
Once more, with feeling: Wrong-site 
surgery is still an unsolved problem 
Joint Commission is losing patience with major errors

Wrong-site surgery is the kind of medical error that for a long time
seemed so egregious that there was no need to directly address it
with prevention efforts. No more. The Oakbrook Terrace, IL-

based Joint Commission on Accreditation of Healthcare Organizations has
issued its second alert in three years about wrong-site surgery and risk
managers are starting to see the problem as needing real attention.

The tone of the Joint Commission alerts has changed and may indicate a
new way of looking at providers who commit wrong-site surgery. The first
alert of three years ago sought to draw attention to the problem without
beating up providers too much for the mistake. 

But in the second alert, president Dennis S. O’Leary, MD, sounds more
like a frustrated parent who can’t believe he has to bring this up again.

“This concerned us because this is one of the few cases in which we have a
second alert,” he says. “The number of adverse events that we have reported
to us each year is pretty much flat, about 400 cases a year. The number of
wrong-site surgeries has gone up year after year.”

In 1998 when the Joint Commission issued its first alert, there were 16
reports of wrong-site surgery. In 2001, there were 58. (See p. 15 for more 
on the analysis of past events.)

“That number has gotten higher each year, so we are becoming con-
cerned about this,” he says. “Health care experts are unanimous in their
belief that these types of errors should never happen.”

For risk managers, the financial cost of the mistakes will be a major con-
cern. Aside from the media coverage and harm done to the patient, wrong-
site surgery can cost a bundle. Physician Insurers Association of America in
Rockville, MD, reports that 84% of wrong-site surgery claims against orthope-
dic surgeons and 68% against other physicians resulted in payment. 

O’Leary says he does not think surgeons and risk managers are actively
resisting the Joint Commission’s pleas to act on this problem, but “I think
we are dealing with a lack of sense of urgency around this.”
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The Joint Commission’s most recent warning
comes with support from the American College
of Surgeons (ACS) and the American Academy of
Orthopaedic Surgeons (AAOS). The three organi-
zations jointly offer this advice for preventing
wrong-site surgery:

• Sign the operative site.
Having the surgeon actually write on the opera-

tive site reduces the chance of operating elsewhere.
• Orally verify the surgery.
In the operating room just before starting the

operation, each member of the surgical team should
confirm that he or she has the correct patient, the
correct surgical site and the correct procedure. 

• Take a “time out” in the operating room.
This gives the surgical team one last chance 

to double-check among themselves about the
impending procedure, check charts, and corrob-
orate information with the patient.

Most of the advice for preventing wrong-site
surgery involves improved communication and
careful, repeated verification of the patient’s iden-
tity, the planned procedure, and the exact surgical
site. The AAOS recommends having the surgeon
sign the operative site before surgery to confirm
the proper site, but the idea has not been adopted
widely enough for S. Terry Canale, MD, chief of
staff and a member of the board of directors of
the Campbell Clinic in Memphis, TN, and a past
president of AAOS. Canale spearheads the AAOS
campaign against wrong-site surgery. (See p. 15
for more advice.)

Risk managers should encourage surgeons to
sign the surgical site at the time they visit with
the patient before surgery, possibly the night
before or first thing on the day of surgery, he sug-
gests. Some surgeons have been doing that for
several years now, but he says too many still
think of it as being “overly cautious.” The contin-
uing problem shows that isn’t true, he says. After
two years of encouraging its members to sign
surgical sites, a survey found that only 60% were
doing so. Canale says that is disappointing, since
AAOS members probably are more aware of the
problem than other surgeons.

O’Leary put his weight behind the

recommendation as well. In a news conference
after the most recent warning about wrong-site
surgery, he stated: “Organizations should
require that the surgical site be marked.” 

So, considering how most health care providers
view the the Joint Commission’s advice, it’s not
just a recommendation anymore.

Watch for problem in outpatient surgery, too

Canale says he uses an indelible pen from the
Devon Pen Co. that leaves a mark for about eight
days, even after a surgical scrub. He cautions risk
managers to address the problem in outpatient
surgery just as diligently.

“As a matter of fact, 70% now of all orthopedic
surgery is done in outpatient surgery centers, and
most of the wrong-site surgeries occur in ortho-
pedic surgery because we’re dealing with two
extremities.”

Canale says risk managers must take action
because if they don’t, wrong-site surgery is bound
to occur in their organization sooner or later. An
orthopedic surgeon practicing for 25 years has a
25% chance of making the error, he says.

“That means, basically, one in every four ortho-
pedic surgeons is going to make that mistake in
his career,” he says. 

Donald Palmisano, MD, JD, a surgeon and
secretary-treasurer of the American Medical
Association, and a commissioner on the Joint
Commission, also endorsed the warning and
suggestions for improvement. 

“When I operate on the patient, I always go in
the room and make sure the patient can see me,”
he says. “I do it for two reasons. I want to make
sure it’s my patient and, second, I want the patient
to have the comfort of knowing that I am there
before they go to sleep.”

Palmisano also encourages patients to get
involved in the verification process. His wife
recently had arthroscopic surgery by an orthope-
dic surgeon they trusted completely. But before
she went into the operating room, Palmisano
used a permanent marker to write: “This knee,
Bob,” and “Wrong side, Bob.” 
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“No one gets offended by that and everybody
said, ‘You know, this is a safe thing to do,’”
Palmisano says. “We must look at systems. We
must eliminate shame and blame.”

Thomas Russell, MD, ACS executive director,
cautions that one should not allow surgeons to
delegate the signing too much. It’s OK to have
the patient do it, but the surgeon shouldn’t put
the task off on someone else, he says. 

“Some surgeons delegate it to a resident and
some may delegate it to a nurse,” he says. “The
problem there is the further you delegate it away
from the person who is responsible — the surgeon
— the more the problem is going to jump up at you.
Maybe if the surgeon has a resident he or she can
count on and really knows the guy, that’s fine, but
we really mean the surgeon should sign the site.”  ■

Streamline procedures to 
lower odds of big errors

The Institute for Healthcare Improvement, a
Boston nonprofit offering advice on reducing

medical errors, suggests that streamlining proce-
dures can help prevent wrong-site surgery. This is
some of the advice offered by the institute:

• Reduce reliance on memory by designing
processes with automatic prompts and less
reliance on fallible processes. Checklists, marking
the operative limb, and double-checking by team
members can prevent many wrong-site mistakes. 

• Simplify the system by reducing the num-
ber of steps and hand-offs in work processes.
Have the same personnel move the patient when-
ever possible. Always repeat the patient’s name
and surgical site aloud to the receiving person in
front of the patient.

• Standardize by limiting unneeded variety
in drugs, equipment, supplies, rules, and pro-
cesses of work. Prescribing conventions and pro-
tocols for complex procedures can eliminate the
opportunity for mistakes.

• Use constraints and “forcing functions.”
These tools prevent actions from occurring until
certain conditions are met, helping to reduce
reliance on memory and checklists.

• If there is any deviation from procedure or
doubt for any reason, build in a “stop process”
so that the patient’s proper identification is
ensured before proceeding. Train the team so
that each member feels confident enough to raise

concerns and other members understand they
should never belittle or dismiss another team
member’s inquiry.

• Use repetition, standard vocabularies, and
insist on clear communication. But allow judg-
ment and critical thinking, rather than strictly
adhering to rigid models.

• Make sure any checklist or protocol can
accommodate atypical scenarios such as emer-
gency surgery and trauma.

• Design processes so that the safe channel is
the one requiring the lowest energy. Make doing
the right things the easiest thing to do. When
designing tasks and work systems, keep in mind
issues of stress, workload, circadian rhythm, time
pressure, limits to memory, and properties of
human vigilance.

• Decrease multiple entries of data because
duplication increases the risk for errors. ■

Errors: What we have is 
a failure to communicate 

An analysis of the wrong-site surgery incidents
reported to the Oakbrook Terrace, IL-based

Joint Commission on Accreditation of Healthcare
Organizations indicates that shoddy communica-
tion is the main cause of most wrong-site surgery.
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Wrong-site surgery is reported to the Joint
Commission as a sentinel event. Of the 150
reports, 126 have root-cause analysis information.
Forty-one percent were in orthopedic/podiatric
surgery; 20% were in general surgery; 14% neuro-
surgery; 11% urologic surgery; and the remaining
procedures were in dental/oral maxillofacial, car-
diovascular-thoracic, ear-nose-throat, and oph-
thalmologic surgery. 

Predictably, 67% involved surgery on the wrong
body part or site. Thirteen percent involved surgery
on the wrong patient, and 11% involved the wrong
surgical procedure.

When the Joint Commission analyzed the
factors contributing to the accidents, patterns
emerged. Emergency cases accounted for 19%;
and unusual physical characteristics, including
morbid obesity or physical deformity, occurred 
in 16%. The operative teams faced unusual time
pressures to start or complete the procedure in
13%, and unusual equipment or setup in the
operating room in another 13%. The Joint
Commission also reports the involvement of mul-
tiple surgeons can be factor, with 13% of the cases
involving more than one surgeon. Multiple pro-
cedures being performed during a single surgical
visit also were a risk, found in 10% of the cases. 

The hospitals identified root causes as part of
their analyses, with most reporting that the root
cause was a breakdown in communication between
surgical team members and the patient and family.
Some also reported that marking of the surgical site
was not required but would have helped. Other
root causes were a lack of verification in the operat-
ing room, incomplete patient assessment, staffing
issues, distraction, and availability of pertinent
information in the operating room.  ■

Found: 13-inch retractor
was left inside a patient

Surgeons in Seattle accidentally left a 13-inch
metal retractor inside a patient for a month,

leading to a $97,000 settlement and a change in
hospital procedures for counting instruments.

The hospital admitted that this was not the
first time its surgeons lost large retractors inside
patients.

The surgical team did not notice that the large
retractor was still in the patient and did not
notice that it was missing after the surgery. The

patient complained of pain after the surgery, but
his doctor kept telling him the pain was normal,
even 30 days post-op. Finally, the man went to his
own physician, who found the retractor on a CAT
scan.

Eric Larson, MD, medical director at University
of Washington Medical Center (UWMC), says the
hospital accepts full responsibility for the error.
Larson publicly apologized to the man and said the
hospital has implemented procedures to reduce the
likelihood of another such incident. The new proce-
dures include counting retractors — something
that previously was not done even though smaller
instruments are counted routinely in operating
rooms. The theory was that a 13-inch retractor
would be noticed, so there was no need to count
them.

“Our staff work diligently to count accurately
and discover ways to improve our processes and
aim for zero defects,” Larson says. “Thus, we
have dedicated additional resources to expedite a
thorough review of all of our operating-room
counting practices in order to re-engineer any
related process or procedure that would further
increase patient safety.”

Four others since 1997

Larson says the hospital administration knows of
four other “very similar errors” involving retained
metal surgical instruments that have occurred at
UWMC since 1997.

The issue came to light when 49-year-old Donald
Church publicly revealed that he had settled his
case for $97,000. He had undergone surgery in June
2000 to remove a tumor, his appendix, and part of
his intestine. But when the hospital responded to
Church’s announcement, other cases were revealed.
The most recent case of a lost retractor occurred in
September 2001, Larson says.

“The patient had a complex abdominal surgery
at our hospital in September,” Larson reports. “A
malleable retractor used in closing the incision was
mistakenly left in her body. We removed the object
in October. We have accepted responsibility for this
error and apologized to the patient. As in the case
of Mr. Church, the woman has made a full recovery
from her cancer surgery and is doing well.” 

Larson says that although there are little pub-
lished data on the subject the staff at UWMC are
confident that such errors are uncommon. At
UWMC, they represent one in approximately
12,000 cases per year — or less than .01% of all
cases performed at UWMC since 1997.
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Bioterrorism plans grow 
from variety of sources

As health care organizations race to develop
a plan for treating patients exposed to

bioterrorist agents, more resources are becom-
ing available. Two of the most recent offerings
are a comprehensive preparedness plan devel-
oped by the Stanford University Medical Center
and a CD-ROM of bioterror information created
by physicians for physicians. 

A team of leading Stanford physicians, scientists,
and medical staff members have developed a plan
outlining ways to assess and treat victims of bioter-
rorism while limiting the potential spread of con-
tamination. Stanford now is sharing the plan with
hospitals, physicians, and public health agencies
nationwide, reports Philip A. Pizzo, MD, dean of
the Stanford University School of Medicine and
former physician-in-chief of Children’s Hospital 
in Boston and professor of pediatrics at Harvard
Medical School.

“We initially focused our efforts on the local
community but then realized our work could
benefit the greater medical community,” Pizzo
says. “We all share in the same mission of protect-
ing the health and safety of all Americans, and it
is critical that we share information and work
together on a unified front.”

The Stanford plan

Soon after anthrax cases began surfacing on
the East Coast, leaders at the Stanford University
Medical Center appointed the Bioterrorism and
Emergency Preparedness Planning Task Force to
update the medical center’s level of preparedness
for dealing with potential cases of exposure to
anthrax or other biological agents. The task force
members represent all three entities of the medi-
cal center — Stanford Hospital & Clinics, Lucile
Packard Children’s Hospital, and the Stanford
University School of Medicine — and come from
a variety of fields, including infectious diseases,
microbiology, critical care medicine, pediatrics,
emergency medicine, and psychiatry. Eric A.
Weiss, MD, co-chair of the task force, explains
that the task force also includes representatives
who deal with patient care, security, and logisti-
cal issues within the hospitals.

For the Stanford bioterrorism plan on-line, go 
to http:\\bioterrorism.stanfordhospital.com. 

“We are extremely fortunate to have some of
the nation’s top clinicians and researchers here at
Stanford, and their expertise has been vital in
helping us develop a plan for responding appro-
priately to anthrax cases and other incidents
related to bioterrorism,” Weiss says. “We know
other hospitals are working on appropriate
response plans as well, so by sharing our plan
with them, we hope to free up their time to focus
on other pressing issues.”

He says the Stanford plan has two purposes —
to ensure the health and proper treatment of the
patient and to limit the potential exposure of
medical staff and facilities. The Stanford plan is
continually being modified and updated in accor-
dance with frequent changes from the national
Centers for Disease Control and Prevention and
public health organizations, Weiss says. In addi-
tion, the task force continues working with law
enforcement agencies and receiving input from
medical centers throughout the country. 

“The information about anthrax is changing
rapidly,” Weiss says. “The cases being treated on
the East Coast vary from what has been reported
in the medical literature and we have to adapt
our understanding in light of these differences.
We want to do everything possible to keep the
information current.” 

Another source of information is available 
at the Bioterror Resource Center on the World
Medical Leaders (WML) web site (www.wml.
com). Access to the Bioterror Resource Center site
will be restricted to physicians only. WML is send-
ing a free CD-ROM to all hospital emergency
rooms throughout the United States. It contains 
a lecture on emergency response to bioterrorist
attacks titled “Bioterrorism for Physicians: A
Practical Approach.” The lecture focuses on a
practical approach to recognition and manage-
ment of biological terrorism.

Gerald Imber, MD, co-founder of World
Medical Leaders, says bioterrorism has not been a
subject of major interest in medical schools. The
CD-ROM for emergency rooms is particularly
important because it outlines how a hospital ER
should respond to and be prepared for bioterror-
ism, he says. The lecture was presented by Paul
Rega, MD, medical program director of the
University of Findlay, senior medical officer of
the Ohio-1 DMAT, and a recognized expert in the
field. He also is the author of a definitive emer-
gency manual on bioterror medicine.

“This is the most comprehensive site for infor-
mation on bioterrorism in the world. It was
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developed because doctors are not familiar with
the symptoms and treatment of the diseases
caused by biological warfare, and we need to be,”
Imber says.

WML was founded to create a physicians-only
Internet site where doctors from around the world
could learn from and interact with the most excep-
tional faculty of medical educators and thought
leaders available. More than 140,000 physicians are
currently members and more than 120 county and
state medical societies and hospital groups, and
the Department of Defense also are affiliated.

The bioterrorism CD-ROM is being sent to all
emergency rooms, but physicians also can request
a copy by going to the WML web site.  ■

Doctors faces charges
for Oxycontin ’scripts

An Indiana doctor who served as a paid
spokesman for the manufacturer of

Oxycontin, the powerful pain medication that
has become a hot button because of its potential
for abuse, has been arrested by federal authori-
ties and charged with illegally prescribing the
drug. In addition, the doctor is charged with
defrauding Medicaid through the prescriptions.

According to a criminal complaint filed in federal
court in the southern district of Indiana, Randolph
W. Lievertz, MD, of Indianapolis, wrote more than
$1 million worth of Oxycontin prescriptions in the
past two years and submitted them to the state’s
Medicaid program for payment. Federal prosecu-
tors allege that many of the drug prescriptions went
to a crime ring that sold the tablets on the street,
and that some prescriptions were so large that the
patient would have had to use 31 pills in every 12-
hour period. The manufacturer recommends one
pill every 12 hours.

High volume of prescriptions drew attention

Susan W. Brooks, JD, the U.S. attorney in
Indianapolis, says the doctor’s high volume of
Oxycontin prescriptions drew attention. Lievertz
prescribed six times more Oxycontin than the
next highest prescriber in the state, she says. The
doctor faces a maximum sentence of 25 years in
prison, a $250,000 fine, and up to three years of
court supervision.

Oxycontin is made by Purdue Pharma of

Stamford, CT. The narcotic is popular as a time-
release medication for severe pain, but it also has
become popular among drug abusers, who crush
the tablets for a heroin-like high.  ■

Hospital wins suit over 
surgeons and privilege

ANew York surgeon must pay the legal fees
and costs incurred by a hospital he sued

when his medical privileges were suspended.
The hospital’s attorney says the victory is a major
step forward for hospitals that long feared the
legal repercussions from doctors unsatisfied with
the revocation of privileges.

The judge’s decision is a first for New York,
says attorney Leonard M. Rosenberg, a partner
with the law firm of Garfunkel Wild in Great
Neck. He tells Healthcare Risk Management that the
court ordered a physician to reimburse the legal
fees and costs of not only the hospital, but also
several doctors he sued after they recommended
suspending his medical privileges.

Rosenberg says the case involved a vascular
surgeon, Nedunchczian Sithian, MD. Concerns
were raised about his high incidence of morbidity
and mortality, leading to a review of his compe-
tency by a panel of physicians. The peer physi-
cians recommended that Sithian not be allowed
to perform complex vascular procedures any-
more, and the hospital took action. 

That peer review process is federally protected,
of course, but risk managers still get nervous
about doctors who are so upset they threaten to
sue. More often than not, the threat never comes
to fruition, but in this case the surgeon challenged
the suspension and filed an administrative com-
plaint with the New York State Public Health
Council. The council found no justification for his
complaint and said the hospital’s decision to sus-
pend him was based on reasonable concerns for
patient safety and the surgeon’s character and
competence. At the same time, the surgeon initi-
ated a lawsuit against the hospital and several
doctors involved in the peer review process.

“He did take that issue to court and the courts
ruled against him, so that’s the end of that mat-
ter,” Rosenberg says. “But the hospital and the
doctors were left holding the bag for a lot of asso-
ciated legal expenses, and they didn’t think they
deserved to pay.”
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The defendants took the surgeon back to court
and won. A New York Supreme Court recently
ordered the surgeon to pay a total of $215,686 to
Staten Island University Hospital to cover legal
fees. Additionally, Sithian must pay legal costs 
of $23,236 to a surgeon from a different hospital
who participated in the peer review. Rosenberg
represented the hospital, its chief executive offi-
cer, members of its board, and some of its physi-
cians. The ruling was made by Justice Joseph J.
Maltese, in Richmond County, Staten Island. The
doctor is appealing the decision.

The court ruling obtained by HRM indicates
that the judge disallowed $40,347.50 in fees sub-
mitted by Rosenberg’s law firm. A line-by-line
review of the charges “shows instances of billing
for the same work, numerous bills for review of
prior work, and some billing items redacted so
that the court cannot determine what they are
for,” the judge wrote. In response, the judge
refused those charges and reduced the award 
for legal fees to $215,686.

Peer review is key

Risk managers should see the ruling as reason
to stand their ground when threatened with law-
suits by spurned physicians — as long as a legiti-
mate peer review process is used. The key to the
ruling, Rosenberg says, is that the hospital fol-
lowed proper procedures in denying the surgeon’s
medical privileges. Agreeing with a previous court
ruling, the judge determined that the hospital and
its peer reviewers had complied with the federal
Health Care Quality Improvement Act, which pro-
vides review participants with immunity from lia-
bility for damages if its standards are met. The act
specifically allows for awarding attorneys’ fees if
the court finds that the suit was brought unreason-
ably, frivolously, or in bad faith.

“The [act] was purposely designed to prevent the
chilling effect which this type of lawsuit could have
upon the participants in the peer-review process,”
the judge wrote. “The public is protected when
there is a full and frank discussion of a physician’s
abilities. The purpose of this statute is to deter
groundless suits against participants in medical
peer review process. In bringing a frivolous lawsuit,
the defendants are entitled to reasonable attorney
fees and costs.”

The judge went on to say that it was “bad faith”
for Sithian to sue the hospital’s medical executive
committee and the doctor heading the peer review
while the matter still was under consideration by

the board of trustees. “Such a lawsuit sends a chill-
ing effect to the board of trustees that any adverse
action will result in personal litigation,” the judge
wrote. “Doctors who are sufficiently fearful of the
threat of litigation will simply not do meaningful
peer review. The result would be to continue the
possibilities for abuse by bad doctors.”

Risk managers should take heart in the ruling,
Rosenberg says. Peer review can be an ugly, awk-
ward process with an outcome that no one likes,
but he says risk managers should not be overly
fearful of legal action as long as proper procedure
was followed. The court’s ruling indicates that
the legal system understands the review process
will not be effective if the participants are intimi-
dated by threats of retaliatory lawsuits.

“When the suit is without foundation, then
individuals who have been embroiled in time-
consuming, expensive, aggravating litigation 
that otherwise would have a chilling effect on the
peer-review process can recover their expenses,”
Rosenberg says. “The message being sent by the
court in awarding these damages is that they
understand that meaningful peer review can’t go
forward unless the immunities and protections
provided by law are enforced by the courts.”  ■

St. Paul discontinues 
malpractice insurance

In another display of how the market for mal-
practice insurance is in serious trouble, the St.

Paul Companies recently announced that it would
discontinue its malpractice insurance coverage.
The action comes as many health care providers
are facing huge premium increases and a dearth
of coverage in some states.

St. Paul insures tens of thousands of physicians
throughout the country, though the company
does not release specific numbers. The St. Paul
Companies discontinued its medical malpractice
business as part of a restructuring intended to
revitalize the company. The rest of the plan
involves exiting certain reinsurance lines, exiting
countries where the company is “not likely to
achieve competitive scale,” and staff reductions
to reduce corporate overhead expenses.

Jay S. Fishman, chairman and CEO, says the
actions are a response to major changes in the med-
ical malpractice insurance market in recent months
and years. Malpractice insurance premiums have
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dramatically increased in the past, mostly because
the insurers realized — too late for many of them
— that they had significantly underpriced their
products. Many insurers raised rates more than
30% in the past year, and industry analysts say the
trend will continue and quite possibly get worse in
2002. (For more on the premium increases and the
mistakes that led to them, see Healthcare Risk
Management, January 2002, p. 4.)

Fishman says St. Paul will complete the pro-
cess of exiting the medical malpractice business
on a global basis through nonrenewal upon pol-
icy expiration, in accordance with regulatory
requirements. The traditional property-casualty
segment of the unit — property, workers com-
pensation, and commercial auto insurance for
health care professionals and facilities — will
continue to be underwritten by the company’s
standard commercial underwriting operation. 

Including the $600 million reserve increase, the
company is forecasting that medical malpractice
will generate a 2001 underwriting loss of approxi-
mately $940 million.

In addition, St. Paul’s reinsurance operation,
St. Paul Re, will narrow its product offerings and
geographic presence. The reinsurance operation
will focus on several core areas, including prop-
erty catastrophe reinsurance, excess-of-loss casu-
alty reinsurance, marine and traditional finite
reinsurance, and significantly rationalize its rein-
surance branch office structure.

The unit will no longer underwrite aviation rein-
surance, bond and credit reinsurance, or offer finan-
cial risk and capital markets reinsurance products,
and it will substantially reduce the North American
business it underwrites in London. St. Paul is fore-
casting a 2001 underwriting loss for the reinsurance
segment of approximately $230 million, excluding
losses relating to the Sept. 11 terrorist attack.

AMA strongly reacts to St. Paul withdrawal

Medical leaders were taken by surprise by the St.
Paul surrender and some are calling it a clear sign
that the nation’s judicial system is crippling both
health care providers and their insurers. Donald J.
Palmisano, MD, JD, secretary-treasurer of the
American Medical Association (AMA), says the St.
Paul announcement is “another piece of evidence
that our tort reform system is broken and needs to
be fixed.”

At the AMA’s December policy-making meet-
ing in San Francisco, the AMA House of Delegates
renewed its longstanding commitment to tort

reform, calling it one of the AMA’s top legislative
priorities.

“The AMA has always held that patients who
have been injured through negligence should be
compensated fairly. Unfortunately, the current tort
system has failed patients,” Palmisano says. “The
United States has created a liability lottery where
select patients receive astronomical awards and
many others suffer access-to-care problems
because of it. We will never have true access to
care for all unless the hemorrhaging costs of the
current medical liability system are addressed.”

Palmisano says the effect on physician prac-
tices is very real. The high cost of professional lia-
bility insurance forces physicians to close or limit
their practices, he says. Some have stopped deliv-
ering babies and others are even going without
professional liability insurance. 

“The spiraling costs generated by our nation’s
dysfunctional liability system are borne by every-
one,” he says. “We need a system that ensures
fair compensation and puts an end to the liability
lottery.”

Pennsylvania physicians are finding it partic-
ularly difficult to obtain medical malpractice
insurance. More than any other specialty medi-
cal profession, orthopaedic surgeons are finding
it is nearly impossible to buy commercial medi-
cal malpractice liability insurance, according 
to a recent survey conducted by Susquehanna
Polling & Research Inc. The survey shows that
nearly 40% of orthopaedic surgeons contacted
had been notified that their medical malpractice
liability insurance would be canceled or nonre-
newed as of January 1, 2002.

Only 10 days before most policies would ter-
minate, 31% of those surveyed said they had
been unable to obtain new insurance coverage for
2002, according to Pennsylvania Orthopaedic
Society (POS) president Jeffrey A. Baum, MD.

“For several years now, orthopedic surgeons
have been faced with skyrocketing insurance pre-
miums due to a tort system in this state that
favors plaintiffs,” Baum says. “Now we’re seeing
surgeons who may not be able to work in the
emergency room or the operating room in
January because they will not have insurance.”

Recent paid advertising by 12 trauma centers
in southeastern Pennsylvania warned that
patients may be turned away beginning in
January because so many surgeons were lacking
insurance. Of the orthopaedic surgeons who
reported that they were canceled or nonrenewed,
42% were from the five-county Philadelphia
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region. Similarly, those who reported that they
have not been able to replace their coverage, 39%
are from the same five-county region. The poll,
commissioned by the Pennsylvania Medical and
Orthopaedic Societies, also surveyed physicians
in neurosurgery, OB/GYN, plastic surgery, and
cardiology.

Pennsylvania’s doctors face some of the highest
insurance rates in the country. In 1998, southeast-
ern Pennsylvania awarded more money for medi-
cal liability cases than the entire state of California,
Baum says. POS and other health care advocacy
organizations are pushing for legislation to limit
punitive damages and to create a cause of action
for frivolous lawsuits. Additionally, they are ask-
ing for change in venue procedure as well as pro-
cedural and evidentiary rule changes in the
judiciary.

Governor reaches out to help doctors

The governor of Pennsylvania was concerned
enough to direct that emergency steps be taken
to provide temporary relief from the high costs
of medical malpractice insurance. Gov. Mark
Schweiker announced the emergency steps 
in December 2001 and said the state would help
providers get through the insurance crisis until
comprehensive reform legislation can be passed
early this year.

“While we continue to look at ways to over-
haul what has become a financially burdensome
system that threatens the quality of health care
for Pennsylvanians, this temporary measure will
provide some immediate relief to doctors in the
short term,” Schweiker said in announcing the
emergency steps.

Schweiker directed the state’s Medical
Professional Liability Catastrophe (CAT) Fund
director John Reed to delay collection of the sur-
charge for the calendar year 2002 from the Joint
Underwriting Association (JUA) on behalf of those
physicians it covers until June 30, 2002. The gover-
nor also asked Insurance Commissioner Diane
Koken to require the JUA to delay the deadline for
submission of the CAT Fund surcharge by physi-
cians until April 30, 2002. JUA is the “insurer of last
resort” for medical malpractice in Pennsylvania
and generally covers those physicians who are
unable to acquire private insurance coverage. As
the insurer of last resort, JUA is obligated to insure
all physicians who apply for coverage. 

With private medical malpractice insurers
refusing to write new policies and, in some

cases, declining to renew existing ones, the
number of physicians forced to obtain coverage
through JUA could double in 2002, according 
to state predictions.  ■

Pharmaceutical marketing 
practices face new scrutiny
By Philip H. Lebowitz, JD
Pepper Hamilton LLP
Philadelphia

Pharmaceutical manufacturers’ drug pricing
and marketing activities — and the response of

health care providers to these promotions — are
under closer federal scrutiny than ever. Risk man-
agers, physicians, and other professionals should
review their own policies and practices carefully to
avoid running afoul of the ever-stricter standards
regarding manufacturer inducements.

One case is particularly instructive of the 
risks involved. On Oct. 3, 2001, federal officials
announced the largest health care fraud settlement
in history — TAP Pharmaceutical Products Inc.
agreed to pay $875 million to resolve criminal and
civil charges based on fraudulent drug pricing and
marketing conduct. The agreement came after a
four-year investigation into TAP’s marketing of
Lupron, its drug used to treat prostate cancer and
infertility. Two schemes drew the most attention.
TAP provided free samples of Lupron to physi-
cians who in turn sought Medicare reimbursement
for administering the free sample. (While Medicare
does not reimburse most prescription pharmaceuti-
cals, Lupron is administered by the physician and
is reimbursable.) Second, according to the govern-
ment, TAP inflated the average wholesale price
(AWP) of Lupron so that the physician’s Medicare
reimbursement, which was based on the AWP, not
the average sales price, would be higher. The free
samples and the reimbursement spread were
alleged to induce physicians to prescribe Lupron
over its competitor, Zoladex.

The government also charged five doctors with
conspiring with the company to receive excessive
Medicare reimbursements. Four of the five doctors
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have pleaded guilty and are awaiting sentencing.
The probe began when the medical director for
pharmacy programs at Tufts Health Plan in
Massachusetts alerted the U.S. Attorney’s office in
Boston that he had been offered a $65,000 “educa-
tional grant” to be used for any purpose, to switch
the plan from Zoladex to Lupron, as well as the
opportunity to be reimbursed by the government at
a price higher than that paid to TAP. Ultimately, TAP
also was charged with giving physicians trips to
expensive golf and ski resorts, free consulting ser-
vices, medical equipment, and forgiveness of debt. 

Some observers have long perceived ethical
issues in the symbiotic relationship between physi-
cians and drug suppliers. In 1990, the American
Medical Association’s (AMA) Council on Ethical
and Judicial Affairs created guidelines regarding
gifts to physicians from industry. The guidelines
were adopted by the AMA; however, by the late
1990s they were largely ignored by physicians and
industry representatives. In 1999, an AMA task
force recommended raising awareness of the
guidelines among physicians. To fill this need, the
AMA convened the Working Group for the
Communication of Ethical Guidelines on Gifts to
Physicians from Industry. The group includes more
than 30 members representing physicians, corpora-
tions, medical associations, government, industry,
and more. 

Avoiding the appearance

The AMA initiative has been criticized for
accepting funding and staff from pharmaceutical
manufacturers and other industry sources. While
this situation is not without irony, the issue is of
prime importance to both the provider and the
industry side. Not only does each hope to avoid
the appearance of impropriety that may result
from expensive gifts or cash payments to physi-
cians, they also hope to avoid violating govern-
ment regulations that would interpret a gift as a
potential kickback.

The guidelines do not attempt to ban all
exchanges of value between industry representa-
tives and physicians. Manufacturers have a right
to responsibly advertise and promote their prod-
ucts, most of which are of significant benefit to
patients. The guidelines do, however, recognize
that gift-giving can go too far, and seek to prohibit
gifts that are unrelated to improving the physi-
cians’ understanding of their patients’ conditions
and cures. And while the guidelines are not bind-
ing, risk managers and providers could assume

the guidelines cited in the enforcement or litiga-
tion areas as industry standards to be followed.

In 1994, the Office of Inspector General (OIG) of
the Department of Health and Human Services
(HHS) issued a Special Fraud Alert regarding the
anti-kickback law’s application to prescription drug
marketing programs. OIG cited such conduct as
payments by drug companies to pharmacies that
converted a prescription from one brand to another,
frequent-flier miles provided to physicians for com-
pleting a form showing that a new patient was
placed on the company’s drug, and a research grant
program that rewarded physicians with substantial
payments for minimal record-keeping tasks.

The OIG described as potentially improper gifts
or payments 1) made to a person in a position to
generate business for the paying party; 2) related to
the volume of business generated; and 3) more
than nominal in value or unrelated to any service
other than the referral of a patient. The OIG threat-
ened investigations of gifts of any kind in exchange
for prescribing a particular product, and grants to
physicians and clinicians for studies of prescription
products when the studies are of questionable sci-
entific value and require little effort.

Under some circumstances, remuneration to
physicians can fall within one of the safe harbors
published by HHS to protect permissible conduct
that would technically violate the anti-kickback
statute. Safe harbors for personal services and
management contracts are sometimes appropriate
if the manufacturer pays the physician for legiti-
mate services that can be described in a written
agreement, and if the compensation is unrelated to
the volume or value of the manufacturer’s product
used by the physician. For a safe harbor to apply,
all criteria for inclusion must be met.

Prescription drug marketing is once again near
the top of OIG’s agenda. In its 2002 Work Plan,
the OIG specifies:

“We will evaluate the extent of gifts and pay-
ments to physicians from pharmaceutical compa-
nies. The pharmaceutical industry currently
spends about $12 billion a year on marketing to
physicians, and some of these gifts may present
an inherent conflict of interest between the legiti -
mate business goals of manufacturers and the
ethical obligations of providers to prescribe 
drugs in the most rational way.”

The OIG will examine any type of arrangement
between a seller and a buyer or prescriber of phar-
maceutical products to determine whether it con-
tains overt or disguised incentive payments to
prescribe a particular manufacturer’s product. Risk
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managers and physicians should review their cur-
rent practices to see if they will withstand federal
scrutiny. 

(Philip H. Lebowitz is a partner in the law firm of
Pepper Hamilton LLP, and chairman of the firm’s
health care services practice group.)  ■

Group purchaser requires 
bar codes on medications

In an effort to reduce medical errors, Premier Inc.
(Springfield, VA), which operates one of the

nation’s largest group-purchasing organizations
serving hospitals, will require in its group con-
tracts that covered medications and biological
products have consistent product numbers and
unit-of-use bar codes.

By requiring scannable bar codes for hospital
pharmaceutical products similar to those used on
grocery items, “medication errors in hospitals will
be reduced with more assurance that patients get
the right medicine at the right time in the right
dosage,” says Howard E. Sanders, a Premier
executive responsible for group purchasing.

Sanders says the move also should reduce costs
in the hospital supply process. Premier will imple-
ment the new requirement for product numbering
and bar coding as current group contracts for exist-
ing pharmaceutical products expire, Sanders says.
A leading alliance owned by not-for-profit health
systems, Premier provides group-purchasing ser-
vices for approximately 1,600 hospitals. Premier
members purchase more than $14 billion a year in
supplies and equipment through Premier group
contracts, including over $6 billion a year in phar-
macy products.

Premier has approximately 150 group contracts
in place for pharmaceuticals, covering over 12,000
items. The Department of Health and Human
Services earlier announced that it expects to pro-
pose a rule next year requiring the barcode labeling
of hospital-administered medications and biologi-
cal products.

“Premier’s decision to move in advance of any
regulation was made out of a commitment to
patient safety,” Sanders says. “We know this tech-
nology can save lives, and we won’t wait to see if a
regulation is approved to make sure it is available
to our hospitals and the patients they care for.”

Premier will make its support of unit-of-use 
bar coding clear to the companies that supply

pharmaceuticals to its members, and it will urge
those companies to become early adopters of this
technology. Starting in 2003, when the bulk of cur-
rent contracts expire for existing products, Premier
will make implementation of unit-of-use bar cod-
ing a requirement of all new and renewed con-
tracts. Sanders says Premier also expects to move
toward requiring bar codes for medical devices
and medical-surgical supplies in the future. No
timetable has been set for group contracts in 
those areas, since their contracting periods vary.

“We understand that implementing unit-of-use
bar coding will not be a simple task,” Sanders says.
“For companies that have not undertaken such
approaches, implementation may necessitate pro-
cess changes in both the clinical and manufacturing
settings, perhaps even the retooling of internal and
external information and manufacturing systems.
Although some manufacturers and suppliers have
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concerns regarding such an investment, we believe
the lives saved and ultimate supply chain savings
clearly outweigh any initial investment.”

Premier will work closely with its business
partners to facilitate the bar code implementa-
tion, Sanders says, and it will also support
streamlining of Food and Drug Administration
approvals related to labeling changes.

In addition to improving safety and cutting costs,
the use of bar coding would improve the ability of
individual hospitals to track their data to improve
the quality of patient care over time, according to
Bert Patterson, vice president of the Premier Con-
tracting Center of Excellence, and a clinical pharma-
cist. Many Premier member hospitals pool clinical,
financial, and operational data in the alliance’s
databases, and hospitals compare performance
indicators to identify areas for improvement.  ■
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News: To alleviate his apnea, a 17-year-old boy
was admitted to a hospital for a tonsillectomy. The
surgery was successful and morphine was admin-
istered to address his pain. The morphine compli-
cated his apnea, leading to his death. Plaintiffs
successfully claimed that the hospital failed to
provide adequate post-surgical monitoring and
treatment. The jury returned a $9 million verdict
against the hospital and a defense verdict in favor
of the named physicians.

Background: The 17-year-old patient was
scheduled to undergo a tonsillectomy, or uvu-
lopalatopharyngoplasty. The procedure was
designed to partially relieve his apnea, which
was aggravated by a tonsil that was too large.
While the patient’s obesity contributed to his con-
dition, his otolaryngologist believed that remov-
ing the tonsil would mitigate the apnea. The
enlarged tonsil interfered with the boy’s ability to
breathe and caused him to involuntarily stop
breathing, mostly while he was asleep. The
patient relied upon his snoring to awaken him,
which it did many times during the night. But it
also caused him to be drowsy during the day-
time. The young man’s doctor arranged to have
the surgery performed at a local hospital, using
the hospital’s contract anesthesiologists.

The surgery was successful. In the recovery
room, the anesthesia team administered morphine

to treat the teen-ager’s pain. However, the mor-
phine had an adverse effect on the underlying
apnea. While the patient generally depended
upon his snoring to wake him when his breathing
stopped, the morphine impeded that conditioned,
natural response. Since the failure to wake-up
could lead to an unhealthy buildup of carbon
dioxide, it was necessary to keep the young man
awake throughout the recovery process.
Morphine has a half-life of approximately two to
four hours, so the critical period for full postoper-
ative recovery should have been about four to
eight hours.

Over the next two hours, the young man con-
tinued to have oxygen and respiratory prob-
lems. A morphine-reversing drug, Narcon, was
given to the patient to counter the adverse
effects. Fifteen minutes after it was adminis-
tered, the patient appeared to be improving, so
the recovery room nurse transferred him from
the recovery room to the regular unit. The half-
life for Narcon is 20-40 minutes; the transfer
took about 45 minutes. 

When he arrived in the unit, his parents
believed his condition was declining. A nurse
assured them that all was well and suggested
they go home. After they left, the unit nurses
allowed the boy to sleep as the dangerous levels
of carbon dioxide continued to rise. Though the
Narcon had worn off and the morphine had not,
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an additional dose of Narcon was not adminis-
tered or ordered by the anesthesiologist.

In the meantime, a respiratory technician was
called in to assist with the patient. Without doc-
tor’s orders — as was the hospital’s protocol —
he increased the amount of oxygen the patient
was receiving. The patient’s condition continued
to deteriorate and the unit nurses contacted the
otolaryngologist.

It is unclear exactly what information the
nurses shared with the otolaryngologist who
operated on the patient, but eventually the nurses
and otolaryngologist all contacted a pulmonolo-
gist to consult on the case. The pulmonologist
attempted to issue a variety of orders to treat the
problem, including transferring the patient to an
intensive-care unit (ICU) and ordering tests,
including an X-ray and an arterial blood gas
(ABG) to determine the level of oxygen and car-
bon dioxide in the patient’s blood.

The specific facts were disputed, but apparently
the orders were not followed. When the patient’s
monitoring devices indicated that there was an
oxygen problem, the nurses administered more
oxygen. The plaintiffs successfully contended at
trial that the administration of additional oxygen
contributed to the carbon dioxide problem and
further obscured the fact that a potentially fatal
problem was developing. 

An hour later, the young man — who had not
been transferred to an ICU bed — was in respira-
tory arrest. A code was called, and the patient
was resuscitated. However, a serious hypoxic
event had occurred in the interim and 26 hours
later, the boy was dead.

The plaintiff parents brought suit against the
otolaryngologist and anesthesiology team as well
as the hospital. As to the otolaryngologist, the par-
ents claimed that the physician failed to properly
monitor their son postoperatively and failed to
communicate preoperatively about the seriousness

of the teen’s apnea. The plaintiffs claimed that the
anesthesiologist should not have administered
morphine because the patient was not a good can-
didate for this drug in light of his apnea. The
plaintiffs also claimed that once Narcon was given,
someone should have realized it had a half-life of
less that half of the morphine and that at least two
doses should have been administered instead of
one. 

The plaintiffs further asserted that the hospital
failed to keep the boy awake until the morphine
completely wore off and the apnea complication
had passed. Specifically, the plaintiffs claimed
that a) the patient was prematurely moved from
the recovery area, where there was 1-to-1 nurse
coverage, to a floor where he could not be as
closely watched; b) as alarms continued to sound
indicating a problem, the nurses simply turned
the alarms off or responded inappropriately; c)
the parents were sent home with the admonition
not to worry when they could have stayed and
cared for their child; d) the nurses and respira-
tory technician practiced medicine unlawfully by
administering oxygen without a medical order
from either the attending physician or the pulmo-
nologist; and finally; e) there were repeated
delays in the nurses contacting the doctors and,
when contacted, the nurses failed to properly
advise the doctors about the patient’s condition.
The plaintiff claimed that the cumulative events
were inexorably linked to the patient’s respira-
tory distress and ultimate death.

Both the otolaryngologist and the anesthesia
team denied negligence and pointed to the errors
the hospital nurses made that led to the boy’s
death. The defendant physicians further claimed
that had the nurses appropriately communicated
with them, they would have responded differently.

The hospital said the nurses responded prop-
erly and in its defense raised factual disputes
regarding the plaintiffs’ characterization of the
care provided. The errors in this case, the hospital
contended, rested with the doctors who failed to
provide the nurses with complete information
regarding the severity of the apnea or to give the
orders necessary to the treat the boy’s condition
and morphine-related complications. The hospital
also claimed that the patient’s pulmonary edema
was the cause of the respiratory arrest. The plain-
tiff counterclaimed that up until just before the
code was called the decedent could have been
saved. The hospital admitted to erroneously turn-
ing up the oxygen but maintained that the techni-
cal mistake essentially had no effect on the
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“If a nurse feels that any orders are

inappropriate or in error, there are stan-

dards of practice that govern how to
address the orders. Doctor’s orders must 

be carried out unless canceled or

discontinued. To not carry out orders 
given by a doctor is a deviation from

accepted practice standards.”



outcome of the case. The defendants also con-
tended that the 17-year-old had a limited life
expectancy because of his obesity and enlarged
heart. 

The plaintiffs countered that the patient’s heart
was enlarged, proportionate to his body type,
and did not manifest any physical problems. 

The jury awarded a verdict of $9 million
against the hospital and a defense verdict in 
favor of the named physicians.

What this means to you: “One of the first
things that jumps out at you in reading this case
is the allegation that doctors gave orders to the
nursing staff that were not followed,” states
Leilani Kicklighter, RN, ARM, MBA, CPHRM,
CHt, of the Kicklighter Group in Fort Lauderdale,
FL. “If a nurse feels that any orders are inappro-
priate or in error, there are standards of practice
that govern how to address the orders. Doctor’s
orders must be carried out unless canceled or dis-
continued. To not carry out orders given by a
doctor is a deviation from accepted practice
standards.”

Should a nurse feel the orders given are not
appropriate or are in error, Kicklighter recom-
mends the following steps be taken as a matter 
of course:

• Speak to the ordering doctor.
• Speak to the pharmacist if the order involves

a drug; the pharmacist can then speak with the
doctor.

• If, after speaking with the doctor, there is no
acceptable resolution, speak to the nursing super-
visor on duty.

• If the supervisor agrees, it should be taken to
the next step up the chain of command, to the
department chief/chair and to the director of
nursing. 

For a nurse to disregard doctor’s orders is
potential grounds for disciplinary action by not
only the nurse’s employer but also by the nurses’
state board of nursing; and even if not included
in the hospital’s policies, the nurse may still have
the professional obligation to take action and
raise issues. However, most would advise having
such policies and procedures in place and provid-
ing education on the issue. 

To that end, “risk managers should review
standing practices and policies and procedures
regarding the process for addressing orders given
by a doctor that are felt to be inappropriate by the
nursing staff. The risk manager should make sure
to emphasize how to handle such matters in

written educational materials and inservice pro-
gram presentations. In addition, risk managers
should advise nursing and supervisory staff that
they are available, 24/7, for consultation in such
situations,” adds Kicklighter.

Just as nurses should voice their concerns
when they don’t agree with doctor’s orders, all
members of the health care team should commu-
nicate with each other. Communication among
health care providers is key to successful out-
comes — even when the case seems minor or rou-
tine. Even the most mundane procedures can
become untoward incidents if allied health pro-
fessionals and physicians don’t talk to each other
and take things for granted. 

“This case brings to the forefront an issue that
faces health care workers every hour of every
day, and that is COMMUNICATION between
caregivers,” Kicklighter asserts. “In this case, it is
even more complicated because much of the com-
munication scrutinized at trial was conducted by
telephone, and there is no proof of what informa-
tion was actually given by the nurses to the vari-
ous doctors or what was received in return from
the doctors to the nurses. This is always a ticklish
situation, especially if the conversations are at
night when one or other of the parties may not be
at their most alert state. This is of such an impor-
tant nature that some hospitals have actually set
up devices to record such phone conversations.
Not only does this provide clear information
regarding what was transmitted by each party, it
also serves as a quality improvement modality. In
this case, such a system would have provided the
information regarding what information the
nurses gave the doctors, whether he or she asked
questions to clarify the situation, and exactly
what orders were given in response to the given
information. Documentation in the medical
record is a good backup, but again the doctor
may say, as in this situation, that all the important
information wasn’t conveyed or that the physi-
cian’s orders were not recorded. And, much to
the facility’s risk manager dismay, it seems that
the doctors were believed in this instance given
that the jury exonerated them.”

Documentation can often make or break you
once litigation is initiated, Kicklighter says. These
questions occurred to her: 

• Was there extensive pre-surgical evaluation
and documentation of the patient’s apnea?
Specifically regarding his reliance on his snoring
to awaken him from the apnea state.

• Was the documentation in the postoperative
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orders regarding the need to keep the patient
awake until he had fully recovered? And what
was the definition of “fully recovered” in this
situation? 

“However in this case, regardless of where —
if anywhere — the patient’s underlying complica-
tion was documented, it seems that the health
care providers had the opportunity to overcome
any documentation deficiencies and appropri-
ately care for the boy after the morphine was
administered, but they failed to effectively com-
municate regarding his course of treatment fol-
lowing the incident,” observes Kicklighter.

It would probably serve most risk managers

well to review this case chronologically posing
the following questions to be sure that the cir-
cumstances are not ripe for a similar scenario to
occur in their organizations, Kicklighter says: 

1. What is the process for identifying patients
as “at risk” or “high risk” of surgical complica-
tions, as it seems this patient should have been
labeled but was not.

2. If a patient is not initially deemed “at risk”
at the time surgery is scheduled or initiated, did
the facility have policies and procedures regard-
ing the postoperative care of patients that become
“at risk” — particularly as it relates to the care by
the anesthesiology teams, which seems as though
should have been done after the morphine was
administered and adverse effects became known?

3. How long was the attending surgeon to
remain on site post-surgery according to the hos-
pital privileging rules? It seems he was no longer
at the hospital when the orders to transfer the
patient from the recovery room were executed.
Subsequently, who determined when it was time
for the patient to be moved. Namely, did a physi-
cian evaluate him? And, if not, then what criteria
were used by whom to make that judgment call?

4. What are the hospital’s rules regarding the
length of time an anesthesiologist or other mem-
ber of the anesthesia team is to remain with the
patient postoperatively, and does this change if

the patient is experiencing complications? 
5. Where was the anesthesiologist during 

the apnea spells prior to the respiratory arrest?
Were there policies and procedures in place to
allow the nursing or respiratory techs to seek
medical direction from an in-house physician 
if the attending physician is only available by
phone, and what were the policies and proce-
dures for documenting telephone conversations
with the attending and consulting physicians
not on site?

In addition to the issues of nursing practice
standards, communication, and documentation,
“since the anesthesiology group was on contract
to this hospital, this case raises the very impor-
tant risk exposure that may lurk in such con-
tracts. Ideally, contracts with physician groups
should provide that the group and each individ-
ual physician and other allied health profession-
als employed by the group carry a sufficient limit
of professional liability insurance coverage and
that there is a hold harmless agreement as well as
an indemnity clause contained in the contract. In
addition, the contract should clearly state that
neither the group nor individuals who make 
up the group are agents of the hospital. The risk
manager should be thoroughly knowledgeable 
as to the criteria in his or her respective state as to
what constitutes an agent and work with the hos-
pital’s legal counsel and administration to assure
that all loss prevention steps are taken to prevent
any contractors from being held as an agent of
the hospital whenever possible, adds Kicklighter.

“Lastly, organizations should re-examine their
parental visitation policies and procedures based
on the outcome of this case. Parents can be of
great assistance to the nursing staff; and from the
parents’ view, they are often more comfortable
remaining with their child, given the choice. As
seen in this instance, not only might the parents’
presence have saved their son’s life, it more than
likely factored into the jury’s large verdict,” adds
Kicklighter.

“Bottom line, it is probably not enough to
simply have all of the right policies and proce-
dures in place to dictate who should do what
and when if orders aren’t followed and the
communication culture and systems are faulty,”
concludes Kicklighter. 

Reference

• Dudley vs. Baptist East, et al ., Jefferson County (KY)
Circuit Court, Case No. 97 C15760. ■

4 Supplement to HEALTHCARE RISK MANAGEMENT ® / February 2002

“. . . It is probably not enough to simply

have all of the right policies and proce-

dures in place to dictate who should 
do what and when, if orders aren’t

followed and the communication 

culture and systems are faulty.”



Like life insurance, a disaster preparedness
plan is something you hope you never 

have to use. But in case you do, you’d better
have a darn good one in place — especially if
your worst-case scenario involves a nuclear
accident.

At Lockheed Martin Energy Systems of Oak
Ridge, TN, which manages energy-related facili-
ties for the U.S. Department of Energy (D.O.E.),
the disaster preparedness plan is characterized by
a methodical, organized approach and attention
to detail. 

“Hazard and Consequence Assessment, as
required by the D.O.E., is the foundation of the
program,” says Joe Inman, emergency manager,
who oversees the plan. “It drives the type of
response, the numbers of responders, and so
forth.”

Elements of the plan

Every response plan has the following four
basic elements (for an example of how each step
works in a specific event, see chart, inserted in
this issue.):

• Planning: understanding the potential
problem; 

• Emergency preparedness: putting in place
the tools needed to ensure a proper immediate
response; 

• Response: being equipped and staffed with
the capability to mitigate the emergency; 

• Recovery: once the problem has been miti-
gated, making the transition back to normal
operations.

“If you look at what we do, we basically have

two missions,” Inman explains. “First, we sit
down and plan for those events we know could
happen and walk through them in the calm of
day, making sure everyone knows how to
respond. Second, we put in place a framework
that allows us to respond.”

How the plan works

Inman explains how the four phases would
play out in the event of a fire: 

• Planning: Are there hazardous materials in
the area? What are the evacuation routes?
Determine where the assembly stations are, so
you can make sure everyone gets out. If everyone
doesn’t get out, be ready to send responders
(dressed in fireproof clothing) to look for them.

• Preparedness: Train your people, run them
through a drill of the program, so if anything hap-
pens, they won’t be experiencing it for the first time.

• Response: Make sure that not only internal
people but also external people, such as fire depart-
ments or emergency brigades, are ready to respond.

• Recovery: If we lose a vital part of an admin-
istration building, such as computers, how can
we recover?

During the employee orientation session,
new employees are given general background
information on what they need to do to protect
their own health and safety, says John Bolling,
energy systems emergency management pro-
gram manager. This includes learning the
different alarm sounds peculiar to specific situ-
ations. “They are also trained on how to report
an emergency and to make sure help is sum-
moned,” he notes.
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Look for specific hazards and then plan for problems



Anyone who comes on site unescorted must
have this training, says Bolling. In addition, says
Inman, “Each year they have facility-specific
training.” There is also an annual drill to ensure
“evacuation accountability.”

As with its health and safety program in general,
the emergency response system at Lockheed Martin
is based on smooth interdepartmental integration. 

Each site is required to have its own medical
program, he notes, “And we are required to
define the interface between that medical plan
and how the department interfaces with the emer-
gency plan.” For example, in a mass-casualty

situation, occupational medicine professionals are
mobilized as emergency responders. 

However, Inman notes, some situations may
call for more help than can be provided on-site.
“We have memos of understanding with the sur-
rounding community in case we exceed our capa-
bilities — these include ambulance services [land
and air], the fire department, the Red Cross, and
the state of Tennessee.” 

The plan had to be exercised this spring, says
Inman, during a tornado warning. Thankfully,
there was no damage to the facility, he reports,
but “the plan went quite well.”  ■
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Systems Failure and Basic Staff Response
St. Joseph’s Hospital, Savannah, GA



How close is your hospital to a railroad track? 

Though biological agents have dominated
recent terrorism discussions, ease of access 

to deadly chemicals may make them a greater
threat to hospital readiness, experts emphasized
recently at the University of Georgia in Athens. 

“Eighty new chemicals a day are patented in
America, and most of them will kill you,” said
Jon W. Watson, special agent in the FBI’s joint
task force on bioterrorism.

Watson joined other experts in a conference on
preparing hospital clinicians for mass casualty
situations. The underappreciated threat of chemi-
cal weapons was a recurrent theme throughout
the Dec. 5, 2001 meeting.

“Most people do not realize that the chlorine
— the substance we put in our swimming pools
— will kill you,” Watson said. “Yet tanker car-
loads of it are railed through the middle of
Atlanta every day. A [munitions] charge placed
on the side of that tanker would blow a hole in it,
the chlorine would escape, form a flue, and move
across the city.”

A potent irritant to the eyes and skin, chlorine
can cause severe pulmonary irritation that may
result in death. Yet chlorine exposure is difficult
to diagnose, and there is no specific antidote.
(See chemical agents, p. 3.)

“That is not sexy; that’s not going to make the
news,” Watson said. “We would much rather talk
about Ebola and anthrax.”

The chemical agent deployed by a terrorist
could include an industrial hazardous material or
a traditional militarized agent such as nerve gas.

While many nations still have stores of chemical
weapons, in 1997, the United States and some 80
other countries signed a treaty banning their use.
As a result of that legislation and prior actions,
the United States is in the process of destroying
its stocks of chemical weapons through incinera-
tion. One such storage site is the Noble Training
Center in Anniston, AL. 

“We are privileged to store 2,100 tons of sarin,
mustard [gas], and VX derivation,” said John
Hoyle, MHA, LFACHE, director of the Noble
Training Center and an employee of the U.S.
Public Health Service.

A $1 billion incinerator has been built to
destroy the chemical stocks, but people in the
surrounding communities have expressed con-
cern about the public health threat of the inciner-
ation process, he said at the conference. 

“There is a lot of concern in the citizenry about
those chemical weapons, but the Army has been
storing and handling them for 50 years,” Hoyle
said. “I have toured the incinerator three times. I
am very convinced they know exactly what they
are doing.”

However, while confident in the safety of the
incineration program, he expressed concern
about the amount of chemicals that are railed
through that area and other parts of the country.

“I live but a mile from a train track, and we are
the main route between Atlanta and Birmingham,”
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Hoyle said. “Chlorine cars, World War I warfare
chemicals go through our town all of the time.
[But] nobody worries about a rail-car accident,
much less terrorism [involving] a rail car,” he
added.

A reality in Tokyo

As with bioterrorism and anthrax, the threat of
chemical attacks on citizens is no longer theoreti-
cal. While the use of chemicals is well documented

in warfare, the incident that drove the terrorist
threat home was the release of the nerve agent
sarin in the subways of Tokyo in 1995. Twelve peo-
ple were killed and 5,000 injured in the attack by
the Aum Shinrykyo cult. It could have been worse.
The group reportedly had little problem getting
scientific assistance in developing the chemical,
but never really came up an adequate delivery 
system.
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(Continued on page 4)

Triage, decontamination 
after chemical exposures
Have outdoor shower area ready 

To increase preparedness for chemical expo-
sures, clinicians at George Washington

University in Washington, DC, have developed
triage and decontamination plans that include the
use of outdoor showers.1 Some of the key points of
the plan for dealing with chemically contaminated
patients include:

✔✔ Initial triage.
Exposed and potentially exposed individuals

should receive an initial brief triage, performed by
medical personnel in personal protective equipment
(PPE), before decontamination. They should then
be directed to one of two areas, nonmedical decon-
tamination or medical decontamination. The unin-
jured, those with minor injuries requiring no medical
intervention during decontamination, and the major-
ity of ambulatory patients will be assigned to non-
medical decontamination.

A brief sign-in process should record name and
date of birth. (Full registration can occur after decon-
tamination and should be consistent with the com-
munity patient tracking system.) A number on a log
can be assigned to each patient, who would receive
two identically numbered plastic bags and a nonper-
meable wristband. Clothing would be placed into the
larger clear, impervious bag. Valuables should be
placed in the second, smaller bag. 

✔✔ Patient decontamination. 
It is recommended that the facility have partially

fixed or preconstructed decontamination areas that
can be activated immediately. This area should be
designed to occupy little storage space and not dis-
rupt routine operations while in use. The Israeli
model, developed during the Gulf War, consists of
showers permanently fixed to the ceiling structure of
an open-air parking garage or the side of a building.
The George Washington University Hospital model

uses fire exit alleyways. Outdoor decontamination,
however, must offer protection from inclement
weather and have adequate lighting for night opera-
tions. Because clothing will be removed before
decontamination, privacy must be protected to
ensure compliance with full decontamination. The
sexes should be separated, with a visual barrier
between shower lines. 

The water temperature must be adjustable.
Excessively warm water should be avoided, as this
may promote peripheral vasodilatation and toxin
absorption. Stiff brushes or abrasives also should
be avoided as they may enhance dermal absorp-
tion of the toxin and can produce skin lesions that
may be mistaken for chemical injuries. Sponges
and disposable towels are affordable and effective
alternatives.

Decontamination can be accomplished by using a
sequential copious warm water rinse, a hypoaller-
genic liquid soap wash, another warm water rinse,
and then a final rinse after walking past other in-use
showers. Promoting patient self-decontamination
will significantly decrease the required number of
health care workers. Of course, decontamination
assistance for some patients in the nonmedical
decontamination area and full passive decontamina-
tion in the medical decontamination area must still
be available.

Decontamination facilities should contain multiple
shower stations that are designed to allow patients
to progress at various rates without compromising
overall flow. Patients whose clinical condition deteri-
orates in the decontamination line can impede the
progress of others. Plans must include means for
sidetracking these patients into an area separate
from the main decontamination sites, where treat-
ment can be initiated.

Reference

1. Macintyre A, Christopher G, Eitzen E, et al.
Weapons of mass destruction events with contaminated
casualties. JAMA 2000; 283:242-249.  ■
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Signs and Symptoms 
of Chemical Exposures 

The following are among the major chemical agents
that may be used by a terrorist. As a general rule,
health care providers using appropriate personal pro-
tective equipment should remove the exposed person
from the source immediately, and decontaminate by
removing, bagging, and sealing the person’s clothing.
Flush the skin with water and then wash with soap.
Take care to prevent secondary cases from contami-
nated clothing, ground, vegetation, or equipment.

NERVE AGENTS
• Sarin (GB) is a colorless, odorless liquid that

mixes readily in water. Sarin can be ingested,
inhaled, or absorbed through the skin. Depending
on the dose, onset of clinical manifestations can
vary from a few minutes to one hour, although
most occur within minutes. Signs and symptoms
include visual disturbance, runny nose, chest tight-
ness, nausea, vomiting, convulsions, and death.
Treatment includes atropine, pralidoxime chloride,
and diazepam. 

• Tabun (GA) is a colorless-to-brownish liquid. Under
average weather conditions, tabun can persist for
one to two days. It is primarily released as an aerosol
or vapor. Clinical signs and symptoms include visual
disturbance, runny nose, chest tightness, nausea,
vomiting, convulsions, and death. Treatment includes
atropine, pralidoxime chloride, and diazepam. 

• Soman is a colorless and tasteless liquid that
mixes readily with water. After release, it evapo-
rates rapidly, dissipates, and eventually breaks
down in the environment. Clinical manifestations
include visual disturbance, runny nose, chest tight-
ness, nausea, vomiting, convulsions, and death.
Treatment consists of decontamination; drugs such
as atropine, pralidoxime chloride, and diazepam;
ventilation to support respiratory function; and sup-
portive care. 

• VX is an amber-colored, oily liquid that will remain
in the environment until it has been properly
cleaned through decontamination methods. VX
can enter the body through ingestion, inhalation,
or through the eyes or skin. Health effects include
constricted pupils, visual disturbance, runny nose,
chest tightness, nausea, vomiting, convulsions,
and death. Diagnosis is based on history of expo-
sure, clinical signs and symptoms, and confirma-
tory laboratory tests. Treatment includes atropine,
pralidoxime chloride, and diazepam; ventilation to
support respiratory function; and supportive care.
Because of VX’s persistent characteristics, take
special care to prevent secondary cases from 
contaminated clothing, ground, vegetation, or
equipment. 

BLISTER AGENTS
• Mustard (HD) causes severe skin, lung, or eye dam-

age. The health effects of exposure can be delayed
up to 12 hours. Those exposed might notice the odor
of mustard, which is similar to onion or garlic. Hours
after exposure, the skin may appear red. Upper res-
piratory problems such as difficulty breathing, cough-
ing, painful sinuses, or sore throat may occur. Over a
period of hours, small blisters appear and gradually
combine to form large blisters. Mustard exposure can
be confirmed through a urine test. There is no anti-
dote for mustard exposure. 

• Lewisite is a blister agent that produces immediate
effects. Its vapor causes burning or pain in the eyes,
nose, and skin. Fresh air can increase the pain.
Lewisite also may produce visible tissue damage
within several minutes of contact. Later, severe
damage to the skin, eyes, or airways may occur.
Lewisite is diagnosed by recognizing its clinical man-
ifestations (immediate pain or irritation of skin and
mucous membranes). Other signs and symptoms
that may occur later are skin flushing, blisters on the
skin, and eye and airway damage. Treatment con-
sists of decontamination, the use of the antidote
British Anti-Lewisite (BAL), and supportive care. 

PULMONARY AGENTS
• Phosgene (CG) has the odor of newly mowed hay.

This highly toxic substance immediately irritates the
eyes, nose, and skin. It also produces tissue damage
within several minutes of contact. Phosgene exposure
is diagnosed by recognizing the signs and symptoms
(eye and airway irritation, difficulty breathing, chest
tightness, and delayed pulmonary edema). There is
no specific antidote for phosgene. Decontaminating
all exposed areas is the most effective means of
decreasing tissue damage. 

• Cyanide is a colorless liquid that prevents cells from
using oxygen, which results in death. Inhalation is
the primary mode of exposure. Cyanide in moderate
amounts may produce headache, nausea, dizziness,
weakness, or anxiety. A large amount of cyanide will
produce loss of consciousness within seconds, and
death may occur within minutes. Cyanide exposure
is diagnosed by the clinical signs and symptoms
suggestive of inadequate oxygen. Successful treat-
ment for acute cyanide poisoning depends upon
rapid treatment with oxygen and the use of antidotes
(amyl nitrite, sodium thiosulfate, and sodium nitrite). 

• Chlorine is a greenish-yellow gas with an irritating
odor. It is a potent irritant to the eyes and skin.
Exposure also causes severe pulmonary irritation
that may result in death. Chlorine exposure is diffi-
cult to diagnose. There is no specific antidote.
Remove from the source and provide fresh air. If
eyes or skin were exposed, rinse them with plenty of
water. Provide oxygen if there is shortness of breath
or difficulty in breathing. 

Source: Centers for Disease Control and Prevention, Atlanta.



“[Terrorists don’t] have to hire a bunch of PhDs
and spend millions to try and create some sarin
— not when you’ve got rail cars full of the stuff
going through our towns everyday,” Hoyle
warned. 

Lessons learned from the Tokyo sarin attack
include the fact that a significant number of
exposed individuals may find their own means
of transportation to the health care facility after
a chemical attack.

“The vast majority of casualties in any disaster
will get to your hospital without the benefit of
EMS,” Hoyle said. “They simply don’t wait around
for EMS to organize, set up a triage, casualty col-
lecting points, and all that.”

In addition, “worried well” patients who have
experienced very little or no exposure will go to a
hospital. Many may still require decontamination
because it may be difficult to rule out exposure.
Any real symptoms of a chemical agent will
occur in conjunction with anxiety and confusion.
All the while, residual chemical agents on those
exposed may pose a risk of secondary spread to
workers, as evidenced by pesticide patients pre-
senting at emergency rooms. 

Indeed, three health care workers — one who
was subsequently hospitalized for nine days — fell
ill after a patient who had ingested pesticide came
into an emergency room in a South Georgia hospi-
tal in 2000. As a result of the case, the Centers for
Disease Control and Prevention (CDC) recom-
mended staff take personal protection measures
beyond standard infection control precautions.
Depending on the extent of the contamination,
health care workers caring for chemically contami-
nated patients should use level C protection (i.e.,
full face mask and powered/nonpowered canis-
ter/cartridge filtration respirator) or level B protec-
tion (i.e., supplied air respirator or self-contained
breathing apparatus). The type of canister/car-
tridge should be appropriate to the agent. If the
agent cannot be identified, use an organic
vapor/HEPA filter, the CDC recommended.

Self-reliance a must

Other practical considerations are the availabil-
ity of heavier gloves, because thin latex medical
gloves are of little protection against many chem-
icals. In addition to the need for surface decon-
tamination of patients, body fluids also must be
contained to prevent skin and inhalation expo-
sure. To limit spread of the contaminant, the
emergency room’s ventilation exhaust should be

directed away from the hospital’s main ventila-
tion system. A less-expensive alternative is to set
up an outdoor shower decontamination area.
(See related story, p. 2. )

Such preparations may be critical because local
officials will be too busy at the scene of exposure
to assist hospitals with incoming patients, Hoyle
warned. “Hazmat people will not show up at the
hospital emergency room and decontaminate
patients for you, because they are still going to be
in the area of the exposure. You have to think
self-containment. You’re going to have to direct
your own traffic and decon your own patients.”

Moreover, it is actually a regulatory require-
ment that hospitals are prepared to deal with
chemically contaminated patients, added Henry
Siegelson, MD, FACEP, a consultant with Disas-
ter Planning Intentional Inc. in Atlanta. The
Occupational Safety and Health Administration
(OSHA) requires such preparation as part of its
regulations on hazardous wastes, he told confer-
ence attendees. “[OSHA] rules require employers
— including hospital CEOs — to plan for Hazmat
if they expect their employees to handle an emer-
gency involving chemicals,” he said. 

In complying with OSHA, the preparedness
plan will also meet requirements of the Joint
Commission on Accreditation of Healthcare
Facilities, Siegelson added. Despite the risk of
accreditation problems or OSHA fines, the
response to the regulations has been historically
lackluster, he said. “Prior to Sept. 11, some people
said, ‘[OK] fine me. I don’t care.’” he said. “Really,
I ran in into that all over the country. Before [the
11th] we were called to train hospitals by safety
committees, nurses, security professionals. Now
we are being called by hospital CEOs.” 

In general, the OSHA requirements include
that all employees — including affiliated person-
nel, physicians, and nurses — who may be
involved in chemical emergency response must
be familiar with the plan. By the same token,
facilities must plan for emergency treatment of
noncontaminated patients, he noted. 

“What are you going to do if someone comes in
with a heart attack or a broken hip while you are
dealing with this decon event?” Siegelson asked. 
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