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Document disclosure efforts carefully 
to avoid legal pitfalls down the road
Expect some parties to discourage good documentation

With all the push for full disclosure of adverse events in the past
few years, a new problem has arisen for risk managers who sup-
port telling patients and family members the whole truth. How

and what do you document about that disclosure session? You may think
you know what you want to see in the documentation, but don’t be sur-
prised if other parties have very different ideas.

Health care organizations have made great progress toward fully disclos-
ing information to patients and family, but the documentation is raising
major concerns, says Fay Rozovsky, JD, MPH, president of the Rozovsky
Group, a risk management firm in Bloomfield, CT. She addressed the topic
recently at the annual meeting of the American Society of Healthcare Risk
Management. 

Risk managers may have difficulty in deciding exactly how to docu-
ment the discussion, but the real problem is that plenty of other people
want to chime in with their own opinions, Rozovsky explains. Physicians
may be reluctant to document in detail because they fear that record will
amount to an admission of fault. Nurses may want to document that they
disagreed with the doctor’s treatment early on, and legal counsel may 
not want hardly anything documented if it could be used by a plaintiff’s
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Full disclosure after an adverse event should include proper documentation,
but there may be conflicts about what to include and how to preserve the
information. Expect different parties to voice their concerns.
• The documentation should be a complete, accurate record.
• The person doing the disclosure should write the note.
• Clear policies and procedures will yield consistent documentation notes.
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attorney later on.
All of those concerns have some validity, but

the risk manager must help all the parties reach
a reasonable compromise, says James Woods,
MD, chair of the Department of Obstetrics and
Gynecology at the University of Rochester (NY)
School of Medicine and Dentistry. Woods and
Rozovsky have studied the issue together and
developed recommendations for risk managers.
Woods also spoke at the ASHRM conference
with Rozovsky. 

It might seem simple enough to tell everyone
to document the disclosure accurately and com-
pletely, just as you expect of any other record. But
Rozovsky says you probably will hear objections

from your attorney, such as, “How do you expect
me to defend you if you write that in the record?”
or “Do you realize that is an admission of sub-
standard care?”

However, she notes that those are the same
objections that some people have to the full dis-
closure concept itself. They worry that telling
the patient everything will only fuel the fires for
a lawsuit. The response to those concerns also
should be the same, Rozovsky says. 

If the note is written honestly and early, then it 
is a good piece of evidence to support what you’re
doing, she says. “The documentation is a record
that you informed the patient early and honestly
and you were ready to move forward and correct
the situation in whatever way was appropriate,”
Rozovsky says. 

You want to document it thoroughly for the
same reason you told the patient in the first place,
she advises. “It’s the right thing to do, and if the
patient is going to sue you, telling him and docu-
menting it doesn’t change that,” Rozovsky says.

Different perspectives on documentation

Consistency is another problem, Woods says.
Physicians and nurses may not want to document
the disclosure in the same way because they have
different perspectives and may want to protect
themselves. For example, a nurse may want to
note that “Dr. Jones proceeded with the treatment
even though I raised concerns.”

“Now that’s incriminating five years later
when the plaintiff’s attorney says, ‘Look at this.
These people couldn’t communicate, and the
nurse told him not to do this,’” he says. “It’s nat-
ural for people to want to protect themselves, but
the risk manager has to prevent that kind of sabo-
tage that will be so detrimental later on.”

The first question to ask about disclosure docu-
mentation is whether to document at all. Some
people would advocate that the disclosure is not
pertinent to the medical care per se, and therefore
it need not be fully documented. No documenta-
tion or perhaps a terse “the patient was informed
about the procedure outcome” would suffice for
those people, Rozovsky says. But that approach is
wrong, she and Woods say. They advocate a full,
but carefully managed, disclosure. 

Right away, you need to decide who actually
writes the note. Should it be the physician, the
nurse, the risk manager? Should a disinterested
third party observe the disclosure and document
it? Rozovsky says the answer is that whoever
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does the disclosure should document it. If others
have follow-up conversations about the disclo-
sure, they should document them.

Then the big question is exactly what to put in
this documentation note. All the concerned par-
ties may have their own ideas, and some will
think that it should be minimal. The “just the
facts, ma’am” crowd will want just a bare-bones
description of what was discussed without any
detail, while others will want a summary, and
still others will want a long, detailed note. 

“The mainstream thinking is mindful of the
fact that this record is a legal document and
needs to memorialize the discussion,” Rozovsky
says. “It should include where it took place,
when, who was present, who led the discussion,
and what factual information was shared.”

Limit what can go in note

While Rozovsky and Woods advocate full dis-
closure and detailed documentation, they stress
that the risk manager also must set limits. The
disclosure note is not the place for a free-flowing
dissertation on what the author thinks about the
situation or anyone’s interpretation of another
party’s actions or words.

“There is no opining that the patient seemed
upset or alarmed,” Rozovsky says. It is reporting
factual information, as well as questions that the
patient posed and the answers given back, she
says. (See p. 40 for a sample disclosure docu-
mentation.) “It should stand the test of time for
legal actions down the road, meaning it will
refresh someone’s memory and substantiate 
what happened at the time,” Rozovsky says.

Brief, cryptic notes are not helpful, she says.
Rozovsky also warns that the note must not
include any speculation or theorizing about what
happened. It is appropriate to note that the care-
giver said, “I’m sorry” or otherwise expressed
concern and regret, she says. Exactly what to note
in that regard may be limited by whether your
state offers legal protection for such statements 
so that they cannot be used against you in court.

Apology might be recorded

But what if the patient says something such as,
“I know it’s not your fault” or “I don’t blame you
for what happened”? Because those statements
could be useful to you later in a malpractice case, 
it is tempting to document those comments in the
disclosure record, but Woods advises against it.

The disclosure note should be factual and includ-
ing that comment could seem self-serving. Besides,
he says, it won’t be all that useful later on if the
patient decides to sue.

“The patient might say he doesn’t remember
saying that, or he was just wrong when he said it,”
Woods says. “It’s not as if a jury is going to hold
him to a comment like that and find in your favor.”

However, Rozovsky notes that some comments
from the patient might have a place in the disclo-
sure record. For instance, if the adverse outcome
was partly the result of the patient’s failure to
comply with instructions, an admission to that
effect by the patient can be a pertinent fact, she
says. 

“It may or may not be useful in legal defense,
but it certainly will be if you do a root-cause
analysis on this event and you have this evidence
from the patient,” Rozovsky says.

Good policies and procedures needed

The next question is where to put this docu-
mentation. Does it go in the medical record? A
separate file? A memo to file? A memo under
direction of legal counsel?

“There’s been a lot of debate over this, but the
consensus seems to be moving toward putting it
in the medical record,” Rozovsky says. “The the-
ory is that this documentation is a part of the
ongoing communication process, and it should be
a part of the medical record just like the informed
consent documents and everything else that doc-
uments your communication with the patient.”

Rozovsky and Woods advise risk managers to
develop policies and procedures on documenting
disclosure conversations so that it is done consis-
tently and in the manner most beneficial to the
organization. When developing the policy, they
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For more information about full disclosure docu-
mentation, contact:
• Fay Rozovsky, JD, MPH, The Rozovsky Group,

272 Duncaster Road, Bloomfield, CT 06002. Tele-
phone: (860) 242-1302. Web: www.therozovsky
group.com.

• James Woods, MD, Chair, Department of
Obstetrics and Gynecology, University of
Rochester (NY) School of Medicine and Dentistry,
University of Rochester, Rochester, NY 14627. 
E-mail: james_woods@urmc.rochester.edu.
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advise involving all pertinent parties, such as
legal counsel, quality improvement, patient
safety, and physician and nurse leadership. 
(See sample policy, below.)

“The policy should make sure that the note not
only serves for your legal defense but also satis-
fies other requirements like accreditation stan-
dards, meeting requirements for state law, or
compliance issues,” Rozovsky says.  ■

Policy on disclosure shows 
decisions on proper content

The following is a sample section of a policy
and procedure for disclosure documentation

offered by Fay Rozovsky, JD, MPH, president 
of the Rozovsky Group, a risk management firm
in Bloomfield, CT. She cautions that the specifics
of state law, health facility bylaws, and other
requirements should be included in the policy
and procedure to make it consistent with other
administrative documents of your organization.

Procedures:
1. Core Content — Progress Notes. Following

communication with the patient and/or family
regarding unanticipated or adverse outcomes of
care, the care provider who lead the discussion
should write an entry in the progress notes that
includes:

A. Time, date and location of the discussion.
B. The names of the parties in attendance and

their relationships to the health care organization
(physician practice) and patient.

C. The name of any interpreters used in the
communication.

D. The language and dialect used by interpreters.
E. The use of assistive devices in the

communication.
F. A summary of information communicated to

the patient and/or family regarding the unantici-
pated or adverse outcome.

G. A summary of questions posed by the patient
and/or family, and the responses provided.

H. Signature of care provider entering the
notation in the progress notes.

2. Expressing Empathy or Regret. Any expres-
sion of empathy, regret, or being sorry for the
unanticipated or adverse outcome made during
the communication should be included in the
entry in the progress notes.

3. Information from Patient or Family. Any

information shared by the patient and/or family
that may be relevant to the unanticipated or
adverse outcome should be included in the
entry in the progress notes.

4. Questions and Answers. In response to a
question whether the patient and/or family had
any specific needs or concerns and the response in
return should be documented in the progress notes.

5. Follow-Up Information. If the care provider
offered to provide follow-up on the results of an
inquiry into the unanticipated or adverse outcome,
or if the patient and/or family request it, this infor-
mation should be included in the progress notes.

6. Factual Documentation. All entries in the
progress notes regarding the discussion of unan-
ticipated or adverse outcomes of care should be
factual, nonaccusatory, and free of conjecture or
speculation.

7. Subsequent Communication. Each time fol-
low-up communication takes place between the
care provider and the patient and/or family, the
time, date, names, and relationships of the atten-
dees, location, and means of communication (for
example, telephone call), should be documented
in the progress notes and signed by the care
provider making the entry.

8. Content of Subsequent Communication
Documentation. Each time follow-up communi-
cation takes place, the progress note entry should
include a summary of:

A. The information provided by the care
provider.

B. A summary of the exchange between care
provider and patient and/or family.

C. A summary of the questions posed by the
patient and/or family and the responses from the
care provider.

9. Documenting New Information. New,
updated, or corrected information about the
unanticipated or adverse outcome resulting from
a review or investigation should be offered to the
patient and/or family, and the progress notes
should contain an entry that includes:

A. The information provided by the care
provider.

B. A summary of the exchange between care
provider and patient and/or family.

C. A summary of the questions posed by the
patient and/or family and the responses from the
care provider.

10. Specific Circumstances. The follow-
ing should be reported immediately to risk
management:

A. Requests by law enforcement or regulatory
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authorities to refrain from documenting the dis-
cussion of unanticipated or adverse outcomes.

B. Requests by law enforcement or regulatory
authorities to refrain from permitting the patient
and/or family to see the progress notes regard-
ing the discussion of unanticipated or adverse
outcomes.

C. Requests by law enforcement or regulatory
authorities to access or copy the progress notes
regarding the discussion of unanticipated or
adverse outcomes.

D. Requests from care providers not to docu-
ment the discussion of unanticipated or adverse
outcomes in the progress notes (or in the case of
physician practices, the patient medical record).

E. Request by union leadership not to docu-
ment the discussion of unanticipated or adverse
outcomes in the progress notes.

F. Requests by the patient and/or family to
modify, remove, or correct an entry in the progress
notes regarding the discussion of unanticipated or
adverse outcomes.

11. Chain of Command. Health care profes-
sionals who question the content of the progress
note entry regarding the discussion of unantici-
pated or adverse outcomes should follow the
health care organization Chain of Command
Policy and Procedure.

12. Record Retention. Documentation of dis-
cussions of unanticipated and adverse outcome
shall be retained as part of the progress notes in
accordance with policy and procedure regarding
retention of patient medical record information.

(Editor’s note: This information is copyrighted by
The American Society for Healthcare Risk Management
in Chicago and used by permission.) ■■

Sample disclosure note 
to put in patient record

This is an example of how Fay Rozovsky, JD,
MPH, president of the Rozovsky Group, a risk

management firm in Bloomfield, CT, suggests a
disclosure conversation should be documented: 

1930 hours Nov. 12, 2005. I met with Ms.
Tsumanez and her partner, Mr. Rouez, to discuss
the unanticipated outcome experienced yester-
day. In attendance with me was Nurse Della
Stuart, the nurse manager for the post-surgery
unit. Since Ms. Tsumanez and Mr. Rouez exhib-
ited limited English proficiency, I suggested and

they agreed to the use of the 24-hour language
line service. Gretchen Colonne served as the
interpreter utilizing a Mexican Spanish dialect.
Permission for Mr. Rouez to participate in the
discussion had been obtained earlier.

I told them that Ms. Tsumanez had received
the wrong meal tray three times during the last
24 hours. The meals she received were inappro-
priate for someone with renal failure. I told them
that while it is not certain that this was the cause
of the flare-up in her condition, it certainly would
not be helpful for someone in her state to receive
these foods. I expressed my apology and told
them that steps were being taken to find out why
the wrong meals had been provided the previous
day. I asked if they needed anything. They said
no. I asked if they had any questions. Mr. Rouez
asked if there would be any permanent damage
from what had occurred with the meals. I replied
that it was doubtful that there would be any
long-term difficulties, especially since the prob-
lem had been identified and steps had been 
taken to assist Ms. Tsumanez with medication. I
also pointed out — and Nurse Colonne agreed —
that the care plan had been modified to monitor
Ms. Tsumanez for any possible side effects. I
explained that she should feel better within the
next 24 hours. Ms. Tsumanez asked how this
could happen, especially since she said she had
questioned getting the meals she had received at
noon and in the evening. Nurse Colonne asked if
Ms. Tsumanez could tell her to whom she had
addressed her question. Ms. Tsumanez said she
could not remember, but it was not a nurse. To
respond to Ms. Tsumanez’s question, I replied
that the hospital was looking into the process that
led to her receiving the wrong meals. She asked if
we would let her know the outcome, and I agreed
to do so.

— T.J. Shift, MD
(Editor’s note: This information is copyrighted by

The American Society for Healthcare Risk Management
in Chicago and used by permission.) ■

Root-cause analysis might 
be shallow-cause analysis 

Many risk managers who think they are con-
ducting a root-cause analysis (RCA) really

aren’t, says Robert Latino, vice president of The
Reliability Center, a risk management consulting
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firm in Hopewell, VA. Instead, they often are con-
ducting what he calls a “shallow-cause analysis”
(SCA) that doesn’t reach as far as a true RCA. 

“Most people have been conditioned by the
quality tools like the fishbone diagram, and they
think that if they’re using those tools they’re
doing an RCA,” he says. “The fishbone is just one
tool and it comes with real limitations, which can
be overcome if you use it properly and with the
right other tools. A lot of people, however, think
they’re doing a real RCA as long as they’re using
those familiar tools.”

But that approach isn’t always a bad thing,
Latino says. There are many situations in which 
a true RCA is not worthwhile, but some lesser
investigation still is warranted, he says. 

A good rule of thumb is that you should be
conducting a true RCA on the 20% of events that
cause 80% of more of your losses, Latino says.
“Those will differ from one organization to
another, and they warrant the full breadth and
depth of a true RCA,” he says. “For everything
else, I would use less stringent methodologies.”

Latino says many of the tools that are com-
monly used for RCAs fall short of the goal of
finding the true root cause of a problem. Typical
tools in this category are the 5-Whys, the fishbone
diagram, brainstorming, troubleshooting, and
problem solving. Those tools can be useful even 
if they don’t fulfill the needs of an RCA, he notes.
You just need to know which tools to use for
which investigations, he says. 

Brainstorming has limits

One example of how risk managers can 
think they are doing a RCA when they aren’t 
is brainstorming. This activity usually involves a

collection of experts throwing out ideas about
the causes of a particular event, but Latino says
usually such sessions are not structured in a
manner that explores cause-and-effect relation-
ships. Instead, people just express their opinions
and come to a consensus on solutions.

“When comparing this approach to the essen-
tial elements needed for an RCA, brainstorming
falls short of the criteria to be called RCA and
therefore falls into the shallow-cause analysis
category,” he says. 

Troubleshooting is another example. It usually
is a bandage type of approach to fixing a situa-
tion quickly and restoring the status quo, Latino
says. Typically, troubleshooting is done by indi-
viduals as opposed to teams and requires no
proof or evidence to back up assumptions.

“This off-the-cuff process is often referred to as
RCA, but clearly falls short of the criteria to qual-
ify as RCA,” he says.

The 5 Whys is a simple approach that is sup-
posed to lead the analyst to the root cause by ask-
ing the question “Why?” five times, but Latino
says the main flaws with this concept are that
failure does not always occur in a linear pattern.
Multiple factors combine laterally to allow the
undesirable outcomes to occur. Also, there is
never a single root cause and this is a misleading
aspect of this approach, Latino says. He also
notes that people tend to use this tool by them-
selves and not in a team and rarely back up their
assertions with evidence.

The fishbone diagram uses a diagram in which
the spine of the fish represents the sequence of
events leading to the undesirable outcome. The
fishbones themselves represent categories that
should be evaluated as to having been a contributor
to the sequence of events. Latino explains that as a
brainstorming technique, this tool is less likely to
depend on evidence to support hypotheses and
more likely to let hearsay fly as fact.

This process is also not cause-and-effect based,
but categorically based, Latino says. “The users
must pick the category set they wish to use and
throw out ideas within that category,” he says. “If
the correct categories for the event at hand were
not selected, key root causes could be missed.”
(See p. 43 for a technique that Latino says can 
be more effective.)

One risk manager familiar with the differences
between RCA and SCA is Anne Flood, MA, RN,
director of quality, risk, and patient safety at Union
Memorial Hospital/Medstar in Baltimore. She
says it is easy for health professionals to become
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Risk managers should know when to do a “shallow-
cause analysis,” when to do a full root-cause analy-
sis, and the difference between the two. When doing
a root-cause analysis, a logic tree may be more pro-
ductive than some other common strategies.
• A full root-cause analysis should be reserved for

the cases that are worth the time and effort.
• A shallow-cause analysis can be sufficient for

some cases and yield useful information.
• Some common analytical tools have hidden

limitations.
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accustomed to a bandage approach to fixing prob-
lems, and she realized two years ago that she often
was using SCA when she thought she was doing
an RCA.

She then switched to using the logic tree advo-
cated by Latino, and she says the investigations
now yield more reliable results. Flood began using
the logic tree methodology only in her department
but soon provided it to all departments in the hos-
pital so they can use it without direct involvement
from risk management. Union Memorial now is
using the logic tree to investigate urinary tract infec-
tions, which hospital leaders think are too high. 

“One of the strengths of this approach is that
you don’t have to wait for a catastrophic event to
occur,” Flood says. Instead, you can use it when
you detect a chronic problem, she says. 

The hospital’s maintenance department also is
using the technique to study the cause of flood-
ing in the facility and the potential costs and sav-
ings from various interventions, she says. 

“In the past we would have used some of the
common quality tools and stopped at the more
obvious causes,” Flood says. With the logic tree,
“we feel like we’re digging deeper and getting
the real causes more often,” she says.  ■

Logic tree can get to real 
cause of a systemic error

Robert Latino, vice president of The Reliability
Center, a risk management consulting firm in

Hopewell, VA, recommends a tool developed by
his firm calls the “logic tree” for investigating
chronic problems or adverse events. The logic 
tree is a tool specifically designed for use within

root-cause analysis, showing cause and effect rela-
tionships that queued up in a particular sequence
to cause an undesirable outcome to occur. These
cause and effect relationships are validated with
hard evidence as opposed to hearsay.

“The data lead the analysis, not the loudest
expert in the room,” Latino explains. 

A logic tree starts off with a description of the
facts associated with an event, then you work
your way down by asking how that event could
have happened. A key part of this tool that makes
it different from others is that you must ask “how
could this specific step have happened” instead
of simply “why” it happened.

“We find that when simply asking why, we are
connoting a singular answer and to a point, an
opinion,” Latino explains. “When asking how
could, we are seeking all the possibilities, not only
the most likely, and evidence to back up what did
and did not occur.”

Latino offers an example of using a logic tree to
investigate an endobronchial fire during surgery
using a laser. (See p. 44 for this example in a logic
tree.) The logic tree begins with the sentinel event
and then works down by asking what could have
happened. The first line of answers is it could have
happened before, during, or after the procedure.
Before and after are eliminated, and then the next
question is how the fire began — inside or outside
the right bronchus. Then the next question is how
oxygen, fuel, and ignition source were all present.

Must explore all options

By exploring all the possible answers to each of
those questions and eliminating those that don’t
apply, you end up with a more reliable, thorough
answer than simply charting the one answer that
everyone thinks is correct, Latino says. In this exam-
ple, the logic tree leads to two conclusions: First, an
operating channel in the bronchoscope was contam-
inated with a flammable cleaning agent, which was
used because financial concerns led to inadequate
procedures. The hospital switched to using a less
expensive solution for cleaning the bronchoscopes,
and the hospital had no system in place for assess-
ing the potential implications on patient safety 
of such a change. Second, anesthetic gas was mis-
managed because there was no quality control
inspection.

“I could have done a ‘5 Whys’ and easily con-
cluded that the anesthesiologist mismanaged the
gasses, or I could have used a fishbone and never
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For more information on shallow-cause analysis 
or logic trees, contact:
• Anne Flood, Director of Quality, Risk, and

Patient Safety, Union Memorial Hospital/
Medstar, 201 E. University Parkway, Baltimore,
MD 21218-2895. Telephone: (410) 554-2676. 
E-mail: anne.flood@medstar.net.

• Robert Latino, Vice President, The Reliability
Center, P.O. Box 1421, 501 Westover Ave.,
Hopewell, VA 23860. Telephone: (804) 458-
0645. Web site: www.reliabilitycenter.com. 
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Source: The Reliability Center, Hopewell, VA.



gotten to the fact about inappropriate cleaning of
the instruments. There wouldn’t be a category for
that because it’s not something you immediately
think of,” he explains. (To see a comparison how
different tools can lead to different conclusions,
see chart, above.)

Latino says the logic tree helps show how
much seemingly unrelated issues and actions can
combine to threaten patient safety or otherwise

cause a problem for the organization.
“The failure of a process to achieve its designed

objective has to do with the design of the linkages
between steps in the process, how the steps relate
to one another, the hand-offs,” he says. “It is the
interrelationships that are themselves prone to
failure and that propagate the effects of a failure
to other parts of the process, often in ways that are
unexpected or not immediately evident.”  ■
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Root Causes Identified 5-Whys Fishbone PROACT RCA
Too Much Nitrogen Introduced x x x

Anesthetic Procedure Issue x Evidence proves this not to be true

Fiber Optic Assembly Issue x Evidence proves this not to be true

Anesthesiologist Error x x

Contaminated Operating Channel of 
Brochoscope Source x

Contamination During Cleaning Process 
Using Flammable Agent x

Purchasing Pressures to Reduce Cost x

No QC Review Process in Place When 
Evaluating New Vendor's Offerings x

Failure to Detect Contamination Prior to 
OR Use x

No QC Inspection of Cleaned Instruments 
Prior to Use in OR x

Sufficient Additional Gases Introduced 
and Exposed to Laser x

Mismanagement of Anesthetic Gases x

Source: Used with Permission. Copyrighted by the American Society for Healthcare Risk Management, Chicago.

Gainsharing agreements
save money but pose risks

(Editor’s note: This is the first of a two-part series
on the risks of gainsharing agreements and how to
structure them safely. This month’s report outlines 
the potential danger and next month’s conclusion 
will explain how to make sure a gainsharing agree-
ment is structured properly to reduce the risk.)

Gainsharing agreements are becoming increas-
ingly popular as hospitals and other health

care organizations look for ways to cut costs and
improve profitability, but health care attorneys
caution that these arrangements bring many risks
and must be structured very carefully.

These agreements allow hospitals to have more
say in what medical devices physicians use, which

in turn yields savings by streamlining the purchas-
ing process and focusing on items that are of the
same quality but cost less, explains Scott Buchholz,
JD, CPHRM, an attorney with Dummit Briegleb in

Comparison of Results from Different RCA Methods

Gainsharing agreements pose serious risks to
health care organizations if they are not structured
properly, and the risk manager is the best person
to oversee the arrangements. Financial pressures
may push hospitals to make contracts that bring
significant liability.
• Consider federal and state regulations carefully.
• Gainsharing can be safe as long as you follow

government guidelines.
• Careless agreements could waive the protection

of tort reform laws.

EXECUTIVE SUMMARY



San Diego. Buchholz spoke on the topic at the
recent meeting of the American Society for
Healthcare Risk Management in San Antonio.

“A hospital works with physicians to reduce the
number of medical device vendors it purchases
from and to increase efforts to make more efficient
use of surgical supplies, including multiple use of
certain surgical equipment,” he says.

The financial benefits can be significant, but
Buchholz says risk managers should watch out
for the downside of gainsharing. Federal and
state laws and regulations can be a problem, he
notes. For starters, the Federal Civil Monetary
Penalty Statute imposes financial penalties upon
hospitals that knowingly make payment directly
or indirectly to a physician as an inducement to
reduce or limit services to Medicare or Medicaid
beneficiaries.

“That can be a key,” Buchholz says. “Any evi-
dence that the gainsharing was an inducement to
reduce or limit services is a big risk.”

OIG says some arrangements OK

The federal anti-kickback statute also prohibits
anyone from knowing and willingly paying or
receiving any payment for referring patients for
the provision of items or services for which pay-
ment may be made under a federal health care
program. And, the federal self-referral law, com-
monly known as the Stark law, prohibits physi-
cians from referring Medicare and Medicaid
patients for the provision of certain “designated
health services” to an entity with which a physi-
cian has made a financial relationship.

However, Buchholz says the federal government
has made clear that gainsharing can be acceptable
as long as you follow certain guidelines. The Office
of Inspector General (OIG) issued advisory opin-
ions in February 2005 in which it approved hospi-
tal/physician gainsharing agreements. (See the
advisory opinion at www.oig.hhs.gov/fraud/
advisory/opinions/opinions.html.) Previous advi-
sory opinions had discouraged gainsharing agree-
ments, but Buchholz says the OIG now recognizes
that hospitals have a legitimate interest in aligning
with physicians to reduce or eliminate unnecessary
or inflated hospital costs.

Another attorney cautions that the OIG advi-
sory opinion is quite limited. Frank Sheeder, JD,
an attorney with the firm of Brown McCarroll in
Dallas says the February 2005 opinion was a
departure from the OIG’s long-established posi-
tions against gainsharing arrangements. “The

facts on which the advisory opinions were based
were limited, and lawyers are still skeptical about
whether the government will actually soften its
stance to a point that gainsharing becomes more
widespread,” he says. “Hospitals should proceed
with caution in this area because of the potential
to violate these separate and punitive federal
statutes, which can include criminal sanctions.”

The widely held views as to why gainsharing
arrangements can be problematic are that they can
limit access to care and treatment, and supplant the
physician’s clinical judgment, Sheeder explains. A
patient could bring a suit against a hospital on the
basis that he or she was victimized in that way by 
a gainsharing practice, he says. 

In addition to regulatory concerns, Buchholz
says risk managers also should be concerned
about tort liability. Case law traditionally has
held that hospitals are not sellers of products
used during a medical procedure but rather they
are providing a service only, he explains. The hos-
pitals’ involvement with the purchase of a medi-
cal device is seen as incidental to providing a
service. But gainsharing agreements, if they are
not used carefully, could lead courts to the oppo-
site conclusion, he warns.

That conclusion would have dire implications
for hospitals because they would be subject to
increased liability exposure under strict liability
and breach of warranty. Hospitals already are
named in lawsuits alleging defective medical prod-
ucts, but Buchholz says those claims usually are
easily defeated. State tort reform also offers protec-
tion by placing caps on damages for professional
negligence. However, indiscreet use of gainsharing
could change all those safety nets, Buchholz says.

“The ease of defeating such lawsuits or pro-
tections offered by tort reform could be circum-
scribed should courts begin to view hospitals as
being in the chain of commerce as product sell-
ers,” he says.  ■
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For more information on gainsharing agreements,
contact:
• Scott Buchholz, Dummit Briegleb Boyce &

Buchholz, 525 B St., Suite 1400, San Diego, CA
92101-8114. Telephone: (619) 231-7738. E-mail:
leglbgl@aol.com.

• Frank Sheeder, Brown McCarroll, 2001 Ross
Ave., Suite 2000, Dallas, TX 75201. Telephone:
(214) 999-6100. E-mail: fsheeder@mailbmc.com.
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Program reduces central 
line infections by 50%
Hospitals reduce their liability 

Aconcerted effort to standardize the way cen-
tral lines are introduced has reduced infec-

tions by 50% and resulted in nearly perfect
adherence to evidence-based practices at 10 hos-
pitals in the Cincinnati area, which the project
leaders say will lead to dramatic reductions in
cost and potential liability.

The effort was led by the Greater Cincinnati
Patient Safety ICU Collaborative and primary
investigator Marta Render, MD. Render is direc-
tor of the Cincinnati Department of Veterans
Affairs Getting at Patient Safety (GAPS) Center.
She says patient safety was the primary reason
for decreasing central line infections but that the
potential cost savings are tremendous.

“As many as 60% of the 150,000 catheter-related,
bloodstream infections that occur in the U.S. annu-
ally are thought to be preventable,” Render says.
Reduction in infections would not only reduce
patient injury, but also result in considerable sav-
ings to hospitals, she says.

The collaborative is conducting an economic
analysis of the results, but Render says any hospi-
tal easily can see the potential for savings. The
cost of a central line infection is estimated at
$6,000-$24,000 per case, she says, so any signifi-
cant reduction in the infection rate will yield dra-
matic savings. The cost to the hospitals is about
$12 per central line to cover to the supplies called
for in the collaborative’s protocol, and each hos-
pital spent about $35,000 per year on that change.

“So if you prevent two central line infections,
you make up that cost to the organization, and
that doesn’t include the cost to the patient, which
is huge,” she says. Render is looking at savings in
liability costs as well, and she suspects there have
to be major savings there because the evidence-
based practices they employ are now the standard
of care. “If you’re not doing it this way, it’s easy
for an attorney to ask why you’re not,” she says. 

The two-year project recently won the Ernest

Amory Codman Award from the Joint Commission
on Accreditation of Healthcare Organizations. The
Greater Cincinnati Patient Safety ICU Collaborative
was recognized for using evidence-based practices
to improve patient safety. The effort to reduce
health care-acquired infections for patients in the
operating room and intensive care units resulted in
a 50% decrease in central-line infections, and they
increased adherence to evidence-based practices to
95%, from 30% before the initiative.

Suzanne Brungs, project coordinator, says some
of the participating hospitals went 26 months with-
out a central line infection. The core of the project
was encouraging hospitals to use the evidence-
based practices that have been proven in the litera-
ture to prevent central line infections. Strategies
included reducing central-line infections by stan-
dardizing the use of sterile barriers such as gloves,
gowns, full-size bed drapes, and applying antisep-
tic to the insertion site; reducing surgical site infec-
tions by using correct antibiotic timing; and training
staff in high-risk units in organizational change
methodology.

For example, hospitals were encouraged to use
chorhexadine to clean the skin instead of povi-
done-iodine (Betadine) and to use a full-body
drape on the patient instead of the small drape
that comes with most central line kits. 

The Greater Cincinnati Patient Safety ICU
Collaborative was funded in part by the Agency
for Healthcare Research and Quality. (Render
urges Healthcare Risk Management readers to go
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■ How to structure
gainsharing

■ Pre-op safety briefings 
in the OR

■ Liability issues with 
the morbidly obese 

■ Fingerprint scanners 
for extra security?

COMING IN FUTURE MONTHS

For more information on reducing central line infec-
tions, contact:
• Suzanne Brungs, Project Coordinator, GAPS

Center, Cincinnati Department of Veterans Affairs,
Cincinnati VA Medical Center, 3200 Vine St., ML
111, Cincinnati, OH 45220. Telephone: (513) 475-
6366. E-mail: suzanne.brungs@med.va.gov.

• Marta Render, Director, GAPS Center, Cincinnati
Department of Veterans Affairs, Cincinnati VA
Medical Center, 3200 Vine St., ML 111, Cincinnati,
OH 45220. Telephone: (513) 475-6366. E-mail:
Marta.Render@med.va.gov.
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to www.gapscenter.org for more information on
the initiative and materials for implementing a
similar program. Click on “evidence-based prac-
tices” near the top of the home page, and then
the link for documents related to the Central
Line Project.)

“If we could do it here in these hospitals, I
don’t see any reason that other hospitals couldn’t
get the same results,” she says. “These hospitals
represented rural hospitals, teaching facilities, a
wide variety of facilities with varying resources
available to them.”  ■
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EDITORIAL ADVISORY BOARD

CCEE  QQuueessttiioonnss

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

references for further research, and studying the ques-
tions at the end of the issue. Participants should select
what they believe to be the correct answers, then refer
to the list of correct answers to test their knowledge. To
clarify confusion surrounding any questions answered
incorrectly, please consult the source material. After
completing this activity each semester, you must com-
plete the evaluation form provided and return it in the
reply envelope provided in order to receive a certificate
of completion. When your evaluation is received, a cer-
tificate will be mailed to you.

13. According to Fay Rozovsky, JD, MPH, president
of the Rozovsky Group, who should write the
note documenting a disclosure conversation?

A. The risk manager
B. A neutral third-party observer
C. Whoever does the disclosure
D. Anyone who was in the room

14. What does Robert Latino, vice president of the
Reliability Center, say is a critical limitation of
the common fishbone diagram used in root-
cause analysis?

A. It allows for only three potential causes of the
event.

B. If the correct categories for the event at hand
were not selected, key root causes could be
missed.

C. The diagram encourages unlimited discussion
by participants.

D. It requires that blame be fixed on an individual.

15. Which of the following is true of the gainsharing
advisory opinion issued by the Office of Inspector
General (OIG) in February 2005?

A. It said gainsharing is never acceptable.
B. It said gainsharing can be acceptable if certain

conditions are met.
C. It said gainsharing is always acceptable.
D. It said gainsharing is not the OIG’s concern

and that it has no opinion on the topic.

16. What was the primary strategy used by the
Greater Cincinnati Patient Safety ICU Collabora-
tive to reduce central line infections?

A. Encouraging hospitals to use the evidence-
based practices that have been proven in the
literature to prevent central line infections

B. Restricting who can do a central line procedure
C. Decreasing the number of central line procedures
D. Responding more promptly to signs of infection

in central lines 

Answers: 13. C; 14. B; 15. B; 16. A.

CE objectives

After reading this issue of Healthcare Risk
Management, the CE 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.  ■



News: An adult patient, who had been diag-
nosed with diabetes at age 11, was admitted for
surgery to repair his retina due to injuries related
to diabetic retinopathy. Although the amount of
pre-surgery insulin that had been administered is
unclear, it seems that the man’s blood sugar was
not monitored during the procedure. After the
surgery was completed, the man was unable to
be aroused. The man subsequently suffered a
seizure with resulting brain damage, causing him
to require around-the-clock nursing care. The
patient brought suit against the hospital, surgeon,
and anesthesiologist. Although all defendants
claimed to have acted non-negligently, they all
settled with the patient prior to trial for a total of
$3.9 million.

Background: A 29-year-old man had been
diagnosed with juvenile diabetes at 11 years of
age. A merchant marine on disability, the man
developed diabetic retinopathy, a complication
which had occurred when the diabetes damaged
the blood vessels inside the light-sensitive tissue
at the back of his left eye. Doctors recommended
he undergo surgery to treat the condition. Prior to
the procedure, the ophthalmologist instructed the
patient to take half of his usual dose of insulin.
The surgery was successful, and he was sched-
uled to undergo a follow-up procedure by the
same ophthalmologist three months later. 

Prior to the second surgery, the plaintiff

claimed that he was not instructed to lower his
insulin dose. Consequently, the man took a shot
of the hormone immediately before leaving home
for the operation. When he presented at the hos-
pital for the procedure, he claimed that he wrote
on a history form provided by the hospital that
he had taken insulin that morning, and he
included the dosage taken on the form. Never-
theless, the nurse wrote on the hospital record
that the man had taken no medications that
morning, and she left blank a box on the history
form that specifically requested information
regarding insulin dosage taken, if applicable.

The patient also claimed that the defendant
anesthesiologist was aware that he was undergo-
ing surgery for diabetic retinopathy and that the
plaintiff was an insulin-dependent diabetic.
Apparently the man initially told the anesthesiol-
ogist that he had not taken a shot of insulin, but
when the doctor asked the patient about a test
that showed a high blood sugar count, the man
said he took what he described as a small dose of
insulin. The anesthesiologist later testified that he
did not follow up with the patient by inquiring
how much insulin he had taken that day because,
according to the anesthesiologist, the man was a
“poor historian.” Instead, the doctor relied on the
chart, which showed that the man had taken no
insulin that day. Had the anesthesiologist known
that the man had just taken insulin, extra caution
during the procedure would have been required.
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Failure to monitor diabetic’s blood sugar leads 
to brain damage, $3.9 million California settlement

By Blake J. Delaney
Buchanan Ingersoll PC

Tampa, FL



During the ensuing four-hour procedure, the
operating physician gave the patient intravenous
fluids, none of which contained glucose. The
man’s blood sugar was not monitored at any time
during the procedure. At one point during the
surgery, the anesthesiologist asked for a device to
measure the patient’s blood glucose level, but he
was told the apparatus was in another room.
Unfortunately, the anesthesiologist failed to
demand that a nurse get the instrument. After the
surgery, the patient was not arousable from the
anesthesia, and his blood sugar was found to
have dropped to a critically low level. He subse-
quently suffered a seizure that resulted in brain
damage.

The patient was comatose for four days before
he regained consciousness. He filed suit against
the hospital, surgeon, and anesthesiologist for
negligence. The plaintiff’s intelligence level was
tested multiple times and found to be within
normal range. However, the man maintained
that his brain damage primarily manifested
itself through slurred speech and an impaired
“executive” function involving his insight into
his own limitations and his ability to make
responsible decisions. He sought damages for
his medical condition and depression resulting
from his requiring 24-hour care by his mother
and father. The man was able to show that the
doctor’s negligence had caused him to walk
with a shuffle and teeter on the stairs, he needed
to be reminded to eat, and his depression even
caused two attempts at suicide before trial. The
plaintiff claimed future medical expenses of $6
million, based on present value, and past loss of
earnings of $400,000. 

The operating ophthalmologist, anesthesiolo-
gist, and hospital disputed liability, causation,
and the plaintiff’s claimed damages. They pri-
marily asserted that the plaintiff was not as dis-
abled as he claimed and, at most, would require
part-time monitoring by a certified nurse assis-
tant. In fact, they argued, the man was able to 
live alone in his apartment. The defendants fur-
ther maintained that the plaintiff would not 
have returned to work at the merchant marine,
even if he had not been injured by the surgery.
Nevertheless, prior to trial, the action settled with
all defendants. The anesthesiologist paid $2.9
million, and the ophthalmologist and hospital
each contributed $500,000. The total verdict of
$3.9 million was placed in a trust fund to ensure
the plaintiff’s care for years to come.

The anesthesiologist also faced a medical

board accusation filed in an administrative law
court for his negligence in treating the plaintiff.
After a hearing wherein the doctor admitted to
the accusation of gross negligence, the Medical
Board of California revoked the doctor’s license.
The board then stayed the revocation and placed
the doctor on probation for three years and
ordered him to complete hundreds of hours of
medical classes. The anesthesiologist, who can
still practice while on probation, also was
required to pay the state of California nearly
$12,000 for the cost of the case. 

What this means to you: This case underscores
several issues that risk managers should be made
aware of. First, no physician was managing the
patient’s diabetes while he was hospitalized,
notes Marva West Tan, RN, ARM, FASHRM,
associate director of the quality initiative at 
the Health Services Cost Review Commission 
in Baltimore. Even though the patient was a
severe insulin-dependent diabetic who was being
treated in the hospital for a diabetes-associated
complication, apparently there was no physician
with experience in diabetes care, such as a dia-
betologist, an internist, or family physician, 
who assumed responsibility for managing his
diabetes. 

“Clearly, neither the anesthesiologist nor oph-
thalmologist assumed complete responsibility for
diabetes management perioperatively, and atten-
tion to glycemic control was spotty and incom-
plete,” she says.

Tan recognizes that the patient may have had a
physician who was managing his diabetes on an
outpatient basis, but she suggests then that the
ophthalmologist should have sought consultation
with this physician for inpatient diabetes manage-
ment. However, in the absence of such a pre-exist-
ing physician relationship, the ophthalmologist
should have sought out another clinician with
diabetes expertise to consult on perioperative care
for the patient. One recommendation put forth by
Tan is that after the first eye procedure, the patient
should have been referred back to the physician
who usually managed his diabetes or offered a
referral to a diabetes specialist and strongly urged
to schedule a follow-up appointment.

“Involvement of a specialist with expertise and
responsibility for diabetes care perioperatively
may have helped to avoid or correct the problems
caused by poor medication reconciliation and the
lack of adequate glycemic monitoring during the
second procedure,” says Tan.
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Tan further notes the confusion and lack of
medication reconciliation regarding insulin self-
administration before the second procedure.
Although the anesthesiologist was aware of
inconsistencies between the patient’s history and
the medical record documentation regarding 
preoperative insulin administration and dose, 
he made an assumption instead of attempting 
to investigate further in order to clear up the
inconsistencies.

The scheduled surgery was apparently not 
an emergency procedure, Tan says. “A timeout
should have been called to address the inconsis-
tency regarding the insulin,” she says. “Transitions
between care settings and practitioners, such as
when a patient is admitted for a surgical proce-
dure, are times of increased risk for important
information, including medication-related details,
to fall between the cracks.”

It is not surprising that medication reconcilia-
tion across the continuum of care is one of the
National Patient Safety Goals for 2006 from the
Joint Commission on Accreditation of Healthcare
Organizations.

Finally, Tan points out that the lack of attention
to glycemic control during the operation com-
pounded the other problems. It appears that the
ophthalmologist was not monitoring glucose lev-
els and that even though the anesthesiologist
apparently thought about glucose monitoring at
least once, he failed to follow up when a glu-
cometer was not available immediately in the
operating room. Furthermore, the nursing staff,
who have a critical role in diabetes monitoring
(and education for inpatients and outpatients),
did not remind the physicians or follow up
regarding the glucometer. “Hence, no clinician
took responsibility for intraoperative diabetes
management,” says Tan.

Tan has seen a new emphasis on appropriate
glycemic control for patients nationwide, espe-
cially with regard to intensive care unit (ICU)
patients and patients undergoing cardiothoracic
surgery. As part of the Institute for Healthcare
Improvement’s “100,000 Lives” campaign, tight
glycemic control to avoid and manage sepsis are
part of the patient safety bundle for ICU care.
Similarly, appropriate glucose control for cardiac
surgery patients is one of the measures in the
newly launched voluntary national Surgical Care
Improvement Project (“SCIP”). “In addition to
patient safety measures recommended by these
focused national patient safety programs, every
diabetic patient who is hospitalized for any type

of problem, diabetes-related or not, should have a
physician taking responsibility for appropriate
inpatient diabetes management,” Tan says.  ■

Records release yields 
$26,000 settlement in UT

News: In the midst of a contested divorce pro-
ceeding, the plaintiff-husband’s medical records
were released by a treating physician who
employed the defendant-wife. The records con-
tradicted the husband’s claim for support pay-
ments that he was trying to establish. After the
husband brought suit against the doctor for
unlawfully releasing confidential medical infor-
mation, the parties settled for $26,000.

Background: A husband and wife were in the
midst of a hotly contested divorce. The plaintiff-
husband was seeking support payments from his
wife, claiming that he was unable to work due to
medical conditions. The plaintiff’s treating physi-
cian was also the defendant-wife’s employer. The
treating physician filed an affidavit in the divorce
action in which she challenged the claim that the
husband was unable to work. The physician’s
opinion was based on several pre-divorce action
examinations and/or treatments she had pro-
vided to the plaintiff-husband in the year prior to
his filling for divorce. The physician’s affidavit
allegedly included medical information obtained
during those treatments and examinations.

The plaintiff claimed negligence in the unau-
thorized release of confidential medical informa-
tion. The matter was settled for $26,000 prior to
going to trial. 

What this means to you: Despite the low set-
tlement amount, confidentiality of patient medi-
cal records is a serious concern for risk managers.
Although medical records are the property of
those who prepare them (medical professionals)
and not of those about whom they are concerned
(patients), patients have several rights relating to
the records. For example, a patient generally has
the right to review his or her medical records,
demand copies of them, and to demand their
confidentiality based on their privacy right in the
information contained in the records. 

In certain circumstances, a health care
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provider may have a duty to release medical
records or medical information without the
patient’s knowledge or consent, such as when
the police are warned of a mentally unstable or
potentially violent person. In Utah, the location
of this scenario, doctors are required to make cer-
tain disclosures relating to suspected child abuse
and to communicable and infectious diseases,
including HIV and AIDS. This duty to warn or
report is considered to trump the patient’s right
to confidentiality or privileged communication
with a doctor.

Mandatory disclosure was not the context of
this scenario, however. The doctor in this case
completely ignored patient confidentiality, notes
Tracey H. Dehm, RRT, MHA, a risk management
coordinator in Florida. 

Confidentiality can stem from the physician’s
common law duty of confidentiality, the Hippo-
cratic Oath, the Principles of Medical Ethics pro-
mulgated by the American Medical Association,
constitutional provisions under the Fifth and
14th Amendments, and, most notably, the Health
Insurance Portability and Accountability Act 
of 1996 (HIPAA) and the Department of Health
and Human Services’ Privacy Rule. Specifically,
health care providers are required to obtain
consent before sharing information regarding
treatment, payment, and health care operations.
Dehm notes that from a legal perspective, the
last right the patient loses is the right to make
decisions for his or her health care.

“Even though the physician was giving the
medical record to the patient’s spouse, that act
stripped the patient of all rights regarding his
health care decisions,” she says. “Would the
physician want anyone and everyone to view 
her personal medical record?”

Unfortunately, the unauthorized release of
patient medical records is not an uncommon
occurrence. In one notable Illinois case, a hospital
released a woman’s medical records to anti-abor-
tion activists without the patient’s knowledge or
consent a few days after she was treated follow-
ing complications from an abortion, and the
records were subsequently posted on the
Internet. 

In California, a woman authorized her insur-
ance company to release information pertaining
to her wrist injury to her employer, but the file
released contained the woman’s entire medical
history, including records on recent fertility
treatment and pregnancy loss. In the Washing-
ton, DC, area, a woman was automatically

enrolled in a “depression program” by her
employer after her prescription drugs manage-
ment company reported that she was taking
antidepressants. 

In New York, a congresswoman’s medical
records, including details of a bout with depres-
sion and a suicide attempt, were faxed from a
hospital to a local newspaper and television sta-
tion on the eve of her 1992 primary election. 

Finally, in Washington state, two health care
organizations were discovered to be discarding
medical records, including patient names,
addresses, Social Security numbers, and detailed
descriptions of sensitive medical procedures, in
unlocked Dumpsters. Patients aggrieved by such
conduct often file suits for invasion of privacy,
breach of the constitutionally guaranteed right to
privacy (where the disclosing party is a govern-
mental entity), breach of confidential relation-
ship, breach of contract, defamation, medical
malpractice, negligence, and intentional infliction
of emotional distress. 

Dehm recognizes how easy it would be for a
health care provider to avoid liability under the sce-
nario presented in this case. She advises simply get-
ting permission of the patient, in writing and signed,
before releasing the record. Medical providers or
custodians of medical records should be wary of
accepting signed consent form by facsimile trans-
mission; an original signature also is best. And, if
the medical record becomes the subject of a legal
matter, the patient can simplify the process by
authorizing his or her attorney to obtain copies 
of records or review originals.

If these steps are followed, the physician can
defend his or her conduct when the patient
comes back and complains that someone gained
access to his or her medical record, Dehm says.
“It’s bad enough that health care providers take
away the privacy from patients when they enter
the hospital by stripping them naked, redressing
them in a thin gown that does not cover all the
important parts, and asking them to allow them-
selves to be poked and prodded all hours of the
day and night without putting up any resis-
tance,” Dehm says. The least that can be done is
protecting the patient’s privacy when it comes to
third parties.

Reference

• Thomas Lowery v. Walstir Fonseca, MD, Central Utah
Medical Clinic, and Nancy Lowery, ARNP, Salt Lake County
(UT) District Court, Case No. 020914688. ■
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The quality of U.S. health care continued to
improve in 2005, according to “The 2005

National Healthcare Quality Report” from the U.S.
Department of Health & Human Services’ Agency
for Healthcare Research and Quality (AHRQ).

Overall quality of care for all Americans
improved at a rate of 2.8%, the same increase
shown in last year’s report.

“That’s not the difference just for this year
but the average rate of change over the last few
years,” explains Dwight McNeill, PhD, lead
author of the report. “That’s across all 44 core
measures.” However, the report notes there has
been much more rapid improvement in some
measures, especially where there have been
focused efforts to improve care.

For example, the report finds a 10.2% annual
improvement in the five core measures of patient
safety. These are areas where coordinated national
efforts are under way to improve the delivery 
of specific “best-practice” treatments to improve
patient safety and reduce medical errors. Improve-
ments were greatest in quality measures for dia-
betes, heart disease, respiratory conditions, nursing
home care, and maternal and child health care.

Patient safety measures

When specific measures are looked at, there is
a wide range of performance, notes McNeill.
“The numbers can go as low as a 10% deteriora-
tion. Low-performing measures include the
suicide rate and the percentage of people who go
to the ED and leave before they are treated. The
latter, he says, is our worst-performing measure;
it has been getting worse for a number of years.”

The mental health measures were sobering, too,
McNeill continues. “We have a new measure on

substance abuse and found that only 15% of people
who need substance abuse care get it, and of those
who get it, only 50% complete it. There continues
to be a need for great improvement.”

In the patient safety cluster, measures improved
by as much as 40%. “But this is a low-incidence
event, so it’s not too difficult to get a big bump [in
a single year],” McNeill notes. “Still, our message
is that since the IOM report, there’s been a lot of
activity from AHRQ and other organizations to
emphasize patient safety.”

The hospital measures for QIO (Quality
Improvement Organizations) were the second
highest group overall, at 9.4%. “This included
acute myocardial infarction, heart failure, and
respiratory care,” says McNeill. “This is another
area where Medicare and the QIOs have empha-
sized public reporting, and [performance has]
improved. It’s another indication that if you 
put the spotlight on performance, it does help
improvement.”

Preventive measures

While all hospital procedures have improved,
he says, the prevention of chronic diseases has
not. This includes screening for diabetes, hyper-
tension, cholesterol, and mammograms. “So,
there’s something of a dichotomy — where there’s
improvement in procedural in-hospital measures,
but for the same diseases the prevention measures
have not fared so well,” McNeill says.

For example, he notes, there has been a tremen-
dous reduction in heart disease measures; the
mortality rate for myocardial infarctions, for
example, has dropped 20% in 10 years. “But 
when you decompose it, the real impact on 
cardiac deaths is in hospital procedures — and 

April 2006 / PATIENT SAFETY ALERT™ 1

Study: Quality, patient safety improving at a modest pace
Greatest gain seen in patient safety measures

A quarterly supplement on best practices in safe patient care



less on prevention,” McNeill says.
McNeill considers the measures in the AHRQ

study to be good benchmarks. “What we are
trying to do is say whether we are getting better
or worse, and to what degree,” he explains. “It
helps people put a spotlight on problems, so they
can take action to make improvements.”

[Editor’s note: The report is available by calling
(800) 358-9295, at www.qualitytools.ahrq.gov, or by
sending an e-mail to ahrqpubs@ahrq.gov.] ■

CDC issues updated TB
prevention guidelines

The Atlanta-based Centers for Disease Control
and Prevention has issued updated guidelines

for preventing the transmission of tuberculosis in
health care settings. The report, “Guidelines for
Preventing the Transmission of Mycobacterium
Tuberculosis in Health-Care Settings,” updates
recommendations issued in 1994 to reflect shifts in
the epidemiology of the disease, advances in scien-
tific understanding, and changes in health care
practice. 

The guidelines note that TB transmission in
health care settings continues to decrease due to
implementation of infection-control measures and
reductions in community rates of TB. The report
replaces the 1994 guidelines for Mycobacterium tu-
berculosis (TB) prevention and subsequent TB
updates that focused on specific health care
facilities. Prepared in consultation with experts 
in TB, infection control, environmental control,
respiratory protection, and occupational health, 
the new guidelines encompass more health care
settings having the potential for TB transmission
than in the past guidelines.

“The 1994 CDC guidelines were aimed primarily
at hospital-based facilities, which frequently refer 
to a physical building or set of buildings. The 2005
guidelines have been expanded to address a broader
concept. ‘Setting’ has been chosen instead of ‘facility’
to expand the scope of potential places for which
these guidelines apply,” the introduction to the
report explains.

The new guidelines apply to the following
health care settings:

• Inpatient settings: patient rooms, emer-
gency departments, intensive care units, surgical
suites, laboratories, laboratory procedure areas,

bronchoscopy suites, sputum induction or
inhalation therapy rooms, autopsy suites, 
and embalming rooms.

• Outpatient settings: TB treatment facilities,
medical offices, ambulatory care settings, dialysis
units, and dental care settings.

• Nontraditional facility-based settings:
emergency medical service, medical settings in
correctional facilities, home-based health care and
outreach settings, long-term care settings (e.g.,
hospice-skilled nursing facilities), and homeless
shelters.

Other settings in which suspected and confirmed
TB patients might be encountered include cafe-
terias, general stores, kitchens, laundry areas,
maintenance shops, pharmacies, and law enforce-
ment settings. ■

Health care disparities
narrow for many

The Agency for Healthcare Research and Quality
(AHRQ) has just released its “National Health-

care Disparities Report,” which indicates that health
care disparities are narrowing overall for many
minority Americans. But for Hispanics, the report
says, disparities have widened in both quality of
care and access to care.

Key findings in the report include:
• Rates of late-stage breast cancer decreased

more rapidly from 1992 to 2002 among black
women (from 169 to 161 per 100,000 women) than
among white women (from 152 to 151 per 100,000),
resulting in a narrowing disparity.

• Treatment of heart failure improved more
rapidly from 2002 to 2003 among American
Indian Medicare beneficiaries (69% to 74%) than
among white Medicare beneficiaries (73% to
74%), resulting in an elimination of this disparity.

• The quality of diabetes care declined from 2000
to 2002 among Hispanic adults (44% to 38%), while
it improved among white adults (50% to 55%).

• The quality of patient-provider communica-
tion (as reported by patients themselves) declined
from 2000 to 2002 among Hispanic adults (87% 
to 84%), while it improved among white adults
(93% to 94%).

• Access to a usual source of care increased
slightly from 1999 to 2003 for Hispanics (77% to
78%) and whites (88% to 90%), with Hispanics less
likely to have access to a usual source of care.  ■
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