
No-consent study raises 
concern over patient rights
Supporters say acceptable for consent to come from IRB

The federal government is undertaking an ambitious $50 million, five-
year research project that will employ a controversial arrangement that
avoids the traditional informed consent process, and the whole idea is

making some health care providers nervous. Supporters of the study say the
approach is necessary and carefully structured to protect patient rights, but
detractors say it is just wrong to test medical treatment on people without
their knowledge.

The project will involve more than 20,000 patients in the United States
and Canada. It is designed to improve treatment after car accidents, shoot-
ings, cardiac arrest, and other emergencies.

Myron Weisfeldt, MD, chair of the Department of Medicine at the
Johns Hopkins University School of Medicine in Baltimore, who is over-
seeing the project, says he believes in informed consent as strongly as any
other health professional, but he explains that this research could not be
done if the researchers first had to obtain consent. And, he explains, the
research is not being done without consent of any kind. It is important, he
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A study that will allow different treatment methods to be tested on patients
without first informing them and obtaining their consent is raising questions
among risk managers. Some question the ethics of such research, while
advocates say there is no other way to gain valuable clinical insight.
• Although individual patients do not consent to the treatment, local investi-

gational review boards must sign off on the study.
• The research involves emergent situations in which it is difficult to obtain

consent from the patient or family.
• The study is limited, but some critics say the work can undermine the con-

cept of informed consent.
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says, to understand that the researchers must first
obtain approval from the community and from
the local health care provider’s institutional
review board (IRB).

Weisfeldt says researchers complete a “commu-
nity consultation” process before beginning. Local
organizers try to notify the public about the study
and gauge the reaction through public meetings,
telephone surveys, Internet postings and advertise-
ments, and stories in local media. Anyone who
objects can get a special bracelet to alert medical
workers that they refuse to participate. (See p. 87
for more on how the studies work.) “Federal regu-
lations allow this to happen only in very specific

circumstances, so there is no need to worry that
this is going to be the way researchers conduct all
medical research,” Weisfeldt says. “I don’t believe
this research poses any threat.”

Reason for risk managers to worry

There is good reason for risk managers to be con-
cerned if such a project is proposed at their facilities,
says Fay Rozovsky, JD, MPH, DFSHRM, president
of the Rozovsky Group, a risk management firm in
Bloomfield, CT, and former president of the Ameri-
can Society for Healthcare Risk Management in
Chicago. She says the protections for patient rights
built into the study are ineffective. 

“There is a lot of opportunity here for risk,”
she says. “Everybody makes a good argument for
how necessary this is and it’s easy for people to
jump on the bandwagon and say they’re helping
to advance medicine; but it’s the risk manager
who will be left to clean up if things go wrong
and those same people who were so enthusiastic
are nowhere to be found.”

For starters, she expresses great concern over
the idea that patients are protected by having the
researchers inform the community as a whole.
“That’s a fallacy. We are a very mobile society,
and when you’re talking about testing treatments
in an emergent situation, there is no way to know
if that individual received the information,” she
says. “That person may not even be from the
community that was notified. So it is of little ben-
efit that the community has been notified.”

Rozovsky also raises the issue of insurance
coverage for a lawsuit stemming from treatment
in which the patient did consent in the traditional
manner. “Is your insurance going to cover any
injury that might arise from the use of this test
treatment? It might, but it’s an interesting ques-
tion and, as the risk manager, I’d want to know
for sure before this thing gets under way,” she
says. 

Health insurance plans are another concern for
the risk manager, Rozovsky says. “Health insur-
ance plans and managed care tend to say they
will not cover any type of care that is investiga-
tional, so if they say that, who picks up the tab?
The deep pocket might be the hospital,” she says. 

Consent difficult to obtain

The researchers say the work will help them
find better treatment methods, but that informed
consent cannot be obtained because these patients
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often are unconscious and families, if they are
available, are too upset to give true informed
consent.

“Can you imagine trying to get informed con-
sent from a spouse who was also in the car acci-
dent and may or may not be injured herself? We
could give her some papers and explain what
we’re doing, but would that really be informed
consent?” Weisfeldt says. “Don’t forget that the
members of the IRB who approve this, if they are
injured in a car accident in their community, they
will be a participant in this study.”

Rozovsky doesn’t buy that argument. She 
has opposed the idea since the Food and Drug
Administration (FDA) first established a protocol
for such research in 1996. “It’s taking us down a
slippery slope,” she says. “It is trodding on the
very autonomy of the individual. Some people
may not want to be the recipient of a test article
when they are in extremis, and we are taking

away a liberty. We are in danger of eroding the
concept of informed consent that risk managers
have supported for so long.” 

Not first time for no-consent idea

The current research is not the first to use this
controversial approach to consent. In 2006, a study
testing a blood substitute called PolyHeme, manu-
factured by Northfield Laboratories in Evanston,
IL, was criticized for putting patients at risk with-
out consent. The testing was completed at more
than 25 Level I trauma centers in the United States.
PolyHeme was the 15th such experiment allowed
by the FDA.

As in the current research, controversy arose
from the fact that the participants in the PolyHeme
study were incapable of giving their consent due
to the nature of their injuries. 

The only way to opt out from the study was by
wearing a special bracelet prior to needing emer-
gency care. After criticism from patients’ rights
advocates, the FDA launched a review of the
entire program that permits experiments to be
done without consent in emergency situations
but sanctioned the current project under similar
terms.

Risk managers should get involved

There may not be a solution that would make
everyone happy, Rozovsky says. (See p. 88 for one
idea.) In the meantime, Rozovsky says risk man-
agers should act to protect the informed consent
process any time researchers propose a project that
involves anything less than the traditional informed
consent process.

Even with a large project that is promoted as
vitally important to the advancement of health
care, such as the current study, Rozovsky says it is
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For more information on the research project and
informed consent, contact:
• Fay Rozovsky, The Rozovsky Group, 272

Duncaster Road, Bloomfield, CT 06002.
Telephone: (860) 242-1302. Web site:
www.therozovskygroup.com.

• Myron Weisfeldt, MD, Department of Medicine,
The Johns Hopkins University School of Medicine,
601 N. Caroline, Baltimore, MD 21287. Telephone:
(410) 955-5000.
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Studies will assess 
methods in emergencies

Current studies that will be conducted without
the traditional consent process underwent an

exhaustive scientific and ethical review by the
National Institutes of Health, which authorized
the funding in 2004, and the Food and Drug
Administration, which approved the first phase
about a year ago and the second phase six
months ago.

The first experiments, involving nearly 6,000
patients, focus on people who are in shock or have
suffered head injuries from a car crash, a fall, or
some other trauma, explains Myron Weisfeldt, MD,
chair of the Department of Medicine at the Johns
Hopkins University School of Medicine in Baltimore.

The standard practice for those patients is to
give them saline infusions to stabilize their blood
pressure. For the study, emergency medical
workers will be randomly infusing some patients
with hypertonic solutions containing much higher
levels of sodium, with or without the drug dextran.
Animal research and small studies involving peo-
ple have indicated that hypertonic solutions could
save more lives and minimize brain damage,
Weisfeldt says.

The other part of the study will involve about
15,000 patients and is designed to determine how
best to revive those whose hearts suddenly stop
beating — whether cardiopulmonary resuscitation
should be used before shocking the heart. ■



up to risk managers to make the researchers justify
the deviation from the informed consent process.
Also, she says risk managers should help educate
the IRB about risk and ethics concerns. In particu-
lar, she says, the risk manager should make sure
the IRB is not accepting this concept that “we can’t
do it any other way” too readily. Make sure this
type of project remains the exception, not the rule.

“With this current project or any other that
comes later, you should make them spell out
every contingency, every detail of how this will
work, and what they are doing to protect patient
rights,” Rozovsky says. Don’t leave this up to the
IRB alone, she says. “Ask the hard questions
about what will happen to patients from outside
the community, those who don’t speak English,
or patients who expressly do not want to partici-
pate,” she says. “Make sure all the I’s are dotted
and the T’s are crossed.”  ■

Universal consent could be 
option, but still imperfect

So is there a solution that would make the crit-
ics happy and still allow research without spe-

cific consent?
Fay Rozovsky, JD, MPH, DFSHRM, president 

of the Rozovsky Group, a risk management firm 
in Bloomfield, CT, and former president of the
American Society for Healthcare Risk Management
in Chicago, says the only real solution she sees
would entail completely changing the concept of
informed consent so that everyone in our society is
presumed to consent to medical research unless
they specifically opt out. The same idea has been
proposed for organ donation also, with everyone
presumed to be an organ donor unless they declare
otherwise.

That approach is similar to what is done on a
local basis with these research projects, with the
researchers informing the community through the
local media and any other available outlet. But
Rozovsky says the difference would be that the
entire society is informed of the situation rather
than just a local community. There would be less
chance that a person was just not aware that they
would be subject to the experimental protocol.

“I’m not sure I’d advocate that either, but it’s
the only way I could feel comfortable that people
really know what awaits them if they are emer-
gent,” she says.  ■

Color-coded wristbands 
can be patient safety risk

Agood idea for improving patient safety could
backfire if you are not careful. Many risk man-

agers have endorsed the use of color-coded wrist-
bands on patients to identify allergies, susceptibility
to falls, and other risks, but some providers are real-
izing that there is no standardization of the colors
used. 

That means the same yellow wristband that
means “penicillin allergy” in one facility could
mean “do not resuscitate” (DNR) in another. With
health care workers migrating from one facility to
another as they change jobs or work at several sites,
the situation is ripe for a tragic misunderstanding.

When a patient nearly died in a Pennsylvania
hospital due to confusion about the meaning of 
a colored wristband that had been put on the
patient’s arm, hospital officials in northeastern 
and central Pennsylvania realized the hazard and
decided to work together to develop standards for
the use of color-coded patient wristbands in their
facilities. The Pennsylvania Patient Safety Authority
in Harrisburg reports that the incident involved a
patient who was almost not resuscitated during car-
diopulmonary arrest because she was incorrectly
designated “DNR” with a colored wristband by a
nurse who worked in multiple facilities and was
confused about the meanings of different colors.
Nearly four out of five Pennsylvania facilities use
color-coded patient wristbands, the authority
reports.

Although the mistake was caught in time, the
incident raised the possibility of real patient harm,
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Color-coded wristbands have gained in popularity
as a way to signal patient-specific safety issues,
but a lack of uniformity may cause confusion that
can threaten patient safety. Risk managers should
work to standardize the use of wristbands and
minimize the risk.
• Staff must be educated about the inconsistency

with wristband colors. 
• Users disagree on whether the bands should

include written warnings.
• Coordinating with local hospitals can reduce

some of the risk.

EEXXEECCUUTTIIVVEE  SSUUMMMMAARRYY



even death, if a wrong wristband is used. Eleven
facilities formed the Color of Safety Task Force to
develop detailed protocols, including a policy
manual and training resources, to reduce the risk
of medical error when using color-coded wrist-
bands. (The task force has made the manual 
and related materials available to other facilities
through the Patient Safety Authority’s web site.
See p. 90 for more information.)

In addition to standardizing colors, risk man-
agers must recognize the risk posed by wrist-
bands patients may wear to the hospital, says
Mike Doering, interim executive director of the
Pennsylvania Patient Safety Authority. Colored
wristbands have become popular recently as a
way to show support for a particular charity or
social cause, and Doering says they also may con-
fuse staff. Even though they do not look exactly
like a hospital-issued wristband, the color alone
may be enough to cause confusion when seen
from afar or glanced during an emergency. 

“Risk managers should make sure there is a
policy that requires those wristbands to be
removed when the patient enters the facility,”
Doering says. “We have to remember that even if
you don’t record a real tragedy from that kind of
mix-up, there might be a lot of near misses that
don’t get reported. With the incident that sparked
our investigation of this issue, it was a near miss
that thankfully was brought to our attention.”

Constant risk from color confusion

The goal of the Color of Safety Task Force was to
standardize policies and procedures and to imple-
ment strategies that reduce the possibility of mis-
communication, says Bonnie Haluska, associate
vice president of the Allied Services Rehabilitation
Hospital in Scranton and chair of the task force.
(See article, right, for tips from the task force, and
see p. 91 for information on how California hos-
pitals are adding bar codes to wristbands.)

“Health care workers move from one facility to
another, and our patients are transferred all the
time,” Haluska says. “So all the time, every day,
there is the risk that a wristband color can be con-
fused, with dire consequences.”

Standardization of wristband colors would go
a long way toward solving the problem, but
Doering says there is no national movement to
establish consistent colors. That lack of national
consistency creates an obligation for the individ-
ual risk manager, he says. “This is an issue that
can be addressed in your own organization, but it

also is an opportunity to reach out to the
providers in your community, perhaps statewide,
or throughout a region, to coordinate and create
some consistency,” he says.

Local efforts make a difference

With no national movement to standardize
wristbands, the issue is being addressed with
grass roots efforts that will at least provide consis-
tency throughout a region, Doering notes. Like
the effort in Pennsylvania, the New Mexico
Hospital Association recently addressed the issue
with its 41 member hospitals, following survey in
January 2007 that found they were using seven
colors to designate a DNR and four to indicate
allergies. The New Mexico group adopted guide-
lines from the Western Region Alliance for Patient
Safety — a patient safety group that includes
health care providers from Arizona, California,
Nevada, New Mexico, Oklahoma, and Utah —
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Tips for reducing risks 
with color-coded wristbands

The Color of Safety Task Force in Pennsylvania
did not take a stand on whether color-coded

wristbands should be used, but it determined that
if you are already using them, you should act 
to reduce the risk of confusion. The task force
recommends risk managers take these steps:
1. Limit the spectrum of color-coded wristbands

and standardize the meanings associated with
each color. The task force settled on these
codes: red = allergy, yellow = fall risk, green =
latex allergy, blue = DNR, and pink = restricted
extremity.

2. Purchase wristbands with preprinted, embossed
text, rather than relying solely on color to com-
municate the meaning.

3. Avoid handwriting on the band except in
emergent situations.

4. Allow only nurses to apply or remove
wristbands.

5. If labels or stickers are used in the medical
record to communicate the same risk factors
as colored wristbands, they must use the
same colors and text.

6. Prohibit any nonhealth care wristbands (such 
as those worn to show support for charities or
social causes) in the health care setting. Nurses
should remove them (or cover them if patients
do not consent to removal) on admission. ■



that are similar to those in Pennsylvania.
Barb Averyt, project director at the Arizona

Hospital and Healthcare Association in Phoenix,
cautions risk managers against thinking that it is
enough to simply declare a certain color code for
wristbands in your own facility.

“You may think you have a stable core staff and
that if they know what colors you use, then the risk
is eliminated,” she says. “But it is very common to
have nurses that work at two or three facilities at
once. You don’t know what they’re doing on their
days off, and that if that other facility uses different
colors, you still have the risk of confusion.”

In Arizona, about 90% of the hospitals are using
the standardized wristband colors, and the rest
are moving in that direction, Averyt says. (See
article, right, for an example of one Arizona hos-
pital that standardized wristband colors.) She
also points out that education campaigns regard-
ing the wristbands must include a wide range of
staff, not just nurses and other clinicians.
Housekeeping staff, transporters, and others who

have frequent contact with patients also must be
included.

“If housekeepers in Arizona see a patient with 
a yellow wristband trying to get out of bed, they
know to immediately tell a nurse and tell the
patient to wait for assistance,” she says. “Food
techs delivering meals can see the red wristband
and remember to check for a milk allergy before
putting the tray down.”

Even with the risk of confusion from wrist-
bands, Averyt says the idea of using color-coded
bands still is a valid one. There is some disagree-
ment among health care workers about whether
specific information — such as the type of allergy
or the initials “DNR” — should be printed on the
wristband in addition to using the color. Averyt
says the Arizona group favors including the addi-
tional wording for clarity and quick access, and
the Pennsylvania group concurs. Those who dis-
agree argue that the bands should be used only
as a reminder to check the chart, and the text can
give a false sense of security about the patient’s
specific circumstances.

“The wristbands should never replace check-
ing the patient’s chart for information, but it can
be the first signal that there is a reason for cau-
tion,” Averyt says. “The idea is to alert staff that
there is an issue, and the wristband can be the
first step in double checking. But it is never the
final word.”  ■

Concerns cause hospital
to tweak color coding plan

One health care provider in Arizona found that
staff and patient input can be key to making a

color-coded wristband plan work. A plan that looks
great on paper might need some changes before
implementation, says Debbie Weller, manager of
quality enhancement services, which includes risk
management, at Scottsdale (AZ) Healthcare.

Scottsdale Healthcare recently decided to stan-
dardize wristbands for its two hospitals and a
third opening in November. Using the guidelines
from the Western Region Alliance for Patient
Safety — a patient safety group that includes
health care providers from Arizona, California,
Nevada, New Mexico, Oklahoma, and Utah —
Scottsdale settled on three standard colors: red
for allergy alerts, yellow for fall risks, and purple
for do not resuscitate (DNR). A January 2007 roll
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For more information about color-coded wristbands,
contact:
• Barb Averyt, Project Director, Arizona Hospital

and Healthcare Association, 2901 N. Central Ave.,
Suite 900, Phoenix, AZ 85012-2729. Telephone:
(602) 445-4300.

• Mike Doering, Interim Executive Director, The
Pennsylvania Patient Safety Authority, 539 Forum
Building, Harrisburg, PA 17120. Telephone: (717)
346-0469. 

• Bonnie Haluska, Associate Vice President, Allied
Services Rehabilitation Hospital, 475 Morgan
Highway, Scranton, PA18501. Telephone: (570)
348-1300.

The Color of Safety Task Force in Pennsylvania
offers a Colored Wrist Band Tool Kit that risk man-
agers can adapt for use in their own facilities. The
toolkit includes an implementation and policy manual
developed by the task force, a brochure for provider
and patient education, presentations that can be used
for educating staff and community members, and
other materials. Go to www.psa.state.pa.us/psa/cwp/
view.asp?a=1293&q=446932. (The tool kit is about
halfway down the page.) For a task force report on
the safety issues related to color-coded wristbands,
go to www.psa.state.pa.us/psa/lib/psa/advisories/
v3_s1_sup_advisory_8-9-06.pdf.
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out was planned, but Weller says that staff raised
some concerns about the original plan and said a
purple bracelet with “DNR” could be demeaning
to patients because it is a highly visible indicator
of an intensely personal decision.

Physicians even suggested that such a visible
indicator of the DNR decision could lead to a
lower level of care from some caregivers. The dis-
cussion led to a change in the bracelets. Instead of
purple bands for DNR, the hospital uses a plain
band with a discreet purple jewel symbol. The
symbol is clearly visible at the bed side but not 
to anyone a few feet away, Weller says. 

The Western Region Alliance advises against
including specific information on the wristbands,
such as the type of allergy, and it suggests instead
that staff should check the chart once alerted by
the wristband color. But Weller says physicians
and staff at Scottsdale argued that putting the
text on the wristband was far more efficient and
would not dissuade them from double-checking
the chart, so the policy was modified to allow
information on the wristbands.

“The yellow fall risk band was well accepted
by staff, but when we asked patients, they told us
that the large, 48-point font ‘fall risk’ on the band
was a little embarrassing in front of family and
friends,” Weller says. “So we switched to a 12-
point font that is easily readable but doesn’t
shout it to people 30 feet away.”

The vendor for Scottsdale’s wristbands is The
St. John’s Company in Valencia, CA. The com-
pany offers a web site with options for color-
coded wristbands at www.patientidexpert.com.
When Scottsdale rolled out the revised wristband
program in June, system leaders introduced it at
regular meetings of physicians and staff and also
distributed brochures explaining how the system
works. Scottsdale also included reminder sheets
in the front of every patient chart.

“Once we made these changes to the original
plan, we had great support from physicians and
staff,” Weller says.  ■

Hospital begins bar coding 
wristbands for safety

Bar coding is familiar to everyone who shops,
with electronic scanners reading product infor-

mation and price after a quick swipe of the black
and white tag through a scanner. This technology
is now being used at the University of California,
San Diego (UCSD) Medical Center to ensure a
higher level of patient safety and service.

Hospital patients now get a bar code on their
hospital identification wristband that improves
how medication is delivered to each individual
patient. The new bar coding program was launched
recently at UCSD’s Thornton Hospital in La Jolla,
CA, and Hillcrest Medical Center in San Diego. The
bar coded wristband is one additional safety feature
for the hospital’s computerized integrated medica-
tion system, says Deborah Wayne, RN, MSN,
MBA, Thornton Hospital’s director of nursing.

“With this system, the physician enters the pre-
scription online, and the pharmacist can immedi-
ately review the medication order. The nurse will
also see the medication order on the electronic
medication record,” she says. “The computerized
system eliminates the possibility of transcription
errors.”

The bar code on the patient’s wristband corre-
sponds to the patient identified in the medication
order, to ensure the correct patient is receiving
the correct medication. The health care provider
can scan the information easily using a portable
computer and scanner. Debbie Winter, director
of nursing informatics, helped to lead the initia-
tive. The computer program contains a profile of
all the medications that specific patient is taking
and how the drug needs to be administered —
whether orally or by syringe, for instance — as
well as the time, Winter says. “This new system
ensures what are commonly known as ‘the five
rights’: the right medicine at the right dose, given
at the right time to the right patient via the right
route,” she says.

The bar code on the medication packaging itself
corresponds to the exact prescription ordered by
the physician, which ensures that the correct medi-
cation has been dispensed by the pharmacy and
chosen by the nurse. The new system incorporates
several important medical safety recommendations
outlined in the July 2006 report by the Institute 
of Medicine (IOM) of the National Academies 
of Health. The IOM report recommended that
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For more information about the Scottsdale wrist-
band program, contact: 
• Debbie Weller, Manager of Quality Enhancement

Services, Scottsdale Healthcare, Scottsdale
Healthcare Osborn Campus, 7400 E. Osborn
Road, Scottsdale, AZ 85251. Telephone: (480)
882-4000.

SS OO UU RR CC EE



hospitals adopt computerized systems for prescrib-
ing drugs and use other information technology
that shows promise for reducing the number of
drug-related mistakes. 

Wayne says the UCSD team spent several
months preparing to launch the bar coding system
with tasks ranging from troubleshooting computer
interfaces to creating an entire bar code library of
all the drugs in the UCSD pharmacies. While the
Food and Drug Administration has issued regula-
tions requiring the standardized bar coding of all
packaged medications, there still is a small per-
centage that require local bar coding. Not all medi-
cations had bar codes that were readable.  ■

Closed claim study can 
show what’s really wrong

Failure to communicate is the underlying cause
of many malpractice claims, according to a

recent closed claim study by the American
College of Surgeons (ACS) in Chicago. Risk man-
agers can conduct a similar closed claim study
that will reveal useful information specific to
what is happening in your own organization,
rather than depending on more general reports.

The ASC Closed Claim Study was conducted
under the guidance of the group’s Patient Safety
and Liability Committee, reviewing 460 liability
claims that occurred between April 2004 and
February 2006. When the root causes were ana-
lyzed, the most common problem involved com-
munication, says F. Dean Griffen, MD, FACS, a

surgeon in Shreveport, LA, and the immediate
past chair of the American College of Surgeons
Patient Safety and Liability Committee. (See p. 93
for more on the findings of the ACS study.)

“Most of our liability and unsafe care occurs in
the preoperative and postoperative periods, not
necessarily because of anything that happens in
the operating room,” Griffen tells Healthcare Risk
Management. “One surprise was that, so often the
problems that create adverse outcomes and liabil-
ity relate to a failure to do ordinary things — the
things that anybody can do if you just take the
time and use due diligence, including adequate
communication.”

Need more talk with patients, families

Communication issues are not restricted only
to staff and physicians, Griffen notes. The study
also suggests that health care providers need to
communicate more clearly and more openly with
patients and family members.

“When we communicate better with patients
and family, they understand our problems better
and their expectations can be properly balanced,”
he says. “For instance, if a paraplegic patient is not
cooperative, they are at very high risk for bed sores
no matter what we do. So if the patient’s family is
told everything that you are trying to do and how
the patient’s actions affect that, the family will be
more understanding when the inevitable bed sores
occur.”

Similarly, Griffen advises physicians to be up
front with patients who pose a special challenge.
Rather than professing limitless confidence and
optimism, it can be better to communicate the
difficulty posed by a patient’s surgery, he says.
Improved communication can manage the patient’s
expectations.

“I compare it to a golfer in the rough, with the
ball behind a tree,” he says. “If you’re an obese
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A closed claim study focusing on surgeons
reveals that a lack of communication is the root
cause of most adverse events and medical errors.
Similar results could be found for health care in
general, the lead author says.
• Closed claim studies can reveal more useful

information about your own organization than
generalized information about risk management.

• Be prepared to act on your findings from a
closed claim study rather than simply docu-
menting your failings.

• Don’t be afraid to study “unsolvable” problems
with a closed claim study.

EEXXEECCUUTTIIVVEE  SSUUMMMMAARRYY

For more information on closed claim studies,
contact:
• F. Dean Griffen, MD, FACS, American College

of Surgeons, 50 E. Erie St., Chicago, IL 60611.
Telephone: (312) 280-8447. 

• Cynthia Marcotte Stamer, JD, Glast, Phillips, &
Murray, 2200 One Galleria Tower, 13355 Noel
Road, L.B. 48, Dallas, TX 75240-1518. Telephone:
(972) 419-7188. E-mail: cstamer@pgm-law.com.
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patient with multiple health problems and I have to
operate on you, I’m starting out at a disadvantage.
The patient should know that in that situation, even

the best golfer in the world is going to have a hard
time hitting it right to the green.”

Griffen’s research found that failure to communi-
cate with patients and families produced nonmeri-
torious claims. “When we health care professionals
didn’t communicate with each other, it produced
meritorious claims,” he says. 

While broad studies such as the ACS work can
be useful, Griffen notes that a closed claim study
of a particular organization can be helpful in pro-
viding more specific data. The study should be
focused on improving patient safety, and the
reduction in claims will be a secondary gain,
Griffen says. The benefit of such a study is that it
can reveal problems previously known or under-
estimated, he says. (See article, below, for more
advice on how to conduct a closed claim review.)

A closed claim review, when executed well,
will help you identify and find solutions to your
own problems, says Cynthia Marcotte Stamer,
JD, an attorney with the law firm of Glast Phillips
in Dallas and a national risk management adviser
to health care providers. That can be more useful
than focusing your risk management efforts on
general “big picture” issues that apply to every-
one across the board, she says.

A closed claim review also can help you focus
your limited resources on the issues that matter
most to you, she says. The result might be a con-
centrated focus on an issue that can make a big
difference for your organization, rather than a
scattershot approach to a lot of general issues.

Use all the tools you have to probe as deeply as
you can, but do it with some foresight into what
you’re going to do with the information you put
together, Stamer says. “That means you need to
put some thought into what is protected informa-
tion and what you will do with the data once
you’re finished,” she says. You don’t want to sim-
ply collect information about your failings, do
nothing with it, and put it on a shelf, Stamer says.
“That’s just an academic exercise, not good risk
management,” she says.  ■

Use standard data 
forms, allow narratives

When conducting your own closed claim
review, follow this advice for the best results:

• Develop a good standardized data collec-
tion form. This can make or break a closed claim
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Doctors often need 
to ask for more info

When it comes to failure to communicate, a com-
mon example is the physician who relies only

on the information offered about a patient’s condition
without asking for more details, according to the
American College of Surgeons (ACS) Closed Claim
Study, which involved a review of 460 liability claims
that occurred between April 2004 and February
2006.

Problems stemming from failures in communi-
cation occurred mostly with patients and families
(36 claims), physicians (35 claims), followed by
nurses (19 claims), laboratory personnel (one
claim). Griffen says the communication failures
included failure to listen or solicit information (47
claims) and the failure to convey information (46
claims). With listening problems, the study deter-
mined that defendant surgeons heard selectively
and weighted input in favor of the best scenario,
which led to failure to act and errors of omission. 

In some cases, surgeons failed to solicit more
information than what was volunteered by others
with less experience and insight, content to hope
that all was well instead of probing for more infor-
mation that might require action. For instance, in
one case a resident called the attending physician
during the night and reported admitting a patient
with abdominal pain. The resident said he thought
the patient was constipated. Admitting a patient
with constipation to a surgery service is unusual
and typically requires an explanation, but the
attending physician did not ask for more informa-
tion. The patient died that night, and an autopsy
revealed a ruptured aneurysm. Records revealed
that the patient was anemic and hypotensive in the
emergency department before admission. 

The reviewers found that communication prob-
lems resulted from the failure to diligently spend
enough time to accomplish ordinary tasks rather
than the failure to possess skill and brilliance to
accomplish extraordinary feats. “No tort law holds
us as surgeons to a standard of perfection where
technical skills are concerned. To err is human,”
they said. “But failures in the area of professional
behavior are inexcusable, and diligently spending
the required time certainly falls into that rubric.”

The full ACS report is available online at www.
facs.org/fellows_info/bulletin/2007/griffen0107.
pdf. ■



review, says F. Dean Griffen, MD, FACS, a sur-
geon in Shreveport, LA, and the immediate past
chair of the American College of Surgeons (ACS)
Patient Safety and Liability Committee. Some
templates are available from insurers and profes-
sional organizations, but the exact makeup of
your form may depend on your organization 
and unique concerns. Be wary of simply using
the data collection forms provided by insurers
because their focus is exclusively on liability, not
necessarily patient safety, Griffen says.

• Allow reviewers to provide a narrative. No
matter how well you devise the standardized
form, reviewers should have a way to provide
additional information. This is the section in
which you often find the most useful informa-
tion, Griffen says. The ACS data collection form
was revised in response to the narratives accom-
panying the first 70 claim reviews.

• Don’t be afraid to review the “unsolvable”
problems.

“Some problems can’t be solved by flipping a
switch, but you still need to know what’s going
on with it,” says Cynthia Marcotte Stamer, JD,
an attorney with the law firm of Glast Phillips in
Dallas. “Falls are going to happen, and mistakes
will be made. Don’t get the idea that you should-
n’t even look at a problem if you don’t know how
to fix it.”

In those cases, document your efforts to move
in the right direction. If there are particular obsta-
cles to addressing the problem, such as exorbitant
costs, document that clearly. As long as it is a rea-
sonable explanation and not just an excuse, that
documentation can only help you in the future,
Stamer says. 

“Not only does documenting those obstacles
mitigate your risk, but it also gives you a path-
way for moving forward,” she says. “You can
revisit those obstacles later and look for a new
way around them.”  ■

Data help benchmark your 
reporting and fraud hotlines

Many risk managers use hotlines to encour-
age reporting of fraud and other potential

problems, but how do you know if your hotline is
really working? New data from an analysis of
corporate fraud hotlines may help you know
whether the hotline is working or just giving a

false sense of security.
A new report has been issued by the CSO

Executive Council, an international professional
membership organization for corporate security
officers (CSOs), based in Framingham, MA.
Working with the Association of Certified Fraud
Examiners in Austin, TX, the group recently
released the 2006 Corporate Governance and
Compliance Hotline Benchmarking Report, which
sought to give an analytical view on how hot-
lines are being used and managed in the corpo-
rate community.

The benchmarks are based on data released by
500 businesses and organizations over the last
four years, totaling some 200,000 incident reports
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Now available in AHC Media’s 
Audio Conference CD Collection

Strategies and Best Practices 
to Avoid Infant Abductions  

Barry Mangels, CPHRM, and Sue Dill, RN,
MSN, JD, share real-life situations surrounding
the critical issue of infant abductions and teach
you how to put proper controls in place in your

labor and delivery area and throughout the hos-
pital to ensure the safety of your infants.   

Learn the top 10 action recommendations

Understand why every facility should
consider doing an FMEA

Discover why you should be cautious 
about overreliance on infant abduction alarm

systems 

Call (800) 688-2421
Or order online, 

www.ahcmediainteractive.com 

You’ll learn the typical abductor profile, key
physical and security measures to take, how
to develop critical incident response plans,
comply with The Joint Commission and
CMS requirements and how to conduct
mock drills.

The CD price of $299 includes accompanying
presentation slides.  When ordering by phone,
please mention product code 11T07150.



given to hotlines and help lines. The CSO
Executive Council coordinated the review of the
data, which was submitted anonymously by affil-
iated companies. These are some of the findings
from the report: 

• For those reports where case outcome was
provided, most reports (65%) were serious
enough to warrant an investigation and 46%
resulted in corrective action taken.

• 71% of participants do not notify manage-
ment of an issue before making a report.

• One of the most surprising findings was that
participant reporting corruption and fraud inci-
dents were less likely to remain anonymous than
any other incident category. They remained
anonymous only 36% of the time.

• The research showed that most reports
received pertain to personnel management inci-
dents (51%). Beyond the personnel management
category, company/professional code violations
(16%), employment law violation (11%), and cor-
ruption and fraud (10%) are the most commonly
reported incidents regardless of industry.

• 54% of reports were made anonymously.
• The largest percentage of participants (39%)

acknowledged awareness of a hotline through a
poster or a sign.

• Overall, an average of 14.9 incidents are
reported per 1,000 employees.

• Smaller organizations (those with less than
5,000 employees) receive an average of 21.8 inci-
dents reported per 1,000 employees. In contrast,
organizations with an employee count between
10,000 and 19,999 receive an average of 13.6 inci-
dents reported per 1,000 employees. Those organi-
zations with more than 50,000 employees receive
an average of 14.3 incidents reported per 1,000
employees.

Management not always the best

The data also showed that working through
management channels wasn’t always the best
method of reporting incidents. Of the employees
who reported an incident to management before
they ever made the call to the hotline, some two-
thirds still chose to remain anonymous. The report
notes that one possible reason for this behavior

may be that “the person making the report did not
want their manager to find out that the issue had
been escalated.” Still, most employees never report
an incident to their manager before making a
report on a company hotline, in fact, for most busi-
nesses, less than 30% of hotline reports had previ-
ously been made directly to management. 

Copies of the 36-page report can be obtained
through the CSO Executive Council web site at
www.csoexecutivecouncil.com. On the home
page, select “research and benchmarks” on the
left, then find the report halfway down the page.
A complimentary copy also can be obtained by
calling (888) 814-9770.  ■
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■ Cell phone cameras: Are
they a privacy concern?

■ Innovative ways 
to improve patient handoffs

■ Coordinating hospitals’
safety efforts 

■ Update on Hurricane
Katrina homicide case

COMING IN FUTURE MONTHS

CNE instructions/objectives

Nurses participate in this continuing education
program by reading the issue, using the pro-

vided references for further research, and studying
the questions at the end of the issue. Participants
should select what they believe to be the correct
answers, then refer to the list of correct answers to
test their knowledge. To clarify confusion surround-
ing any questions answered incorrectly, please
consult the source material. After completing this
semester’s activity with the December issue, you
must complete the evaluation form provided and
return it in the reply envelope provided in that issue
in order to receive a certificate of completion. When
your evaluation is received, a certificate will be
mailed to you.

After reading this issue of Healthcare Risk
Management, the CNE participant should be

able to:
• Describe legal, clinical, financial, and managerial

issues pertinent to risk management in health
care. 

• Explain how these issues affect nurses, doctors,
legal counsel, management, and patients. 

• Identify solutions, including programs used by
government agencies and other hospitals, for
hospital personnel to use in overcoming risk
management challenges they encounter in daily
practice.  ■
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EDITORIAL ADVISORY BOARD CCNNEE  QQuueessttiioonnss

5. Which of the following is true regarding the emer-
gent care research led by Myron Weisfeldt, MD?

A. Researchers must first obtain approval from the
community and from the local health care
provider’s institutional review board.

B. Researchers must obtain consent from each indi-
vidual patient before treating them.

C. Researchers must obtain consent from the patient
or a family member before treating them.

D. All patients are subject to the treatment protocol,
and there is no way to opt out.

6. According to Mike Doering, what should risk man-
agers do regarding colored wristbands that
patients may wear to the hospital as a way to
show support for a particular charity or social
cause?

A. Risk managers should make sure there is a policy
that requires those wristbands to be removed
when the patient enters the facility.

B. Risk managers don’t need to do anything because
there is no hazard from the wristbands.

C. Risk managers should require nurses to note the
presence of the wristband on the patient’s chart.

D. Risk managers should remove the wristbands 
only if they match the color of the hospital’s DNR
wristbands.

7. According to F. Dean Griffen, MD, FACS, what did
the ACS’s closed claim study find was the most com-
mon cause of adverse events and lawsuits?

A. A failure in performing especially difficult intraoper-
ative surgical tasks.

B. A failure to do ordinary things — the things that
anybody can do if you just take the time and use
due diligence, including adequate communication.

C. A failure to adequately document the informed
consent process.

D. A failure to conduct proper follow-up care after
surgery.

8. When conducting your own closed claim 
review, what does Cynthia Marcotte Stamer, 
JD, recommend?

A. Don’t get the idea that you shouldn’t even look at a
problem if you don’t know how to fix it.

B. Do not investigate any problem unless you think
you can solve it.

C. Before you start the closed claim review, know
what problems will be highlighted.

D. If you reveal problems that are “unsolvable,” do
not document the obstacles.

Answers: 5. A; 6. A; 7. B; 8. A.
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While the Government Accountability
Office (GAO) criticized the Department
of Health and Human Services (HHS)

for not making enough progress in developing a
federal privacy policy, some privacy advocates
were quick to say the GAO was not strong
enough in its criticism.

The GAO testimony before a House Committee
on Oversight and Government Reform subcom-
mittee summarized its January 2007 report to
Congress that said HHS still needs to define and
implement an overall privacy approach that iden-
tifies milestones for integrating the outcomes of its
initiatives, ensures that key privacy principles are
fully addressed, and addresses challenges associ-
ated with the exchange of health information.

GAO said challenges to exchanging electronic
health information exist in four areas:

1. Understanding and resolving legal and pol-
icy issues. As health information expands across
state lines, GAO said, organizations are challenged
with understanding and resolving data-sharing
issues introduced by varying state privacy laws.
HHS intends to identify the variations in state
laws through the privacy and security solutions
contract it awarded in 2005, the testimony said.

2. Ensuring appropriate disclosure. Several
organizations described issues associated with
ensuring appropriate disclosure, such as determin-
ing the minimum data necessary that could be dis-
closed for requestors to accomplish the intended
purposes for use of the health information. In June
2006, the National Committee on Vital and Health
Statistics recommended that HHS monitor devel-
opment of different approaches and continue an
open, public process to evaluate whether a
national policy would be appropriate.

3. Ensuring individuals’ rights to request access
and amendments to health information to ensure

it is correct. GAO said that as the exchange of per-
sonal health information expands to include multi-
ple providers and as individuals’ health records
include increasing amounts of information, keeping
track of the origin of specific data and ensuring that
incorrect information is corrected and removed
could become increasingly difficult. Also, as health
information is amended, HIPAA rules require cov-
ered entities make reasonable efforts to notify cer-
tain providers and other people that previously
received the individuals’ information.

4. Implementing adequate security measures
for protecting health information. Adequate
implementation of security measures is another
challenge that health information exchange
providers must overcome, GAO said. 

Department changes its position

While HHS initially disagreed with GAO’s rec-
ommendation that it define and implement an
overall approach for protecting health informa-
tion, after the report had been out for awhile, the
National Coordinator for Health IT agreed with
the need for an overall approach to protect health
information and said the department was taking
steps to address the recommendation.

Also, since the report was issued, HHS said it has
undertaken additional activities to address privacy
and security concerns. Among those steps, the
National Committee on Vital and Health Statistics’
Subcommittee on Privacy and Confidentiality is
drafting additional recommendations for the secre-
tary of HHS on expanding the HIPAA privacy rule
coverage to entities not currently covered; the pri-
vacy and security solutions contractor is in the pro-
cess of analyzing and summarizing 34 states’ final
assessments of organization-level business practices
and summaries of observations and key issues; and

Privacy advocates say GAO testimony against HHS too soft
Critics say changes to HIPAA privacy rule have not helped, question its ability to safeguard privacy



HHS awarded a contract on the State Alliance for e-
Health, intended to address state-level IT issues. 

Responding to GAO’s original report, the Health
Privacy Project’s deputy director, Paul Feldman,
resigned as co-chair of the American Health Infor-
mation Community’s Confidentiality, Privacy, and
Security Workgroup. “We have determined we are
unable to continue given that the workgroup has
not made substantial progress toward the develop-
ment of comprehensive privacy and security poli-
cies that must be at the core of a nationwide health
information network,” the group said. 

HIPAA privacy has been changed

Likewise, the organization PatientPriva-
cyRights said while it agreed with GAO on the
need for a comprehensive privacy approach, it
disagreed with the recommendation that HHS
should ensure that key privacy principles in
HIPAA are fully addressed. Chairperson Debo-
rah Peel, a psychiatrist, said those making that
recommendation wrongly assume that HIPAA
still gives Americans the right to privacy. 

“The key defect in the [GAO] report,” the group
said, “stems from the authors’ lack of understand-
ing that the 2002 amendments to the HIPAA pri-
vacy rule eliminated the patients’ right of consent
by replacing the consent provisions in the original
HIPAA privacy rule with regulatory permission
granted to more than 600,000 covered entities to
use and disclose personal health information for
treatment, payment, and health care operations…
Without the right of consent, which ensures
patients’ right to medical privacy, it is impossible
to ensure privacy in a national HIT system.”

PatientPrivacyRights called on HHS and
Congress to:

• restore the individual’s right to medical pri-
vacy;

• provide strong privacy standards appropri-
ate for electronic health systems; and

• require HHS to report to Congress annually
on protection of privacy rights.

“Neither the GAO or HHS can face the obvious
fact that since HHS gutted the HIPAA privacy rule,
relying on it as the federal standard for privacy, it
cannot possibly ensure privacy,” Peel said after
GAO’s testimony. “The GAO and HHS expect
Congress and the nation to go along with the pre-
tense that HHS and HIPAA are protecting our pri-
vacy when our records are naked for covered
entities to see, use, and disclose for virtually any
reason. It is almost impossible to conceive of a use

of protected health information that would not fall
under one of the three categories of treatment, pay-
ment, or health care operations, [and thus] covered
entities are free to data mine and sell Americans’
health records.”

And privacy critic James Pyles, a Washington,
DC, attorney, said the situation is actually much
worse than described by GAO because the report
“fails to acknowledge that there is wide consensus
about necessary health information privacy protec-
tions in constitutional common law, the statutory
and common law pertaining to the physician-
patient and psychotherapist-patient privilege, and
state privacy laws for mental health, HIV/AIDS,
genetic, and cancer information.”

Don’t go back to previous version

Appearing before the subcommittee, Health-
care Leadership Council Executive Director Mary
Grealy defended the current amended version of
the HIPAA privacy rule, which she said her orga-
nization helped shape. The council has 34 mem-
bers, including a dozen provider organizations
and a greater number of pharmaceutical manu-
facturers and resellers.

“We are concerned that the transition to more
widespread use of electronic medical records will
prompt a reactive advocacy in some quarters for
additional burdensome privacy regulations,” she
said. “It’s important to note that the HIPAA pri-
vacy rule, which is already quite restrictive, was
spurred by the growth in electronic transactions
and contains ample provisions governing the
confidentiality of information, electronic or other-
wise. It’s even more important to recognize that
more restrictive rules, such as requiring providers
and payers to obtain prior consent to treatment,
payment, and health care operations would have
a counterproductive and harmful impact on
patient care. While HIPAA establishes a federal
privacy standard, it permits state variations that
are found in thousands of statutes, regulations,
common law principles, and advisories.” 

And American Hospital Association Regulatory
Counsel Lawrence Hughes said hospitals favor a
national standard on privacy but see the need for a
balance between protecting patients’ privacy and
treatment. “If you returned the privacy rule to its
original version,” he warned, “there would be sig-
nificant obstacles to providing good quality care to
patients.” Hughes also said his association has no
complaint about HHS’s pace and process.

At the same hearing, the American Health Infor-
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mation Management Association (AHIMA) said
Congress should act to expand protections for per-
sonal health records, resolve inconsistencies in
HIPAA, and pass comprehensive non-discrim-
ination legislation penalizing the intentional mis-
use of an individual’s health information.

Pickard said that while his group wants to see
consumer-based personal health records, in addi-
tion to standard provider-based electronic health
records, this can’t happen until the industry
resolves important issues including expansion of
privacy protections for personal health records,
differences between HIPAA “business-associ-
ated” and non-covered third-party contractors,
and protecting student health information by
resolving conflicts that include HIPAA.

(Editor’s note: You can download the GAO testi-
mony at www.gao.gov/new.items/d07988t.pdf.)  ■

HHS launches web site on
HIPAA privacy compliance
Provides information on corrective actions taken

To coincide with the fourth anniversary of
enforcement of the HIPAA Privacy Rule, the

Department of Health and Human Services (HHS)
launched a new web site to provide information
about how it enforces health information privacy
rights and standards compliance. 

The web site (www.hhs.gov/ocr/privacy/
enforcement) describes HHS activities in enforcing
the Privacy Rule, the results of those enforcement
activities, and statistics showing which types of
complaints are received most frequently and the
types of entities most often required to take correc-
tive action as a result of consumer complaints.  

As of May 31, HHS and its Office of Civil
Rights (OCR) had investigated and resolved
more than 4,732 cases by requiring changes in
privacy practices and other corrective actions by
the covered entities.  

In another 2,282 cases, HHS found no violation
had occurred. In the rest of the 14,787 completed
cases, HHS determined that the complaint did
not present an eligible case for enforcement of the
Privacy Rule. These include cases in which: 

• OCR lacks jurisdiction under HIPAA — such
as a complaint alleging a violation prior to the
compliance date or alleging a violation by an
entity not covered by the Privacy Rule; 

• the complaint is untimely, or withdrawn or
not pursued by the filer; or

• the activity does not violate the rule, such as
when the covered entity has disclosed protected
health information in circumstances in which the
rule permits such a disclosure.

The compliance issues investigated most fre-
quently were, in order of frequency: impermissible
uses and disclosures of protected health informa-
tion; lack of safeguards of protected health informa-
tion; lack of patient access to their protected health
information; uses or disclosures of more than the
minimum necessary protected health information;
and lack of or invalid authorizations for uses and
disclosures of protected health information.

The most common types of covered entities that
have been required to take corrective action are, in
order of frequency: private practices, general hospi-
tals, outpatient facilities, health plans (group health
plans and health insurance issuers), and pharmacies.

OCR refers to the Department of Justice for
criminal investigation-appropriate cases involv-
ing the knowing disclosure or obtaining of pro-
tected health information in violation of the rule.
As of the date of its summary, OCR had made
more than 400 such referrals to DOJ.

OCR refers cases that describe a potential vio-
lation of the HIPAA Security Rule to the Centers
for Medicare & Medicaid Services (CMS). As of
the May 31 date of the summary, OCR had made
more than 171 such referrals to CMS. In the
referred cases that describe potential violations of
both the HIPAA Privacy and Security Rules, OCR
and CMS coordinate the investigations. 

HHS says it also obtains privacy compliance
through outreach and education efforts. OCR has
reached hundreds of thousands of covered entities
and consumers through educational conferences, a
toll-free call line, and an interactive web site.  ■

Audit raises concerns of
data security requirements
Audit first of its kind

AU.S. Department of Health and Human Ser-
vices (HHS) audit at Piedmont Hospital in

Atlanta is raising concerns in the information
technology industry that there may be more HHS
enforcement actions relating to HIPAA data secu-
rity requirements.
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Computerworld says the audit was the first of its
kind under HIPAA and involved 42 items HHS
wanted information on, according to documents it
obtained. Among those: the hospital’s policies and
procedures on 24 security-related issues, including
physical and logical access to systems and data,
Internet use, violations of security rules by employ-
ees, and logging and recording of system activities.
Also requested were IT and data security charts and
lists of the hospital’s systems, software, and employ-
ees including new hires and terminated workers.

Security Director Randy Yates at Houston’s
Memorial Hermann Health System told the mag-
azine that everyone in the industry is aware of
the audit and said it contributed to approval of
his $1.3 million budget item for data encryption
in the next fiscal year. Yates said Memorial Her-
mann did a gap analysis after hearing of the
audit and took steps to improve the areas in
which it was at the greatest risk for noncompli-
ance. He expressed confidence in the measures
taken to comply, but said a lack of detailed public
information about what HHS was looking for
(neither the agency nor the hospital has con-
firmed the audit) was “a little bit disconcerting.”

Healthcare Information and Management Sys-
tems Society Director of Privacy and Security
Lisa Gallagher said it was puzzling that it
appeared the audit was conducted by the HHS
inspector general. She said most people in the
industry have assumed that any security-related
enforcement actions would come through the
Centers for Medicare & Medicaid Services (CMS).

“Nobody really knows why the inspector gen-
eral did it or what’s going to be their criteria for
selecting the next one,” she said. She also voiced
concern about the checklist approach the investi-
gators appeared to take.

One analyst said he thought HHS decided on the
audit partly because it has been under political and
media pressure to enforce the HIPAA rules. He
expects to see more audits in the future but doesn’t
think they will be too frequent, partly because the
agency doesn’t have enough staff to devote to them.
And, despite industry buzz, he doubts the audit
will lead many other organizations to step up
efforts to comply with security requirements.

“Until at least several audits have been com-
pleted, and the industry sees action to enforce the
HIPAA security rules, I think serious attention to
compliance will not be a major focus,” he said.

But Peter MacKoul, president of HIPAA Solu-
tions, based in Portland, said it’s not only HHS
enforcement that those handling medical data

need to be concerned about. Increasingly, he said,
law enforcement authorities and courts are using
and interpreting HIPAA in ways that could have
broad implications.

Last year the North Carolina Court of Appeals
overturned a trial court decision to dismiss a
HIPAA-related complaint brought by an individual
against a psychiatrist’s office. MacKoul said the ver-
dict basically allowed the plaintiff to use HIPAA as
a “standard of care” to bring an individual action
against an organization. He also said while HIPAA
initially applied to electronic medical records,
courts have extended it to cover paper records.  ■

Companies auctioning
customer records
Loophole allows auctioning off of customer records

U.S. Sen. Charles Schumer (D-NY) says a
loophole in medical privacy law is allowing

pharmacies to “auction off” customer records,
including prescriptions, information about medi-
cal conditions, Social Security numbers, and
insurance records “to the highest bidder.”

Federal law requires doctors let patients know
when their medical history is being shared, he said,
but the law allows pharmacies to sell patient infor-
mation to other pharmacies. Schumer said Health
and Human Services Secretary Michael Levitt
should seek a change in the law requiring pharma-
cies notify patients before selling or transferring
their records and allowing patients to opt out. 

Meanwhile, a federal judge struck down a
New Hampshire law that would have blocked
drug company marketing access to physician pre-
scription information. A Washington Legal Foun-
dation (WLF) analysis said the law would have
criminalized collecting and disclosing informa-
tion about physician prescribing practices.

So far, New Hampshire is the only state to try
to prohibit disseminating information on doctors’
prescribing patterns. “A handful of doctors seem
to think that laws of this sort protect their pri-
vacy,” said WLF Chief Counsel Richard Samp.
“But if more such laws are adopted, the loser will
be the American health care system. The informa-
tion that New Hampshire is trying to ban plays a
vital health care role; it is used to monitor the
safety of medications, implement drug recalls,
and rapidly communicate information to doctors
about innovative new treatments.”  ■
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News: A man was taken to a hospital after
nearly committing suicide from an overdose.
Although the hospital placed the man on its sui-
cide prevention ward, the patient hung himself 
in his room two weeks after his admission. The
man’s estate sued the hospital for negligence, and
the parties settled for $300,000.

Background: A 31-year-old father was trans-
ported by ambulance to a hospital after attempt-
ing to kill himself by ingesting 19 tablets of
paroxetine, an antidepressant designed to
increase the level of chemical serotonin in the
brain. The hospital assigned the patient to its sui-
cide prevention ward, where he was monitored
and counseled. The hospital learned that the
man’s medical history included drug addiction,
bipolar disorder, and depression.

Two weeks after his admission, and while still
in the hospital’s suicide prevention ward, the
man committed suicide by hanging himself from
a noose that he had formed from a bedsheet. The
man’s estate sued the hospital and claimed it 
was negligent in failing to properly monitor the
decedent.

The hospital responded that it acted reason-
ably in not expecting the man to commit suicide
because he had been taking his medication as
instructed and had not exhibited any further sui-
cidal ideations. The hospital also disputed dam-
ages by arguing that the man did not endure any
conscious pain and suffering and that the man

was unemployed at the time of his death, thereby
precluding any reasonable establishment of eco-
nomic damages. The hospital and the plaintiff
settled the case for $300,000.

What this means to you: “Clearly, this is a tragic
case. But predicting suicide is not a science,” says
Ellen L. Barton, JD, CPCU, a risk management
consultant in Phoenix, MD. Barton notes that even
the most skilled health care providers have only
rudimentary tools available for treating suicidal
patients. If the judgment regarding treatment
turns out to be wrong, even the most exemplary
assessment will not necessarily carry the day for
the defense.

And as equally nonscientific is a risk man-
ager’s decision as to whether to settle a case like
this one. Several considerations require fair bal-
ancing, including the patient’s personal situation.
In this case, the fact that the patient left a minor
child and the fact that he had an underlying men-
tal illness would make him extremely sympa-
thetic to any jury. Some juries might even find
that the very fact that this individual harmed
himself constitutes proof of negligence. “Sadly,
such cases exist, and they seem to be among the
most difficult to defend,” concludes Barton.

Other plaintiffs, however, are not as sympa-
thetic and therefore do not present as significant
of a risk of exposure to the hospital. In a reported
case out of Mecklenburg, NC (Case No. 01-CVS-
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9520), a jury awarded only $54,250 to a husband
after his wife committed suicide by hanging her-
self with a pair of shoelaces while she was a
patient at a psychiatric hospital. And in a case
arising in Kings County, NY (Case No. 47886/98),
a jury awarded a man’s estate only $71,989 after
the man hung himself with a belt in his hospital
room. It is possible that the jury awards were so
low in both of those cases because neither dece-
dent left any surviving children. Of course Barton
notes that it is quite possible that another reason
the damages were not higher is that, as in the
case above, it was difficult to establish economic
damages.

A second factor that can affect the amount of a
jury award in cases such as this one is the hospi-
tal’s conduct leading up to the patient’s suicide.
In a case out of Jefferson County, AL, Case No.
04-7574, for example, a jury awarded a 53-year-
old man’s estate $12 million in damages after he
killed himself while a patient at a hospital. In that
case, he was referred to the hospital because of
depression and suicidal tendencies. Because the
psychiatric unit was full, the hospital placed the
patient first in a dual diagnosis unit, and 38 hours
later transferred him to another ward, where he
was permitted to walk on to an outside patio
high above the ground. The man ended up scal-
ing a wrought iron fence and jumping down sev-
eral floors to a parking deck, and then jumping a
second time from the parking deck to the ground
80 feet below, which resulted in fatal injuries.

Finally, Barton notes that even if a facility was
appropriately staffed with trained mental health
professionals and even if that staff members were
using appropriate risk assessment tools and sui-
cide prevention strategies, some experts still
would opine that the patient’s suicide could not
have been prevented. “That, unfortunately, is the
dilemma that all suicide cases present to risk man-
agers who are deciding whether to settle or pro-
ceed to trial,” she says. 

Because the patient in this case was on the hospi-
tal’s “suicide prevention” ward, the facility appar-
ently was a psychiatric hospital or a facility that
dealt with a large number of such patients. That, in
turn, according to Barton, would indicate that the
facility should have had a fairly sophisticated sys-
tem in place to evaluate suicidal patients. Such a
system would include: a full psychiatric evaluation
of “suicidal” or “self-destructive” patients; suicide
risk assessment tools; trained staff capable of using
screening mechanisms; and suicide prevention
strategies.

Many facilities classify patients based on the
risk of self-injury that they present. A patient des-
ignated as “Q15,” for example, requires visual
inspection every 15 minutes, cannot have access
to sharp objects or any other material or object
that can inflict bodily harm, and must request
permission for use of restrooms. And a patient
designated as “Q30” requires visual inspection
every 30 minutes, is allowed unrestricted access
to the rest room, and is permitted to wear a
bathrobe with a belt. 

The patient in this case had a history of drug
addiction, bipolar disorder, and depression, 
and he presented to the hospital having already
attempted to commit suicide. Barton therefore
suggests that the level of supervision and
scrutiny should have been raised. After the
patient had been on the ward for two weeks, he
was taking his medication and being regularly
assessed, at which point Barton questions
whether the staff was lulled into a false sense of
complacency. By indicating in the fact pattern
that the patient no longer was suffering from sui-
cidal ideation, the staff might have put the
patient on a lower level of scrutiny, such as by
determining one-on-one supervision to be no
longer necessary. If true, the hospital may have
acted prudently in settling with the plaintiff
before trial.

Reference

• New York County (NY) Supreme Court, Index No.
107085/03. ■

Patient falls in shower 
after surgery, settles

News: A woman recovering from surgery in a
hospital slipped and fell while taking a shower,
which caused her to fracture two fingers. She
sued the hospital and claimed that she was
improperly left unattended. She also said the
water accumulated on the tile floor because the
shower failed to drain properly. The hospital
principally argued that the woman was at fault 
in causing her own injuries because she failed to
press the nurse call button when she finished
showering, as she had been instructed. A jury
apportioned 30% of liability to the woman and
70% to the hospital, after which the parties settled
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for $125,000.

Background: A 55-year-old woman underwent
successful intestinal surgery. Three days after the
surgery, while she still was recovering at the hos-
pital, the woman was cleared to take a shower. A
nurse placed a chair in the shower, helped the
woman walk to the shower, and then left the
patient unattended.

The patient finished her shower about 15 min-
utes later and attempted to leave the shower
room by herself. She slipped, fell on the wet floor,
and fractured two of her fingers on her nondomi-
nant hand. She underwent open reduction and
internal fixation of her hand’s fourth metacarpal,
whereby doctors used plates and screws to stabi-
lize the bone.

The woman sued the hospital and claimed that
it was negligent in leaving her unattended in the
shower room and not properly supervising her.
She also maintained that the chair had been
placed in the center of the shower stall, over the
drain, thereby preventing the water in the shower
from properly draining, and that the shower did
not have a curtain or door saddle to prevent water
from accumulating on the tile floor. The woman’s
expert engineer testified that the lack of a curtain
or door saddle enabled about ¼- to ½-inch of
water to pool in the room, thereby creating a dan-
gerous condition. The plaintiff claimed that the
pain and discomfort in her hand was ongoing.

The hospital disputed the plaintiff’s claim that
the floor was dangerous, and it argued that the
shower room was equipped with a call button
that the plaintiff should have used to inform the
nurse’s station that she was finished showering.
The nurse who had assisted the woman to the
shower room testified that she had told the
woman to use the call button when she was fin-
ished, but that she left her alone to give her some
privacy. The hospital’s safety expert also testified
that the tile’s nonskid surface was designed to
prevent slipping and that the floor was properly
graded to allow for drainage.

A jury found that the hospital and the woman
had both acted negligently, and it assigned 70%
fault to the hospital and 30% fault to the woman.
Before the jury returned to deliberate the exact
amount of damages, the parties settled for $125,000.

What this means to you: This scenario raises a
couple of key concerns for risk managers, the first
of which is how crucial it is to involve experts
and consultants in the process of designing a

hospital room shower area. Cases involving slips
and falls in a shower area inevitably lend them-
selves to a “battle of the experts” in the court-
room. “And in this case, it appears that the
patient’s experts were more persuasive,” says
Ellen L. Barton, JD, CPCU, a risk management
consultant in Phoenix, MD.

Just a few of the considerations when design-
ing a hospital room shower are: the texture and
material of the tiles used in the floor of the
shower; the texture and material of the flooring
immediately outside the shower; the inclusion
and placement of railings or hand-holds in the
shower and the bathroom; the location of the
drain; the slope of the shower floor; the location
of the shower head in the shower; and the inten-
sity of the water flow from the shower head.
While some of these factors are obvious, others
deserve greater attention than they might nor-
mally receive. For example, because the location
of the shower head in the shower and the inten-
sity of the water flow from the shower head can
affect the amount of water that splashes out of
the shower and on to the bathroom floor, a sec-
ond drain outside of the shower might be neces-
sary in some hospital bathrooms. Risk managers
should consider employing a consultant to
review the design of their hospital’s patient
rooms, including the bath, shower, and toilet
areas, in an effort to minimize the occurrence of
injuries. Moreover, employing such a professional
has the added benefit of buttressing the defense
of a negligence claim because the hospital can
show that it acted reasonably in relying on the
opinion of a design professional.

It is often perceived that falls are more common
among the elderly, with some studies, such as one
in the American Journal of Public Health (1992;
82:1,020-1,023), showing that among older adults,
falls are the leading cause of injury deaths and of
nonfatal injuries and hospital admissions from
trauma. Interestingly, though, this fact pattern
shows that even middle-aged adults are at risk of
injuring themselves from slipping and falling in a
hospital setting. Indeed, considering that hospital
patients usually are recovering from surgery or are
otherwise not in perfect health, it is not surprising
that such lawsuits involves patients of all ages. See,
for example, Case No. 19264-98 in Nassau County,
NY, 77-year-old male; Case No. 27152/94 in Suffolk
County, NY, 32-year-old male; Case No. 98-1711 
in Horry County, SC, 78-year-old female; Case 
No. 2520/97 in Kings County, NY, 46-year-old 
male; Case No. 381384 in Cuyahoga County, OH,
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54-year-old female; and Case No. WOCV94-00185
in Worcester County, MA, 40-year-old female.

One aspect of slip and fall incidents that risk
managers should be particularly sensitive to is
the range and severity of injuries that can result.
Studies such as one published in Academic
Emergency Medicine (2000; 7:134-140) show, for
example, that falls are a leading cause of trau-
matic brain injury. Other studies, such as one in
The Journal of Trauma: Injury, Infection, and Critical
Care (2001; 50:116-119), show that of those who
fall, 20%-30% suffer moderate to severe injuries,
such as hip fractures or head traumas, that
reduce mobility and independence and that
increase the risk of premature death. Because the
risk of severe injury is so high with a slip-and-fall
accident, it is not unusual for jury verdict awards
to exceed $1 million, although those awards often
are reduced to account for the patient’s compara-
tive fault. In this case, the hospital should feel
lucky that its exposure was “only” $125,000.

The second issue highlighted by this case is
the reality that a hospital can be found liable
even where it appears it did not act negligently.
“Although this is clearly a case where apportion-
ment of negligence was appropriate, it appears
that the jury should have reversed the percent-
ages,” says Barton. Assuming that the patient
was mentally alert, she should have understood
the instructions to use the call button and that
the wet floor increased the need for her to be
careful. She also should have understood that
although she had been “cleared to take a
shower,” the fact that she was escorted to the
shower and told to use the call button so that the
nurse could escort her back to bed indicated that
she should not ambulate alone. And Barton fur-
ther highlights that it does not appear from the
facts of this case that the patient rang the call
button and the nurse was slow in responding.
Rather, it appears that the patient never even
tried to use the call button.

Barton also notes that it does not seem inappro-
priate that the nurse left the patient alone to shower
and assumed that the patient would follow her
instructions to ring the call button when she was
finished. After all, the patient apparently did not
need assistance in actually taking a shower, and
giving a patient privacy to shower is a legitimate
consideration.

When hospitals admit patients, they must pro-
vide a safe environment. And in cases such as
this one, the nurses must be instructed as to how
to caution patients sufficiently about the dangers

of ambulating alone. Nevertheless, this case illus-
trates that injuries can occur even when a hospi-
tal has in place what it thinks are appropriate risk
management protocols. As a result, Barton wryly
recognizes that “it appears that hospitals must
also provide compensation to an injured patient
when the patient’s actions prevent staff from
keeping the patient safe!”

Reference

• Queens County (NY) Supreme Court, Index No.
22027/02. ■
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Did you miss AHC Media’s
When the Worst Happens: Techniques

for Managing Medical Error
Disclosures live audio conference?

ORDER THE CD NOW TO EDUCATE
YOUR ENTIRE STAFF! 

Ethically, financially, and morally, there is sound 
justification for being up front with patients and

their families when medical errors occur. 

John Banja, PhD, discusses methods 
for disclosing medical errors and strategies to

identify the psychological factors that affect error
disclosure conversations. 

Rebuild trust and diminish the likelihood of large
legal claims following a medical error. 

Call 800-688-2421
Or order online at 

www.ahcmediainteractive.com

Faculty: John Banja, PhD, is a medical error
ethicist at Emory University. He is nationally
regarded in the area of medical errors and disclo-
sure, and has published more than 150 articles
and given more than 700 invited presentations
on medical ethics topics. 

CD Price: $299 including accompanying presen-
tation slides.  When ordering by phone please
mention product code 11T07148.


