
Stem cell therapies: 
Know your limits now
Bedside not the place for crisis of conscience

Accepted clinical therapies developed from embryonic stem cell
research may be years away, but now is the time for health
care providers to ask themselves where they stand on the use

of treatments derived from human embryos.
“When we talk about embryonic stem cell research right now, it’s

just research,” says Nancy Berlinger, PhD, MDiv, deputy director and
associate for religious studies at the Garrison, NY-based The Hastings
Center, an independent, nonpartisan, nonprofit bioethics research
institute. 

“But let’s say the promise delivers,” she offers. “It will have appli-
cation to many different specialties, and the time to think about how
you feel about it is now, not at the bedside.” 

MDs can decide for themselves

As with procedures such as abortion and in vitro fertilization (IVF),
commonly addressed in so-called “conscience clauses,” physicians
have a choice whether they agree with embryonic stem cell therapies
and their use.

In June 2003, the American Medical Association (AMA) approved
recommendations by its Council on Ethical and Judicial Affairs (CEJA)
that cloning for biomedical research is consistent with medical ethics,
according to AMA spokesman Robert J. Mills.

“The CEJA report that was a source of these recommendations
also recognizes that physicians are free to decide whether to partici-
pate in this type of research or to use the products that result from
this research,” he says. “The recommendations also note the critical
importance of appropriate oversight of this research and safeguards
for subjects participating in this type of research.”

How a physician feels about the research end of stem cell medicine
will have a big impact on how she or he feels about the use of any
resulting therapies, says Berlinger.
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But then, she adds, people can change their
minds.

“Sherlock Holmes says in all his novels some-
thing like, ‘It’s a mistake to make judgment in
advance of the facts,’” Berlinger points out.
“There is only so much we can do right now or
know right now, but when we see the fruits of
stem cell research, our feelings might change, or
they might stay the same.”

Medical minds have changed with each wave
of progress. The advent of modern anesthesia in
the 19th century was met by many in the medical
community with great reservation and, in some
cases, outright fear. New families of pharmaceuti-
cals often meet with reluctant acceptance at first. 

“Chiefs of departments can usually think of
many examples that have come up during their
careers,” Berlinger suggests. “They can say, ‘I can
think of when X was considered totally unnatural.’”

In its ethical opinion on cloning for biomedical
research (AMA ethics opinion E-2.146), CEJA
acknowledges that while the welfare of the patient
is paramount, physicians must reach personal
decisions about stem cell research and therapies:
“The conflict [around stem cell use] centers on the
moral status of embryos, a question that divides
ethical opinion and that cannot be resolved by
medical science.” 

Start getting used to the idea

Clinicians — including physicians, nurses,
anesthesiologists, pharmacists, and residents —
in all specialties are likely at some point to
encounter the products of embryonic stem cell
research, Berlinger says, and should start examin-
ing their beliefs about it now.

“You need to ask yourself lots of questions and,
if the moment comes that you realize you would
absolutely not be able to participate in using a pro-
cedure or therapy that is derived from embryonic
stem cells, your obligation is to make that known
to your colleagues well in advance of ever becom-
ing involved in a procedure,” she urges.

One place to start is to learn about embryonic
stem cell research, and apply personal beliefs to
the science. 

“You also should ask yourself how you feel
about IVF,” Berlinger suggests. “IVF leads to the
discarding of a lot of embryos, so if you’re against
embryonic stem cell research, what’s your theory
about IVF?”

These questions are especially important for
residents to consider, she says, because they are
quite likely to be presented with the opportunity
to use stem cell therapies with their patients. 

“Residents might be thinking of this, as their
career is evolving, because it could affect their
career choices,” she says. “They have to engage
the ethical dimensions of it, or at least to under-
stand why people feel about this subject the way
that they do.”

Even though stem cell therapies are not yet
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available outside research programs, they should
be receiving attention at hospital and practice
inservice training and even in grand rounds,
Berlinger suggests.

“We need to make sure physicians understand
the nature of research and where a therapy came
from,” she says. “If it came from embryonic
research, they should know that, because people
have very strong beliefs about this.

“We rarely think about the drug on our shelves
and the research where it began. But this raises
strong moral and personal beliefs, so hospitals
should engage it well, well before the bedside,
because it’s not fair to the patients to compromise
their care at that point.

“Even if someone else drops out — a nurse,
pharmacist, anesthesiologist — that’s a problem
for the health care team. Say it’s an appropriate
procedure — safe and effective — then the clini-
cian is responsible for making sure it’s delivered
appropriately, and if you drop out at the last
minute, then it’s not being delivered appropri-
ately and quality is compromised.”

Berlinger suggests making stem cell topics part
of continuing education and ethics education,
including role-playing centered on a hypothetical
safe, important therapy that is the fruit of embry-
onic stem cell research.

“What do you do when a member of your team
says, ‘I object to that.’? What do you do when you
feel you object to it? Will it change the way people
feel about stem cell research?” she asks.

Far-reaching applications foreseen

Researchers predict the potential application for
human stem cells is as varied as the number of ill-
nesses and injuries. While some types of stem cell
therapy already are commonplace — bone mar-
row transplants, for example — applications
involving cells derived from human embryos are
the most controversial. 

Called “a renewable source” for replacement
cells and tissues, embryonic stem cells are seen as
the source of future therapies for Parkinson’s and
Alzheimer’s diseases, spinal cord injury, stroke,
burns, heart disease, diabetes, osteoarthritis, and
rheumatoid arthritis, among others. 

The Clarksburg, MD-based Stem Cell Research
Foundation predicts that half of all Americans
with presently incurable diseases, injuries, or birth
defects could benefit from stem cell research.
Therefore, experts say, in addition to evaluating
their own feelings about embryonic cell therapy,

physicians should ready themselves to educate
their patients.

Mills says the AMA’s CEJA insists potential
recipients of stem cells derived from cloned
embryos should be afforded the same informed
consent process as participants in clinical trials,
with disclosures about the source of the stem cells.

Furthermore, because there could be unforeseen
contamination by infectious agents and DNA dam-
age during growth of new tissues and organs after
stem cell transplantation, the CEJA states that stem
cell therapies could raise ethical concerns similar to
those surrounding xenotransplantation (animal to
human transplantation), so the informed consent
process for stem cell transplantation should con-
form to that of xenotransplantation.

Conscience clause might apply

Most states have conscience clauses in their
statutes that protect physicians who have consci-
entious objections to performing certain proce-
dures, most commonly surgical abortion. (See
Medical Ethics Advisor, June 2005, p. 68.) But
those conscience clauses might be applicable to
physicians who object to embryonic stem cell
procedures, Berlinger says, depending on how
broadly the states define the laws.

“The term ‘conscientious objection’ generally
refers to surgical abortions when it is applied to
health care, but the term can be used in other con-
texts and with other procedures,” she says. “If it
says ‘physicians,’ does it cover pharmacists and
nurses, too, and does it cover procedures other
than abortion?

“And if the law covers abortion, and you think
a procedure is like abortion [as when embryos are
destroyed during the research process], then are
you covered?”

The right of the health care provider to raise his
or her objections — and when those objections
should be raised — is a subject ripe for discussion at
inservice training or ethics training, Berlinger notes.

“What is the right of the health care provider to
say he or she personally will not participate, and
what is the effect of that to the health care team
and the patient? There are also legal procedures
to consider,” she says.

While patient care is paramount, and no patient
should learn just before undergoing a treatment
that his or her physician has suddenly recognized 
a moral opposition to the procedure, patients are
equally within their rights to refuse a treatment
they are conscientiously opposed to.
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“That’s another question: You have a patient,
and you have a safe, legal treatment that is stan-
dard of care — what do you do?” she asks. “And
it happens all the time. [For example], patients
reject blood transfusions and other standards of
care.”

Sometimes, she says, it just takes time for soci-
ety to adjust to a new idea.

“In the 1800s, there was a real question as to
whether or not women should use anesthesia in
childbirth, because the Bible said that women
would deliver their children in pain,” Berlinger
points out. “But then, Queen Victoria used anes-
thesia when she had her 10 children, and sud-
denly it was OK.”

Having well-known advocates for a cause can
have a big effect on public opinion, she says.

Actor Michael J. Fox (Parkinson’s disease), the
late Christopher Reeve (spinal cord injuries), and
presidential son Ron Reagan (Alzheimer’s dis-
ease) have been vocal in support of embryonic
and nonembryonic stem cell research. But on the
other side of the coin, actor Mel Gibson, President
Bush, and both the late Pope John Paul II and
Pope Benedict XVI have denounced research
using embryos.

“When you have a visible person, it does galva-
nize public thinking,” Berlinger says. Understand-
ing, even if not agreeing with, patients’ views on
stem cell therapies is part of delivering good care,
she adds.

“It’s not all black and white; lots happen in
that messy middle ground,” she says. “We’re all
just people trying to sort things out. So thinking
about them well in advance so you’re ready to
reason them out when they come along in a form
that maybe you haven’t thought about will help
you work through it.”  

Resources

• Stem Cell Research Foundation, 22512 Gateway Center
Drive, Clarksburg, MD 20871. Phone: (877) 842-3442. Web:
www.stemcellresearchfoundation.org.

• National Institutes for Health, U.S. Department of
Health and Human Services, Stem Cell Information Center,
One Center Drive, MSC 0188, Bethesda, MD 20892. Web:
www.stemcells.nih.gov. ■

CME self-reporting: 
Cheating hardly worth it
Top CMS official’s case is an exception, expert says

With the plethora of continuing medical edu-
cation (CME) resources available to most

physicians in the United States — many of them
free or paid for by employers — it would appear
that falsely reporting CME credits would be a
pointless risk.

But that’s just what a top Medicare policy-maker
did, according to his state medical board, which
suspended his license to practice for one year in
May.

“It’s a silly reason to risk losing your license or to
put it in jeopardy,” says Dale Austin, MA, senior
vice president and chief operating officer for the
Federation of State Medical Boards (FSMB), a non-
profit organization of state medical boards that
promotes standards for physician licensure and
practice, and monitors state disciplinary actions
against physicians.

Self-reporting done honestly, usually

Sean Tunis, MD, chief clinical officer for the
Centers for Medicare & Medicaid Services (CMS),
was charged earlier this year by the Maryland
Board of Physicians with falsifying documents sub-
mitted to the state about his CME. The Maryland
board charged Tunis with falsifying records, mak-
ing a false report in the practice of medicine, and
unprofessional conduct in the practice of medicine.
According to the board, Tunis falsified CME certifi-
cates sent to the board indicating he earned more
than 50 CME credits and, additionally, claimed 60
CME credits for grand rounds that the hospital has
no record of him attending.

Following a hearing on May 25, Tunis’ license
was suspended for a minimum of one year, with
two years’ probation to follow. 

While Tunis’ case was seen as a sign of weak-
ness in the current method of reporting CME —
not all states require CME to maintain licensure,
but many medical societies do, and nearly all rely
on self-reporting by physicians — Austin says the
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self-reporting system works nearly all the time. A
big reason for that, he says, is the prevalence of
CME opportunities.

“CME is very, very easy to come by, and it’s
not terribly expensive, so most physicians have
no problem capturing and documenting the
amount of credit they need for reporting pur-
poses,” he says. “So, to go to the effort of falsify-
ing records is really silly.”

Many states and medical associations have on-
line CME accounting systems that permit users to
log in, enter their CME hours, and keep track of
how much they have earned throughout a report-
ing period. Typically, physicians are not required
to submit certification of their earned CME, but
are subject to random audits and are advised to
keep their certificates on file in case of an audit. 

“About two-thirds of our member boards
require CME for re-licensure, and they have vari-
ous reporting systems in place for auditing that
CME,” says Austin. “But in large part, they rely
on physicians self-reporting, and then have vari-
ous audit procedures in place. Usually a certain
percentage, or every fifth [physician] is audited
and followed up for details.”

He acknowledges the system relies on the hon-
esty of the reporting physicians and the deter-
rence of the random audits.

“Is it a perfect system? No,” he says. “But falsi-
fication is a deliberate act, and I think that’s rela-
tively rare. It’s far more common for a doctor to
not meet the timeline, or not meet the required
credit levels.”

States keeping an eye out

While there are some critics who are calling for
a more secure CME credit monitoring system,
states that now require CME for re-licensure rely
on self-reporting. Currently, 39 states require CME
for re-licensure; states that do not require continu-
ing education for MDs are Colorado, Connecticut,
Hawaii, Indiana, Montana, New York, Oregon,
South Dakota, Vermont, and Wyoming, as well as
Washington, DC. Some states maintain separate
boards for osteopaths and MDs.

The FSMB gets reports of between 50 and 80
CME disciplinary actions a year, but few arise
from falsifying CME certificates, Austin says.
During the past five years, the number of reports
each year of falsifying CME reports has ranged
from zero to five for the entire country.

The bulk of CME disciplinary actions arise
from late submissions of CME credits.

The Pennsylvania Medical Society in 2004 put
into effect a CME monitoring system — CME
Tracker — that serves as a repository for physi-
cians’ CME logs. The system lets them keep an
ongoing account of how many CME credits they
have in Categories 1 and 2, and keeps up with how
they are doing in meeting specialty requirements
for CME in patient safety and risk management.

Judd Mellinger-Blouch, director of marketing
for the PMS, says the program doesn’t monitor
the veracity of the information physicians enter,
but by providing physicians a means of keeping
track of what they have earned vs. what they
need, they are less likely to reach the end of the
reporting period and find themselves short.

“It’s simply an online database, but it helps
[physicians] keep their records organized,”
Mellinger-Blouch says. “And it helps with self-
reporting because, if you’re claiming Category 2
credits, you have to keep a journal of all the read-
ing you did, so the tracker can serve as the jour-
nal or log for that.”

Austin says, while cases like Tunis’ draw atten-
tion to the potential for abuse in an honor system
of reporting, in reality, few physicians are willing
to take that risk.

“Look at all they stand to lose, when CME cred-
its are very easy to obtain,” he points out. “It’s just
not going to be worth it to the vast majority.”  ■

Practicing defensive
medicine not uncommon
Tort reform shown to be ineffective 

Although the prevalence of “defensive
medicine” — unnecessary tests, referrals,

treatments, or avoidance of some patients alto-
gether out of fear of malpractice litigation— has
been the subject of debate, a new study reports
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hundreds of physicians in Pennsylvania say they
practice defensive medicine regularly.

Unnecessary deviation from standard care

“Defensive medicine” is defined as a deviation
from sound medical practice that is induced pri-
marily by a threat of malpractice suits. It can take
the form of “assurance behavior,” such as order-
ing unnecessary tests, referrals, or treatment. Or it
can take the form of “avoidance behavior,” such
as refusing to treat particular patients.

David M. Studdert, LLB, ScD, MPH, associate
professor of law and public health and colleagues
at Harvard conducted a study to determine
whether, during a more volatile period in mal-
practice insurance markets, physicians’ uncer-
tainty about the costs and availability of coverage
may induce a wider array of defensive practices,
affecting not only the cost of health care but also
its accessibility and quality. The study was pub-
lished in the Journal of the American Medical
Association in June (2005; 293:2,609-2,617). 

Studdert says Pennsylvania was chosen as the
pool for the study because it has been particularly
hard-hit by malpractice claims and increasing
premiums. The survey was done in 2003, shortly
after several liability insurers had left the state
and premiums charged by the remaining insurers
had risen dramatically.

The survey asked physicians in six specialties
at high risk of malpractice claims — emergency
medicine, obstetrics/gynecology, general surgery,
radiology, orthopedic surgery, and neurosurgery
— about the frequency and nature of their defen-
sive practices. 

More than 90% of the 824 physicians who par-
ticipated in the survey reported using defensive
practices such as over-ordering of diagnostic
tests, unnecessary referrals, and avoidance of
high-risk patients, according to Studdert, a find-
ing that surprised researchers.

“We were surprised that the practice is so
prevalent,” says Studdert, who acknowledges
that opinions on the extent of defensive medicine
differ widely. “It exceeds what was found in most
other studies. The factor that differentiated this
finding was this particular population — special-
ists at high risk of lawsuits in a state hit hard by
the current malpractice crisis.”

He says defensive medicine may supplement
care (with additional testing or treatment, for
example), replace care (e.g., referral to another
physician), or reduce care (if the physician

refuses to treat particular patients). Assurance
behavior practices (sometimes called “positive”
defensive medicine), involve supplying addi-
tional services of marginal or no medical value
with the aim of reducing adverse outcomes,
deterring patients from filing malpractice claims,
or persuading the legal system that the standard
of care was met. Avoidance behavior (sometimes
called “negative” defensive medicine), reflect
physicians’ efforts to distance themselves from
legal risk. Defensive medicine, particularly
avoidance behavior, encompasses both day-
to-day clinical decisions affecting individual
patients and more systematic alterations of scope
and style of practice, Studdert’s team found.

For example, when the standard of care for a
known or suspected diagnosis calls for a few sim-
ple initial tests to evaluate symptoms, physicians
instead will order batteries of additional, often
expensive, tests. The reasoning, physicians and
legal experts say, is that it is easier to defend
against a lawsuit when a test or procedure has
been performed than if it was excluded, even if
the additional tests would not have made a dif-
ference in the outcome. 

The vast majority (93%) of the physicians
surveyed say they practice defensive medicine,
with diagnostic imaging procedures being the
most common act. When asked what their most
recent defensive act was, 43% told researchers
they used imaging technology in clinically
unnecessary circumstances.

Forty-two percent of respondents reported
they had taken avoidance measures to restrict
their practice in the previous three years, includ-
ing eliminating procedures prone to complica-
tions, such as trauma surgery, and avoiding
patients who had complex medical problems 
or were perceived as litigious.

In a 2002 poll, Harris Interactive surveyed 300
physicians, 100 hospital-based nurses, and 100
hospital administrators. Physicians responded that
they order unnecessary tests (79% of respondents),
make unnecessary referrals (74%), suggest unnec-
essary biopsies (51%), and prescribe unneeded
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antibiotics (41%) with the goal of protecting them-
selves against malpractice claims.

Examples of unnecessary care and avoidance
of risky care include performing breast biopsies
in women with lumps unlikely to be cancer, hos-
pitalizing low-risk patients with chest pain, and
eliminating high-risk procedures or abandoning
the practice of medicine altogether.

Decisions based on risk of liability

Studdert says doctors were asked specifically
if their actions were in response to the threat of
liability.

“If it were just a patient asking for additional
tests, I think they would not feel pressed to order
unnecessary tests,” he says. “But in reality, it’s a
little blurry. 

“If the patient asking for the test triggers in the
physician’s mind a threat of liability, then [if the
physician orders the unnecessary test] it’s done for
the explicit purposes of guarding against liability.”

As for possible solutions that might help physi-
cians abandon some defensive medical practices,
Studdert says he hopes those do not include more
of the same tort reform measures that have been
put in place already.

“What I hope [the study findings] don’t stimu-
late is further single-minded focus on tort reform
and caps on damages,” he says. “We’ve seen tort
reforms in the past, and I think more creative
solutions are called for.”

He wrote that efforts to reduce defensive medi-
cine should concentrate on educating patients and
physicians about appropriate care in the clinical sit-
uations that most commonly prompt defensive
medicine, and decrease the financial and psycholog-
ical vulnerability of physicians in high-risk special-
ties to fluctuations in the liability system.

Peter P. Budetti, MD, JD, of the University of
Oklahoma Health Sciences Center in Oklahoma
City, who wrote an editorial accompanying the
report by Studdert’s team, says the tort reform
measures taken thus far in the United States
have failed to stem the rising tide of medical lia-
bility claims, indicating that efforts should be
focused instead on reducing the number of
medical errors and, consequently, the number 
of lawsuits.

“[N]ow is the time for the disparate and
opposing forces to find a way to focus together
on the large number of patients who die unnec-
essarily each year from medical errors rather
than a continuance of actions reflecting the

visceral antipathy of many physicians and
lawyers to one another,” he wrote.

Resources

• Harris Interactive/The Harris Poll, “Most Doctors
Report Fear of Malpractice Liability Has Harmed Their
Ability to Provide Quality Care: Caused Them to Order
Unnecessary Tests, Provide Unnecessary Treatment and
Make Unnecessary Referrals.” May 2002. Available on-line at
www.harrisinteractive.com/harris_poll/index.asp?PID=300.

• Budetti PP. Tort reform and the patient safety move-
ment — Seeking common ground (editorial). JAMA 2005;
293:2,660-2,662. ■

Fight ‘opiophopbia’ 
to give pain patients relief
Past dependence not always a contraindication

The use of opioids for pain relief is limited by
what some have called “opiophobia,” or the

fear that patients will become addicted to the
drugs. The Veterans Health Administration (VHA)
has spelled out a means of addressing the draw-
backs to opioid therapy and reducing the fear of
prescribing opioids.

First, physicians must be sure they understand
the meaning of tolerance, dependence, substance
abuse, addiction, and pseudoaddiction.

Tolerance, or neuroadaptation to the effects of
opioids, and physical dependence can be expected
with opioid use, but do not in themselves imply
addiction.

Substance abuse is the use of a drug for non-
therapeutic purposes or other than as intended.

Addiction is a pattern of behaviors including
drug craving, compulsive use, continued use
despite adverse consequences, and impaired con-
trol of drug use; pseudoaddiction is an iatrogenic
condition resulting when undertreatment of pain
causes patients to behave in ways that seem to
suggest addiction, such as drug-seeking behavior.

Assess candidates for use

Physicians should assess patients with chronic
pain that has not been relieved by other means to
determine if they are candidates for opioids. If
opioids are determined to be a clinically sound
therapy, they should not be rejected because of
their addictive properties alone, according to the
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VHA recommendations.
In assessing patients for opioid therapy, atten-

tion should be given to their history of pain relief
medications, substance use or abuse history, and
the complexity of their symptoms. Patients with
pain and comorbidities (e.g., substance use disor-
ders, psychiatric disorders) should be referred to
pain specialists for evaluation and treatment, the
VHA recommends.

VHA ethicists who researched the topic wrote
that even patients with current or past history of
drug abuse or addiction should not be automati-
cally excluded from opioid therapy, and that the
clinical ethical imperative “is clear: Like all other
patients, patients with current or previous sub-
stance use or addiction are entitled to the most
effective pain management attainable.” 

Formal agreements set goals, expectations

Formal pain management agreements among
patients, family members or caregivers, and

health care providers can be valuable tools for
communicating expectations and goals. The VHA
recommends agreements that establish realistic
expectations and attainable goals, and educate
patients, family, and caregivers about the risks
and benefits of the drugs. The agreements should
specify how the medication is to be dispensed
and used, the terms for receiving opioid therapy,
and the consequences should the agreement be
breached. (See “Pain Management Agreement,”
left.)

Resource

• National Center for Ethics in Health Care, Veterans Health
Administration. “Ethical considerations in opioid therapy for
chronic pain.” In Focus April 2005. Accessible on the web at
www1.va.gov/vhaethics/download/InFocus/InFocus_April
05.pdf. ■

NIH’s new ethics reform 
stirs up trouble in house
Employees say requiring divestiture too harsh

The National Institutes of Health (NIH) found its
sweeping new ethics changes were proving a

hard pill for its employees to swallow. As a result,
they supplemented it with proposals that respond
to actual and threatened resignations by some of the
key NIH employees who say the new regulation,
which requires employees to divest themselves of
outside consulting and investments with pharma-
ceutical and biotech industries, is too restrictive.

“Nothing is more important to me than preserv-
ing the trust of the public in NIH. It is unfortunate
that the activities of a few employees have tainted
the stellar reputation of the many thousands of
NIH scientists who have never compromised their
integrity and have selflessly served the nation with
great distinction through their discoveries,” NIH
director Elias A. Zerhouni, MD, stated when the
new regulation was announced in February. “I am
confident that these new rules will prevent the
recurrence of past abuses and will go a long way in
preserving the historic role of NIH as the primary
source of unbiased scientific health information for
the country.” 

The new regulation focuses on outside activities,
financial holdings, and awards for all NIH employ-
ees. Over the past year, NIH has been addressing
the ethics issues raised by the outside consulting
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Pain Management Agreement
Opioid agreements should include discussion
of:
• Goals of therapy: to minimize suffering and

improve functioning (physical and psychosocial)
• Education about opioids: side effects, depen-

dence, addiction, withdrawal, safety concerns
• How medication will be prescribed (e.g., by

designated provider or team) and dispensed
(e.g., at scheduled appointments only)

• Conditions for using opioids responsibly, e.g.,
obligation to: 
— report side effects;
— report concurrent use of other medications 

(prescription or over the counter);
— refrain from using alcohol or street drugs;
— refrain from sharing, selling, or trading 

medications;
— keep medication safe and report loss or 

theft;
— report increased pain;
— refrain from adjusting dose without 

consultation;
— accept monitoring and random drug 

screening.

Source: National Center for Ethics in Health Care, Veterans
Health Administration, Washington, DC. 



activities of several of its employees. NIH con-
ducted reviews of these activities, established a cen-
tral review committee, convened a blue ribbon
panel to help develop NIH-wide policy, responded
to congressional inquiries, and testified at public
hearings in the House and Senate. At the conclusion
of all those research steps, Zerhouni announced it
was evident that NIH needed to expand its system
of oversight to ensure that conflicts of interest —
even the appearance of conflicts — were prevented
in the federally funded agency.

NIH announced the rules would be subject to
revision as time passed, but almost immediately,
employees demanded changes.

Cuts to moonlighting, investing

Under the new rules, all NIH employees are
prohibited from engaging in certain outside
employment with substantially affected organiza-
tions, including pharmaceutical and biotechnol-
ogy companies; supported research institutions,
including NIH grantees; health care providers
and insurers; and related trade, professional, or
similar associations. 

Investments in organizations substantially
affected by NIH, such as the biotechnology and
pharmaceutical industries, are also not allowed
for those employees who are required to file pub-
lic and confidential financial disclosure reports,
and are restricted for other staff.

In a memorandum to employees in February,
NIH deputy director Raynard S. Kington, MD,
PhD, wrote that NIH fellows “will not be required
to divest all of their holdings in biotechnology,
pharmaceutical, and medical device companies or
the like . . . however, they will be required to report
all stock holdings in these types of companies so
these financial interests can be evaluated for specific
conflicts of interest with their assigned activities at
the NIH.

“Thus, on a case-by-case basis, a fellow may be
required to divest particular assets that are deter-
mined to potentially conflict with their official
duties,” he added.

The Assembly of Scientists, an organization
that represents the concerns of NIH intramural
scientists regarding ethics issues, says the new
rules go too far.

The organization agrees with conflict-of-inter-
est rules, in general, to prevent a real or apparent
conflict of interest, but the new rules, particularly
regarding employees’ stock holdings in drug and
biotech companies, will drive away current and

prospective employees.
In fact, almost immediately after the rules 

were announced, a high-ranking NIH chief,
James F. Battey, MD, PhD, director of the National
Institute on Deafness and Other Communication
Disorders and director of NIH’s stem cell pro-
gram, announced he would leave NIH because a
trust fund in his family would be in violation of
the new rules.

Battey has since reversed his decision to leave,
telling The Washington Post he has been assured
that finalization of the new rules will rectify 
the problems he anticipated with his family’s
investments.

A Duke University physician-scientist who at
first refused a job as an NIH director because of
the rules has decided to take the job as a result 
of changes to the new rules, NIH announced in
May. While the modifications to the new rule
have not been disclosed yet, NIH spokesman
John Burklow said in a release, “As stated before,
[Health and Human Services] has committed to
adjusting regulations based on comments, and
we remain confident that the adjusted rules will
be fair and reasonable while assuring the public
that NIH remains a source for unbiased scientific
information.”

Employees were not alone in their concern
over the new rules.

In a letter to Zerhouni, congressman Chris Van
Hollen (D-MD) questioned the “shotgun approach”
to ethics reform, and wrote that “the deleterious
effect of these rules on the ability of the NIH to
recruit and retain the caliber of scientists required
by its special mission is of great concern to me.” 

Updated information on the NIH’s conflict-of-
interest rules is available on-line at www.nih.
gov/about/ethics_COI.htm.  ■

Illinois OKs ‘Sorry Works!’
to curb malpractice suits
Pilot program receives bipartisan support 

Illinois has become the first state to enact legisla-
tion based on the idea that an apology might

serve as the most effective means to stop some
medical malpractice lawsuits.

Based on the Sorry Works! program (see
Medical Ethics Advisor, March 2005, p. 25),
Illinois Senate Bill 475 creates a pilot program
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that Gov. Rod Blagojevich signed into law in early
June. The pilot program allows two Illinois hospi-
tals to try Sorry Works! risk-free for a two-year
period. The bipartisan legislation was backed by
the Sorry Works! Coalition, a national organiza-
tion dedicated to educating doctors and hospitals
about the value of apologies and upfront com-
pensation in reducing lawsuits, liability costs,
and medical errors. 

The ideas behind Sorry Works! are, in the case
of an adverse incident: 

• Hospitals and physicians review the incident
thoroughly, no matter what the investigation
reveals.

• The hospital contacts the family/patient and
schedules a meeting, preferably with the family’s
lawyer present.

• If a mistake was made, “I’m sorry” is the 
first step, followed by a plan by the hospital and
physician for the mistake not to happen again.

• If no mistake was made, sympathy and full
disclosure of the patient’s file and the investiga-
tion record are offered.

Doug Wojcieszak, founder and spokesman for
the Sorry Works! Coalition, says that in the best
scenarios, families’ questions are answered, they
are fairly compensated (if deemed appropriate),
and lawsuits that would have been filed simply
out of anger are avoided.

“We’re thrilled that Sorry Works! passed the
Illinois General Assembly,” he says. “This pro-
vides important exposure for our efforts and
extra incentives for doctors and hospitals to try
Sorry Works!” 

Under the Illinois plan, the state will establish
a committee of medical, insurance, and legal
experts to administer the pilot program. The com-
mittee will determine if lawsuits and liability
costs increase, remain the same, or are reduced
with Sorry Works! The state of Illinois will cover
the difference in costs between the new norm and
the old norm if costs rise; however, if lawsuits
and costs go down under Sorry Works!, the hos-
pitals will enjoy the savings and the state won’t
incur any costs. 

“Lawsuits and costs have dropped in every
hospital that has tried Sorry Works!, so we expect
more of the same here in Illinois with our pilot
hospitals,” Wojcieszak adds. 

The program has worked successfully at hospi-
tals such as the University of Michigan Hospital
System, Stanford Medical Center, Children’s
Hospitals and Clinics of Minnesota, and the VA
Hospital in Lexington, KY. 

“The pilot program simply provides an extra
incentive for hospitals to try this approach, and it
removes the excuses of the doubters, but the ben-
efits of Sorry Works! — lower lawsuits, liability
costs, and medical errors — should be incentive
enough to try this approach. That is why we have
seen several hospitals already adopt Sorry Works!
on their own, and more can do so without wait-
ing for state or federal legislators,” he adds. 

The Sorry Works! Coalition will now target
other states to start pilot programs and will also
work with federal legislators. 

The president-elect of the Illinois Trial Lawyers
Association praised the new law as an attempt
“to think outside the box,” while the state medi-
cal society released a statement supporting the
law so long as doctors’ apologies are not held
admissible in court should the apology route fail
and cases go to court. The medical society will
continue to seek legislative caps on damages for
pain and suffering.

For more information on Sorry Works!, go to
www.sorryworks.net.  ■

No reprieve for condemned
would-be organ donor

Aconvicted murderer who sought a reprieve so
he could donate his liver to his ill sister was

executed in May after Indiana Gov. Mitch Daniel
was advised by doctors that Gregory Scott Johnson
was not a good candidate to be a donor, and that
his sister, Debra Otis, would likely receive a donor
organ through regular channels within a matter of
months. Johnson’s bid to become an organ donor
resurrected debate about the ethics of accepting
organs from condemned inmates. 

The basis behind laws prohibiting inmates
from donating organs is the question of whether
an incarcerated person is free to make such deci-
sions without pressure. 

Johnson, 40, died by lethal injection, and the
toxins used in that form of execution render
organs unfit for transplantation. In his decision
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not to grant clemency, Daniels cited that doctors
advised him Johnson was not a good candidate to
be an organ donor because he was overweight
and had possible exposure to hepatitis B. In addi-
tion, Otis’ condition, including the likelihood that
the nonalcoholic cirrhosis that she suffers will
require her to have a kidney transplant in addi-
tion to a liver transplant, makes her a better can-
didate to receive both organs from a single donor,
doctors said.

A handful of other inmates have been permit-
ted to donate kidneys to family members.  ▼

Woman in end-of-life fight
dies, still on ventilator

Aterminally ill woman whose daughter fought
to keep her on life support died in early

June, before a court-ordered date for her ventila-
tor to be removed. Barbara Howe, 80, who suf-
fered from amyotrophic lateral sclerosis (ALS), or
Lou Gehrig’s disease, had been on life support at
Massachusetts General Hospital since 1997. The
hospital sought to remove her from the ventilator
that kept her breathing, but her daughter, Carol
Carvitt, sued to block the action. Howe was

scheduled to be taken off the ventilator June 30.
Howe died of complications of ALS.

In March, after a closed-door meeting with a
judge, Carvitt and the hospital agreed to halt the
ventilator, ending a two-year lawsuit between 
the two parties. Carvitt, Howe’s health care
proxy, argued, though the hospital’s ethics com-
mittee ruled unanimously that the continued
treatment was “inhumane,” her mother was men-
tally alert, even though she could not speak, eat,
or move. Carvitt said she agreed to the decision
to remove the ventilator because she believed the
court would rule against her.  ▼

High court: Rx marijuana 
users can be prosecuted

Federal authorities may prosecute sick people
whose doctors prescribe marijuana to ease

pain, the Supreme Court ruled in June, conclud-
ing that state laws don’t protect users from a
federal ban on the drug. The decision is a defeat
for marijuana advocates who had successfully
pushed 10 states to allow the drug’s use to treat
various illnesses. Justice John Paul Stevens, writ-
ing the 6-3 decision, said Congress could change
the law to allow medical use of marijuana. 

The closely watched case was an appeal by the
Bush administration in a case involving two seri-
ously ill California women who use marijuana.
The court said the prosecution of pot users under
the federal Controlled Substances Act was consti-
tutional, though Stevens said the court was not
passing judgment on the potential medical bene-
fits of marijuana. In a dissent, Justice Sandra Day
O’Connor said states should be allowed to set
their own rules.

“Our national medical system relies on proven
scientific research, not popular opinion,” John
Walters, director of the National Drug Control
Policy, stated in a press release upon the ruling.
“To date, science and research have not deter-
mined that smoking marijuana is safe or effective.” 
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to get their patients better
coverage or care? 

■ Newborn genetic
screening

■ Terminal sedation ■ Hospital ad tactics
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BINDERS AVAILABLE

MEDICAL ETHICS ADVISOR has sturdy plastic
binders available if you would like to store back issues of
the newsletters. To request a binder,
please e-mail ahc.binders@thomson.
com. Please be sure to include the name
of the newsletter, the subscriber number,
and your full address. 

If you need copies of past issues or prefer on-line,
searchable access to past issues, go to www.
ahcpub.com/online.html.

If you have questions or a problem, please call a cus-
tomer service representative at (800) 688-2421.



California’s medical marijuana law, passed 
in 1996, allows people to grow, smoke, or obtain
marijuana for medical needs with a doctor’s
recommendation. Alaska, Colorado, Hawaii,
Maine, Montana, Nevada, Oregon, Vermont, 
and Washington have similar laws.  ■
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CCMMEE  QQuueessttiioonnss

1. The American Medical Association’s Council
for Ethical and Judicial Affairs has issued an
opinion on stem cell research that makes
which of the following recommendations
regarding informed consent when applying
clinical therapies that arise from embryonic
stem cell research?
A. Informed consent that conforms to that of 

a clinical trial
B. Informed consent that conforms to xeno-

transplantation
C. Informed consent that discloses the 

source (i.e., embryos) of the stem cells 
used in the therapy

D. All of the above

2. When assessing patients for opioid therapy,
which patients should be referred to pain spe-
cialists for further evaluation and treatment,
according to Veterans Health Administration
medical ethicists’ recommendations?
A. Patients with a history of pain medication 

use
B. Patients with a past history of substance 

abuse
C. Patients with comorbidities such as 

psychiatric disorders
D. Patients with complex symptoms

3. What percentage of the Pennsylvania physi-
cians in practices at high risk for malpractice
litigation (emergency medicine, obstetrics/
gynecology, general surgery, radiology, ortho-
pedic surgery, and neurosurgery) told Harvard
researchers they use defensive medicine
practices such as overordering of diagnostic
tests, unnecessary referrals, and avoidance of
high-risk patients?
A. less than 15%
B. 25%
C. 75%
D. more than 90%

4. Condemned prisoners usually are denied per-
mission to serve as organ donors because
there are ethical questions about their free-
dom to make such choices.
A. True
B. False

Answers: 1-D; 2-C; 3-D; 4-A. 

CME instructions

Physicians participate in this continuing
medical education program by reading the

issue, using the provided references for fur-
ther research, and studying the questions at
the end of the issue. Participants should
select what they believe to be the correct
answers, then refer to the list of correct
answers to test their knowledge.

To clarify confusion surrounding any ques-
tions answered incorrectly, please consult the
source material. After completing this activity,
you must complete the evaluation form pro-
vided at the end of each semester and return
it in the reply envelope provided to receive a
certificate of completion. When your evalua-
tion is received, a certificate will be mailed to
you. ■
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