim [he] might
have to the body tissues.” No informed consent docu-
ment expressly provided that a patient could not re-
quire Washington University to transfer his tissue to
another institution. Finally, many informed consent
forms repeatedly refer to the patient tissue as “your tis-
sue.” Nowhere was it stated that the patient tissue was
Washington University’s tissue. Any person seeing re-
peated references to “your tissue” in a document of this
type would reasonably conclude that he had retained
substantial rights of ownership, including the right to
require the transfer of the tissue to another custodian.

Patients testified that they interpreted the right to
withdraw from the study as a way to retain some con-
trol over their tissue. “You don’t have the right to with-
draw if you've...given a gift, if you've donated in that
sense. No one at that time or any time has asked me
if I was transferring ownership of my tissues,** said
patient James Ellis.

Patients’ expert Dr. Clayton testified that

Since they can withdraw the samples...they could
direct them to another investigator who’s doing

the work....It’s very clear to me that as between

the patients’ rights to withdraw the samples and
Washington’s rights to retain the samples with the
objections of the patients, it’s really clear to me who
wins: The patients get to withdraw the samples.*6

In some documents, patients were specifically advised
that they could not retrieve research results upon their
withdrawal. But they were not advised that Washing-
ton University intended that the patient tissue would
remain at the university after a patient’s withdrawal
from the study. The patients asserted that a document
entitling them to withdraw at will implied they could
withdraw their tissue as well. Patients’ expert witness,
Dr. Clayton, testified that the federal regulations, which
indicate that “the subject may discontinue participa-
tion at any time without penalty or loss of benefits to
which the subject is otherwise entitled,”” should be in-
terpreted to allow patients to withdraw their samples.*®
Otherwise, the right to withdraw at will, protected by
those regulations, would be meaningless.

Is it Possible for Patients to Reserve Rights
when they Authorize the Use of their Tissue

in Research?

The patients in the case pointed out that there was
no “gift” language in the informed consent forms.
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Plus, they argued that, if the Court decided the tissue
sampling was a “gift,” it was a conditional gift and the
conditions would not be met by allowing Washington
University to keep the tissue.

Patients joined the Catalona studies hoping to ben-
efit future generations of cancer sufferers including
their sons, grandsons and other family members un-
lucky enough to inherit the genetic risk of developing
the disease. Richard Ward, who was diagnosed with
an aggressive form of prostate cancer, still remembers
why he chose to participate in Dr. Catalona’s study. “It
is very important to those of us who are cancer survi-
vors and to our future generations to have these tissues
used as we intended - to further

sible benefits to myself or to society from this research”
and promising to notify the patient of “any significant
(major) new findings developed during the course of
my participation.”

When Dr. Catalona’s lawyer, Troy Doles, asked the
Washington University doctor who is now asserting
control of the samples whether he agreed that the tis-
sue samples were very important to the patient with
respect to their future health care, Dr. Andriole replied,
“Absolutely. [ 1] agree with that wholeheartedly.”>*

Additionally, in an internal Washington University
report to the head of the Department of Surgery, Dr.
Andriole stated, “It is conceivable that new develop-

the research.”

In the legal proceedings, Dr.
Catalona’s patients relied on legal
cases saying that if a gift is made
upon a condition, a failure of, a
violation of, or refusal to perform
such condition by the donee con-
stitutes grounds for revocation by
the donor.* The donor of a chari-

Some of the forms provided that the patients would
receive no monetary compensation or ownership
rights to any medical or scientific products
developed from research conducted using their
tissue. Notably, these forms did not say that patients
could not claim ownership of the tissue itself.

table gift has a right to annex such
conditions thereto as he deems
proper, and a departure from those conditions works
as a forfeiture.5° Generally, the rule applicable to condi-
tional gifts is that the person giving the gift may impose
such conditions as he pleases as long as they are suf-
ficiently definite to be enforced and are not impossible
or illegal.®® A donation can be a conditional gift, and
the condition “may be imposed by law or implied in
fact in order to prevent unjust enrichment.” The deci-
sive factor in establishing the kind of gift is the donor’s
intention.>?

The patients argued that any donative intent was
conditioned upon the continued use of their tissue for
prostate cancer research by Dr. Catalona and colleagues
he designated. Because these conditions could not be
fulfilled at Washington University, they asked that their
samples be transferred to Northwestern University.

The patients also pointed out that they had a per-
sonal medical interest in the samples. Some of the pa-
tients wished to have their follow-up treatment with
Dr. Catalona at Northwestern University. For some,
their stored tissue indicated the state of their cancer
when their surgery was performed. Comparison to cur-
rent tissue from a biopsy could be helpful to ascertain
if they have further problems.

In its Pre-Hearing Brief, Washington University
stated: “The informed consent forms [the patients]
signed plainly state that the collection of samples is for
medical research and not future care.”s® However, the
forms themselves contain language talking about “pos-

DNA FINGERPRINTING & CIVIL LIBERTIES ®* SUMMER 2006

ments in prostate cancer (or other diseases) may war-
rant evaluation of archived specimens at the request of
the patient or to most properly care for him.*s

Can the Provision of Tissue Samples be
likened to a Bailment?

The fact that the patients cared about what was done
with their tissue — and might wish to provide samples
only for certain purposes - is consistent with other
legal concepts, such as bailment. Human tissue may
be the entrusted property in a bailee/bailor relation-
ship.5¢ In York v. Jones, the plaintiffs entered into an
in-vitro fertilization (IVF) program where they signed
a research informed consent form entitled “Informed
Consent: Human Pre-Zygotes Cryopreservation.”” The
form outlined the procedures for freezing their fertil-
ized eggs, and “detailed the couple’s rights in the frozen
pre-zygote.”®® The research informed consent allowed
the couple the right to withdraw from the research at
any time. A year after a pre-zygote was frozen, they
sought to have it transferred from the medical school
where it was held in Virginia to another research in-
stitution in Los Angeles, California. The physician,
on behalf of the Virginia Medical School, refused to
allow the transfer. He argued that while the plaintiffs
could withdraw, he could keep their pre-zygote and
the plaintiffs were limited to letting him use the pre-
zygote for research of his choosing, destroy it, or give
it to someone else. In short, the physician in the York
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case was making a similar claim to that of Washington
University.

The court in York held that the research informed
consent form had created a bailor/bailee relationship
between the plaintiffs and defendants, even without
intent to create such a bailment.”® The court held
that “under Virginia law, no formal contract or actual
meeting of the minds is necessary....Rather, all that
is needed ‘is the element of lawful possession how-
ever created, and duty to account for the thing as the
property of another that creates the bailment...””6° The
court stated that the defendants had recognized the
plaintiffs’ proprietary rights to the pre-zygotes when
the research informed consent form referred to the
embryos as “our pre-zygote.”s!

Washington University claimed that a bailment can-
not exist between the patients and Washington Univer-
sity because the patients did not expect to get their tis-
sue back.2 However, there are many legal instances in
which a bailment can occur even if the bailor does not
intend that the property be returned.’® For example, a
bailment is created if a company ships its materials to
another company. Even if the first company does not
expect to get those materials back, its rights are vio-
lated if the materials are used by the shipping company
in a manner that the bailor did not intend.

Asin York, the proprietary interests of Dr. Catalona’s
patients could be established through the informed
consent form.%* Similar to the language in the York
form, the informed consent documents in the Missouri
case consistently refer to patients as having a posses-
sive interest in their tissue (“your genes [DNA] can
be tested,” “your blood samples,” “your pathological
specimen”) (emphasis added). To be able to have “the
tissue destroyed upon request” illustrates their owner-
ship claims, similar to the York agreement allowing
the release of the pre-zygotes from storage with “the
written consent of both plaintiffs.”65

Can a Research Institute Anonymize Patients’
Research Samples over their Objections?

Washington University asserts that 45 C.F.R.
46.101(b)(4) gives them a right to anonymize the sam-
ples.6 This section exempts certain specimens from the
protections otherwise accorded human research sub-
jects. However, the provision does not apply to samples
that were collected for research purposes, as the sam-
ples were here. By its terms, 45 C.F.R. 46.101(b)(4) only
applies to samples that are “pathological specimens” or
“diagnostic specimens,” the type of abandoned speci-
mens that occur after routine medical interventions.
Second, it only applies to samples in which “the sub-
jects cannot be identified, directly or through identi-
fiers linked to the subject.” The tissue in this case can
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be identified.5” The patients argued that Washington
University was attempting to take a non-applicable
federal regulation that covers situations of discarded,
anonymous tissue and claim that it gives it a right to
anonymize identifiable tissue in contravention of the
wishes of the patients.

What are the Policy Implications of a Ruling
in Favor of the Patients in this Case?

Both Washington University and the patients in the
Missouri case make predictions about how a decision
in the case will affect the research enterprise. The uni-
versity’s lawyers argued at the hearing that, “the only
way we can have effective human biological research
in this country is if research institutions are able to
collect, aggregate, and control the research samples.”®8
The patients responded that the need for convenience
in the research world should not override the property
rights and informed consent rights of research sub-
jects. They pointed out that Missouri law recognizes
that even an important and valid social purpose cannot
trump an individual’s property rights in his tissue or
his family members’ tissue. In Mansaw, the court ac-
knowledged that the need for donated organs was great
and that many people died waiting for them.® But that
did not justify interfering with property rights absent
clear informed consent to the contrary.

The patients noted that actual research practices
today, as well as regulations, guidances, and ethical
standards, gave considerable control to patients over
the use of their tissue. Times had changed since the
cases of Moore and Greenberg. Since those cases, the
American Medical Association had amended its ethics
code to require doctors to inform patients when they
were planning to use their tissue for commercial pur-
poses.’™® In apparent contravention of the code, there
is no evidence that the doctors at Washington Uni-
versity informed the patient/research subjects about
the University’s desire to sell the patients’ tissues to
Hybritech. And, as a report of a committee of the Na-
tional Academy of Sciences on genetic research noted,
“it is not ethically or legally acceptable to ask research
participants to ‘consent’ to future yet unknown uses of
their identifiable DNA samples.””

What the patients are arguing for in Catalona is in
keeping with guidance from the National Institutes
of Health Office for Protection from Research Risks
interpreting the federal research regulations.” In this
guidance, explicated by an NIH Cooperative Oncol-
ogy Chairpersons group, it is noted that acceptable
language in an informed consent form allows patients
to transfer to the researcher the right to use tissue. The
examples of unacceptable language are instances in
which patient/research subjects completely give up any
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property rights to the tissue. The fact that oncology re-
searchers have indicated this is how they conduct their
research certainly undercuts Washington University’s
arguments that it would be harmful to research to rule
for patients in this case.

The patients argued that if Washington University
prevails in this case, research in this country will be
threatened. Patients will be unlikely to allow the use of
their tissue if they have no control over how the tissue
is used.”

Under the logic of Washington University, tissue do-
nated to a particular researcher (Dr. Catalona) for a
particular use (prostate cancer studies) could be used
for any research the university desired. In the hearing,
Dr. Catalona testified,

Were those samples to be anonymized, they are
totally outside of federal regulations. They could be
licensed to a drug company, they could be licensed
to a biotech company, they could be sold to another
university, they could be used to study sexual preda-
tor behavior, alcoholism, criminal behavior, other
diseases that these patients never intended to have
their samples used for.™

If Washington University’s logic were followed, in con-
travention of a patient’s wishes, the tissue could be
used in research to create a human clone. It could be
used for a type of research that violated a patient’s reli-
gious beliefs, such as embryonic stem cell research. Or
it could be sold to a biotech company for research for
sheer commercial gain.” The specter of such possibili-
ties will chill potential research subjects’ willingness to
participate in research.

The problems of doing research that goes beyond ini-
tial consent are illustrated by another lawsuit. In 2004,
the Native American Havasupai tribe of Arizona filed
a $50 million lawsuit claiming 400 samples given to
local universities for the purpose of diabetes research
were used for studies on inbreeding, schizophrenia
and ancient human population migrations to North
America. The tribe asserted they were stigmatized by
the schizophrenia and inbreeding research and would
not have consented to the origins studies because they
directly conflicted with the tribe’s religious beliefs.

Conclusion
Tangible items are generally considered to be property.
As new potential for body parts unfold in research,
diagnostics, and therapy, the question arises — should
they be considered property as well?

Increasingly, patients are interested in how parts
of their tissue outside of their bodies are used. Some
people store blood before a surgery to protect them-
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selves from disease if they need a transfusion. Couples
store embryos for future implantation. Many patients
enter into specific research protocols because they trust
the researcher or wish to see research undertaken on
a disease or condition of particular interest to them.
Courts must consider the patients’ views as they deal
with emerging and novel legal issues concerning the
right of a patient to make decisions concerning the
products of their own bodies for diagnostic treatment
and research purposes.
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