
Prostate biopsy mix-up shows need 
to meet liability problems head-on
Hospital admits false-negative reports, faces bad publicity

Administrators at a hospital in the Boston area recently faced a
devastating discovery: Several years ago, 19 men had been told
their prostate biopsies were negative when they had cancer. The

hospital and the individual pathologists faced massive liability, and the
hospital risked losing its good reputation in the community.

The hospital took an active approach in its response, providing the
community with information soon after the false test results became pub-
lic knowledge. That is the perfect response to such a tragic mistake, says
Michael Zuckerman, JD, assistant professor of risk insurance and health
care management at Temple University’s Fox School of Business and
Management in Philadelphia. “The public can be very forgiving, “ he
says. “If the hospital knows what happened, it has an obligation to tell
the public and explain what you’re doing to mitigate the situation. Then
your customer base is going to say, ‘Fine, they had a problem and they
corrected it.’”

While a hospital can’t release information freely when there may be a
lawsuit, Zuckerman says there’s nothing wrong with telling the truth. If
you know mistakes were made at your facility and you will not argue
that in a malpractice suit, he advises giving the information to the public.
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Executive Summary
Subject:
The recent discovery of false-negative prostate cancer test results at a Boston hos-
pital shows the liability risks for hospitals in such situations, and it highlights the
need to take action when facing a public relations disaster.
Essential points:
❏ Alert your insurance carriers quickly when facing major liabilities.
❏ Your image in the community is as important as any monetary payout.
❏ Involve your public relations department in crisis planning.
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“I compare it to the situation that the manu-
facturer faced when there was tampering with
Tylenol,” he says. “They moved quickly to pull
the product from shelves and calm the public.
They showed that they were willing to lose
money initially to protect the public, and it paid
off for them handsomely in retaining their criti-
cal customer base.”

Admit errors, assure public of improvements

That was the hope of administrators at Sturdy
Memorial Hospital in Attleboro, MA. Adminis-
trators immediately decided to be forthright 
with the media, says Sharon Simoneau, ASHRM,
CHRM, director of risk management, quality
assessment, and medical staff services at the 138-
bed hospital. After contacting the patients who
were involved, hospital officials decided to be as
honest as possible in response to media inquiries,
and that meant admitting the hospital’s patholo-
gists had made errors.

“Early and honest reporting was definitely
the best thing we could have done,” Simoneau
says. “We also made sure the patients had been
contacted before the media reported anything,
so that we could say, ‘If you haven’t received a
phone call, your biopsy was not involved in
this.’ That was very reassuring for our patients
to know that.”

She says the hospital leadership wanted to
release as much information as possible without
breaching confidentiality of patients. The hospital
involved legal counsel right away, partly to make
sure the information being provided to the many
regulatory agencies was not privileged. 

President and CEO Linda Shyavitz announced
soon after the discovery that the 19 prostate biop-
sies were indeed misread between 1995 and 1997.
She said the hospital had reviewed 279 tests,
finding that two pathologists had misread 20
biopsies on 19 patients. The hospital is continuing
to review 15,000 additional biopsies, she said in a
statement released to the media.

Hospital officials were alerted to the misread
biopsies recently when a patient tested positive
for prostate cancer, and the doctor checked the
earlier test result to see why the cancer had not
been caught sooner. Early detection of prostate
cancer greatly improves the survival rate. Two 
of the 19 patients since have died of unrelated
causes.

“We want all patients to understand we don’t
hide our errors,” Shyavitz says. “Our concern is
the patients we take care of.”

In speaking with the media, Simoneau says
hospital officials were careful not to say any-
thing that sounded like an excuse. Although
prostate biopsies are known to be difficult to
read, hospital officials did not say that because 
it might have sounded defensive. But Simoneau
says they were pleased to hear objective pathol-
ogy experts point out that fact in national news
stories.

The Massachusetts State Board of Registration
announced that the two pathologists accused of
making the errors recently volunteered to give
up their medical licenses while the charges are
under investigation. They agreed not to practice
medicine for 60 days and resigned their posi-
tions at the hospital. Shyavitz says no disci-
plinary action was taken against them.

Simoneau says there has been no indication 
so far that any patients intend to sue the hospi-
tal, but Zuckerman says failure-to-diagnose 
malpractice lawsuits are inevitable in this situa-
tion. He notes that the hospital would not have
been any better off if the pathologists were not
employed by the hospital. The courts have made
it clear that you’re responsible for anything that
happens within the walls of your hospital, he
says.

“Whether that’s justified or not is hard to 
say until we see all the facts about the hospital’s
involvement, but I don’t see how they’re going 
to get out of it,” he says. “I would urge them to
settle the cases as quickly and as early as possi-
ble. If they stonewall, they’re just looking at very
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large damage assessments down the road.”
A risk manager on the insurance side agrees

that lawsuits are inevitable. R. Stephen Trosty, 
JD, MHA, director of risk management at Mutual
Insurance Corporation of America in East Lansing,
MI, says the plaintiffs are likely to argue that they
missed the opportunity to take advantage of thera-
pies proven useful in treating prostate cancer
when caught early. If they can prove the prostate
cancer has spread significantly since the time of
the biopsy, they will have a good case for a large
damage award, he says. 

“One thing that may be to the hospital’s
advantage is that prostate cancer is one of the
slowest spreading forms of cancer,” Trosty says.
“But there really is not any hope of evading the
damages here. The question is not are they going
to pay, but how much.”

(See box at right for advice on notifying your
insurance carrier. See p. 80 for more on how the
mix-up occurred and what the hospital has done
to prevent recurrences.)

JCAHO not yet involved in investigation

Trosty notes that the hospital may have miti-
gated some of the damage by notifying patients
promptly when the errors were discovered and
going beyond any requirements to look for more
misread biopsies. Those steps may explain why
the hospital has not been served papers from any
of the patients, but he says the good will proba-
bly won’t last. Lawyers very likely are working
with the patients already, and he says it is just a
matter of time before the hospital is involved in a
number of devastating lawsuits.

Early prostate cancer treatment can preserve
sexual function, unlike some treatments used
later in the course of the disease, Trosty notes.
That raises the possibility of patients suing for
loss of consortium, he says. 

The Joint Commission on the Accreditation 
of Health Care Organizations (JCAHO) in Oak-
brook Terrace, IL, has not yet approached Sturdy
Memorial Hospital about treating the biopsy mix-
up as a sentinel event, and Simoneau says she 
is not considering self-reporting. The incident 
has received widespread media attention, so it 
is likely JCAHO knows about it already, and
Simoneau says she is content for now to wait 
and see if the incident must be treated as a 

sentinel event. She is busy responding to a host of
state and local regulatory agencies, and she says
the hospital already is gathering the information
that would be necessary for the root-cause analy-
sis required after a sentinel event.

Simoneau says handling the crisis is “probably
the most stressful thing I’ve ever done. I don’t
think we’ve seen the worst of it. We don’t know
exactly what the repercussions will be.”
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Alert your insurance carrier 
when facing major liability

Don’t hesitate to notify your insurance carrier
when a crisis hits and you may face major lia-

bility, says Michael Zuckerman , JD, assistant
professor of risk insurance and health care man-
agement at Temple University’s Fox School of
Business and Management in Philadelphia.

“You don’t want your carrier to read about it in
the newspaper,” he says. 

A quick notice to your carrier can help prevent
the carrier from claiming you compromised its
defense by waiting too long to inform it, he says.
Your insurance policy probably includes language
declaring that the carrier can deny coverage if
you keep an incident secret and try to handle it on
your own.

The risk manager at Sturdy Memorial Hospital in
Attleboro, MA, recently rocked by revelations that
dozens of prostate biopsies were misread, agrees
with Zuckerman. Sharon Simoneau , ASHRM,
CHRM, director of risk management, quality
assessment, and medical staff services, says she
notified the hospital’s insurance carrier almost
immediately upon being informed of the problem. 

That does not mean that you have to notify
your carrier of every little thing that happens, but
Zuckerman suggests playing it safe. If the inci-
dent is big enough that you think your carrier
might want to know, go ahead and notify the car-
rier, he says. 

“Some will say there is a downside to that
because it may have an impact on your renewal
or your rates,” he says. “But if no case material-
izes or there is no significant payout, the carrier
suffers no losses and there should be no damage
to the relationship. It’s possible they could say,
‘You have a lot of things going on so we’ll raise
your premiums,’ but I don’t think that outweighs
the risk of keeping secrets from your carrier.”  ■
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One of the primary goals when responding to 
a crisis should be maintaining your reputation in
the community, Zuckerman says. You will find
your organization’s public relations department
to be a major ally in that effort, he says. To make
the most use of their skills, you should include
them in the crisis planning. “I’m amazed at how
many organizations still do not involve public
relations in the crisis planning efforts,” he says.
“Don’t just throw it in their laps when a crisis hap-
pens. Get them in on the planning so that they
know their roles when something happens, just
like everyone else knows how to respond without
asking. They will have a major impact on how
your institution weathers the storm.”

Many risk managers have authority over the
organization’s public relations department, espe-
cially in a crisis, and will determine what sort of
information is released. Be careful not to take too
much responsibility in that role, he cautions. For
instance, he says it is not a good idea for the risk
manager to act as spokesperson for the hospital.

“You shouldn’t be the one in front of the cam-
eras. You’re too close to the fire,” he says. “In a cri-
sis, there will be adrenaline flowing through [you]
and [you’re] going to be excited. It’s like a weath-
erman during a big storm. You could say the
wrong thing, maybe get defensive. If you’re under
fire from the media and you let it slip out that you
don’t think this case is worth much of a payout,
you’re in big trouble.”

Zuckerman also suggests that the risk man-
ager should not take complete responsibility 
for deciding what information is released to the
media. You may be heading the crisis manage-
ment effort, but he suggests that a group of
senior executives should decide what informa-
tion is released.  

“Cool heads prevail when several people get
together on important decisions,” he says.  ■

Oversight improvements 
to prevent misreadings
Two doctors must read all significant biopsies

Administrators at Sturdy Memorial Hospital
may never know exactly how pathologists

misread 19 prostate biopsies between 1995 and
1997, but the risk manager says recent improve-
ments in oversight should practically eliminate
the chance of it happening again.

The biopsies clearly were misread, says
Sharon Simoneau, ASHRM, CHRM, director of
risk management, quality assessment, and medi-
cal staff services at Sturdy Memorial Hospital in
Attleboro, MA. 

Why they were misread is difficult to deter-
mine. Prostate biopsies are known to be hard to
read, but one of the two pathologists involved
was the chief of pathology, and the other also
was very experienced. 

“We can consider a number of different rea-
sons that they may have misread the biopsies,
but we may never know which one it was,”
Simoneau says. “But whatever it was, we’ve
implemented strategies that should address 
all those possibilities.”

The hospital already had begun to upgrade its
biopsy oversight a year before the mix-up was
discovered, Simoneau says. Additional changes
were made in response to the misread biopsies,
all consisting of steps to ensure redundancy in
the biopsy reading process. 

“Now two physicians have to read diagnosti-
cally significant biopsies,” she explains. “All
breast and prostate biopsies now are read by two
pathologists, and so is any biopsy that necessi-
tates radical surgery. We’re assuming that there
was only one read on the biopsies that were 
misread.“

In addition to the prostate biopsies performed
between 1995 and 1997, the hospital is having an
outside provider review all diagnostically signif-
icant biopsies in the same period, on the theory
that patients naturally will wonder about any
other biopsy performed at that time. The hospi-
tal has sent 15,000 biopsies, expecting that about
6,000 will be diagnostically significant and
require close review.  ■
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Lawsuit questions use of
informed consent waiver
Physicians still may be exposed to risk

Informed consent has become an ingrained part
of health care in the United States, and risk

managers depend on clinicians to follow the
proper procedures when informing a patient of
the risks of a procedure. But what if the patient
says he or she does not want to hear about the
risks, choosing instead to just trust the doctor?

The law in some states specifically allows
patients to make such a request, even though it
does not happen very often. But if the patient
chooses to invoke that right, risk managers say
providers can be challenged by this topsy-turvy
situation. If you don’t handle it properly, they
say, you can put yourself at significant risk if the
patient later sues for malpractice. A jury may
decide that the doctor used the waiver because he
or she was trying to keep the risks of the proce-
dure secret from the patient, practically guaran-
teeing a huge award.

Consent waiver is rarely used

An informed consent waiver is used rarely
even in states where the law specifically allows it,
says Steve Johnson, director of risk management
for Wellstar Health System in Marietta, GA. A
malpractice lawsuit in Georgia has drawn atten-
tion to the matter, with some risk managers won-
dering if their providers are familiar with how to
use the waiver. Johnson says he suspects that
most physicians are unfamiliar with the waiver

because it is so seldom used. That could increase
the likelihood that it is misused, he says. 

“We’ve drummed into these doctors the need
for informed consent and how to document that,
but I doubt anybody tells them how to handle a
waiver to receive information,” Johnson says.
“That’s not good, because if the need arises, you’d
better hope they do it correctly. Otherwise, you’re
going to have a problem on your hands if the
patient takes you to court.”

Patient alleges she was tricked

Without solid documentation that the patient
insisted on using the waiver, a plaintiff’s attorney
could argue that the doctor used the waiver
because he or she did not want to reveal the true
risks of the procedure to the patient. That is the
situation with the Georgia case involving Camran
Nezhat, MD, FACOG, a renowned gynecological
surgeon operating at Northside Hospital in
Atlanta. He is being sued by a former patient,
Stacey Mullen, who alleges that Nezhat botched
an operation to treat her endometriosis by remov-
ing tissue from her bowel laparoscopically. The
facts are in dispute, but in court documents the
two parties agree that Mullen signed a Waiver of
Right to Receive Information instead of a stan-
dard informed consent form.

Mullen says she never asked for the waiver
and expected to be told of all the risks. The attor-
ney for the doctor says Nezhat accidentally
handed Mullen a waiver form instead of the stan-
dard consent form. But when she sued the doctor,
alleging failure to provide informed consent
along with a host of physical and mental injuries
from the operation, the defense cited the waiver
form. The judge agreed that the waiver form pre-
vented Mullen from including the consent charge
in her lawsuit.

Henry Green, JD, the Atlanta attorney repre-
senting Nezhat, tells Healthcare Risk Management
that there is no conflict with relying on the waiver
form in court even though the doctor says he used
it by mistake. Though the form may imply other-
wise, Green says the doctor actually did discuss
the risks and benefits of the procedure with the
patient just as you would expect with any proce-
dure. When it came time for Mullen to sign the
informed consent document, Green says the doc-
tor mistakenly grabbed the waiver form and
Mullen signed it. No one noticed the error until
Mullen or her attorney discovered it after the pro-
cedure, he says. 

July 1999 / HEALTHCARE RISK MANAGEMENT ™ 81

Executive Summary
Subject:
Some states allow patients to waive their rights to
informed consent for medical procedures, but a lawsuit
in Georgia raises questions about the use of such
waivers. If not handled well, they can pose a liability risk.
Essential points:
❏ Waivers are rarely used, but that may make it more

likely that your providers will misuse them when the
occasion arises.

❏ Physicians should not suggest the use of such a
waiver.

❏ Careful documentation of the patient’s request will
reduce the liability risk when a waiver is used.



The waiver form and the standard informed
consent form both were provided by the hospital,
Green says. They were kept in stacks next to each
other, and that’s how the mistake was made, the
attorney says. Nezhat does not use the waiver
forms any more than any other physician and
had no intention of using it in this case, Green
says. 

“This was an unfortunate mistake,” Green
says. “The testimony was that she was given
informed consent, but even if she hadn’t been,
she signed this form. The form complies with the
law, so we relied on that document in court.”

Difficult to prohibit use of a waiver form

Though the Nezhat case involves much more
than just the waiver issue, it shows some of the
difficulty in using the waiver forms. Johnson says
he would be uncomfortable with any provider in
his organization using a waiver form instead of
providing informed consent, but he also says he
cannot totally prohibit its use.

“The law specifically provides that this is an
option for patients in Georgia, so we have to make
it available if they insist on it,” he says. “We have
to follow the law regarding informed consent, and
even though I may not like it, this is part of the
law.”

Johnson says he always would encourage the
physician to provide informed consent rather
than use the waiver form. Furthermore, he says
the physician never should suggest to a patient
that he or she sign a waiver form instead of
receiving information about the risks. That would
be a breach of the provider’s obligation to inform
the patient, he says. And if the doctor suggests
use of the form, it might be easier for a plaintiff’s
attorney to argue that the doctor pursued that
course as a way to avoid disclosing the risks.

Taking a cue from the Nezhat case, Johnson
provides this advice: Advise physicians not to
keep the waiver forms next to the informed con-
sent forms. In fact, he says, it could be a good
idea not to provide the waiver forms to physi-
cians at all, requiring instead that doctors obtain
them from the risk manager on the rare occasions
when they are needed. That can help eliminate
accidental use and gives the risk manager a
chance to remind the doctor about proper use of
the waiver.

Johnson theorizes that the patients suggesting
a waiver on their own are likely to be older, very
trusting of their doctors, and reluctant to face a

host of bad outcomes when they know there is
really no alternative. 

“If the patient asks to use the waiver, I would
want the doctor to make sure that the patient
really understands he is waiving his rights,”
Johnson says. “I want to see that this idea origi-
nated with the patient, and the progress notes
should very clearly reflect that the patient
requested it and understands what it means.”

The documentation is key to avoiding risks
from the waiver form, Johnson says. While it is

not possible to just
prohibit its use, he
says, the liability
risks may justify
requiring physi-
cians to consult
with the risk man-
ager before using a
waiver form. That
gives the risk man-
ager an opportu-
nity to make sure
the patient’s inten-

tions are thoroughly documented. Once it is clear
that the patient understands what the waiver
means, Johnson says he would not hesitate to use
it in the defense of a malpractice case.

The way a waiver is used is all-important. In
particular, Johnson says he would be wary of a
physician using the waiver for any procedure
that is experimental or borderline experimental.
A truly experimental procedure will require a
number of other consent safeguards, but it is pos-
sible that a waiver could be used for a procedure
considered cutting edge but not experimental.
That could raise even more questions about
whether the doctor really wanted to tell the
patient about the risks.

“Don’t leave any room for the jury to doubt
the doctor’s intentions,” Johnson says. “The
more it looks like maybe this was the doctor’s
idea to use [a waiver] form instead of providing
information, the more trouble you’re going to
have with a jury.”  ■
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Plastic surgery patients
may be prone to lawsuits
They tend to have personality disorders, need help

This one may go in the “yeah, we could have
guessed that“ file, but new research suggests

that patients seeking cosmetic surgery are much
more prone to have personality disorders such as
narcissism. The findings could have important
implications for risk managers, however, because
it also appears that cosmetic surgery patients
with personality disorders are much more likely
to sue for malpractice.

Such patients pose such an increased risk of
unfounded malpractice claims that one of the
researchers says cosmetic surgery patients should
be screened carefully to rule out those with per-
sonality disorders. Those patients are unlikely to
be satisfied with cosmetic surgery results no mat-
ter what, so it is better to avoid operating on them
and instead steer them toward psychological help,
says Henri Gaboriau, MD, a plastic surgeon in the
department of otolaryngology/head and neck
surgery, and facial plastic and reconstructive
surgery at Tulane University in New Orleans. 

“The doctor needs to triage the patient for per-
sonality disorders,” he says. “Not everyone who
crosses your door needs to have plastic surgery.
We need to look at the whole patient, not just the
face, the eyes, the nose. Can the patient handle the
surgery, not just physically but also mentally?”

The tendency to personality disorders has a
direct effect on the liability risk because it can
exacerbate a risk already known to risk managers:
the patient who is unhappy with the outcome of
an apparently successful surgery and looking for
someone to blame. Those patients can be found 
in nearly any medical or surgical specialty, but
Gaboriau says his research indicated that plastic
surgeons encounter those patients far more often.

He studied the problem with H. Devon
Graham III, MD, FACS, a plastic surgeon with
Ochsner Clinic and the Alton Ochsner Medical
Foundation in New Orleans. They presented the
findings at a meeting of the American Academy
of Facial Plastic and Reconstructive Surgery in
Palm Desert, CA. Their research will be pub-
lished in a plastic surgery journal in the fall, but
Gaboriau tells Healthcare Risk Management it
should be a malpractice warning for plastic sur-
geons and hospital administrators.

Gaboriau says the problem occurs mostly 
with cosmetic surgery, not reconstructive plastic
surgery. Many patients seeking cosmetic surgery
are mentally disturbed, he says. “Those patients
are mainly narcissistic. They’re very in love with
themselves, so these people have a tendency to
seek plastic surgery to reinforce that. They also
can be very dependent and histrionic.”

Patients also may be obsessive-compulsive,
antisocial, difficult to satisfy, distrusting of
authority, noncompliant, have unrealistic expec-
tations, and have their own ideas of how the
treatment should be done. Of 133 patients in the
study, 71% suffered from at least one form of per-
sonality disorder. Twenty-five percent were nar-
cissistic, 12% dependent, 10% histrionic, 9%
borderline, and 4% obsessive-compulsive.
Another 11% had other types of personality dis-
orders. (See p. 84 for details on the research.)

All of those traits, especially in combination,
can greatly increase the chance of being sued for
malpractice, Gaboriau says. He does not advocate
refusing care purely out of the fear of being sued,
but he says patients with personality disorders
usually are not well-served by cosmetic surgery.

Reconstructive surgery patients are another
matter entirely. They can have personality disor-
ders at the same rate as the general population,
but the surgery is necessary and does not play
into the patient’s misconceptions. 

Look for warning signs of disturbed patients

Surgeons should avoid doing cosmetic proce-
dures on disturbed patients, Gaboriau says. The
patient is not served well by cosmetic surgery if
the real motivation for the procedure is a lack of
self-worth and other problems related to person-
ality disorders, he says. For the patient’s own
good, it is better to refuse the cosmetic procedure
and refer the patient to another professional who
can provide more appropriate help.

“Plastic surgery is not a treatment for psychi-
atric disorders. If the patient is not going to be
helped by the surgery, it’s important to say so,”
he says. “But you can’t just say you’re sorry and
you won’t do the surgery. You need to explain
that you don’t think the plastic surgery will help
and explain why you think that is the case.”

Under the stress of surgery, patients may
exhibit difficult behavior postoperatively and
conflicts with the surgeon may arise, Gaboriau
says. Patients with personality disorders are espe-
cially prone to that type of difficult behavior,
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“which may end in litigation over what is per-
ceived by the patient as a poor surgical outcome.”

Gaboriau recommends advising plastic sur-
geons about the risk of malpractice lawsuits from
patients with personality disorders and urging
them to screen carefully for those patients. Some
plastic surgeons routinely obtain a psychological
assessment of patients, but he says most just rely
on their own abilities to spot trouble. 

Referring the patient for a psychological assess-
ment is a good idea if the doctor feels uneasy, but
Gaboriau says doctors often resist that option
because the patient usually is reluctant to comply
because 1) the patient may think you’re saying he
or she is crazy, and 2) the fee for the psychological
assessment usually must be paid by the patient. A
full-scale assessment may not be practical for each
patient, but a simpler inventory may be useful.

“For risk managers, I’d say there is a tremen-
dous benefit in having a homemade question-
naire to give to patients,” he says. “Ask someone
in your psych department to help you devise a
simple questionnaire that can alert you to some-
one with personality disorders, and then you
promise to refer those patients on for help in
that department when the plastic surgeon can’t
do anything for them.”

Surgeons can lower their risk substantially 
by watching out for common warning signs,
Gaboriau says. He recommends advising plastic
surgeons to take these steps:

• Read the patient’s chart closely and look for
red flags. Look to see if the patient has undergone
psychiatric interviews in the past and whether the
patient has been on psychiatric medications. “A lot
of people take Zoloft [an antidepressant], but if the
patient is taking five other drugs and seeing a psy-
chiatrist once a week, that’s different,” he says. 

• See if the patient communicates well. Good
communication often is the key to avoiding dis-
appointment after plastic surgery. The doctor
must understand what the patient wants, and the
patient must understand what is reasonable to
expect. Vague complaints, such as “I want my
nose done” instead of “I want the bridge reduced
and reshaped,” are reason to worry.

“If you’ve seen the patient a couple of times
and still don’t know what they want, one of you
is not communicating well,” he says. “Proceed
with that patient and I can almost guarantee he
won’t like the results.”

• Avoid patients who have been “surgeon
shopping.” Watch out for patients who have seen
a number of surgeons seeking treatment and then
end up in your office. While it is possible that the
patient is just a very careful consumer who is
exploring options, the patient may have been
turned down by the other doctors or found some
reason to be dissatisfied with each one.

• Look for previous involvement in malprac-
tice suits. This is difficult to determine, because
the surgeon does not want to blatantly ask about
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Research says malpractice
risk high with plastic surgery

Research to be published later this year suggests
the malpractice risk is surprisingly high with

plastic surgery and has little to do with the outcome
of the surgery. Personality disorders, rather than the
actual results of surgery, are more responsible for
patients filing lawsuits, says Henri Gaboriau , MD, a
plastic surgeon in the department of otolaryngol-
ogy/head and neck surgery, and facial plastic and
reconstructive surgery at Tulane University in New
Orleans. Here are some highlights of his research:

• Of 133 plastic surgery patients, 50% presented
with clinical depression, 70% with anxiety, and 20%
with substance abuse; 29% had attempted suicide.

• Twenty-nine percent of the patients were found
to have no personality disorder; 25% were narcis-
sistic, 12% dependent, 10% histrionic, 9% border-
line, and 4% obsessive-compulsive.

• Postoperative satisfaction was higher in the
dependent and histrionic groups, scoring 7.1 and
5.7 on a scale of 10. Satisfaction was lowest in the
borderline and obsessive-compulsive groups, scor-
ing 1.5 and 2.

• Of 10 plastic surgery malpractice cases stud-
ied, eight involved patients diagnosed as either
narcissistic or borderline. The profiles of these
patients were almost identical, with each having
two or more previous plastic surgeries. They also
considered their surgeons to be “the best” but
quickly said the surgeon was “the worst” when a
minor complication occurred. 

• The surgeons sued for malpractice also
shared certain traits, the research revealed. They
accepted and even reinforced patients’ personality
disorders at the beginning of the relationship, 
and they failed to realize the depth of patients’ 
psychological stress when a complication arose.
Ultimately, the surgeons “rejected” the patients 
in some way.  ■



this topic. But if the issue arises, be wary of any
patient who has been involved in previous mal-
practice cases. The patient may be prone to 
litigation.

“No one wants to operate on someone who has
a record of being dissatisfied and suing,” he says.
“It’s difficult for a malpractice attorney to get a
nose job if we know ahead of time.”  ■

Study: Office liposuction 
has low malpractice risk

In a contrast to recent research suggesting office-
based cosmetic surgery poses a high risk of lia-

bility, researchers at a recent medical meeting
conclude that office-based liposuction is signifi-
cantly safer than liposuction in a hospital.

The report is from William Coleman III, MD,
clinical professor of dermatology at the Tulane
University School of Medicine in New Orleans,

and William Hanke,
MD, clinical professor 
at Indiana University
School of Medicine in
Indianapolis. They
reported on their
research at the recent
meeting of the Ameri-
can Society for Dermat-
ologic Surgery in
Schaumberg, IL, and
they tell Healthcare Risk

Management it appears office-based procedures 
are not as risky as some believe.

Several state medical boards are reviewing
what types of procedures are appropriate for
office-based cosmetic surgery, spurred by recent
criticism regarding the rate of complications and
deaths. That criticism also prompted Coleman
and Hanke to study the issue. They obtained data
on malpractice legal claims for liposuction
surgery procedures between January 1995 and

December 1997, analyzing the data and combin-
ing it with data obtained from several profes-
sional plastic surgery organizations.

They determined 71% of the claims involved
hospital liposuction and 21% involved office
liposuction, even though the procedures were
performed about evenly between the two set-
tings. Data also indicated plastic surgeons were
more likely than dermatologists to be sued for
malpractice. U.S. plastic surgeons perform about
150,000 liposuctions annually, and dermatolo-
gists perform about 100,000, but the malpractice
claims experience for plastic surgeons in the
study was 113 times as large as that of the 
dermatologists. 

Coleman says the explanation may lie in the dif-
fering practice styles of the two groups. Dermatol-
ogists tend to perform smaller-volume liposuction
with local anesthesia, he says, whereas plastic sur-
geons tend to perform larger-volume, tumescent
liposuction with general anesthesia. That also may
explain the difference in malpractice experience of
office and hospital procedures. 

“Regardless of the location, if a physician
adopts a more aggressive approach, the patient 
is at increased risk,” Coleman says.  ■

Mother asks $31 million
after babies switched

Any risk manager could have seen it coming,
and now it’s here. The Virginia hospital that

mixed up the identities of two babies and sent
them home with the wrong mothers recently
now is being sued by one of the mothers for 
$31 million. (See Healthcare Risk Management,
January 1999, pp. 14-15.)

This is only the latest chapter in the hospital’s
woes concerning this mix-up. In April, the hospi-
tal settled with one of the children for $2 million,
a settlement that the girl’s biological mother,
Paula Johnson, fought to prevent. The parents
who took the girl home from the hospital died in
a car accident, but the girl’s guardians sued the
hospital on her behalf. The biological mother
received nothing of that settlement and failed in
preventing it. In May, she filed suit against the
University of Virginia Medical Center in Stafford
County Circuit Court in Roanoke, accusing
physicians, nurses, and administrators of negli-
gence and fraud. 
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JCAHO: Zero tolerance 
on restraint deaths

The president of the Joint Commission on
Accreditation of Healthcare Organizations in

Oakbrook Terrace, IL, is issuing a clear warning
to health care providers, saying there should be
“zero tolerance” for deaths related to the use of
restraints.

Dennis O’Leary, MD, recently testified before
the Labor, Health and Human Services, Education
and Related Agencies Subcommittee of the Senate
Appropriations Committee on the issue of deaths
related to the use of restraints in mental health care
facilities. He referred to a recent series of newspa-
per articles that have drawn attention to the haz-
ards of restraint use.

“There should be zero tolerance for the types
of deaths we have all read about in the Hartford
Courant series,” he said. Noting that many of the
142 patients cited in the series who died in rela-
tion to the use of restraints were children and
adolescents, O’Leary said the horror stories were
“nothing less than a call to action for all in the
health care system who have not already taken
serious steps to change the status quo.”

O’Leary told the subcommittee that “the most
immediate and obvious issue is that the litigious
atmosphere in which health care is provided in
this country constrains the willingness of accred-
ited organizations to self-report sentinel events
and, in a very real sense, to run the risk of self-
indictment through sharing their sentinel event
analysis with a private sector accrediting body.”
Recent actions to protect root-cause analyses from
discovery have helped encourage providers to
self-report, O’Leary said, “but even stronger
medicine is needed to bring these tragic occur-
rences to the surface and deal with them.”

He went on to say that the Joint Commission

supports the Freedom from Restraint Act of 1999
(S.736), which incorporates and expands upon
the strategic concepts in the Patient Protection
Act respecting sentinel event reporting. “We
believe S. 736 would provide the groundwork for
a public/private sector partnership that could
strengthen the value of voluntary accreditation in
promoting patient safety and extend the most
successful aspects of the sentinel event program
to nonaccredited health care organizations partic-
ipating in Medicare and Medicaid,” he told the
subcommittee.

Asphyxiation shown to be common problem

The Joint Commission recently issued an anal-
ysis of sentinel events related to restraint use in
hope that the data would help providers decrease
the likelihood of injury or death from restraint
use. Since it began tracking sentinel events two
years ago, the accreditation committee of the
Joint Commission’s board of commissioners has
reviewed 20 cases related to deaths of patients
who were physically restrained. The root-cause
analyses indicated most of the events occurred 
in psychiatric hospitals (12), followed by general
hospitals (6) and long-term care facilities (2). 

In 40% of the cases, the cause of death was
asphyxiation. The Joint Commission reports
asphyxiation was related to factors such as
putting excessive weight on the back of the
patient in a prone position, placing a towel or
sheet over the patient’s head to protect against
spitting or biting, or obstructing the airway when
pulling the patient’s arms across the neck area.

The other deaths were caused by strangulation,
cardiac arrest, or fire. All of the strangulation
deaths were of geriatric patients, and in half of
those cases, the patients died when they slipped
between unprotected split side rails. All of the
fire deaths were male patients who were attempt-
ing to smoke or were using a cigarette lighter to
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She claims that the mix-up caused her mental
pain and anguish, and she also is suing for loss of
companionship with her biological child. Johnson
has raised Callie Conley since bringing her home
from the hospital in 1995, and Johnson’s own bio-
logical child was raised by Conley’s biological
parents. The mistake was not discovered until
July 1998, after Conley’s biological parents were
killed in an automobile accident.

The Charlottesville police department

reported its conclusion recently that the mix-up
happened when one or more of the babies’ 
wrist and ankle bands slipped off in the nursery,
when the babies were together. There was no
evidence of intentional switching, the police
report. The hospital now uses newer, high-tech
identity systems that are unlikely to fall off.

Though it has acknowledged the identity 
mix-up, the hospital declined to comment on 
the lawsuit.  ■



burn off the restraints. Two-point, four-point, or
five-point restraints were used on extremities in
40% of the cases related to restraint deaths. A
therapeutic hold was used in 30% of the cases, a
restraint vest was used in 20%, and a waist
restraint was used in 10%. 

The Joint Commission reports that the follow-
ing factors may increase the risk of death from
restraints:

• restraining patients who smoke; 
• restraining patients with deformities that

preclude the proper application of the restraining
device. This is especially risky with vest
restraints;

• restraining a patient in the supine position,
which may lead to aspiration;

• restraining a patient in the prone position,
which can cause suffocation; 

• restraining a patient in a room that is not
under continuous observation by staff.

Root causes include poor assessments

As part of the sentinel event investigations, 
the providers identified these root causes of each
restraint death:

• inadequate patient assessment, such as
incomplete medical assessment or incomplete
examination of the individual (for example, fail-
ure to identify contraband, such as matches);

• inadequate care planning, such as alterna-
tives not fully considered, restraints used as 
punishment, and inappropriate room or unit
assignment;

• lack of patient observation procedures or
practices;

• staff-related factors, such as insufficient ori-
entation or training, competency review or cre-
dentialing, or insufficient staffing levels;

• equipment-related factors, such as use of
split side rails without side rail protectors, use 
of two-point rather than four-point restraints, 
use of a high-neck vest, incorrect application of a
restraining device, or a monitor or an alarm not
working or not being used when appropriate.

To counter these problems, the Joint Commis-
sion recommends that providers redouble efforts
to reduce the use of physical restraint and thera-
peutic hold through risk assessment and early
intervention with less restrictive measures. The
Joint Commission makes these recommendations
as well:

• Revise procedures for assessing the medical
condition of psychiatric patients. 

• Enhance staff orientation/education regard-
ing alternatives to physical restraints and proper
application of restraints or therapeutic holding.

• Consider age and sex of patients when set-
ting therapeutic hold policies. 

• Revise the staffing model. 
• Develop structured procedures for consistent

application of restraints. 
• Continuously observe any patient who is

restrained. 
• If a patient must be restrained in the supine

position, ensure the head is free to rotate to the
side and, when possible, the head of the bed is
elevated to minimize the risk of aspiration. If a
patient must be restrained in the prone position,
ensure the airway is unobstructed at all times.
For example, do not cover or “bury” the
patient’s face. Also, ensure that expansion of 
the patient’s lungs is not restricted by excessive
pressure on the patient’s back. Special caution 
is required for children, elderly patients, and
very obese patients. 
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• Never place a towel, bag, or other cover over
a patient’s face as part of the therapeutic holding
process. 

• Do not restrain a patient in a bed with unpro-
tected split side rails. 

• Discontinue use of certain types of restraints,
such as high vests and waist restraints. 

• Ensure all smoking materials are removed
from patient’s access, including those supplied
by family and friends.  ■

FDA: Dialysis equipment
can be contaminated

In an alert specifically addressed to risk man-
agers, the Food and Drug Administration

(FDA) is warning hospitals, hemodialysis facili-
ties, and others to be alert for signs of contami-
nated equipment transferring bloodborne
pathogens from patient to patient.

The FDA safety alert says recent incidents of
blood contamination of internal components of
hemodialysis equipment at a number of treat-
ment centers have raised concerns about patient
safety. The FDA is still investigating the causes 
of the contamination, which may include faulty
blood lines and transducer protectors. Dialysis
facilities should have qualified personnel inspect
all machines, according to the letter from
Elizabeth Jacobson, PhD, acting director of the
Center for Devices and Radiological Health in
Washington, DC.

Staff at several institutions have noticed fluctua-
tion of fluid levels in the arterial drip chamber,
rapid and frequent change in blood line pressures,
and/or wetted transducer protectors, the FDA
alert says. Some of these incidents resulted in
breach of transducer protectors and subsequent
contamination of the hemodialysis machine. 

“It is important to note that under normal
conditions of daily use, such internal contamina-
tion with blood of the hemodialysis machine
would not be readily evident to staff members,”
the alert says. “Under certain conditions, cross-
contamination is possible despite the use of new
blood tubing sets and external transducer pro-
tectors. Please also note that routine mainte-
nance is not adequate to detect internal machine
contamination.” 

The FDA recommends taking these steps to
minimize the risk: 

• Immediately have qualified personnel
inspect all machines, including the internal pres-
sure tubing set and pressure sensing port, for
possible blood contamination. If contamination
has occurred, the machine must be disinfected
before it is used again. 

• Always use an external transducer protector
and pressure alarm capabilities as indicated in
the manufacturer’s instructions. 

• If the external transducer protector becomes
wet, replace it immediately and inspect it. If fluid
is visible on the side of the transducer protector
that faces the machine, have qualified personnel
open the machine and check for contamination
after the treatment is completed. If contamination
has occurred, the machine must be taken out of
service and disinfected before further use. 

The alert also notes that frequent blood line
pressure alarms or frequent adjusting of blood
drip chamber levels may be an indicator that this
problem is occurring.  ■
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