
NIH unveils final guidelines 
for stem cell research: 
Is your facility ready?
Researchers gain access, but have reservations

Following almost a year of sometimes con-
tentious debate among politicians, scientists,
bioethicists, and social activists, the National

Institutes of Health (NIH) in Bethesda, MD, cleared
the way for researchers to seek federal funds to study

pluripotent stem cells (PSCs)
derived from human embryos.

These types of stem cells
have the potential to develop
into any form of tissue in the
human body. Scientists believe
they may eventually be able 

to direct these cells to form replacement tissue and
organs for people stricken with illness or injury,
such as Parkinson’s disease, heart disease, multiple
sclerosis, burns, and spinal cord injuries. (See “Feds
consider supporting human embryo research,”
Medical Ethics Advisor, July 1999, p. 77.)

Obtaining those cells, however, involves the
destruction of an early human embryo, a fact 
that has raised ethical questions in the scientific
community and sparked strong opposition from
anti-abortion groups and some religious organiza-
tions. Last month, a Senate subcommittee heard
testimony from both sides of the debate.

In early 1999, legal counsel for the U.S. Depart-
ment of Health and Human Services (HHS) issued
an opinion that funding for research using PSCs
did not violate the federal ban on use of federal
funds in research that involved the destruction of
human embryos, as long as the federal funds were
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not used to derive the cells from embryos, but
only to study the cells themselves.

NIH director Harold Varmus formed a special
working group to develop guidelines for what
types of research should be eligible for federal
funding and what oversight protections should
be in place.

A draft guideline was developed in April 1999
(see “Guidelines for use of embryos, fetal tissue,”
MEA, July 1999, p. 79), but the finalized version
wasn’t issued until Aug. 25, 2000, in order to allow
the NIH to get comments from a variety of sources.
The guidelines are effective now, but researchers
must first complete an extensive approval process
before work can start. Federal funding for that type
of research, however, will not be approved until fis-
cal year 2002.

Move to speed research progress

Allowing researchers access to public funding
should accelerate the pace of research by allow-
ing more academic institutions to take part and
facilitating the sharing of information between
researchers, say many experts. Currently, labora-
tories receiving federal funds cannot conduct this
type of research.

“We are very enthusiastic about the funding,
and applaud the NIH for taking this bold step,”
says Carl Gulbrandsen, managing director of the
Wisconsin Alumni Research Foundation (WARF),
an intellectual property organization formed to
license certain intellectual property rights and
clinical applications of research conducted at 
the University of Wisconsin-Madison.

A team of University of Wisconsin researchers
led by James Thomson, MD, was the first to derive
PSCs from human embryos. WARF formed a non-
profit subsidiary in 1999, WiCell Research Institute,
to supply stem cells to researchers.

One of WiCell’s goals, prior to the availability
of NIH funding for stem cell research, was to
make their cells available to academic researchers
at a lower cost. Use of NIH funding may allow
some institutions to pursue stem cell research
that previously could not, Gulbrandsen says.

In developing the guidelines, the NIH struck 
the proper balance between encouraging needed
research while instituting protections against
potential abuses, such as buying and selling
human embryos for profit, creating embryos solely
for the purpose of scientific research, and the merg-
ing of human cells with animals, he believes.

“This is a very new area,” says Gulbrandsen,
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noting that PSCs were first derived just two years
ago. “And, I think we need to proceed carefully.”

The final NIH guidelines are essentially similar
to the draft guidelines formed in April of 1999.
Federal funding cannot be used for the actual
derivation of stem cells from embryos, but solely
for research on cells derived through a privately
funded process.

Must be in excess of need

Federal funds can only be used to study cells
that were derived from embryos created for the
purposes of fertility treatments and were in
excess of clinical need, not embryos created for
research purposes. And, the guidelines stipulate
that there must be a clear distinction between the
decision to undergo the fertility treatment, and
the decision to donate embryos for research.

The guidelines also specifically prohibit
inducements for the sale of embryos or stem
cells. Researchers interested in using federal
funding can only provide payment that reim-
burses the deriver the reasonable cost of trans-
portation, processing, preservation, storage, and
quality control of the PSCs.

In addition, the researchers using the cells
must provide documentation that the deriver
conducted an appropriate informed consent pro-
cess with the embryo donor(s).

Finally, the guidelines specify several areas of
research that are ineligible for funding. (See sum-
mary, inserted in this issue.)

Some feel guidelines are too ‘political’

Although many researchers express enthusi-
asm about the simple availability of federal fund-
ing for this purpose, some health policy experts
have reservations about the final guidelines and
how they were developed.

“While these guidelines are progress, I think that
the issue [of stem cell research] has been viewed
primarily through the prism of abortion politics,”
says Gregory Stock, PhD, MBA, a professor of neu-
ropsychiatry and biobehavior, and the director of
the Program on Medicine, Technology, and Society
at the University of California-Los Angeles. “I think
the intrusion into the field of laboratory research by
people outside of science to be disturbing.”

While it is appropriate to have government reg-
ulation of research involving human subjects, and
on applications of research that affect people, such
a strenuous level of oversight is not necessary for
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CMEquestions

1. Allowing researchers access to public fund-
ing for stem cell research, according to sev-
eral experts involved, will:
A. Accelerate the pace of research 
B. Allow more academic institutions to 

take part
C. Facilitate the sharing of information 

between researchers
D. All of the above

2. One of the goals of the Wisconsin Alumni
Research Foundation’s WiCell Research
Institute, according to director James
Thomson, MD, is to:
A. Make cells available at a lower cost
B. Restrict research to the University of 

Wisconsin
C. License cells for intellectual 

property rights
D. Create regulations concerning the use 

of their cells

3. The release of final regulations by the
National Institutes of Health (NIH) for stem
cell research, according to Mary Anderlik,
JD, PhD, research professor at the Health
Law and Policy Institute at the University of
Houston Law Center, will most importantly:
A. Foster an environment of 

competition
B. Establish standards of appropriate 

conduct
C. Create a framework for additional 

funding
D. Bridge the government-research 

community

4. Opponents of the NIH’s stem cell policy
argue that research involving human
embryos:
A. Will create a large private market for 

embryos
B. Cause donors to create embryos for the 

wrong purpose
C. Destroys potential human life
D. All of the above



determining how researchers behave while work-
ing with groups of cells, says Stock.

In particular, he points to the requirements cov-
ering the informed consent of the embryo donors.
The guidelines require not only that the donors be
informed that the embryos are donated for research
purposes, but also that they be informed what kind
of research will be conducted, that the cells or cell
lines derived may be kept for several years, and
that the embryo will not survive the derivation
process.

“The traditional place of informed consent is at
the level where you have clinical applications of
research, where you are going to an [institutional
review board] to look at actions that will affect
human subjects,” he says. “Not at the level where
you are researching cells in the lab.”

In some ways, the debate over appropriate
stem cell research has focused almost exclusively
on protecting the embryo as a “potential” human
being, without balancing consideration of the
likely benefits to hundreds of thousands of actual
human beings, he adds.

Down to political hairsplitting

In most proposed protocols, researchers want 
to use stem cells from embryos that were left over
from fertility procedures, embryos that most likely
would be disposed of anyway.

“In some instances, it seems that we have got-
ten down to philosophical hairsplitting about
some of these issues without looking at the other
costs in terms of the delays in lifesaving treat-
ments to critically ill people,” he says.

The real result of the guidelines is that biomed-
ical researchers will have to invest a great deal of
time and effort in complying with the extensive
documentation requirements for this research,
which, Stock feels, will unnecessarily slow
progress.

“You will have researchers concerned about
filling out a lot of paperwork, and not crossing
certain lines, and it does not free them to be flexi-
ble or creative in the laboratory, which is what
you want to see in biomedical research,” he says.

But, University of Wisconsin’s Gulbrandsen
says he feels concern over the types of laboratory
research conducted involving embryonic stem
cells is appropriate.

In fact, WiCell’s program was put through a
second level of institutional review, by a univer-
sity panel dedicated to reviewing genetic research,
and the program already had implemented an

informed consent process for embryo donors that
mirrors the one described in the guidelines.

In addition, WiCell requires those receiving
cells to sign a licensing agreement that restricts
the types of research that are performed on the
cells — specifically, use of the cells for experimen-
tal cloning or intermingling with intact embryos
is prohibited.

“As we learn more and more about these types
of cells at the earliest stages of human life, all
sorts of new issues will be raised,” he says. “It is
very important research that will be conducted,
but we should proceed with caution.”

Hurdles still ahead for researchers

Although the guidelines were effective on Aug.
25, they require researchers to go through not only
an institutional review process, but also a review
by the yet-to-be named NIH working group, the
Human Pluripotent Stem Cell Review Group
(HPSCRG).

It remains to be seen how many researchers
make it through the initial process, says Stock.
Grants are not expected to be available until early
2001, and some opponents of embryonic stem cell
research have declared an intention to file suit
against HHS, claiming that the research funding
violates the federal ban on human embryo
research (see related story, below).

Gulbrandsen says applications for stem cells
from WiCell have not jumped dramatically since
the NIH announcement, and he thinks that will
not change until the HPSCRG is named.  ■

Researchers get access, but
question added bureaucracy 
More than ever, emphasis is on informed consent

Now that the National Institutes of Health
(NIH) moved forward to enable federal

funding of embryonic stem cell research, fertility
clinics, hospitals, and health systems providing
fertility services likely will face more questions
from couples who have excess
embryos about the possibility
of contributing those unused
embryos to clinical research.

What are the responsibili-
ties of fertility clinics to
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inform their clients of the potential of this new
research? When should they present this infor-
mation? How can these providers participate
with researchers while complying with federal
law and protecting their patients’ current and
future genetic interests?

“First, most people need to understand that this
research is already going on with private fund-
ing,” advises Mary Anderlik, JD, PhD, research
professor at the Health Law and Policy Institute at
the University of Houston Law Center. “By allow-
ing federal funding, this will bring the research
out into the open. The NIH guidelines will estab-
lish standards for appropriate conduct. But, all
kinds of research not permitted under the guide-
lines is already being conducted, it is just not
being examined with such scrutiny.”

Federal funding will just mean that more
researchers will be able to use embryonic 
stem cells in research, she says.

Legal challenges may be in the offing

All of this concern may be premature, how-
ever. Although the NIH sought extensive public
comment from religious groups, bioethicists,
researchers, and others in the medical and scien-
tific communities, strong opposition remains to
the use of federal dollars to support research
using stem cells derived from human embryos.

Rep. Jay Dickey (R-AK), who for the past four
years has co-sponsored an amendment to the NIH
appropriations bill that would prohibit funding of
any research resulting in the destruction of human
embryos, says that he and others will oppose the
agency’s plan in Congress this fall. Further, Dickey
says he and colleagues may file suit against the
Department of Health and Human Services on 
the grounds that permitting embryonic stem cell
research violates the federal ban on funding
research that destroys or clones a human embryo.1

To fund research that uses cells created through
the destruction of human embryos, even though
the actual destruction of embryos is not performed
with federal funds, is moral hairsplitting, he and
others argue.

It is difficult to predict whether such a chal-
lenge could be successful, says Robert I. Field,
director of the Health Policy Program at the
University of the Sciences in Philadelphia.

“I can see the arguments on either side,” he says.
“The cells would not be there, but for the embryo.
Or, you can say that the research involving stem
cells is sufficiently removed from that process. I

don’t know what a court would say.”
Anderlik also says the situation presents a dif-

ficult legal dilemma, but feels that the courts are
more likely to rule in favor of the NIH.

“If, ethically, [opponents] feel that the embryo is
essentially a human being, and they are opposed to
the destruction of human life, then they could call
for a total ban on this type of research,” she says.
“But, no one is really making that argument.”

The NIH position has a good chance of prevail-
ing, even if opponents take the issue to court, she
contends.

The agency did a good job of addressing 
the concerns raised by medical ethicists and 
the research community — mainly that federal
funding would create a large, private market for
human embryos that would result in buying and
selling the embryos, or that it would encourage
creation of embryos solely for research, adds Field.

“I think these regulations are consistent with
the intent of the federal prohibition, which is to
prevent the sale of embryos for research pur-
poses,” he says.

The process created by the NIH is very similar
to the regulations governing organ donation, he
says. “The protections in the guidelines are simi-
lar to the protections you see in organ donation
and transplantation. If they work for organs, and
I think they do, then they will probably work in
this area, as well.”

Informed consent

A key issue for health care providers and fertil-
ity clinics — and ultimately ethics committees —
is at what point is it permissible to approach cou-
ples that have excess embryos about donating
them for research, adds Field.

The guidelines prohibit physicians who treat
patients for fertility problems from being the per-
son responsible for deriving cells from the em-
bryos. And, the scientists who derive the stem cells
from the embryos must be able to document that
the decision of a couple or a person to donate extra
embryos must occur separately from their decision
to create the embryos for fertility purposes.

“It will require institutions to pay careful atten-
tion to how they craft the informed consent forms
in these situations,” he notes.

An unanswered question is what becomes of
embryos that are abandoned by their “parents”
who no longer need them, but don’t want to
make a decision about what to do with them. The
guidelines only permit donation of embryos with
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the informed consent of those who created the
embryos.

“You could certainly say, better to use them for
medical research than to simply destroy them,”
says Field, noting that some clinics have policies
about how long they will store embryos. “They
kind of exist in a never-never land. What is the sta-
tus of these things? They do have the potential to
develop into human beings; they don’t have the
potential of an embryo implanted in a woman’s
uterus. What is the obligation of the facility to
these embryos? Is there an obligation to find a
woman who wants to bring them to term?”

Potential harm to donors

Another ethical problem Field sees, that is not
addressed in the current guidelines, is the issue 
of information that is possibly disclosed about the
embryo donors.

The NIH guidelines specifically state that the
donors can receive no financial benefit for donating
their embryos, and the donors must be informed
whether any identifying information about them
accompanying the embryos is available to either
the beneficiary or the researchers using the stem
cells. “One of the interesting things I noticed, is
who benefits financially if there is commercial
potential [of the results of the research],” says
Field. “The donor will not receive any benefits.
Even if you don’t pay them out right, some places
might try to offer them stock options or some
other benefit. I can see why the NIH wants to
make it clear that none of that can be involved.
But, is it fair for the doctor to make a fortune if
someone can cure Alzheimer’s based on a line of
stem cells derived from your embryo?”

This issue is further complicated by the fact
that genetic information extracted from research
on the stem cells potentially could be linked back
to the donors, for better or worse. An embryo’s
stem cells could provide information leading to a
cure for Parkinson’s — or worse — could indicate
a genetic flaw or weakness.

The published guidelines mention this in a sec-
tion covering the comments received from the pub-
lic on genetic identifiers. Some respondents were
concerned that appropriate documentation of com-
pliance with the informed consent guidelines
would necessitate linking identifying information
with the embryos. And, some noted that removal
of identifiers completely would prevent some
genetic studies or development of therapeutic
materials.

“The guidelines have been modified to clarify
that the term ‘identifier’ refers to any information
from which the donor can be identified directly or
through identifiers linked to the donors,” responds
the NIH. “However, since information identifying
the donors may be necessary if the tissue or cells
are to be used in transplantation, the guidelines
have been modified to state that informed consent
should notify donors whether or not identifiers
will be retained.”

Field says it is likely that it will be some time
before the level of progress of the research reaches
the point at which genetic information about the
donors will be a widespread concern. But, he adds,
that issue, as well as the question of who benefits
from the research applications, will need to be
examined further.

Researchers get the most gain

The guidelines currently make clear that the
donors can receive no benefit from donation,
must be informed that their identifying informa-
tion may be retained, and must be informed that
the stem cells derived from the embryo may have
the potential for commercial development.

“What if a cell line is derived from stem cells
that, for some reason, produce better brain tissue
than others,” he asks. “Who benefits from develop-
ing it for commercial purposes? The document cov-
ers the back door in that it says the donor can have
no stake in the marketability of it. But, it doesn’t 
get at the issue of, is it fair for the researcher to get
everything?”
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Promote storytelling 
to help patients open up
Reminiscing can empower positive thinking

Nobody knows better the anger, fear, and guilt
that terminally ill patients harbor as they

struggle to come to grips with their approaching
death than the palliative caregivers, who are
charged with helping patients and their families
overcome those negative emotions and achieve a
good death.

In an effort to help dying patients move past
those debilitating emotions, two Minnesota psy-
chologists believe exercises in storytelling will
help the process along by allowing the patient to
view his or her life more positively
and help bring family members closer.

“The idea is to empower people 
to help them affirm their life experi-
ence,” says Howard Thorsheim, PhD,
professor of psychology at St. Olaf
College in Northfield, MN. “We have
found that story is the glue that binds
us together.”

Thorsheim is the co-author of I
Remember When: Activity Ideas to Help
People Reminisce, along with Bruce
Roberts, PhD, also a professor of psy-
chology at St. Olaf. The book is based
on a 1996 federally funded study of
more than 10,000 people.

Thorsheim’s and Roberts’ research on story-
telling measures its value to the elderly, but
Thorsheim believes there are direct applications to
those who are terminally ill and their caregivers.

Mutual support is empowering

According Thorsheim and Roberts, reminiscing
and telling stories helps people find common
ground with others and engage in a social process
that brings about mutual support that is empow-
ering. Empowerment, under the two researchers’
definition, is a sense of well-being and the feeling
that one’s life has meaning. In the palliative care
setting, storytelling can help the dying patient
feel empowered by focusing on positive life expe-
riences. And encouraging patients to share their
stories can cultivate strengthened familial bonds. 

The value of storytelling, according to the
authors, is in creating opportunity for social

support from family and friends. Their research
showed that as people get older they have fewer
opportunities to feel supported by family and
friends. The same can be said for the dying, who
often feel isolated and angry.

As a result, self-esteem is affected because of
the lack of support. Self-esteem is even more dra-
matically affected in dying elderly patients. The
authors noted that men of retirement age experi-
ence drops in self-esteem because they feel their
lives have lost meaning.

If a terminal illness is thrown into the mix, the
patient’s ability to achieve a meaningful death
can be hindered by his or her perception that life
has lost its meaning, and the perception of dimin-
ished support from friends and family.

The goal of palliative caregivers is to help
patients wade out of the sea of negative emotions

and get them to begin addressing their
social and spiritual needs. According
to Thorsheim, storytelling provides
five elements that promote life affirma-
tion and help patients along the road:

1. A sense of belonging. Telling sto-
ries helps people feel closer to their fam-
ilies, communities, and surroundings.

2. Makes one’s name known to oth-
ers and others’ names known to the
caregiver. Storytelling promotes an
emotional connection between people
who otherwise would be strangers. It
can help hospice workers break through
walls and nurture a familiarity that pre-

cedes trust.
3. A sense of caring. Sharing stories promotes

a closeness among individuals through sharing
details of one’s life and perceiving that others are
listening and are interested.

4. Sets up care. Story listening is a skill that
sets the stage for giving care, while storytelling
fosters trust that allows one to be cared for.

5. Provides an opportunity to ask for help. A
story can often provide clues to the listener as to
which emotions a person is struggling with and
provide clues to get past them.

Get patients to open up

But evoking a patient to reveal intimate details
of their life is not a simple task. It requires the
patient to trust the caregiver — trust not only in
keeping confidence, but that their efforts to share
will be received favorably by the listener. If the
patient believes the story is of little significance to
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the listener, the listener can cause the patient to
retreat and make future storytelling more difficult.

Listening is a skill area where many people
could use improvement. Fortunately, most peo-
ple possess the skills to become good listeners.
According to Thorsheim and Roberts’ book,
aspects of good listening include the following
directives:

• Develop good eye contact. Look at the spea-
ker when he or she is sharing a life experience.

• Ask open questions. Ask for more details
through simple open-ended questions. For
example, ask, “Can you tell me more about 
that?” Asking for more details adds weight 
to the importance of the speaker’s story.

• Paraphrase what the speaker is saying. In
your own words, offer a quick summary of what
the speaker just told you. This shows the speaker
you are interested in their story and promotes
sharing of additional details.

• Reflect the speaker’s feelings. Saying some-
thing like, “That must have made you happy,”
shows the speaker you understand the emotions
he or she experienced.

• Know when to keep quiet. Allow the speaker
to tell his or her story without interruption. For
example, don’t start in with a story of your own
until the speaker has finished.

• Respect the speaker’s experience. Don’t
belittle what the speaker did just because you
would have done it differently.

• Concentrate on what the speaker is saying.
If you are going to find common ground with
the speaker, you will need to think about what 
is being said. If necessary, ask questions that
would make the story more interesting. 

Prompting people to share their life experiences
can be as easy as asking them to them to tell you a
story from their life, but often it takes a little more
planning and prompting, says Thorsheim.

One strategy involves asking the patient about
something specific that is likely to have significance
in their life. For example, if the patient is a war vet-
eran, ask him or her about where they served. If
there aren’t any obvious clues as to significant life
experiences, Thorsheim says caregivers can use the
patient’s surroundings and mementos for topics of
discussion.

Still, patients may be reluctant to open up.
Gaining trust is a hurdle palliative caregivers
must overcome. People withhold trust because
they are not sure what will be done with the
information shared or because they fear the lis-
tener may not find the story interesting, or that

the listener will take a negative view.
It’s not uncommon for palliative caregivers to

begin caring for a new patient who is reluctant
to offer more than short answers to workers’
questions. For example, a simple “How are
you?” garners the response “OK” with little
elaboration on how they are actually feeling.

Thorsheim says it may be helpful if both
speaker and listener establish exactly what will
be discussed so that the speaker will feel comfort-
able and not worry that he or she will share more
than the speaker is willing. For the palliative care-
giver trying to prompt the patient into story-
telling, Thorsheim says it’s important not to
probe too deeply too soon. He recommends
focusing on a picture or object on display in the
patient’s home because it provides a safe bound-
ary between what is open for discussion and
what is too personal.

Practice listening skills

Palliative caregivers can engage in listening
exercises to improve their listening skills and
become more effective at getting patients to open
up. As part of an interdisciplinary team meeting
or an inservice program, Thorsheim says each
attending staff member should bring an object
that has a story behind it.

Attendees should break up into pairs and take
turns telling their stories. The exercise begins
with the listener asking the speaker about the
object. The speaker then responds with a short
answer that does not offer much detail, simulat-
ing reluctance to open up.

“The person has two minutes to tell his or her
story, withholding information to prompt the lis-
tener to ask open questions,” says Thorsheim.
“It’s a powerful exercise. It promotes a level of
conversation that requires trust.”

The listener not only learns to ask more ques-
tions, paraphrasing when appropriate, but also
learns to concentrate on what the speaker is say-
ing to keep the conversation going. The exercise
should last about 20 minutes, and then the two
participants switch roles.

Thorsheim adds that health care workers who
provide care in the home have an ideal opportu-
nity to prompt those isolated by their illness into
reminiscing and looking at their life as a whole,
rather than by the narrow context of their illness.

“It feels good when people listen to us, express
their appreciation of us, are open with us, and
include us,” Thorsheim and Roberts write in their
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book. “When this happens, we have a sense of
well-being and a feeling that our life has mean-
ing. When we are asked to tell stories of our life
experiences and someone listens to us, we feel
empowered.”

[Editor’s note: Copies of I Remember When:
Activity Ideas to Help People Reminisce, by
Howard Thorsheim and Bruce Roberts, are available
by mail through Elder Books, P.O. Box 490, Forest
Knolls, CA 94933, or by calling (800) 909-2673, for
$19.90 each.]  ■

Japanese researchers
report pain studies

Low-dose intrathecal injections of betametha-
sone can provide safe, effective, and long-

lasting relief of intractable pelvic cancer pain, 
and low doses of ketamine can provide effective
relief for neuropathic cancer pain without the side
effects usually associated with the drug, Japanese
researchers report in two separate studies.

Their findings were presented at the Interna-
tional Symposium: Satellite of 9th Congress of 
the Pain Clinic, held recently in Tokyo.

“Steroids are administered systematically in
patients with advanced cancer to treat pain.
Steroids are known to prevent prostaglandin
induction in the spinal cord; we studied [whether]
intrathecal injection of low-dose betamethasone
inhibits severe cancer pain,” said H. Matsumoto 
of Kansai Medical University in Osaka, Japan, in
his report.

Matsumoto and colleagues studied three
patients with intractable pain caused by perineal
or pelvic cancer, administering betamethasone
via intrathecal injection through the L4-L5 inter-
laminal space.

Two of the patients rated their pain as a four or
less on a 1-10 scale for one week following injec-
tion, the researchers report. The remaining patient’s
first injection failed to provide relief. Following a
supplemental injection, the patient experienced
substantial pain relief for one month. None of the
patients reported any negative side effects, accord-
ing to the report, and all reported a satisfactory
improvement in their quality of life.

Low doses of ketamine were found useful in
alleviating intractable cancer pain and neuro-
pathic pain, although researchers have yet to

determine a preferable route to administer the
drug.

“Ketamine, an NMDA receptor antagonist, has
recently been used to alleviate intractable pain.
However, its optimal dose or the preferable route
for its administration has yet to be well estab-
lished,” said S. Takada of Teikyo University in
Japan, in a study that was also presented at the
International Symposium.

Takada and other researchers studied 13 patients
suffering from severe pain refractory to morphine
or nonsteroidal anti-inflammatory drugs, treating
them with 20 mg to 100 mg ketamine daily, admin-
istered epidurally, subcutaneously, or both.

Nine of the 13 patients reported substantial alle-
viation of painful symptoms following ketamine
administration, the researchers said. However,
while eight of nine instances of neuropathic pain
were responsive to ketamine, only two of nine
cases of nociceptive pain were alleviated.

No difference was observed between ketamine
administered epidurally or subcutaneously,
according to the report. The researchers noted
that only one instance of ketamine-related side
effects was observed.

“A small dose (<100 mg/day) of ketamine
could effectively attenuate neuropathic, but 
not nociceptive, cancer pain with minimal side
effects,” Takada concludes in his report. “In
view of previous reports showing neurotoxicity
of spinally administered ketamine, the subcuta-
neous route seems more preferable.”  ■

Joint Commission offers
pain management seminars

Physicians, nurses, and other practitioners will
have the opportunity to learn more about

pain management during a series of one-day
seminars sponsored by the Joint Commission on
the Accreditation of Healthcare Organizations.

The seminars will be held Nov. 15 in East
Elmhurst, NY; Nov. 17 in Hebron, KY; and Dec. 1
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in Mesa, AZ. The three seminars are part of a
five-city series. Previous seminars were held in
Chicago and Austin, TX, in September.

The seminar, Essential Elements of Effective
Pain Management: A Standards-Based Approach,
will cover the following points:

• new pain management standards and their
interpretation;

• implementation strategies;
• cultural, communication, and complemen-

tary medicine aspects of pain management;
• unique aspects of pain management, through

networking with faculty and participants.
Participants also will receive sample pain

assessment tools and information on how to cal-
culate the effectiveness of pain management in
their own organizations through indictors and
performance measures.

The cost of the program is $430 or $440, depend-
ing on the location. For more information or to reg-
ister call (518) 431-7834 (New York); (513) 531-0200
(Kentucky); and (480) 968-1083 (Arizona).  ▼

OK to recommend
marijuana, judge rules

Physicians in California can recommend mari-
juana to patients who may benefit from it with-

out fear of federal authorities stripping them of
their license to prescribe medicine or impose fines.

That’s the ruling U.S. District Judge William
Alsup in San Francisco presented in mid-
September. The ruling follows a temporary
injunction in California that prevented the gov-
ernment from revoking a physician’s license to
prescribe medicine and made it permanent. 

Not a criminal act

California voters approved a medical marijuana
law in 1996, but the Clinton administration threat-
ened physicians by revoking their license to pre-
scribe medicine. Physicians and patients filed a
class action suit in January 1997 against the federal
government. The suit alleged that the government
threat violated California’s free speech rights under
the U.S. Constitution’s First Amendment.

Alsup wrote in his decision that, contrary to 
the governments argument, it is not true that a
mere recommendation will necessarily lead to 

the commission of a federal offense. Such recom-
mendations can lead to lawful and legitimate
responses, he wrote. “In the marketplace of ideas,
few questions are more deserving of free-speech
protection than whether regulations affecting
health and welfare are sound public policy.”  ▼

Therapy recommended 
for identity issues

Learning that you may be the offspring of
donor insemination could lead to an internal

struggle for identity, according to researchers in
the United Kingdom. As a result, they suggest,
specialized therapy may be necessary to help
those individuals.

Researchers interviewed 13 men and three
women ages 26 to 55 who participated in donor
offspring support networks in Australia, Canada,
the UK, and the United States. Questionnaires
asked about the subjects’ experiences and feel-
ings. The results were published in the September
issue of Human Reproduction.

Respondents reported the following:
• feelings of shock;
• mistrust within the family;
• frustration in searching for the biological

father.

Need to know genetic origins

Additionally, respondents said that secrecy
within the family had a negative effect, and they
felt a need to know about their genetic origins.

As a result, the researchers write, the experi-
ences may indicate a struggle to accommodate
and evaluate information about their new identi-
ties as donor offspring. Psychotherapists, they
add, should be aware of the identity issues when
counseling such patients.

In a related article in the same issue, researcher
Claes Gottlieb, MD, of the Sophiahemmet Hos-
pital in Stockholm, Sweden, suggests that legisla-
tion alone isn’t adequate to persuade parents to
tell their donor children about their conception.
Sweden enacted a law in 1985 giving children
born as a result of donor insemination the right 
to receive identifying information about the
sperm donor.

Of the 148 couples interviewed, only 52% had
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told or intended to tell their child. While most had
not informed their child, 59% had told someone
else. The increased risk of children receiving the
information from another source might be harm-
ful to the child, Gottlieb suggests. “We believe that
stimulating ethical discussions within the respon-
sible professional groups is of major importance
as a complementary measure,” he writes.  ■

Terminally ill cancer
patients favor right to die

Terminally ill cancer patients by and large sup-
port legalizing euthanasia and assisted sui-

cide for instances when symptoms become too
painful to bear.

The results of a survey appeared in the Sept. 
11 issue of the Archives of Internal Medicine. Those
who oppose legalizing such practices do so on
religious or moral grounds, researchers reveal.
The findings, they say, suggest that a consensus
between those who oppose and those who sup-
port those practices is unlikely.

“It is apparent from these reasons that people
with different opinions about legalization are not
simply arguing for different sides of the same
issue; rather, their positions are grounded in differ-
ent issues altogether,” concludes Keith G. Wilson,
MD, with The Rehabilitation Centre in Ottawa.

Intolerable pain feared most

Investigators found that of the 70 terminally ill
patients interviewed, 73% believed that euthana-
sia and assisted suicide are acceptable practices,
and 21% thought neither practice was acceptable
and should not be legalized. Overall, if the prac-
tices were legal, 58% said they might decide to
hasten their death if pain and physical symptoms
were to become intolerable.

Researchers point out, however, that pain is
not the only reason terminally ill patients wish to
die. “Psychological and existential dimensions of
suffering — which are perhaps no less central in

determining quality of life — also emerge as
important reasons behind patient requests for
physician-hastened death,” they conclude.  ▼

MedicAlert offers 
advance directives service

Aleading national emergency medical infor-
mation service announced the addition of 

a national repository for end-of-life medical
information.

MedicAlert Foundation, the Turlock, CA-based
information service, launched the service in late
August. Medical preference documents for an
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individual’s end-of-life care directives can be
stored, including life support directives, resusci-
tation, organ donation, living wills, and power 
of attorney.

“This service responds to the need for fast and
confidential access by medical personnel,” notes
Tanya J. Glazebrook, president and CEO of
MedicAlert Foundation. “It’s a natural extension
of our services because we already store and trans-
mit emergency medical information for millions of
members around the world, and are universally
recognized within the health care community.”

Call centers offer help

The repository offers a 24-hour call center
operated 365 days a year in addition to:

• referral service for advance directives forms
and assistance;

• verification of completed forms for all
required signatures and contact information;

• physician and health care agent notification
at enrollment and during medical events;

• family notification service;
• safe storage and transmission of advance

directives regardless of health care setting.
Interested individuals can contact the

MedicAlert Foundation. For more informa-
tion, call toll-free at (888) 904-7630. Web site:
www.medicalert.org.  ▼

Web site helps families
with advance care planning

Anew Internet-based community and resource
network was unveiled in late August to help

families and health care providers with advance
care planning.

Tools for decision making

Jasperon, a Rowayton, CT-based company,
developed the service at no cost to users with
input from a multidisciplinary coalition of
experts from various organizations. Individuals
who access the site (www.jasperon.com) can
complete and immediately store advance medical
directives. The site offers education, guidance
from experts, and interactive tools to help with
communication and decision making.

“As medical advancements outpace discussion

of quality of life issues, it has become increasingly
important for all of us to address end-of-life health
care,” says Robert L. Mitchell, MD, co-founder of
Jasperon.

The site includes four key components:
• an education center providing informa-

tion and advice needed for the advance care
planning process;

• a communication center to help individuals
initiate and maintain communication with their
families, caregivers, physicians, hospices, hospi-
tals, and clergy;

• a document preparation tool informing visi-
tors about available legal documents through
context-based learning and questionnaires that
guide the process for filling out, printing, signing,
and storing legal documents approved for use in
all 50 states;

• a document management service that enables
individuals to keep their advance directives cur-
rent and retrieve them later via the Internet
and/or fax.  ■
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Summary of NIH Guidelines on Use of Federal Funds 
in Stem Cell Research

The following is a summary of the National Institutes of Health (NIH) Guidelines of the Use of Federal
Funds in Stem Cell Research. The complete document can be accessed on the Internet at: www.nih.
gov/news/stemcell/stemcellguidelines.htm.

I. Scope of Guidelines
These Guidelines apply to the expenditure of NIH funds for research using human pluripotent
stem cells derived from human embryos (technically known as human embryonic stem cells) or
human fetal tissue (technically known as human embryonic germ cells). For purposes of these
Guidelines, “human pluripotent stem cells” are cells that are self-replicating, derived from human
embryos or human fetal tissue, and known to develop into cells and tissues of the three primary
germ layers.
Although human pluripotent stem cells may be derived from embryos or fetal tissue, such stem
cells are not themselves embryos. NIH research funded under these Guidelines will involve
human pluripotent stem cells derived from:
1) human fetal tissue;
2) human embryos that are the result of in vitro fertilization, are in excess of clinical need, and
have not reached the stage at which the mesoderm is formed.

II. Guidelines for Research Using Human Pluripotent Stem Cells that is Eligible for NIH
Funding

A. Utilization of Human Pluripotent Stem Cells Derived from Human Embryos
1. Submission to NIH — Intramural or extramural investigators who are intending to use

existing funds, requesting an administrative supplement, or applying for new NIH funding
for research using human pluripotent stem cells derived from human embryos must sub-
mit to NIH the following:
a. an assurance signed by the responsible institutional official that the pluripotent stem

cells were derived from human embryos in accordance with the conditions set forth in
Section II.A.2 of these Guidelines, and that the institution will maintain documentation
in support of the assurance;

b. a sample informed consent document (with patient identifier information removed) and
a description of the informed consent process that meet the criteria for informed con-
sent set forth in Section II.A.2.e of these Guidelines;

c. an abstract of the scientific protocol used to derive human pluripotent stem cells from
an embryo;

d. documentation of Institutional Review Board (IRB) approval of the derivation protocol;
e. an assurance that the stem cells to be used in the research were or will be obtained

through a donation or through a payment that does not exceed the reasonable costs
associated with the transportation, processing, preservation, quality control and stor-
age of the stem cells;

f. the title of the research proposal or specific subproject that proposes the use of human
pluripotent stem cells;

g. an assurance that the proposed research using human pluripotent stem cells is not a
class of research that is ineligible for NIH funding as set forth in Section III of these
Guidelines;

h. the principal investigator’s written consent to the disclosure of all material submitted
under Paragraph A.1 of this section, as necessary to carry out the public review and
other oversight procedures set forth in Section IV of these Guidelines.
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2. Conditions for the Utilization of Human Pluripotent Stem Cells Derived From
Human Embryos — Studies utilizing pluripotent stem cells derived from human embryos
may be conducted using NIH funds only if the cells were derived (without federal funds)
from human embryos that were created for the purposes of fertility treatment and in
excess of the clinical need of the individuals seeking such treatment.
a. To ensure that the donation of human embryos in excess of the clinical need is volun-

tary, no inducements, monetary or otherwise, should have been offered for the dona-
tion of human embryos for research purposes. Fertility clinics and/or their affiliated lab-
oratories should have implemented specific written policies and practices to ensure
that no such inducements are made available.

b. There should have been a clear separation between the decision to create embryos for
fertility treatment and the decision to donate human embryos in excess of clinical need
for research purposes to derive pluripotent stem cells. Decisions related to the creation
of embryos for fertility treatment should have been made free from the influence of
researchers or investigators proposing to derive or utilize human pluripotent stem cells
in research. To this end, the attending physician responsible for the fertility treatment
and the researcher or investigator deriving and/or proposing to utilize human pluripo-
tent stem cells should not have been one and the same person.

c. To ensure that human embryos donated for research were in excess of the clinical
need of the individuals seeking fertility treatment and to allow potential donors time
between the creation of the embryos for fertility treatment and the decision to donate
for research purposes, only frozen human embryos should have been used to derive
human pluripotent stem cells. In addition, individuals undergoing fertility treatment
should have been approached about consent for donation of human embryos to derive
pluripotent stem cells only at the time of deciding the disposition of embryos in excess
of the clinical need.

d. Donation of human embryos should have been made without any restriction or direc-
tion regarding the individual(s) who may be the recipients of transplantation of the cells
derived from the human pluripotent stem cells.

e. Informed consent should have been obtained from individuals who have sought fertility
treatment and elect to donate human embryos in excess of clinical need for human
pluripotent stem cell research purposes. The informed consent process should have
included discussion of the following information with potential donors, pertinent to mak-
ing the decision whether to donate their embryos for research purposes.
Informed consent should have included:

(i) a statement that the embryos will be used to derive human pluripotent stem
cells for research that may include human transplantation research;

(ii) a statement that the donation is made without any restriction or direction
regarding the individual(s) who may be the recipient(s) of transplantation of the
cells derived from the embryo;

(iii) a statement as to whether or not information that could identify the donors of the
embryos, directly or through identifiers linked to the donors, will be removed
prior to the derivation or the use of human pluripotent stem cells;

(iv) a statement that derived cells and/or cell lines may be kept for many years;
(v) disclosure of the possibility that the results of research on the human pluripotent

stem cells may have commercial potential, and a statement that the donor will
not receive financial or any other benefits from any such future commercial
development;

(vi) a statement that the research is not intended to provide direct medical benefit to
the donor;
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(vii) a statement that embryos donated will not be transferred to a woman’s uterus
and will not survive the human pluripotent stem cell derivation process.

f. Derivation protocols should have been approved by an IRB established in accord with
45 CFR §46.107 and §46.108, or FDA regulations at 21 CFR §56.107 and §56.108.

B. Utilization of Human Pluripotent Stem Cells Derived From Human Fetal Tissue
1. Submission to NIH — Intramural or extramural investigators who are intending to use

existing funds, are requesting an administrative supplement, or are applying for new NIH
funding for research using human pluripotent stem cells derived from fetal tissue must
submit to NIH the following:
a. an assurance signed by the responsible institutional official that the pluripotent stem

cells were derived from human fetal tissue in accordance with the conditions set forth
in Section II.A.2 of these Guidelines and that the institution will maintain documenta-
tion in support of the assurance;

b. a sample informed consent document (with patient identifier information removed), and
a description of the informed consent process that meet the criteria for informed con-
sent set forth in Section II.B.2.b of these Guidelines;

c. an abstract of the scientific protocol used to derive human pluripotent stem cells from
fetal tissue;

d. documentation of IRB approval of the derivation protocol;
e. an assurance that the stem cells to be used in the research were or will be obtained

through a donation or through a payment that does not exceed the reasonable costs
associated with the transportation, processing, preservation, quality control, and stor-
age of the stem cells;

f. the title of the research proposal or specific subproject that proposes the use of
human pluripotent stem cells;

g. an assurance that the proposed research using human pluripotent stem cells is not a
class of research that is ineligible for NIH funding as set forth in Section III of these
guidelines;

h. the principal investigator’s written consent to the disclosure of all material submitted
under Paragraph B.1 of this Section, as necessary to carry out the public review and
other oversight procedures set forth in Section IV of these Guidelines.

2. Conditions for the Utilization of Human Pluripotent Stem Cells Derived From Fetal
Tissue.
a. Unlike pluripotent stem cells derived from human embryos, Department of Health and

Human Services funds may be used to support research to derive pluripotent stem
cells from fetal tissue, as well as for research utilizing such cells. Such research is gov-
erned by federal statutory restrictions regarding fetal tissue research at 42 U.S.C.
289g-2(a) and the Federal regulations at 45 CFR § 46.210. In addition, because cells
derived from fetal tissue at the early stages of investigation may, at a later date, be
used in human fetal tissue transplantation research, it is the policy of NIH to require
that all NIH-funded research involving the derivation or utilization of pluripotent stem
cells from human fetal tissue also comply with the fetal tissue transplantation research
statute at 42 U.S.C. 289g-1.

b. As a policy matter, NIH-funded research deriving or utilizing human pluripotent stem
cells from fetal tissue should comply with the informed consent law applicable to fetal
tissue transplantation research (42 U.S.C. 289g-1) and the following conditions. The
informed consent process should have included discussion of the following information
with potential donors, pertinent to making the decision whether to donate fetal tissue
for research purposes.
Informed consent should include:

(i) a statement that fetal tissue will be used to derive human pluripotent stem cells
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for research that may include human transplantation research;
(ii) a statement that the donation is made without any restriction or direction regard-

ing the individual(s) who may be the recipient(s) of transplantation of the cells
derived from the fetal tissue;

(iii) a statement as to whether information that could identify the donors of the fetal
tissue, directly or through identifiers linked to the donors, will be removed prior to
the derivation or the use of human pluripotent stem cells;

(iv) a statement that derived cells and/or cell lines may be kept for many years;
(v) disclosure of the possibility that the results of research on the human pluripotent

stem cells may have commercial potential, and a statement that the donor will
not receive financial or any other benefits from any such future commercial
development;

(vi) a statement that the research is not intended to provide direct medical benefit to
the donor.

c. Derivation protocols should have been approved by an IRB.

III. Areas of Research Involving Human Pluripotent Stem Cells that are Ineligible for NIH
Funding.
Areas of research ineligible for NIH funding include:
A. the derivation of pluripotent stem cells from human embryos;
B. research in which human pluripotent stem cells are utilized to create or contribute to a human

embryo;
C. research utilizing pluripotent stem cells that were derived from human embryos created for

research purposes, rather than for fertility treatment;
D. research in which human pluripotent stem cells are derived using somatic cell nuclear trans-

fer, i.e., the transfer of a human somatic cell nucleus into a human or animal egg;
E. research utilizing human pluripotent stem cells that were derived using somatic cell nuclear

transfer, i.e., the transfer of a human somatic cell nucleus into a human or animal egg;
F. research in which human pluripotent stem cells are combined with an animal embryo;
G. research in which human pluripotent stem cells are used in combination with somatic cell

nuclear transfer for the purposes of reproductive cloning of a human.
IV. Oversight

A. The NIH Human Pluripotent Stem Cell Review Group (HPSCRG) will review documentation of
compliance with the Guidelines for funding requests that propose the use of human pluripo-
tent stem cells. This working group will hold public meetings when a funding request proposes
the use of a line of human pluripotent stem cells that has not been previously reviewed and
approved by the HPSCRG.

B. In the case of new or competing continuation (renewal) or competing supplement applications,
all applications shall be reviewed by HPSCRG and for scientific merit by a Scientific Review
Group. In the case of requests to use existing funds or applications for an administrative sup-
plement or in the case of intramural proposals, institute or center staff should forward material
to the HPSCRG for review and determination of compliance with the Guidelines prior to allow-
ing the research to proceed.

C. The NIH will compile a yearly report that will include the number of applications and proposals
reviewed and the titles of all awarded applications, supplements, or administrative approvals
for the use of existing funds, and intramural projects.

D. Members of the HPSCRG also will serve as a resource for recommendations to the NIH with
regard to any revisions to the NIH Guidelines for Research Using Human Pluripotent Stem
Cells and any need for human pluripotent stem cell policy conferences.

Source: National Institutes of Health, Bethesda, MD.


