
Getting the OK is extra
tricky in neonatal cases
Study: Problems in consent for neonatal research exist

It’s no secret that the process of obtaining informed
consent for research involving human subjects is
never easy.
Investigators must try to present all of the poten-

tial risks and benefits of the intervention in a way
that patients can understand; potential subjects
must understand that they still may be randomized
to the standard therapy, despite enrollment. And
the investigators must make sure that they do not
bias the participant’s decision so that the consent is
truly voluntary.

Obtaining true “informed” consent is next to
impossible in the best circumstances. The process
is even more complicated, however, when the pro-
posed study participant is a newborn.

“In the neonatal period, it is particularly difficult,”
says Jon Tyson, MD, a neonatologist and Michelle
Bain distinguished professor of medicine and public
health at the University of Texas-Houston. Tyson also
is a member of the Neonatal Research Network, a
federally funded effort to design multicenter trials
in neonatal research.

“The fathers are often not there. Even if they are
there, if the parents are not married, the father can-
not legally consent. The mothers have experienced
all of the changes that go on with pregnancy, labor,
and delivery. Half of the mothers of our high-risk
babies had cesareans, so they have had major
surgery with anesthesia. It is an extremely difficult
time to get consent in a way in which you feel that
there is a meaningful exchange of information.”

A recent study by British researchers1 of 200 par-
ents and 107 neonatologists involved in clinical
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research in nine European countries found prob-
lems with the informed consent process in 70%
of cases. In addition, even though most of the
parents reported that they felt the informed
consent process to be vital, a lower percentage
of the doctors placed as high a value on the
process.

“Our findings suggest that the quality of consent
given by parents to neonatal research is commonly
compromised,” the authors wrote. “Our findings
show that consent can be flawed, especially for
research into emergency treatment or that with
more risk or discomfort than standard treatment.”

But the problem isn’t limited to one part of the
world, experts say. It is a problem very familiar to
neonatologists and perinatalogists on this side of
the Atlantic as well.

Distressed family members

“Most people think of informed consent as a
process that goes on between rational, thinking
adults, but that is not always the case,” contin-
ues Tyson. “Anybody who has a sick child is
going to be very distressed. It is a very challeng-
ing circumstance.”

In addition, it is quite difficult to help the par-
ents distinguish between consenting to participate
in a study and consenting to allow a new treatment
for their baby, adds Michael Cotton, MD, neona-
tologist at Duke University in Durham, NC.

“Often they think that giving consent is neces-
sary for their baby continuing to receive care, and
that consent will buy them new care,” explains
Cotton. “You have to be very judicious and very
clear in explaining the randomization, that their
baby may not get the new treatment, even though
their baby may be very, very sick.”

The ethical dilemma becomes more apparent to
the investigator as well. The parents may want the
unproven treatment, and the investigator, who may
actually believe in the treatment, must be extremely
careful not to unduly influence the decision.

“You [the clinician] may know the lab litera-
ture and other studies of the intervention you are
now researching; and you know it is probably
going to be OK, and you want to go ahead and
give it to the baby but you can’t because you
have to get consent,” he says. “You can’t get their
consent by being biased, by saying, ‘If it were my
baby, I’d do this.’ If you were the baby’s doctor
you could; but if you are the person obtaining
consent, you really shouldn’t, because you want
it to be their decision and be up to them based on
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the merits of the study, not on your experience as
a parent.”

Therefore, on any neonatal consent form, it
should specifically state that the baby will continue
to get the standard treatment whether or not the
parents agree to enroll in the study, notes Cotton.

As the researchers noted, consent is particu-
larly hard to obtain when the research is on an
emergency treatment or the baby is extremely ill.

“We are currently involved in a big clinical trial
on head cooling for babies with hypoxic ischemic
encephalopathy,” explains Cotton. “There’s about a
five-hour time limit for inclusion in the study. To
read a protocol with the parents and help them
make a decision, it takes about an hour; if you have
a five-hour window to get a kid enrolled, it makes
things kind of tight.”

Considering the impact of the conversation,
it would be best if the person getting consent is
not someone already involved in the mother’s
or infant’s care, Cotton says. But that is not often
the case.

“The person obtaining consent is in a tough
situation in the [neonatal intensive care unit]
because a lot of times the person obtaining con-
sent is the caregiver,” he states. “The parent can
get confused and think that the research is part of
the treatment and one and the same. That goes to
biasing them and making them think that their
child’s treatment is somehow going to suffer if
they do not enroll in the study.”

At Duke, researchers try to ensure that the
neonatologist treating a baby is not the same
investigator getting consent from the parents. In
fact, in most publicly funded studies and many
new drug trials, the study protocol specifically
delineates who should obtain consent from par-
ents, he adds.

Avoiding miscommunication

Even when a completely objective third party
presents the information and there’s enough
time to thoroughly explain the study protocol,
research shows that parents — even when they
think they understand the information given —
often have serious misconceptions about what
they have agreed to do, Cotton continues. 2,3

“Studies looking at parents and their under-
standing, the testing done of people after they
have had consent obtained from them as to what
they actually consented to are really quite strik-
ing,” he says. “Only about 10% to 20% get it, and
the others really have no idea what they just did.
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CMEquestions
1. Obtaining informed consent for research

involving newborns is particularly problem-
atic, according to Jon Tyson, MD, a neonatol-
ogist at the University of Texas–Houston,
because:
A. Fathers cannot consent if not married

to the mother
B. Mothers usually are recovering from

cesarean surgery
C. Timing is critical
D. All of the above

2. According to Michael Cotton, MD, neona-
tologist at Duke University in Durham, NC,
common problem(s) involving informed
consent with parents and the investigator is:
A. Parents think their child will receive the

new treatment because their child is
extremely sick

B. Parents think they are consenting to
new treatments rather than participat-
ing in a study

C. Investigators cannot unduly influence
the decision

D. All of the above

3. The issues leading to the joint decision not
to provide data to the independent com-
pany Framingham Genomic Medicine were
due to:
A. The digitization of data
B. Certain information provided free to

nonprofits
C. Certain information provided for a

charge for private companies
D. All of the above

4. According to Aram Chobanian, MD, dean of
the Boston University School of Medicine,
the school will seek other sources for fund-
ing the examination of the heart study data,
including:
A. Grants
B. Contracts
C. Donations
D. All of the above



Some people think they signed up for the treat-
ment. Then, you have the parent who says,
‘Whatever you say, doc.’ And, what do you
do with that?”

The question of how to handle this remains
largely unanswered, says Cotton, and really
needs to be studied.

“In the large research study that we are
involved in here, one of the things we eventually
want to look at is the consent process, but just
how we are going to go about it, what questions
we should ask, we aren’t sure,” he says.

Another complication, Cotton adds, is that
researchers must obtain a separate informed con-
sent from the parents to be included in the study,
of the informed consent process itself, in addition
to informed consent for the overall trial. “We
know that [many parents] don’t get it, and we
don’t know why and we don’t know what we
should do to help it out and make it better.”

Is true informed consent impossible?

Considering that many neonatal trials are
conducted to determine the effectiveness and
possible side effects of the intervention being
studied, some experts question whether the
term “informed consent” is even appropriate.

“The very reason you do a clinical trial is
because you do not have the information that
you need to make the decision that is informed
enough to know whether the treatment you
receive is beneficial, harmful, or of no effect,”
explains Tyson, who, with Paula Knudson,
executive coordinator of the institutional review
board (IRB) at the University of Texas Health
Sciences Center, wrote a commentary accompa-
nying a recent Lancet article.4

“In that situation, it is not like you are coming
in for treatment for cancer. There is [a choice
between] surgical treatment or radiation, and the
side effects and risks and benefits of both thera-
pies are well-studied; it is a matter of individual
patients applying their particular values to those
well-known, well-described lists of treatment
benefits and treatment hazards,” adds Tyson.

The current “default” situation in many NICUs
is that, because it is so difficult to perform trials
in neonates, and the knowledge base about how
to treat newborns with certain illnesses is rela-
tively small, many unproven treatments become
part of standard clinical practice in different areas
without being studied in well-designed clinical
trials, say both Cotton and Tyson.

“That is really a major issue in all of medicine,”
notes Tyson. “Most therapies are used according to
the judgment of physicians, based on the available
evidence. But, the evidence is frequently not very
good. It has been estimated by a number of differ-
ent sources that 85% of all therapies in clinical prac-
tice have not been rigorously tested. I was involved
in a review of 24 treatments commonly used in the
first two hours after birth. Of those, only one or
two had really been tested in good clinical trials.”

Many clinicians may feel a frustration that
informed consent is hard to obtain, and that, even
when obtained, parents may not truly understand
the consent they have given anyway, Cotton
believes, noting the percentage of physicians in
the Lancet study not in favor of obtaining full,
informed, consent from parents.

“There is so much that is individualized to the
NICU,” he says. “It becomes the standard of care,
and that is difficult to randomize. There are just
not a lot of big, giant studies in this area.”

Currently, there are two efforts, the Neonatal
Research Network funded through the National
Institutes of Health, and the Vermont-Oxford
Network, trying to build databases of clinical
information and design study protocols in multi-
center, multinational trials to answer questions
about certain neonatal therapies.

These efforts will help provide more informa-
tion, but this is still a difficult area.

“Right now, you have this problem that if you
require explicit and full disclosure of a treatment
in a randomized trial. You don’t require the same
level of disclosure in clinical practice; you make it
much more difficult for the physician to adminis-
ter the treatment in a trial than in practice,” says
Tyson. “Then, well-meaning regulations can dis-
courage proper testing and encourage routine
clinical use of a therapy of uncertain value.”

A key effort in solving this dilemma will be to
have ethics committees and IRBs that are better
informed about the real situations facing neonatal
researchers and will develop regulations that
address those issues, says Knudson. “I think often
they do not understand what the clinician/investi-
gator is facing at the time. And, we are forced to
blindly follow the regulations we are given to fol-
low instead of reaching out to determine what the
real process actually is.”

IRB and ethics committee members are dedi-
cated people who most often “volunteer” their
time to oversee clinical care and research trials,
says Tyson, but they need more resources. “Better
funding for the people responsible for deciding
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what studies can be done and how they can be
done is very important.”
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Tell your neonatal
consent forms to get real
Give your documents some breathing room

Chances are your ethics committee can’t abso-
lutely ensure that consent practices are fol-

lowed in your facility. The better option, experts
suggest, is to adopt a policy that incorporates
medical reality.

It might be more appropriate to seek the “best
possible” or “best feasible” consent in neonatal
research situations, says Jon Tyson, MD, a neona-
tologist and Michelle Bain distinguished professor
of medicine and public health at the University of
Texas-Houston. Tyson also is a member of the
Neonatal Research Network, a federally funded
effort to design multicenter trials in neonatal
research.

Try incorporating the following elements into
your informed consent procedures:

1. Acknowledge the time constraints.
This new concept would be one designed to

better take into account the “real-life” situation
that the clinicians, parents, and babies are in: The

lack of available time to make the decision and
the limited amount of information known about
the intervention.

“As an [institutional review board] person, we
have not accepted the concept of ‘best possible’
consent,” says Paula Knudson, executive coordi-
nator of the institutional review board (IRB) at
the University of Texas Health Sciences Center.
“It is a different and new idea for IRBs that you
assume. I think, in time, we will get there.”

2. Open dialogue between clinicians and
investigators.

We need to begin a dialogue with more IRB
people and see if we can flesh out the idea and get
it more accepted. I think [to require a strict adher-
ence to informed consent] is unrealistic under
these kinds of circumstances,” notes Knudson.

3. Allow other forms of participation.
Part of the dialogue between providers and

investigators also should include discussions of
other forms of allowing study participation, Tyson
adds. These would include determining specific sit-
uations in which it might be OK to include babies
in trials of therapies that are of no increased risk
and the potential for benefit is high, allowing par-
ents to opt out later, if they so choose. Or, as is the
case in certain therapies involving adults, situa-
tions in which consent can be waived.

“There have been some regulations that are
intended to make it more feasible to [perform pro-
cedures] when consent is not obtainable at all,” he
explains. “The patient who has a heart attack in
his car and is found slumped over the wheel by
bystanders. Or, the mother who comes in bleed-
ing, immediately goes through a cesarean and is
anesthetized with no one else there in her family
— those kinds of circumstances.”

4. Allow waivers for certain scenarios.
Considering the limited window of opportu-

nity for inclusion in many neonatal trials, it might
be beneficial to have certain scenarios in which a
waiver of consent is allowed for research, says
Knudson.

“If the baby is brought in on Life Flight from
another hospital, you can’t wait 24 hours until
the mother is feeling better or the father is around
and you can really discuss it,” she says. “You
have maybe three hours in which to get the baby
admitted for the intervention.”

Options to informed consent need to be fleshed
out for neonatal research, she says, from the con-
cept of “best possible” consent all the way down
to when to allow waivers of consent, which are
currently not invoked in neonatology. ■
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Data deal goes bust:
Patient info won’t be sold

Participants in the Framingham Heart Study
got an early New Year greeting from the fed-

eral government and Boston University.
Boston University and the National Heart,

Lung, and Blood Institute (NHLBI), co-sponsors
of the 52-year-old study in Framingham, MA,
recently reconsidered plans to allow a private
company to assemble and analyze genetic data
from the study and make them available to other
companies on a subscription basis.

In a letter to the more than 6,000 study partici-
pants dated December 26, 2000, Aram Chobanian,
MD, dean of the Boston University School of
Medicine, and Claude Lenfant, MD, director of
the NHLBI, informed them of the new decision.

“The success of the Framingham Heart Study
over the past half-century has been based on
mutual trust and an abiding commitment to the
pursuit of medical and scientific knowledge,”
they wrote. However, negotiations between the
private company, Framigham Genomic Medicine,
the university, and the institute revealed compli-
cations with keeping data available to the scien-
tific community.

“The issues that came up had to do with the
data that would be obtained by the company that
they would digitize, then provide essentially free
of charge to the scientific not-for-profit community,
but for a subscription price to the for-profit com-
munity,” Chobanian says. “It became an issue as to
how to handle that, what time frame they would
have in terms of exclusivity of data, which is a
financial issue, and what the value of it would be.”

Ultimately, the study sponsors became uncom-
fortable with the process and reconsidered, he
explains. “Because the community had only
dealt with nonprofits before, the NIH and Boston
University being co-stewards of the study, there
was a concern about the data, quote, ‘being sold.’
We were developing an agreement with the NIH as
to how these things would be handled, but the pro-
cess was very slow and there was a feeling that at
the end of it all, this wasn’t the right way to go.”

Framingham Genomic Medicine was originally
conceived under the auspices of the university’s
community technology fund, which was formed
in 1975 to capitalize on the commercial potential
of many of the university’s research projects and
intellectual property.

The fund recruited $21 million in venture capital
from private investors and helped form a separate,
private company, Framingham Genomic, to assem-
ble, analyze, digitize, and sell the aggregate genetic
data.

Since the university has shifted its position,
however, the new company will be disbanded,
according to a university spokesman. The school
still will seek other sources for funding the exam-
ination of the heart study data, such as grants,
other contracts, and donations, Chobanian says.

“We are still very interested in improving the
quality of the data by using computer technology
to put [the data] on tapes and digitizing them,
but it will take us longer to do that because we
won’t have that huge influx of dollars coming in
from venture capital groups,” he says.

The deal-breaking issue was not one of allowing
private companies access to the raw genetic data
already collected by the study, the dean empha-
sizes. Genetic data already are available to for-
profit and nonprofit researchers alike, through
the study’s genetic distribution policies.

“It involves a process of going through a review
group [when applying to access the databases],”
he says. “It is not that the utilization of data by a
company was a problem because, theoretically,
that could be done at any time.”

In fact, the practice of private biotechnology
companies accessing databases of medical infor-
mation for the purposes of analyzing genetic infor-
mation on a large scale is not unique, says Peter
Ludwig, JD, an intellectual property attorney with
the firm Darby & Darby PC in New York City.

“I was mystified by why they [reconsidered],”
Ludwig says of the university’s decision. “In
Massachusetts, you might have some overriding
public interest issues that concerned them, but
based on past experience, those can be addressed.”

There are mechanisms for ensuring that the pri-
vacy and confidentiality of individuals’ genetic
information are protected. And, there are contrac-
tual methods for ensuring that the originating non-
profit entities, the “owners” of the information —
in this case, the university, he contends, can main-
tain some control over how the genetic data are
used.

“I know of other firms that are actively trying
to get a hold of genetic information from hospi-
tals, government institutions, and authorities to
use for pharmacogenomic evaluation,” he says.
“Many, many companies are taking this informa-
tion, mining it; the institutions are getting paid for
these rights, and it is a nice deal all around. The
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institution gets some money, the private company
gets access to the data — and can make some
inventions that are patentable, for which the insti-
tution gets some money for that, too — and the
public gets the benefit of a new diagnostic assay,
or a better way to treat a disease, or a new drug. It
is a win-win situation,” contends Ludwig.

From mapping to mining

The mapping of the human genome spawned a
new subset of biotechnology companies, Ludwig
says, those devoted to “data mining” of large
databases of raw medical information.

Companies take the DNA samples collected in
a study, or the computerized record of the DNA
obtained from such samples, and feed that infor-
mation into huge computer databases. They also
take the demographic information (such as age,
weight, and sex) linked to the tissue samples (but,
in the ideal scenario, delinked from identifying
information) and feed that information into a
database as well. Computer sequencing programs
can then be used to do mass comparisons of
genetic markers that may be linked to certain
characteristics.

“For example, you are interested in what sets
apart people who do well on beta blockers or
ACE inhibitors,” Ludwig explains. “What [the
data miners] will do is go in, since they have the
blood and tissue samples, analyze the genome of
all of these people, then, using the biographical
and demographic data, they’ll pick out all of the
people who took beta blockers. Then, they sepa-
rate those who did well and those who did not
on beta blockers, and look for SNiPs, the single
nucleotide polymorphisms, or clusters of SNiPs
that are unique to all of the people who do well
on beta blockers.”

If, for example, that analysis finds a genetic
anomaly that is statistically linked to performing
well with beta blockers, it would provide useful
information. A test screen could be developed to
determine who would most likely do well on the
drugs and who might do poorly, he concludes.

The problems arise when these companies seek
to patent their “discovery” of the genetic marker
or anomaly. How can someone “own” the rights
to a product of nature, medical ethicists and
researchers have wondered?

But, says Ludwig, what the companies do is
take the genetic discovery that is useful and then
patent that information as a method of treatment,
diagnosis, or as a target for a drug, he says.

“You can’t patent a gene, no one can patent a
gene, but what people are trying to do is patent
ways of using the information,” Ludwig con-
tends. “It is very unlikely that a company could
take a gene and get a patent on the nucleotides
because you have to show that your discovery is
useful in order to receive a patent for it.”

Providing the computer technology, research,
and resources to do the necessary analysis of the
genetic data are expensive. What’s more, public
funding sources have not traditionally provided
sufficient capital to do this type of work quickly,
and private companies willing to provide the
money should reasonably expect to see a return
on what is often a huge investment, he adds.

“I think the move is clearly on to declare
more and more of this information proprietary,”
he says. “It has enormous financial value: for
research, clinical applications, new product
development. Everyone is moving to clamp
down on free distribution of this. But, I do
think folks want to share in the benefits that
come from using the information.”

But far from advancing medical research, the
granting of “life patents,” patents on certain gene
sequences, seriously slows the advancement of
medical treatments and technologies, contends
Martin Teitel, PhD, executive director of the
Council for Responsible Genetics, a nonprofit
bioethics organization in Cambridge, MA.

The council currently is completing a study,
which they hope to publish in the next few months,
of the impact that gene patents have had on the
medical and pharmaceutical industries.

“What we’ve found exceeds our worst fears
about the potential that these patents have,” he
notes.

First, he says, medical researchers working on
genes covered by a patent are reluctant to share
their findings and publish preliminary data due
to restrictive contracts governing their institu-
tion’s “intellectual property,” he claims.

And, the profit initiative motivating private
biotech firms is driving medicine away from
developing new therapies in favor of developing
new diagnostic tests.

For example, specific mutations on the BRCA-1
and BRCA-2 genes have been statistically linked
to the development of breast cancer, Teitel says.
One of these markers appears in approximately
10% of women who develop breast cancer.

Therefore, the most profitable avenue for the
company holding a patent covering these muta-
tions is to develop a diagnostic assay that looks
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for the anomalies, not necessarily a therapy
aimed at helping the smaller percentage of
women affected by the genetic mutations.

“So instead of a therapy aimed at 10% of a group
of certain women, you have a test targeted at 100%
of all women,” he says. It’s also misleading to claim
that research is not restricted because companies
can only get patents for the “useful” technology
associated with a specific gene, he claims.

If the company is granted the patent, it then
has control over what useful technologies are
derived from that information.

Myriad Genetics Inc., which has the patent for
the BRAC-1 and BRAC-2 mutations, effectively
moved to prevent University of Pennsylvania
investigators from its own research on the genetic
traits, he relates.

Even though the patent may only govern tech-
nology related to diagnosing and treating breast
cancer, it is essentially the company’s call about
what research is performed in that area, Teitel
emphasizes.

The U.S. Patent and Trademark Office recently
issued new guidelines regarding the patenting of
genetic information, more clearly defining what
could be patented and what could not, he says.
But time will tell how well those regulations will
be enforced and whether they are enough to pro-
tect the integrity of scientific research. (For infor-
mation on the guidelines, see article, right.)

The ability of private corporations to access data
gathered with taxpayer funds, like the NIH-funded
Framingham study — then profit from that data at
public expense — is another concern, he adds.

The council’s study will show that the costs of
the diagnostic assays and therapies developed as
a result of these discoveries has been out of line
with the costs required to develop them.

“We have to rely on the government to protect
publicly funded research and preserve the bene-
fits for the public,” Teitel says. “But I am not sure
what kind of job they’re doing. If you look
closely, you have to wonder exactly what and
who is being protected.” ■

Feds say tissue banks
need tighter controls

Two government reports released in January
reveal that tissue banks are not routinely

inspected, and donor families often do not hear
about profits made from a family member’s
donated body parts.

The reports, released by the U.S. Department
of Health and Human Services (HHS) Office of
Inspector General (OIG), state that cadaver tissue
donations have promoted an industry with no
accountability as well as federal oversight. As a
result, one report concludes, donor families could
feel misled. (See editor’s note, at end of this arti-
cle, on how to obtain copies of the reports.)

Nonprofit tissue banks serve as middlemen
between corporations that craft products from
donated bone, heart valves, veins, tendons, and
other tissues. The National Organ Transplant Act,
however, prohibits persons or organizations from
profiting from human body parts. The act does
allow reasonable fees for recovery, processing,
and distribution.

HHS began its investigation last year following
a report in the Orange County Register in Santa
Ana, CA, that explained how a single body can
result in more than $220,000 in products for tissue
banks and other companies.

Families not getting all the facts

The report stated that families were never told
of the resulting profits from the deceased family
member. Families are not told, for example, that
tissue banks may ultimately go to a company that
processes skin, bone, and other tissue.

Families also may not be told that body parts
might be used in cosmetic surgery or be exported
to another country.

Three organ and tissue organizations completed
a unified list of elements to include on informed
consent forms in November 2000. The list is
included in the OIG report. (See box, p. 21.)

HHS officials say that in 1999, about 750,000
pieces of tissue (other than organs) were im-
planted into patients from about 20,000 donors
nationwide. Other findings in the reports include
the following:

• The Food and Drug Administration (FDA), the
federal agency responsible for inspecting tissue
banks and ensuring that tissues are free of disease,
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• Boston University Medical School, Office of the Dean,
715 Albany St., L-103, Boston, MA 02118.

• Peter Ludwig, Darby & Darby PC, 805 Third Ave.,
New York, NY 10022

• Martin Teitel, Center for Responsible Genetics,
5 Upland Road, Suite 3, Cambridge, MA 02140.
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failed to inspect 36 of 154 banks it identified.
• More than half of those 154 banks that were

inspected had been checked only once since 1993.
• Tissue banks and companies accepted tissue

without proof of inspection and failed to repeat-
edly test bodies for hepatitis B and C.

Improvements and reforms are in progress, say
officials with the American Association of Tissue
Banks, the industry trade association. The FDA
announced it will require tissue banks to register
and list products with them this spring. (See
related story, p. 22.)

HHS recommended in the reports that tissue
banks voluntarily divulge finances to the public
and set guidelines for tissue banks, such as giving
families copies of their consent forms. Tissue banks
should also describe potential uses of donated tis-
sue and disclose all relationships with other com-
panies, the agency recommends.

(Editor’s note: Copies of the reports from the OIG
can be obtained from the Internet. Informed Consent
in Tissue Donation: Expectations and Realities
and Oversight of Tissue Banking can be down-
loaded. Web: www.hhs.gov/oig/new.html.) ■
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The following list of “basic elements of
informed consent” is intended to highlight

the information that may be considered critical to
informed decision making by a family member or
other legally authorized person who is being
approached for consent to organ and/or tissue
donation. This listing, whether communicated ver-
bally or included on consent forms, is not intended
to pre-empt any applicable federal, state, or local
laws or regulations that may require more or less
information to be disclosed for informed consent to
be legally effective.

In seeking informed consent, the following infor-
mation should be provided to the person(s) being
approached for consent:

• A confirmation/validation of the donor’s identity
and his or her clinical terminal condition.

• A general description of the purposes (benefits)
of donation.

• Identification of specific organs and/or tissues
(including cells) that are being requested for dona-
tion (with subsequent information provided on spe-
cific gifts recovered).

• An explanation that the retrieved organs/tissues
may be used for transplantation, therapy, medical
research, or educational purposes.

• A general description of the recovery process
(including timing, relocation of donor if applicable,
contact information, etc.).

• An explanation that laboratory tests and a

medical/social history will be completed to deter-
mine the medical suitability of the donor, including
an explanation that blood samples from the donor
will be tested for certain transmissible diseases.

• An explanation that the spleen, lymph nodes,
and blood may be removed, and cultures may be
performed, for the purpose of determining donor
suitability and/or used to determine compatibility
of donor and recipient.

• A statement granting access to the donor’s
medical records, and that the medical records may
be released to other appropriate parties.

• An explanation that costs directly related to the
evaluation, recovery, preservation, and placement
of the organs and tissues will not be charged to the
family.

• An explanation regarding the impact the dona-
tion process may have on burial arrangements and
on appearance of the body.

• Any additional information required by federal,
state, and/or local laws and/or regulations.

Organizations’ Web sites:

• American Association of Tissue Banks,
McLean, VA — www.aatb.org.

• Association of Organ Procurement
Organizations, Falls Church, VA — www.aopo.org;

• Eye Bank Association of America,
Washington, DC — www.restoresight.org.

Model Elements of Informed Consent for Organ and Tissue Donation
American Association of Tissue Banks

Association of Organ Procurement Organizations
Eye Bank Association of America

Source: Informed Consent in Tissue Donation: Expectations and Realities. U.S. Department of Health and Human Services Office of Inspector
General, OEI-01-00-00440.
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Tissue banks must
register with the FDA

Companies that manufacture human cells, tis-
sues, and cellular and tissue-based products

must list and register their products with the U.S.
Food and Drug Administration (FDA).

The regulation appeared in the Jan. 19, 2001
Federal Register. Organizations already regulated by
the FDA have 105 days to comply with the rule, but
new companies or those not currently regulated
have two years to put the provisions into place.

The rule establishes a tiered system of over-
sight, and certain tissues and cells will be subject
only to regulations aimed at preventing the
spread of communicable disease. Other tissue-
related products will be required to obtain pre-
market approval in addition to following the
communicable disease requirements.

The new tissue rule covers a broad array of
cells and tissues, such as skin, tendons, bone,
heart valves, and corneas. These tissues have
long been used to repair and replace damaged or
diseased ones. The rule additionally applies to
new uses under development for human cells
and tissues, such as the use of manipulated
human cells to treat viral infections, such as
Parkinson’s disease and diabetes.

Tissues not previously covered under regula-
tions now will be, such as reproductive tissues
and stem cells derived from umbilical cord blood
and other blood sources. ■

Class facilitates
dying at home
Teach patients and families what to expect

The challenges of caring for the dying at home
are well-known — caregivers overwhelmed

by the emotional burden of watching a loved one
die, inundated by the responsibilities of meeting
their everyday needs and preparing them for the
inevitable.

The problem is that most caregivers are ill-
prepared for the task. Because death is a subject
not often talked about, family members of dying
patients aren’t aware of their loved ones wishes

or how to spot the telltale signs that death is near.
The harsh reality is that most are unprepared for
the challenges of caregiving.

“Families need to know that they have options,”
says Audrey Cochran, MSN, PHN, CNS, RN, CS,
CCN, a clinical specialist in gerontological nursing.

As a way to address the lack of information
available to dying patients and their caregivers,
Cochran teaches a course at Bakersfield (CA)
Community College called “Dying at Home.”
The three-hour course helps terminally ill people
and their families prepare for death in the home.
Through videotapes and guest speakers, Cochran
shows participants what to expect and steers peo-
ple away from assisted suicide.

“I try to affirm that death is another part in the
process of life,” she says. Her class covers:

• societal attitudes about death;
• understanding depression and malnutrition,

and spotting true signs of death;
• physical changes that occur just prior to

death;
• living wills and durable power of attorney;
• making funeral arrangements;
• avoiding calling 911 when the patient is close

to dying;
• spiritual and emotional support.
Unfortunately, Cochran says, her class is never

well-attended. She blames the lack of attendance
on two factors: Society’s attitudes toward death
prevents people from talking about it, and her
lack of funds to publicize the class.

“In theory, it’s a great idea, but without public-
ity, people won’t come,” she says.

But she believes hospices should try to do simi-
lar classes in their own communities because they
have the resources and experts.

Studies of caregivers certainly point to their
need for information. A recent study in New York
City illustrated the challenges caregivers face.
Approximately one million people in New York
City are family caregivers, and most have
received little or no training from health care pro-
fessionals to provide the complex care needed.

Researchers conducted a random telephone
survey of New York City caregivers, which was
representative of the city’s overall population.
The survey found that nearly 60% of caregivers
reported that they received no training from
health care professionals for essential care respon-
sibilities, such as bathing, feeding, or moving a
patient from bed to a chair. While those tasks may
appear simple, they can be extremely difficult to
perform when a patient is ill or disabled.



The study was funded by the United Hospital
Fund and the Visiting Nurse Service (VNS) of New
York. In July, the fund, in partnership with VNS,
published the findings in a special report, A Survey
of Family Caregivers in New York City: Findings and
Implications for the Health Care System. ■

Advisors named to national
transplant committee

Outgoing Health and Human Services (HHS)
Secretary Donna Shalala announced in Jan-

uary the appointment of 20 members to the new
Advisory Committee on Organ Transplantation.

The committee will advise the Secretary on all
aspects of organ procurement, allocation, and
transplantation, including independent review
and advice on organ allocation policies devel-
oped by the nation’s transplantation network.

The advisory committee was created in the
Organ Procurement and Transplantation Network
(OPTN) final rule of 1999 and recommended by
the Institute of Medicine report to congress in
1998. The committee is expected to meet three
times a year.

National transplantation policies are developed
by the OPTN for approval by HHS. Under regula-
tions that took effect last March, organ transplanta-
tion policies will continue to be developed by the
transplant community through the OPTN, says
the HHS. Under the regulations, the advisory
committee is to examine the OPTN’s proposed
policies and make recommendations to the HHS
Secretary before final HHS action is taken. The
advisory committee on organ transplantation
include:

• Nancy L. Ascher, MD, PhD, (chair) professor,
department of surgery, University of California at
San Francisco.

• Gail Agrawal, JD, MPH, associate professor
of law, University of North Carolina at Chapel
Hill School of Law.

• Denise Y. Alveranga, MD, Lifelink Transplant
Institute, Tampa, FL.

• Dan W. Brock, PhD, professor, Brown
University, Providence, RI.

• Margaret B. Coolican, MS, RN, CDE, donor
family services coordinator, NorthEast Organ
Procurement Organization, Hartford, CT.

• Paige Cottigham-Streater, BA, JD, executive
director, The Mansfield Center for Public Affairs,
Washington, DC.

• Francis L. Delmonico, MD, professor of
surgery, Massachusetts General Hospital, Boston.

• Robert D. Gibbons, PhD, director, Center
for Health Statistics, Professor of Biostatistics,
University of Illinois at Chicago.

• Bartley P. Griffith, MD, vice chair, depart-
ment of surgery, University of Pittsburgh School
of Medicine.

• William Harmon, MD, nephrologist,
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Children’s Hospital, Boston.
• J. Harold Helderman, MD, FACP, medical

director, renal transplantation, Vanderbilt
Transplant Center, professor of microbiology
and immunology, Vanderbilt University Medical
School, Nashville, TN.

• Lawrence G. Hunsicker, MD, medical direc-
tor of organ transplantation, University of Iowa
Hospitals and Clinics, Iowa City.

• Roger R. Luna Jr., area director, cardiopul-
monary and radiology departments, McAllen
(TX) Medical Center.

• Edgar Milford, MD, tissue typing laboratory
director, Brigham and Women’s Hospital, Boston.

• Howard Nathan, MPH, president and CEO,
Gift of Life Donor Program, Philadelphia.

• Mary Ann Palumbi, RN, CCTC senior direc-
tor, Allegheny General Hospital Transplantation
Services, Pittsburgh.

• J. Thomas Rosenthal, MD, director and
provost, University of Los Angeles Medical
Group, professor of urology, UCLA School of
Medicine, Los Angeles.

• Flora Solarz, BA, MPS, senior management
consultant, New York City Health and Hospitals
Corp., New York City.

• Donald M. Stablein, PhD, president/bio-
statistician, EMMES Corp., Potomac, MD.

• James B. Young, MD, head, section of heart
failure and cardiac transplant medicine, Cleveland
Clinic Foundation. ■

• Developing Healthcare Ethics Programs,
March 5-9, 2001. University of Virginia Jordan Hall
Conference Center, Charlottesville, VA. The course,
sponsored by the Center for Biomedical Ethics at
the University of Virginia, is designed to facilitate
or strengthen the implementation of an ethics pro-
gram within health care organizations. The pro-
gram offers three additional areas of concentration
for its participants: clinical ethics, health care orga-
nization ethics, or research ethics. Registration fee
is $1,500 per person. For more information, contact:
Ann Mills, The Center for Biomedical Ethics,
University of Virginia, P.O. Box 800758,
Charlottesville, VA 22908. Telephone: (804) 924-
5974. E-mail: amh2r@virginia.edu.

• Death without Suffering, April 5-7, 2001.
University Medical Centre, Nijmegen, Netherlands.

An advanced European bioethics course including
specialists from different countries to discuss the
ethical issues of medically assisted death and pal-
liative care. For more information, contact: N.
Steinkamp, University Medical Centre Nijmegen,
Dept. 232 — Ethics, Philosophy, and History of
Medicine, P.O. Box 9101, 6500 HB Nijmegen,
Netherlands. E-mail: n.steinkamp@efg.kun.nl.

• Spirituality in Healthcare: A Training Pro-
gram for Professionals, May 11, 2001. Doubletree
Hotel, Charlottesville, VA. A program sponsored
by the Center for Biomedical Ethics at the Univer-
sity of Virginia to train professionals — chaplains,
nurses, physicians, social workers, and others to
recognize and respond appropriately to the influ-
ence of specific religious beliefs in health care deci-
sion making, and identify spiritual distress in
patients and family members and find responsive
meaningful strategies to ensure appropriate resolu-
tions. Registration fee is $150 per person. For more
information, contact: Ann Mills, The Center for
Biomedical Ethics, University of Virginia, P.O. Box
800758, Charlottes-ville, VA 22908. Telephone: (804)
924-5974. E-mail: amh2r@virginia.edu. ■
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