
Mandatory reporting 
proposal is scaring 
risk managers 
Government report endorses IOM suggestions

The federal government’s plan for reducing
medical errors includes some grand ideas and
some provisions that should worry risk man-

agers, say risk management experts familiar with
the report. The most troubling recommendation,
they say, is the push for mandatory reporting of
medical errors.

Risk managers were put on the alert recently
when the Institute of Medicine (IOM) released its
report on medical errors, calling for a major effort 
to reduce the rate of errors. The message, observers
said then, was that the public was now acutely
aware of a problem that had long been the focus of
risk management. Then, in February, the govern-
ment’s task force responded to the IOM report with
another set of recommendations and initiatives
indicating that momentum is building.

That report, from the federal Quality Interagency
Coordination (QuIC) task force, endorses most of 
the IOM recommendations, including the call for
mandatory reporting of medical errors and the for-
mation of a new agency to oversee the reduction of
medical errors. (See p. 40 for more on the report.)
Risk management experts say the QuIC report is
ambitious and could result in some positive changes,
but they also express doubt over how fast anything
will happen and whether the report’s recommenda-
tions are the right strategy for improvement.
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Grena Porto, RN, ARM, DFASHRM, director of
clinical risk management and loss prevention ser-
vices at VHA Inc. in Berwyn, PA, and past presi-
dent of the American Society for Healthcare Risk
Management, says the QuIC report indicates a
willingness by the federal government to move on
the medical error issue, but she doubts there will
be any significant advances in the near future.

“The reason is that there is so much in there
that is not what people were expecting,” she says.
“They want mandatory reporting on a state level,
for instance, and not all states have mandatory
reporting systems in place. It’s going to take
some time. They’ve got a long road ahead of
them before they can implement this.”

The same skepticism is expressed by Geri
Amori, PhD, ARM, FASHRM, risk manager with
Fletcher Allen Health Care in Burlington, VT. She
says there are many unanswered questions in the
QuIC report, and risk managers will recognize that
some of the suggestions are fraught with practical
complications. The call for mandatory reporting,
for instance, needs a lot of work, she says.  “I think
there will be some kind of reporting, but my hope
is that it will not be punitive reporting. If the
reporting just serves to help people punish indi-
viduals, then we will have lost an opportunity.
Will it be just another tool for trial attorneys? 
This needs a lot more thinking through.”

The scope of the QuIC report ultimately may
work against it, says Martin Hatlie, JD, a partner
with the Partnership for Patient Safety in Chicago,
a network of companies and organizations study-
ing the issue of medical errors and developing
commercial products and other solutions. Hatlie
has been watching the federal effort closely.

“The QuIC report is very ambitious and lays
out a big agenda,” he says. “It remains to be seen
how quickly they can implement any of this, but 
I do think you’re going to see some effects in the
private sector no matter how long it takes some
of the legislative initiatives to get going.”

The private sector may move much more
quickly than the government in creating new
requirements for health plans, for instance, to
reduce medical errors. Hatlie suggests that tan-
gible changes for health care providers are far
more likely to result from that effort than from
the government efforts. At the same time, gov-
ernment efforts have the potential to pose more
liability problems for providers, he says.
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Much of the QuIC report focuses on the issue of
mandatory reporting of medical errors, suggesting
that it would be an effective way to hold individu-
als and organizations accountable for errors, create
a database of information, and eventually reduce
the frequency of errors. Among risk managers,
however, the idea of federally mandated error
reporting raises a great many questions, none of
them pleasant or easy.

“Discoverability and confidentiality are impor-
tant issues here, but the biggest issue is that they
view mandatory reporting as an accountability
issue, which sounds an awful lot like blame to
me,” Porto says. “We’re going right down that
road to punishing someone so they won’t make
the same error again, and we know that’s not the
way to reduce errors. I have a problem with the
whole punitive aspect.”

Aside from the practical concerns and the pun-
ishment issue, Porto says she is not convinced
that reporting errors actually improves health
care. “We have lots of precedents for mandatory
reporting systems already, like the program
implemented in New York in 1986,” she says. “If
it were true that having a mandatory reporting
system decreases errors and improves health
care, New York state would have the best health
care in the country. And it doesn’t.”

Proponents of mandatory reporting often point
to the aviation industry’s style of handling crash
investigations in a formal, relatively open way
designed to root out the true causes. But some
observers say the health care community already
has made such an attempt with the sentinel event
process used by the Joint Commission on Accred-
itation of Healthcare Organizations, and that pro-
cess has turned up a great many concerns about
discoverability and information being used in
lawsuits. Leilani Kicklighter, RN, ARM, MBA,
DASHRM, assistant administrator for safety 
and risk management with the North Broward
Hospital District in Ft. Lauderdale, FL, says she
fears treading the same ground with the QuIC
recommendation for mandatory reporting.
Kicklighter is a past president of ASHRM.

“It would be ever so nice if the world as a whole
were like the aviation industry, where everything
is public,” she says. “We know there are lawsuits
as a result of planes going down, but it’s such a
public matter that there’s a different mindset. In
the health care profession, a plaintiff’s attorney

could get the information and use it, so all the
good that would go into identifying and analyzing
the medical error could backfire.”

The result, say several observers, could be 
that medical errors are driven underground. In a
worst case scenario, the mandatory reporting sys-
tem and its consequences could make health care
professionals actually hide their errors instead of
dealing with them constructively.

Legislative solutions could be slow 

The QuIC report acknowledges that manda-
tory reporting could cause liability problems,
suggesting as a solution that state legislatures
enact legal protections for health care providers.
Even the principal staff member of the QuIC task
force tells Healthcare Risk Management that the
concerns are serious. Nancy Foster, coordinator
of quality activities for the Agency for Healthcare
Research and Quality in Rockville, MD, says the
task force wants to work out a solution. 

“The whole issue of mandatory reporting has
taken on a life of its own, actually,” she says. “It’s
not the fact that the system is mandatory that cre-
ates the problem. It’s the fact that the information
could be disclosed or discoverable in some fash-
ion. We already have reporting systems in place
that have peer review protection, and that may 
be the most appropriate way to structure this
reporting system so that you encourage people 
to report as freely as possible.”

Foster says the QuIC task force has no inten-
tion of opening up new avenues to information
that could be used against providers in malprac-
tice cases.  “The malpractice concern definitely is
factored into our plans,” she says. “The longer-
term goal is to reduce errors, and that would
reduce instances of malpractice, the opportunity
for anyone to be sued. In the short run, we
believe that the appropriate protections for the
data will ensure that hospitals are no more or no
less at risk than they are now.”

That sounds nice, Hatlie says, but he doubts
that the state legislative protections will come as
quickly as needed. The QuIC report does not
indicate that the mandatory reporting would be
implemented only after the peer review protec-
tion is provided, so Hatlie says risk managers are
justified in fearing that they will be left unpro-
tected when the reporting is required.
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QuIC report urges national
error reporting system

President Clinton ordered the formation of the
Quality Interagency Coordination (QuIC) task

force in March 1998 to ensure better coordination
among the executive agencies with jurisdiction
over health programs. QuIC’s most influential
action to date has been its response to the Institute
of Medicine’s (IOM) report on medical errors, in
which QuIC outlined the federal response to the
IOM report. The QuIC report released in February
is a strong endorsement of the major IOM objec-
tives, though QuIC does outline some potential
problems and shortfalls.

“The QuIC fully endorses the IOM’s goal of
reducing the number of medical mistakes by 50%
over five years and has developed a strategy that
builds on the IOM recommendations and, in some
cases, goes beyond them,” the QuIC report says.

These are some key points of the QuIC report:
❏ Creating a center for patient safety.
The IOM recommends that Congress fund a

Center for Patient Safety within the Agency for
Healthcare Research and Quality (AHRQ) that
will set national goals for patient safety, track
progress in meeting those goals, and issue an
annual report to the president and Congress. 

QuIC response: The administration endorses
the IOM recommendation, and the president 
has included $20 million in the fiscal year 2001

budget to support a Center for Quality Improve-
ment and Patient Safety at the AHRQ, as part of
the agency’s broader quality agenda. The center
will fund research on medical errors, principally
through extramural grants and contracts. It will
work with private-sector entities and public-
sector partners, including the Quality Forum, 
to develop national goals for patient safety, issue
an annual report on the state of patient safety
nationally, promote the translation of research
findings into improved practices and policies,
and educate patients, consumers, and health 
care providers about patient safety.

❏ Establishing reporting systems nationwide. 
The IOM recommends the development of a

nationwide mandatory reporting system to pro-
vide for the collection of standardized information
by state governments about adverse events that
result in death or serious harm. The IOM report
does not propose the establishment of a national
voluntary reporting system; rather, it offers a vari-
ety of options for more limited voluntary report-
ing systems that function in all 50 states and build
on currently existing options, including the devel-
opment of systems focused on selected areas —
such as medications, surgery, and pediatrics — or
using a sampling technique to collect the full range
of information from a limited subset of health care
providers. It also recommends that the Congress
extend peer review protections to data related to
patient safety and quality improvement collected
through voluntary reporting systems.
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“When you’re thinking about motivating 
50 states to do something, and you think of 
the power of the trial lawyers and their historic
power to stop tort reform in the courts, I think
it’s a big challenge,” Hatlie says. “The whole
way the QuIC report bridges the state role and
the federal role adds a level of complexity that
will slow this down legislatively.” 

Kicklighter also points out that it may not be
enough for states to enact peer review protection.
The experience with the sentinel event process
suggests that any information provided to the
federal government eventually can make its way
to an agency that does not protect the informa-
tion, she says. “If you’re Medicare or Medicaid,
for instance, and they get the information, HCFA
then gets the information, and it can be released

through a Freedom of Information request. 
“Are they going to plug that loophole? It’s not

as simple as having states enact laws to protect
you there, because this is going to be some sort of
national repository. There has to be some protec-
tion on that level.”  ■

Sources
❏ Leilani Kicklighter, Assistant Administrator for

Safety and Risk Management, North Broward
Hospital District, 303 S.E. 17th St., Ft. Lauderdale,
FL 33316. Telephone: (954) 355-4993. E-mail:
Lkicklighter@NBHD.org.

❏ Grena Porto, VHA, 200 Berwyn Park, Suite 202,
Berwyn, PA 19312. Telephone: (610) 296-2558.



QuIC response: The administration agrees
with the IOM that error reporting systems should
be established in all 50 states and that those sys-
tems should have both mandatory and voluntary
components. The QuIC agrees with the IOM that
individuals should have access to information
leading up to and including the occurrence of a
preventable error that caused their serious injury
or the death of a family member. However, the
QuIC says subsequent root-cause analyses under-
taken to determine the internal shortcomings of
the hospital’s delivery system should not be sub-
ject to discovery in litigation, and appropriate
legislation should be enacted in conjunction with
or prior to the implementation of mandatory or
voluntary reporting systems. 

It is important to note that the QuIC says any
legislation or administrative intervention in this
area should not undermine individuals’ rights to
redress for criminal activity, malpractice, or negli-
gence. The QuIC does not support legislation that
would allow safety reporting systems to serve as 
a shield for providers engaging in illegal or negli-
gent behavior.

Mandatory reporting systems. The QuIC sup-
ports the development of state-based systems to
require the collection of standardized information
on preventable adverse events that result in death
or serious harm, and it says that the development
of those systems are ultimately in the best inter-
ests of patients. The QuIC agrees with the IOM
that the scope of events targeted by mandatory
reporting systems that contain public disclosure
components should be limited to serious, pre-
ventable, and identifiable adverse events. By lim-
iting required reporting systems to the most
serious of errors — those causing lifelong disabil-
ity or death — this approach will most effectively
target egregious problems and minimize the cost
of operating such a system. 

The QuIC says that, once mandatory systems
are fully implemented, such information for each
health system should be consolidated and made
public, but there should be no identification of
patients or individual health care professionals.
The QuIC also says mandatory reporting sys-
tems that contain public disclosure components
should not be used as a tool for punitive action
by state and local authorities, but they should be
used as a mechanism to provide the public with
information about the safety of its health systems

and to highlight errors that can and should be
prevented.

Voluntary reporting systems. The QuIC agrees
with the IOM that voluntary reporting systems
are a critical component of a national strategy to
reduce errors. Information from voluntary report-
ing systems is usually gathered by an indepen-
dent entity and is used to identify patterns of
errors. The QuIC proposes to integrate existing
federal voluntary reporting systems with data
collection efforts by states and private organiza-
tions. The QuIC agrees with the IOM that those
programs should be confidential to protect the
privacy of patients, institutions, and providers
reporting errors and close calls. Experience in
other industries demonstrates that confidentiality
encourages reporting. To encourage the develop-
ment of voluntary reporting systems, the admin-
istration will implement a voluntary reporting
system nationwide for Veterans Affairs hospitals.
The VA currently operates a mandatory reporting
system. By the end of the year, the VA will imple-
ment a voluntary reporting system for both
adverse events and close calls nationwide. Infor-
mation will be collected by an independent exter-
nal entity, analyzed, and disseminated to all VA
health care networks to help prevent medical
errors.

(The entire QuIC report is available on-line at
http://www.quic.gov.) ■

Risk managers: Errors are
a problem, but not locally

Anew survey on medication errors has found
that nearly 98% of hospital risk managers 

and administrators polled agree that medication
errors are a significant problem in the U.S. health
care industry. But when asked if medication errors
were a concern in their own institutions, 33% said
they were not an overriding issue. When it comes
to support for making medication errors known,
73% of the survey’s participants do not believe
their hospitals reward people for reporting errors. 

The survey was sponsored by Becton Dickinson,
a medical technology company in Franklin Lakes,
NJ, to determine awareness of the medical error
problem in hospitals and the effectiveness of cur-
rent medication error-reducing technologies. The
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survey polled 141 hospital risk managers and
administrators at hospitals of varying size, includ-
ing those with fewer than 200 beds (45%), 200 to
400 beds (38%), and more than 400 beds (17%). 

The survey also found that 45% of hospitals
had purchased cabinet technology — nursing sta-
tion carts containing floor stocks of medications
— and while 30% of hospitals had evaluated
robot technology, only 9% had decided to pur-
chase the technology.  ■

O’Leary calls for more 
info on medical errors

Declaring that the solution to reducing medi-
cal errors rests with the free exchange of

information about serious adverse events, the
president of the Joint Commission on Accredita-
tion of Healthcare Organizations recently warned
congressional investigators that patient safety
will not be improved until Congress passes fed-
eral protections to encourage the sharing and use
of this information.

Dennis O’Leary told three House subcommit-
tees at a hearing on “Medical Errors: Improving
Quality of Care and Consumer Information” that
the Congress can have an immediate and dra-
matic effect in making health care safer.

“Fear of reprisals, public castigation, and loss
of business continue to impede both reporting
and the production of in-depth analyses of the
root causes underlying medical errors. Rather
than surfacing errors, our blame-and-punish-
ment-oriented society drives them underground.
Congress can make a critical contribution to solv-
ing this problem by passing legislation to address
these legitimate fears,” O’Leary said.

His remarks came before hearings conducted by
the Committee on Commerce’s Subcommittee on
Health and Environment and its Subcommittee on
Oversight and Investigations, and by the Commit-
tee on Veterans’ Affairs’ Subcommittee on Health.

“We believe that the solution to reducing the
number of medical errors resides in developing
effective mechanisms for collecting, analyzing,
and applying existing information,” he said.

O’Leary noted that the Joint Commission’s
efforts to track sentinel events and other medical
errors has been severely constrained by the lack

of statutory protections for the analysis of those
events and the sharing of the findings with
responsible quality oversight bodies. The Joint
Commission’s sentinel event program contains
the necessary elements for success, he said, but it
demonstrates very clearly that no reporting sys-
tem for serious errors can fulfill its objectives
without congressional help.

O’Leary suggested that policy-makers view 
the Joint Commission’s sentinel event program 
as a “treasure trove of lessons learned” in design-
ing any new program to promote error reduction.
Specifically, he recommended that these elements
must be part of any effective medical error report-
ing program: 

• Pragmatic and standardized definition of
reportable medical errors. Establishing uniform
definitions is crucial in the effort to analyze and
monitor errors. The Joint Commission further
urges that any mandatory reporting system focus
on the most serious adverse events. 

• Requirement for in-depth analyses of medi-
cal errors. An intensive analysis of the causes
underlying any serious error must be conducted
to fully understand and prevent future adverse
events. Those analyses should focus on systems
and processes rather than individual perfor-
mance, O’Leary said. A reporting system that
stops with the report of the error itself is not a
credible program and will not lead to future error
prevention, he said. 

• Creation of a protected environment for
reporting and responding to errors. Federal leg-
islative protection is necessary to ensure that
information developed in response to a medical
error — and shared with an accreditor or other
reporting system — will be provided clear protec-
tions from disclosure. Without this protection,
neither mandatory nor voluntary reporting pro-
grams will achieve their error-reduction goals. 

• Sharing of error-related information with
quality oversight bodies having a legitimate
“need to know.” Accrediting bodies, responsible
government agencies, and other quality oversight
entities must have full access to any error-related
databases. 

• Dissemination of lessons learned and best
practices. To measurably improve patient safety,
information gleaned from the analysis of serious
adverse events must be widely disseminated
throughout the health care community.  ■
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Intent to ‘dump’ not needed
for EMTALA violation

Question: The doctors and staff in our emer-
gency department have a clear understanding

that they cannot “dump” patients they do not
want to admit, but they do not seem to understand
that they can violate the Emergency Medical
Treatment and Active Labor Act (EMTALA) with-
out intending to dump the patient. I’ve had doc-
tors insist that “technical” violations of EMTALA
will have no consequences as long as there was no
intention to dump the patient.

Am I correct when I explain to them that fed-
eral officials don’t care what we intended, only
what we did?

Answer: The intent of the emergency depart-
ment staff and physicians has little or no bearing
on whether you violated EMTALA, according to
John West, JD, MA, DFASHRM, a risk manage-
ment consultant in Cincinnati and former assis-
tant legal counsel with the American Hospital
Association in Chicago. West addressed this topic
at the recent meeting of the American Society for
Healthcare Risk Management in Chicago.

West says the Supreme Court has not specifi-
cally addressed whether the provider’s motive
can determine an EMTALA violation, but one
recent case touched on the issue closely enough
to suggest that motive is not a factor. In a 1992
case, a woman alleged that her transfer from a
hospital violated EMTALA because her condition
was unstable.1

The trial court granted summary judgment 
for the hospital on the grounds that the plaintiff
failed to show the hospital acted with an improp-
er motive, The Sixth Circuit Court of Appeals
affirmed the trial court’s decision, and then the
case was appealed to the Supreme Court. 

The Supreme Court ruled unanimously that
EMTALA does not require the plaintiff to show
that the defendant hospital acted with an improp-
er motive in transferring a patient, at least with
regard to the required stabilization of the patient’s
condition. But in reference to screening the patient,
another requirement of EMTALA, the court held
that the issue of motive was not before it, and so it
refused to address the question.

West says the court’s ruling is based on the
wording of the EMTALA statute, which requires
the hospital to provide “such further medical
examination and treatment as may be required 
to stabilize the medical condition. 

“There is no mention in the statute that the 
stabilization must be appropriate, nor is there 
any mention that the failure to provide it must be
made with an improper motive,” he says. “Thus,
any consideration of motive in the context of sta-
bilization is irrelevant.”

Reference

1. Roberts v. Galen of Virginia, U.S. Sixth Circuit Court of
Appeals, No. 97-53, Jan. 13, 1999.  ■

Informed consent forms
are a ‘waste of paper’
New study suggests changes

The informed consent forms used in your facil-
ity are most likely worthless to you and the

patient, according to a new study that calls for a
complete revamping of the informed consent 
process.

Informed consent documents are considered
among the most important risk management tools
in most health care facilities, but Melissa Bottrell,
MPH, says the typical documents amount to noth-
ing more than a waste of time and may create
more of a litigation problem than they could ever
prevent. Bottrell is project director at the New York
University Division of Nursing in New York City
and lead author of the recent study. She tells
Healthcare Risk Management that she and her col-
leagues were amazed at how rarely most informed
consent forms achieve their goals.

“The forms in no way demonstrate that you’ve
informed the patient,” she says. “The forms are a
waste of paper. They’re worthless.”

The documents used by most hospitals to
obtain informed consent are written so much
from the hospital’s perspective that they do not
even make a good faith effort at informing the
patient, Bottrell says. They are written so clearly
with the hospital’s interest in mind that they
often become a complicated legal document no
typical patient could possibly understand, she
says. When that happens, the document becomes
nothing more than a legal formality, and Bottrell
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says she is surprised that courts do not reject
them more often.

When the document reaches that level of legal
complexity and one-sidedness, she says, it does
not even achieve protection for the hospital and

may backfire in that
regard.

“When it is so
clearly written from
the hospital’s per-
spective, the form
becomes worthless.
It just doesn’t func-
tion as intended,”
she says. “All they
do is create more

paperwork and lead the patient to believe that
you’re only out to protect the hospital rather than
inform the patient. That can lead to some real ani-
mosity if things go wrong later.”

Unfortunately, Bottrell is not talking about 
just a few informed consent forms. She’s talking
about nearly all the forms currently used by hos-
pitals. In her recent study, Bottrell and her col-
leagues analyzed 540 informed consent forms
from 157 hospitals nationwide and found that
“most forms did not meet accepted standards 
of informed consent or patient physician 
interactions.”1

Researchers examined the forms to see if they
included the basic elements of informed consent
— the nature of the procedure, risks, benefits, 
and alternatives — as well as features that might
enhance physician-patient interactions and
encourage shared decision making. They found
that only 26% of the forms included all four basic
elements of informed consent; 35% had three;
23% had two; 14% had only one; and 2% had
none. Ninety-six percent of the forms indicated
the nature of the procedure.

Seventy-five percent of the forms authorized
treatment; 59% appeared to protect the hospitals
and caregivers from liability, but only 40% clari-
fied information about the procedures, and only
14% aided patients in decision making.

Bottrell found that forms from the states that
actually require all four informed consent ele-
ments to be included were no more likely to have
those elements. The researchers noted that many
of the forms included phrases such as “I certify
that no guarantee or assurance has been made as
to the results that may be obtained,” making the
tone of the form more like a waiver to get the
hospital off the hook. 

“Such a construction may even reduce the like-
lihood of a quality informed consent process by
increasing the perception of physician or institu-
tional self-protection over patient care and caus-
ing patient anxiety and annoyance from having
to sign another piece of paper,” the researchers
conclude. The irony, they say, is that trying to use
the forms that way does not provide much legal
protection for the hospital, and it thwarts any
effort to inform the patient.

“Forms with a solely legalistic appearance may
lead to either cursory or suspicious reading of
forms and, therefore, an inadequate or distorted
understanding,” they say. Necessary legal state-
ments might be better handled in a separate docu-
ment, they suggest, such as in a general statement
on the conditions of admission. 

Bottrell also points out that many of the forms
in her study were distressingly generic. “Some-
times we had 10 or 30 forms from one hospital,
and they all were the same except for the name 
of the procedure at the top,” she says. “That’s 
not helping anybody.”

Document should encourage discussion

Bottrell acknowledges that the informed con-
sent document often does not represent the entire
informed consent process in a health care setting.
Ideally, the doctor and the patient have had a
careful, meaningful conversation before signing
the form, which some risk managers would argue
is only an administrative record of the actual
informed consent process. That may be the case
sometimes, Bottrell says, but a faulty informed
consent document can unravel much of the doc-
tor’s work by making it seem as though the hos-
pital wants a free ride if anything goes wrong.

Besides, she says, what is the point of the doc-
ument if it does not represent the informed con-
sent process? “The forms are supposed to attest
to something, that some sort of information
exchange occurred and that the patient is mak-
ing a decision after being given the right infor-
mation. If you’re saying that happened some
other way and the form is just a piece of paper
that has to be signed and so it doesn’t matter
what’s in it, then why bother?”

Bottrell and her colleagues recommend a whole-
sale revamping of the informed consent process 
so it revolves around a worksheet the patient 
and doctor can complete together. Rather than
anything resembling a legal document, the work-
sheet should be a form they can use to facilitate a
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clearly written from

the hospital’s
perspective, the
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worthless.”



personal discussion about the medical treatment,
with plenty of questions prompting the patient to
respond. Questions could include wording such as
“This is a reasonable decision for me because,” fol-
lowed by a blank in which patients write the rest
of the sentence as a demonstration that they have
been adequately informed.

“That kind of worksheet represents what the
doctor and patient should have been doing all
along,” Bottrell says. “The difference is that the
worksheet shows you really did it, rather than
putting some meaningless form in front of the
patient to sign.”

(Editor’s note: A sample worksheet, which is
included in Bottrell and colleagues’ research report, 
is available at no charge from Linda Emanuel, MD,
PhD, at the American Medical Association, The
Institute for Ethics, 515 N. State St., Chicago, IL
60610.) 

Reference

1. Bottrell MM, Alpert H, Fischbach RL, et al. Hospital
informed consent for procedure forms: Facilitating quality-
patient interaction. Arch Surg 2000; 135:26-33.  ■

Bedsore lawsuits on rise,
could signal new problems 
Federal law fuels increase, says expert

An increase in bedsore malpractice lawsuits
could be symptomatic of an overall risk

management crisis for nursing homes and home
health care, cautions an insurance industry
insider.

A recent study from Johns Hopkins University
in Baltimore suggests a sharp upward trend in
malpractice suits related to bedsores, fueled in part
by federal nursing home reforms.1 According to
the report, 94% of 173 lawsuits related to bedsores
filed between 1937 and 1997 were filed in the last
15 years. 

Richard Bennett, MD, the author of the report
and a physician at Johns Hopkins University
Medical Center, blames the trend on the Omnibus
Budget Reconciliation Act of 1987 (OBRA-87),
which provides guidelines on how to prevent
and treat pressure ulcers in nursing homes.

“While these guidelines have helped to

improve the quality of care provided to nursing
home residents, they have also made it easier 
to prove negligence when bedsores develop,”
Bennett says. “OBRA-87’s detailed set of require-
ments regarding every aspect of nursing home
care makes it easier for plaintiffs to prove that a
provider was negligent in the care of a nursing
home resident.”

Insurance market ‘hardening’

The study found that an average of two law-
suits involving pressure ulcers were filed each
year before the act passed, compared with nine
lawsuits per year after it passed. When OBRA-87
regulations were published in 1992, the number
of lawsuits jumped to 19 per year.

Bennett also found that the median age of
patients filing lawsuits over pressure ulcers
increased significantly to 72 years from 48 years
following passage of OBRA-87. However, the leg-
islation did not dramatically change the amount
of money awarded to patients, with the median
settlement around $250,000. More than 20% of
nursing home residents develop a pressure ulcer
after two years in a facility, Bennett says. 

Bennett says bedsore malpractice suits are
likely to increase as the population ages and
more patients are cared for in nursing homes
and through home care. That idea is endorsed
by R. Stephen Trosty, JD, MHA, director of risk
management at Mutual Insurance Corporation
of America in East Lansing, MI. 

Trosty says the insurance industry has noted 
“a definite upsurge in cases against nursing
homes.” The most telling indicator is that the
insurance industry has “hardened” substantially
when it comes to insuring nursing homes, with
many carriers leaving the market and the remain-
ing insurers raising rates as much as 150% in
some cases. 

“Historically, there have been very few suits
against nursing homes, and most of those were
dismissed or had low judgments,” he says.
“That’s really changing. The hardening of the
insurance market very often is a good indication
that you’re seeing some kind of problem, an
upturn in claims, judgments, and severity.
That’s what you’re beginning to see in nursing
homes.”

As insurance rates go up, Trosty says risk man-
agers will be under increasing pressure to show
they have appropriate policies and incident report-
ing mechanisms in place for pressure ulcers. 
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“When there wasn’t a large amount of litiga-
tion, there wasn’t a lot of attention paid to nurs-
ing homes by risk managers,” Trosty says. “Now
is the time to make sure you’ve got quality mea-
sures in place, appropriate incident reporting.
Nursing homes are notoriously poor when it
comes to appropriate reporting mechanisms.”

Even though there appears to be an increase in
lawsuits, Bennett points out that “not every pres-
sure ulcer that develops results in litigation, and
not every case is a win for the plaintiff.” The
study data showed that more than a third of 
the cases resulted in wins for the health care
provider. 

Strategies for a successful defense

Bennett says these factors were associated with
decisions in favor of the health care defendant:

• a medical record that showed that the stan-
dard of care for pressure ulcers was adhered to
rigorously;

• verification in the record of underlying dis-
ease and complications that made the develop-
ment of pressure ulcers inevitable;

• aggressive and comprehensive programs
used by the facility to prevent and treat pressure
ulcers.

Other successful legal defenses included
demonstrations of the patient’s contributory
negligence by refusing to comply with the 
care plan, and medical conditions that made 
it impossible to reposition the patient in a 
way that would reduce the chance of pressure
ulcers.

“The best defense to pressure ulcer litigation,
however, was demonstrating strict adherence 
to the care standards of the industry,” Bennett
notes.

Watch nursing homes carefully

Most risk managers should devote “a lot more
attention” to what’s going on in their nursing
homes, he says. Make sure care plans are ade-
quate and that they are being followed properly.
Monitor nursing homes on a regular basis to
watch for an increase in slips and falls, use of
restraints, and bedsores. All can signal a poten-
tially serious problem in patient care.

The risk may be greatest in freestanding com-
munity nursing homes, Trosty says. They often
do not have a risk manager on the premises, 
relying instead on the risk manager of a parent

company or sister facility. While that arrange-
ment can be sufficient, Trosty says, it does mean
there is a greater likelihood that a problem like
excessive bedsores can be overlooked.

“Many of the same concerns apply to home
care as well,” he says. “You have additional con-
cerns beyond what may be typical in a hospital
setting because there are questions of supervi-
sion. When you’re not in the facility with your
patients, that separation can lead to some diffi-
culty in making sure everyone is following the
procedures you expect.”

For home care, Trosty suggests risk managers
pay particular attention to conducting back-
ground checks on employees. The hospital must
be able to trust the health care provider to a great
extent when he or she is going into a private
home and representing the hospital, he says. 

“From what we’re seeing, I don’t think we’re
seeing an increase in med mal suits for home care
to the same extent that we’re seeing it in nursing
homes, but there are some similar issues,” he
says.

A bedsore problem also could lead to fraud
charges, Trosty notes. Some federal attorneys 
are using bedsores and similar problems as evi-
dence that the patients were not provided qual-
ity care. 

“They’re saying that if there are bedsores, for
instance, the patients did not receive the quality
of care that you billed for, and that was fraudu-
lent billing,” he says. “Whether that logic stands
up to legal challenge, we still have to see. But
that strategy began late in 1999, so bedsores are
now a red flag for potential fraud litigation.”

Reference
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JCAHO data show surgical
complications, causes
Post-op procedures are particularly risky

The latest data analysis from the Joint
Commission on Accreditation of Healthcare

Organizations shows there have been 64 sentinel
events related to operative and postoperative
complications since the events were first tracked
four years ago.

The report from the Joint Commission shows
that 84% of the complications resulted in patient
deaths, while 16% resulted in serious injury. All
of the cases occurred in acute care hospitals.
Cases directly related to medication errors or 
to the administration of anesthesia were not
included in the analysis.

Fifty-eight percent of the complications
occurred during the post-operative procedure
period, 23% during intraoperative procedures,
13% during post-anesthesia recovery, and 6%
during anesthesia induction. 

Nonemergent cases dominate list

The types of procedures most frequently asso-
ciated with the reported complications included
interventional imaging and/or endoscopy, tube
or catheter insertion, open abdominal surgery,
head and neck surgery, orthopedic surgery, and
thoracic surgery. Ninety percent of the 64 cases
reviewed occurred in relation to nonemergent
procedures.

These were the most frequent complications by
type of procedure: 

• nasogastric/feeding tube insertion into the
trachea or a bronchus;

• massive fluid overload from absorption of
irrigation fluids during genitourinary/gyneco-
logical procedures;

• open orthopedic procedures associated with
acute respiratory failure, including cardiac arrest
in the operating room;

• endoscopic procedures (including nongas-
trointestinal procedures) with perforation of adja-
cent organs. Liver lacerations were among the
most frequent complications of abdominal and
thoracic endoscopic surgery;

• central venous catheter insertion into an
artery;

• imaging-directed percutaneous biopsy or

tube placement resulting in liver laceration, peri-
tonitis, or respiratory arrest while temporarily off
prescribed oxygen;

• burns from electrocautery used with a
flammable prep solution;

• complications associated with misplacement
of tubes or catheters usually involved a failure to
confirm the position of the tube or catheter (usu-
ally radiographically), misinterpretation of the
radiographic image by a nonradiologist, or a fail-
ure to communicate the results of the confirma-
tion procedure.

Root causes fall into eight categories

The hospitals identified eight root causes in the
64 cases. Two-thirds of the hospitals identified
incomplete communication among caregivers as
a root cause, while more than half mentioned fail-
ure to follow established procedures. These were
the other six root causes: 

• necessary personnel not being available
when needed;
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• preoperative assessment being incomplete; 
• deficiencies in credentialing and privileging;
• inadequate supervision of house staff;
• inconsistent postoperative monitoring 

procedures;
• failure to question inappropriate orders;
The organizations that experienced complica-

tions also identified risk reduction strategies,
with 80% recommending improved staff orienta-
tion and training. These were some other sug-
gested strategies: 

• educating and counseling physicians;
• expanding on-call coverage, especially in

radiology;
• standardizing procedures across settings 

of care;
• revising credentialing and privileging 

procedures;
• clearly defining expected channels of 

communication;
• revising the competency evaluation process;
• monitoring consistency of compliance with

procedures;
• implementing a teleradiology program.  ■

Telemedicine networks
may lead to fraud
OIG weighs value of ‘community benefit’

The new frontier of telemedicine could
include some fraud possibilities that may 

not be apparent immediately to risk managers.
That’s the warning in the latest advisory from
the Department of Health and Human Services
Office of the Inspector General in Washington,
DC.

The OIG reported that the financial arrange-
ments in a rural telemedicine project would be
outside the law if they were intended to induce
patient referrals. The warning came in response
to a request for clarification by an unnamed
health care provider who wanted to know
whether the use of federal grant funds and the
continued operation of the telemedicine network
after the expiration of the grant period would
lead to sanctions for violating the antikickback
rule.

The OIG said it would not impose sanctions
on the arrangement because it provides a 

community benefit by developing a telemedi-
cine capability. The providers involved in the
network were not identified, but the OIG
described them as a health system and 10 out-
lying rural facilities, with the telemedicine sys-
tem funded in part through two federal Tele-
medicine Grant Program funds.

Telemedicine is an evolving field, and the reim-
bursement for it is also in evolution, the OIG
reported. Medicare historically has reimbursed
only those telemedicine applications if the same
medical services would not require in-person,
hands-on contact between patient and physician
if delivered by conventional methods. But the
arrangement considered by the OIG represents an
opportunity for community benefit, so the OIG
said it would not impose sanctions on the health
system.  ■
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News: During a thoracotomy for the removal
of a lung lobe, a hole was cut in the plaintiff’s
diaphragm. The surgeons repaired the hole but
did not report its existence. The repair did not
hold, and the plaintiff required five months of
hospitalization to recover from the incident. A
$16.8 million verdict was returned against the
two surgeons and their employers as well as the
hospital.

Background: The patient was admitted to the
hospital to have a cancerous nodule and left
lower lobe of her lung surgically removed. The
surgeon, who was recruited to practice at the hos-
pital based on his innovative surgical abilities,
was assisted by the chief resident for surgery in
the thoracotomy procedure. During the course of
the procedure, the chief resident cut a hole in the
patient’s diaphragm; however, the incident was
not reported by either the resident or the surgeon,
and no other hospital staff or physician seemed
to have known what occurred. Nursing staff
notations in the medical record included reports
of discharge in her stomach tubes. 

Nine days later, the plaintiff’s stomach herni-
ated through the diaphragm hole and became
twisted, which caused the blood supply to her
stomach to be cut off. The contents of her stom-
ach spilled into her abdomen, and those compli-
cations resulted in 149 days of hospitalization.
Because the hole had not been reported, her
symptoms of diaphragmatic hernia were not 
necessarily anticipated. 

Residents and interns recognized her down-
turn but failed to report and ultimately diagnose
her condition. Apparently, the hospital protocols
relating to residents described their duties as
including diagnosis, but none of the residents
involved in her care had ever seen or read the
protocols and so were seemingly unaware of

their duty to diag-
nose her worsening
condition. 

Prior to the trial, 
the two surgeons
admitted negligence.
The Pennsylvania
jury awarded the
plaintiff $16.8 mil-
lion and found the
attending surgeon

and his employer 55% at fault, the chief resident
and the hospital as his employer 30% at fault,
and the hospital at fault for the balance (15%)
for corporate negligence. Additional litigation 
is pending because the physicians’ excess carri-
ers denied coverage due to alleged lack of notice
of the possibility of litigation arising from the
incident.

What this means to you: “The first thing that
comes to mind is the fact that a ‘minimally inva-
sive’ technique was selected for this patient’s
major surgery,” notes Mary Susan Keaton, RN,
BSN, director of performance improvement 
and risk management at Summersville (WV)
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Memorial Hospital. “As surgical procedures
evolve, we are seeing minimally invasive
approaches to conventional surgeries; however,
these may not always be in the best interest of
every patient,” she explains. 

“Surgeons and their teams must carefully 
consider the individual circumstances, condi-
tions, and risk factors of each patient and then
select the surgical approach that has the greatest
chance of success and least opportunity for com-
plications. Minimally invasive techniques often
carry greater risk of unintentional injury to other
tissue and organs, especially if there is reason to
believe that the patient may have significant
scar tissue, or in the event a large lesion or other
condition requires a significant manipulations 
of the surrounding structure during the proce-
dure,” Keaton says. 

“Physician credentialing and privileging may
also be issues in the case. Surgeons should have
well-documented evidence of their proficiency
in performing the procedures which they elect
to practice, and the operating room staff should
be well-informed accordingly,”she says. “At a
minimum, the operating room manager should
have a list of the procedures that each surgeon
has been granted privileges to perform indepen-
dently and which require proctoring and by
whom. Facilities must have a well-defined pro-
cess for surgeons to follow when they want to
begin doing new procedures.”

A tangled web

Another major concern in this particular case is
the apparent attempt by the surgeons to conceal
the injury. “The old adage of ‘honesty is the best
policy’ still holds true today, especially in health
care. Trust is an essential component to patient-
caregiver relations, and failure to fully inform the
patient of potential risks or treatment options as
well as any injuries is a violation of that trust,”
says Keaton. 

“Further, the fact that the surgeons continued
to conceal information about the injury even
after the patient’s condition deteriorated com-
pounded the unfavorable impression that they
placed their own well-being above that of their
patient,” she says.

As for the hospital’s liability, it is interesting
that none of the operating room staff seemingly
were aware of the injury to the diaphragm or — 
if they were — that they, too, failed to report the
incident. 

The fact that she was symptomatic for nine
days raises questions as to the level of post-oper-
ative care. If the hospital staff recognized the
patient’s symptoms but failed to pursue proper
medical interventions perhaps for fear of anger-
ing the attending physician at the expense of the
patient’s well-being, administration needs to
acknowledge this and take appropriate measures
to correct it, Keaton says. 

“All nursing staff and supervisory staff should
be well-versed in their facility’s physician chain
of command and be encouraged to always follow
that chain until their patients’ needs are met.
Egos can be dealt with later,” Keaton says.  ■

Misdiagnosis results in
death, $1.1 million verdict

News: A child was taken to the emergency
room with a high temperature, rapid respira-
tion, and elevated heart rate. She was seen by 
a physician’s assistant and allegedly by the
emergency room physician and discharged
home, where she died the next day from menin-
gitis. The jury awarded a verdict of $1.1 million
to her parents.

Background: The mother took her 6-month-
old child to the emergency room complaining
that her baby was panting, breathing with diffi-
culty, and had not been eating well for the past
few days. The baby was examined by a physi-
cian’s assistant who had recently received her
PA degree. The physician’s assistant noted in the
medical record that the baby had a respiratory
rate of 60 and an inflamed ear. 

The emergency room physician signed off on
the chart, allegedly having seen the child, and
sent the child and mother home with the diag-
nosis of an ear infection. Additional diagnostic
tests were not ordered, despite the elevated res-
piratory rate.

Thomas Cardaro, attorney for the plaintiff,
says that “the physician’s assistant was not 
properly supervised and that too much reliance
was placed on her assessment of the patient. It
appears that the child’s high respiratory rate was
not given full consideration. A simple diagnostic
test could have been performed, and the child
would be alive today.”
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What this means to you: Stephen Trosty, JD,
MHA, director of risk management and loss
control for Mutual Insurance Corporation of
America in East Lansing, MI,  says, “Proper
supervision, sufficient protocols, and systematic
methods for drawing attention to situations that
a physician should review could have had a pro-

found impact on the
situation. First, it
does not seem that
either the physician
or the physician’s
assistant were
aware of any insti-
tutional or statutory
parameters regard-
ing their profes-
sional interaction.
The physician’s

assistant noted what she detected, but she did
not appear to have flagged any of her findings
for further inquiry by the physician.”

The physician seems to have relied on the
physician’s assistant’s conclusions without ask-
ing any questions, Trosty says. Physicians must
be educated and advised as to their responsibil-
ity for supervising physician’s assistants in all
settings, particularly the emergency department,
he explains. 

Computerization may have helped 

Further, once physicians sign off on the physi-
cian’s assistant’s medical chart, it is generally
assumed they have personally reviewed the case
and have assumed liability for medical decisions
based on that chart.

“A computerized system, if used properly,
could have been of tremendous benefit in this
instance,” Trosty says. “Abnormal findings could
have been identified, and recommended courses
of action could have been suggested. Protocols,
clinical guidelines, and practice parameters do
exist, particularly for pediatric emergency situ-
ations. Even without computerized systems,
methods can be devised to highlight abnormal
findings in order to draw the attention of the
medical personnel. Regardless of which system 
is used — manual or computerized — protocols
could have been adopted as the standard of
care.”

Essentially, the failure to properly supervise the
physician’s assistant and completely review the
medical record resulted in an adverse outcome,

Trosty notes. The problem could have been 
mitigated or avoided with knowledge of the
supervisory requirements and the institution 
of emergency room protocols, he says.

Reference

Yulanda Hall, Pers. Rep. of Mariah Makle v. Aseem Chaudhry,
MD, Prince George’s County (MD) Circuit Court, Case No.
CAL96-21868.  ■

Failure to read MRI leads
to $410,000 settlement 

News: The failure to appropriately read an
MRI done in the emergency room resulted in the
misdiagnosis of a herniated disc. The plaintiff
became paralyzed, and the case against the
physicians resulted in a $410,000 settlement.

Background: On a Saturday morning, a 44-
year-old man experienced acute lower back pain
and weakness in his legs while attempting a
bowel movement. The pain was severe enough
that he was taken from his home to the emer-
gency room by ambulance. The emergency room
physician ordered a lumbar MRI, which she
apparently believed to be negative. She shared
the results with the plaintiff and his family. She
claimed that the radiologist told her the results,
but she did not indicate his interpretation in the
plaintiff’s medical record. 

Deterioration in patient’s condition

The radiologist on call that day denied having
interpreted the MRI on the day the plaintiff was
seen in the emergency room, and there was no
indication in the medical record that he had read
the MRI. While the patient was in the emergency
room, his condition worsened to the point where
he lost some ability to flex his feet. At that point,
the emergency room physician called in a 
neurologist. 

The neurologist admitted the patient to the hos-
pital. By that evening, the patient was not able to
walk or urinate. However, the neurologist did not
see the patient until the following morning, at
which time he performed a lumbar puncture and
diagnosed Guillian-Barre syndrome, an ascending
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transient paralysis. The neurologist diagnosed
Guillian-Barre partly because the paralysis started
with the patient’s feet and seemed to travel up his
legs, a telltale sign of the disease. After discharge,
the plaintiff spent weeks in rehab and physical

therapy, but his condi-
tion did not improve,
and the paralysis did
not travel back down
his legs, as would be
expected with
Guillian-Barre. 

At that point, he
sought a second
opinion and was seen
by another neurolo-

gist, who repeated the MRI and found the herni-
ated disc. Despite surgery to repair the disc, the
plaintiff remains paralyzed with a neurogenic
bladder for which he must catheterize himself,
and he has no sensation during sexual inter-
course. The case was settled against the first neu-
rologist and the emergency room physician for
$410,000. 

What this means to you: This case includes the
classic risk management nemesis, failure to prop-
erly document, says Mary O’Mara, RN, MPA,
vice president for risk management at Saint
Joseph’s Medical Center in Yonkers, NY. Proper
documentation of the alleged interaction between
the radiologist and the emergency physician may
have made a difference when the emergency
physician was held responsible for her judgment
call, she says.

“We manage emergency department physi-
cian contacts directly on the patient’s medical
record. There is a special section for the ED
physician to document the time he or she calls
the patient’s physician or a consultant, and the

time the call is returned,” she says. “Recom-
mendations made are documented in the
progress note section of the medical record by
the ED physician. In the case in question, it
appears that such a system was not in place 
or not properly used.”

Documentation overhaul needed

O’Mara also questions what efforts the 
hospital staff took to notify the neurologist or
the patient’s attending physician when it was
noted that the patient’s condition was rapidly
deteriorating shortly after admission to the 
hospital. 

In such a situation, nursing staff or a nursing
supervisor should call the neurologist to alert
him or her of the dramatic changes, she says. 
If there were no response or an inadequate
response, the issue should be pursued with the
director of medical service, she says, and even
further with the medical director of the hospital.
Of course, all of those steps must be docu-
mented to be worthwhile, O’Mara says.

Some systematic changes in documentation
and improved lines of communication could
have helped to avoid this outcome, she suggests.

“Good documentation in the medical record
assists in providing a continuum of care for the
patient,” O’Mara says. “If both good documenta-
tion and communication had been a part of this
patient’s care, I believe the outcome could have
been quite different.”

Reference
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This case includes
the classic risk
management

nemesis, failure
to properly
document.
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Hospital blackout requires careful use of emergency power

The loss of power in a hospital or other health care facility always constitutes an emergency, but most facilities
have extensive contingency plans for keeping key areas and activities going with emergency generators and bat-

teries. Even so, the careful rationing of that emergency power may be necessary to make it through the outage with
minimal difficulty. This policy from St. Joseph’s Hospital in Savannah, GA, shows how to ration emergency power.
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Source: The information in this supplement has been published in Disaster Planning Sourcebook Volume II
by American Health Consultants, publishers of Healthcare Risk Management. For more information, call (800) 688-2421.
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