
Call to action: ICPs must
take leadership role in
patient safety movement
Epidemiology approach can reduce medical errors

Infection control professionals must seize a criti-
cal but fleeting opportunity to take leadership in
the nation’s growing patient safety movement

or risk getting swept aside by an issue that has cap-
tured both public imagination and political capital,
a leading epidemiologist urges. 

“This is a big change — a watershed event.
Infection control practitioners and all health care
epidemiologists need to see what is going on. The
river is about to change and they need to jump on
and ride it around the corner. Otherwise they’ll
drown,” Robert Haley, MD, a professor in the
department of internal medicine at the University
of Texas Southwestern Medical Center in Dallas,
tells Hospital Infection Control. 

A former director of the Centers for Disease
Control and Prevention’s hospital infections pro-
gram, Haley described the patient safety movement
as a call to action at the CDC’s 4th Decennial Inter-
national Conference on Nosocomial and Healthcare-
Associated Infections, held in March in Atlanta. The
patient safety issue has rapidly gathered momentum
since the Institute of Medicine (IOM) reported that
tens of thousands of patients die annually as the
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Is it time to broaden the scope of infection control? 
The regulatory nature of the patient safety movement

has raised concerns among health care leaders and clini-
cians alike, creating the opportunity for ICPs to show
increased value. It is time to enlarge the scope of health
care epidemiology to include medical error epidemiology
and reduction, some speakers emphasized at the CDC con-
ference. Patient safety and health care quality issues
became a predominant theme at the conference, with the
CDC hospital infections program announcing research ini-
tiatives in the area as part 
of a previously planned name change and broadening of
its mission . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Cover

Hospital infections cost U.S. $5 billion annually
Nosocomial infections cost the health care system in

the United States about $5 billion annually, meaning that
prevention efforts by infection control professionals trans-
late not only to lives saved but also to substantial cost
savings, epidemiologists emphasized at the conference.
The economic costs of infection largely result from days
added to the patient’s length of stay. To offset such loses
and underscore the value of their programs, ICPs are
increasingly showing the cost savings of their efforts by
generating their own data or using estimates from the
medical literature. Moving beyond ‘putting out fires,’ ICPs



result of medication mistakes and other pre-
ventable medical “errors.”1 (See Hospital
Infection Control, February 2000, pp. 17-21.)

The Clinton administration recently earmarked
$20 million to support a Center for Quality
Improvement and Patient Safety at the Agency
for Healthcare Research and Quality (AHRQ) in
Rockville, MD. In addition, the president cited
the IOM report in calling for the establishment of
medical error reporting systems in all 50 states. It
remains an open question whether nosocomial
infections will be included in those reporting sys-
tems, which will collect data on medical errors
that lead to death or serious injury. 

Haley was initially skeptical of the IOM
report, noting that it could be criticized for
extrapolating from old data, not sufficiently
accounting for attributable mortality in its esti-
mates, and attempting to solve a problem by
forming another government agency. But the
bottom line is that it addresses an important
issue that immediately captured the imagination
of both the public and politicians, he said. 

It would be a mistake to view the report as an
obstacle rather than an opportunity, he told con-
ference attendees. “This is an election year, with
both Houses potentially at risk,” he said. “[That]
produced a match, and the IOM report came out
like a can of gas. . . . One thing I’ve learned in my
‘fifty-x’ years of life is about politics. Politics in
America is the broad movement of opinion of the
average citizens. When that bubbles up some-
thing big like this, you’re crazy to stand in the
way of it.”

Indeed, the regulatory nature of the patient
safety movement has raised concerns among
health care leaders and clinicians alike, creating
the opportunity for ICPs to show increased value,
he emphasized. “Let me tell you, this dwarfs any-
thing I have seen in this field in over 25 years of
working in it. This is a big deal,” he told confer-
ence attendees. “It is a great opportunity. It is
going to change hospitals for good, better or
worse. It is an opportunity for us to get involved.” 

ICPs were slow to react when quality improve-
ment movements really began to take hold some
15 years ago, Haley noted, adding that, “We have
been ruing that ever since. [Now] most of us work
for those people. Here comes another opportunity.
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SSI core measure: Look harder and look worse? 
The thorny issue of post-discharge surveillance for sur-

gical site infections threatens to undermine the accuracy
of data reported on surgical site infections as a core qual-
ity measure to the Joint Commission on Accreditation of
Healthcare Organizations. The Joint Commission is aware
of the problem, but it is not immediately clear how it going
to be corrected so hospitals that have the best post-dis-
charge surveillance don’t simply appear to have the high-
est infection rates . . . . . . . . . . . . . . . . . . . . . . . . . . 51

JCAHO defines surgical complication measures
The Joint Commission on Accreditation of Healthcare

Organizations has developed a surgical complication core
measure that includes surgical site infection with 30 days
and timing of antibiotic prophylaxis. While the list of pro-
cedures is expected to be honed down, the Joint
Commission advises using the same list for both mea-
sures. Specific criteria for the two areas are summarized
52

FDA action may clear way for more reprocessing
The Food and Drug Administration’s move to ‘level the

playing field’ among single-use device manufacturers and
reprocessors could result in more infection control profes-
sionals recommending the controversial practice to save
their hospitals money. Some of the larger facilities that
have the resources for central sterile processing may con-
sider meeting all of the requirements to begin or continue
in-house reprocessing, but many other facilities may con-
sider contracting the service out to third-party vendors 53
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COMING IN FUTURE ISSUES
■ Antibiotic ‘cycling’: Wasted motion or reduced
resistance? 
■ Sky still intact? Assessing the creeping global
vancomycin resistance in Staphylococcus aureus
■ HCV follow-up: Options, or lack thereof, for the exposed
health care worker
■ Paper tiger: Do infection control guidelines really do
any good?
■ VRE incoming: Should you try to detect and isolate
colonized or infected patients?
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can show cost savings in lowering endemic rates that
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The whole playing field is level again. Enlarge the
scope of health care epidemiology to include
medical error epidemiology and reduction.”

Patient safety and health care quality issues
became a predominant theme at the conference,
with the CDC hospital infections program
announcing research initiatives in the area as
part of a previously planned name change and
expansion of its mission. While emphasizing
that infection control and health care epidemiol-
ogy will remain its core focus, the CDC program
wants to project a broader quality image. Though
it may be a year before the name change is final-
ized at the government agency, the proposed
new name is the Division of Healthcare Quality
Promotion & Infection Prevention. “We are the
premier experts in promoting health care qual-
ity, and we should acknowledge that, build on
that tradition of excellence, and take ownership
of that domain in the health care settings,” Julie
Gerberding, MD, MPH, director of the program,
told conference attendees. 

While the program was reassessing its mission
long before the patient safety movement took cen-
ter stage, Haley’s assessment of the importance of
the issue is on target, added Steve Solomon, MD,
chief of special studies activity in the CDC hospi-
tal infections program. 

“You don’t need a weather man to see which
way the wind blows,” Solomon told attendees,
quoting the classic Bob Dylan song lyric. “Bob
Haley told us very eloquently which way the
wind is blowing, and I certainly subscribe to his
view. . . . It is time for us to move a little more
aggressively into noninfectious areas because
we already have the ability to collect that data.
There is a tremendous amount of data available,
and in the process of gathering data on compli-
cations [we can] get the data on noninfectious
complications. . . . We need to understand the
outcomes and make a cost-effective case for
whatever we are doing, whether it is medical
errors [or] whether it is infection control.” 

In that regard, the CDC program is stepping
up research on patient safety issues and nosoco-
mial infections, including whether and to what
degree infections are the result of preventable
errors, Solomon tells HIC. “It is a very important
issue for us, and it is our intention in the hospi-
tal infections program to devote a significant
amount of our resources over the next few years

to this whole issue of defining the relationship
between health-care associated infections and
patient safety,” he says. “Whether or not there 
is an ‘error’ component to this is something we
need to look at very carefully.” 

Haley directed the landmark CDC Study on
the Efficacy of Nosocomial Infection Control
(SENIC), which produced the much-cited esti-
mate that only about one-third of infections are
preventable.2 Whether that proportion is still
accurate across a changed health care landscape
is questionable, but there is little sense in getting
mired in a debate about fractions of preventabil-
ity, Haley noted. When the SENIC project was
being conducted 20 years ago, only about half of
hospitals even had a trained ICP, he said. “Now
we have an army of nurse and physician epi-
demiologists in these hospitals,” he tells HIC.
“We have quality and risk management people.
We have a huge force of people who know about
this problem now, and it is a matter of synthesiz-
ing all this into a better direction.”

Error issue will ‘scare’ up funding

Health care epidemiologists and other quality
improvement professionals may well have the
skills to track and prevent medical errors, but
will funding be forthcoming to develop such
programs? Individual health care systems and
third-party payers like the Health Care Financ-
ing Administration (HCFA) are going to have to
provide resources if the programs are mandated,
conference speakers noted. 

“Who pays ultimately are the purchasers,”
Gerberding said. “HCFA is currently the largest
purchaser of health care in the world, and they
are the ones that are going to have to step up to
the plate if they feel the program is worth invest-
ing in.” 

Moreover, health care providers are taking the
issue seriously because the thought of reports of
medical errors is “embarrassing” from a public
relations standpoint and also raises liability issues,
Haley added. “It is really up to us to conceive
what the program is,” he said. “What is going to
be valuable to the institution [and] cost-effective 
to reduce these problems and improve quality? I
think they’ll buy it because they are scared of this
[issue]. This should be very frightening to these
health care systems.”
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A long-time proponent of “surveillance by
objective,” rather than general tracking of a wide
variety of infections, Haley urged use of such epi-
demiological models to report errors to clinicians.
To do so, ICPs will have to establish specific case
definitions and use risk-adjusted data for com-
parison with a control group. Measurements
must be fed back to the hospital personnel who
are in charge of the risk factors in order to truly
change the situation, he emphasized. 

“The infection control movement has demon-
strated the power of feedback of risk-adjusted
rates to reduce risks,” Haley said. “. . . The epi-
demiologic model in quality improvement is,
‘what is measured is controlled.’ If it is not mea-
sured, it is up to every [individual] doctor to fix it
or not. Measure specific outcomes. Don’t measure
medical errors in general, measure [specific] med-
ical errors. If you measure specific ones, they will
come under control.”

Enhance safety with ‘evidence-based’ model

As patient safety and reporting systems are set
up, Haley urged ICPs to lobby the state agencies
collecting the data to model the CDC’s National
Nosocomial Infections Surveillance (NNIS) sys-
tem. “Bring pressure on these agencies to provide
research and leadership rather than fodder for
the lawyers,” he said.

Indeed, dramatic decreases in infection rates
at CDC NNIS hospitals underscore that well-
run infection control programs can provide an
“evidence-based” model for the patient safety
movement, John Eisenberg, MD, MBA, director
of the AHRQ, said in the conference’s keynote
address. In addition to declines in respiratory
and urinary tract infections, the CDC reported 
a 44% decline in these hospitals’ bloodstream
infection rates in medical intensive care units
during 1990-1999.3

Eisenberg said the system is a particularly good
model for reporting medical errors and other
adverse outcomes because it uses evidence-based,
clinically sensitive case definitions and a well-
trained cadre of ICPs to implement interventions.
“Let’s build on NNIS, learn from it, and make it 
a model for the other reporting systems that we
have in this country,” Eisenberg told attendees. 

NNIS is emerging as a “benchmark network”
model for confidential error-reporting systems in

CDC discussions with AHRQ and other quality
groups, Gerberding added. “Behind the scenes,
there are things going on that we hope will be
constructive and contributory,” she said. “The
concept of a benchmark network of facilities that
contribute data about medical error rates or other
medical problems . . . is an idea that we very
much support, in part as it relates to the medical
error reporting issue, but also as it relates to our
core business.”

But while NNIS is a state-of-the art benchmark
network for compiling and comparing rates, the
individual patient with a nosocomial infection
will find little comfort in being a statistic in a top-
flight data system, Gerberding reminded. 

An ‘n’ of one

“Does the patient with the infection say, ‘Well,
thank goodness the facility is lower than the 25th
percentile [in NNIS] so it is not a problem that I
am bacteremic?’ I don’t think that is the way the
patient looks at it,” she told conference attendees.
“When we look at that patient, we need to keep in
mind that from the individual patient’s perspec-
tive that maybe that infection was preventable,
and we missed the boat. We have something to
learn by looking at that infection and trying to fig-
ure out what went wrong here. What happened?
What was the cause of this problem? Was the
catheter left in too long? Or was the patient just
simply very sick and really needed that catheter? 
. . . There is an individual here, and is there any-
thing we could have done with this ‘n’ of one to
[solve] the problem?” 

(Editor’s note: The IOM report is available on 
the Internet at http://books.nap.edu/html/to_err_is_
human/.)
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Hospital infections cost
U.S. $5 billion annually
ICPs showing prevention cost savings

Nosocomial infections cost the United States
health care system about $5 billion annually,

meaning prevention efforts by infection control
professionals translate not only to lives saved but
also to substantial cost savings, epidemiologists
emphasized at the Centers for Disease Control
and Prevention’s 4th Decennial International
Conference on Nosocomial and Healthcare-
Associated Infections, held in March in Atlanta.

The CDC estimates that nearly 2 million
patients annually get an infection while being
treated for another illness or injury, and nearly
88,000 die as a direct or indirect cause of their
infection. “Our greatest concern is the illness and
death that result from these infections,” said
William Jarvis, MD, chief of the investigations
and prevention branch in the CDC hospital infec-
tions program. “But the economic costs are also
quite high, and provide another compelling rea-
son to reduce the number and severity of health-
care-associated infections.” 

The economic costs of infection largely result
from days added to the patient’s length of stay.
For example, the CDC estimates that an addi-
tional one to four days of hospitalization will
result from a urinary tract infection; seven to
eight days for an infection at the site of a surgery
procedure; seven to 21 days for a bloodstream
infection; and seven to 30 days for pneumonia. 

“The costs vary, too,” Jarvis said, “anywhere
from $600 or so for a urinary tract infection to
$5,000 or more for pneumonia. Prolonged blood-
stream infections can top $50,000.” Because insur-
ance companies and other payers such as Medicaid
may reimburse the hospital on the basis of the
patient’s original condition and not for the infec-
tion the patient acquired during treatment, hospi-
tals can lose hundreds or thousands of dollars on
each infection. To offset such losses and underscore
the value of their programs, ICPs are increasingly
showing the cost savings of their efforts by generat-
ing their own data or using estimates from the
medical literature.

While ICPs must deal with outbreaks and clus-
ters as they arise, waiting for the next “fire” was

not the program direction desired by Victoria
Fraser, MD, associate professor of medicine at 
the Washington University School of Medicine 
in St. Louis. 

“We really try to adopt a reorganized approach
to infection control that is proactive and not reac-
tive,” she said. “We spent the first seven years in
our [department] doing outbreak investigations
and putting out fires [and] we thought we should
move a little past that.”

Emphasizing that ICPs must link cost savings
and improved outcomes back to their infection
control programs, Fraser said her department
uses marketing approaches and strives to pique
the interest of professionals who are directly
involved in patient care. “We’ve gotten pretty big
into marketing so that people understand what
infection control is and they can actually see it
through posters, signs, buttons, pens, whatever
helps them bond with us,” she says. 

Providing feedback regarding infection rates or
compliance rates to try to motivate better prac-
tices can be an effective strategy, she notes. For
example, partnering an infection control perfor-
mance improvement team with surgeons and
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Did you get our 
fax bulletins?
Leave your fax number with customer service

In addition to the coverage in this issue,
Hospital Infection Control recently dispatched

two fax bulletins to our readers on breaking
news at the Centers for Disease Control and
Prevention’s 4th Decennial International
Conference on Nosocomial and Healthcare-
Associated Infections, held in March in
Atlanta.

If you did not receive our faxes, please call
customer service at (800) 688-2421. Give them
your fax number, and you will be faxed our
conference coverage free of charge. The bul-
letins were also posted on our Web site at
www.ahcpub.com/online.html. Click on “hot
topics.” Look for more fax bulletins and Web
site postings of upcoming events of interest to
HIC readers.  ■
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staff in the operating room lowered the endemic
rate of surgical site infections related to cardiac
bypass surgery. “We are seeing a substantial
decline in cardiac surgery deep chest infections at
one of the system hospitals,” she said. From 1998
to 1999, the rate fell to .77% and resulted in a cost
savings of between $150,000 and $300,000, she
said. “In our data concerning our own costs, con-
trolling for severity of illness and matching for
diabetes, obesity, [and other patient risk factors],
deep chest infections cost us about an extra
$20,000 a case,” Fraser said. 

In general, the field of infection control has too
often accepted endemic levels of infection, rather
than “striving for perfection,” she added. “You
have heard the excuses: ‘We are a teaching hospi-
tal, our patients are sicker, we’re overwhelmed,
we don’t have any resources, no one believes us, I
get no respect, blah, blah, blah,’” she told atten-
dees. “But maybe we should really be striving for
perfection — not benchmarked infection rates,
but incredibly low infection rates. Surgical site
rates of not 1% but .1% or .01%. Apply the same
goals and principles to infection control as indus-
try has for making widgets.”

Doing more with what we have

Asked about the question of resources to
accomplish such goals, Fraser tells Hospital
Infection Control, “I think we can probably do
more with the resources we have if we really
focus on high priority [items] and have a specific
goal of trying to decrease infections as opposed to
trying to collect data,” she says. “We just collect a
lot of data. So sometimes it involves letting go of
some things to really focus on other things. Some
of it is making a business case to your administra-
tion to show them the return on the investment,
that you can improve outcomes and therefore
they should invest further in you. They have
expanded our budget this year. Our administra-
tors are about as bought into this as you can be.
They believe in the interventions, the improve-
ments, and they see the financial differences. So
we asked for more money this year to do more
interventions more quickly, and they agreed that
that would be a good investment.”

The funding of a new infection control position
can be a tough sell in today’s health care market,
but the money spent may yield money saved,

said Fran Slater, RN, MBA, CIC, infection control
manager at Methodist Hospital in Houston. The
problem Slater faced was an increase in nosoco-
mial bloodstream infections (BSIs) in a 32-bed
surgical intensive care unit. Such BSIs are typi-
cally associated with the use of an intravascular
device like central venous catheters, and cause
increased morbidity, mortality, and significant
costs. The attributable mortality for BSIs in surgi-
cal ICUs has been estimated to be 35% but will
vary according to the specific pathogen, Slater
said. BSIs can cost an estimated $40,000 per sur-
vivor in an ICU. 

Beyond putting out fires

In 1997, the CDC National Nosocomial Infec-
tions Surveillance system reported a range of 0.4
to 9.1 BSIs per 1,000 central line days among
patients in surgical ICUs. “We were having a
rather nightmarish situation because our inci-
dence of central catheter bloodstream infection
certainly exceeded the data that was available to
us from CDC,” Slater said. “. . . In the first quar-
ter of 1997, we were at a 12.7 incidence of BSIs
per 1,000 patient days.”

A committee was formed to address the problem
and choose interventions. In addition to education
and feedback to staff, the use of antibiotic-coated
catheters was recommended if the patient was pro-
jected to have catheter indwell time beyond seven
to 10 days. The other major intervention was justi-
fying to administration the hiring of a vascular
catheter care nurse to focus specifically on that
aspect of care in the ICU. “There was a great deal of
discussion about the need for an IV team,” Slater
said. “[We were aware of] a couple of institutions
that had IV teams in place. However, they were
experiencing downsizing, even to the point of elim-
ination of IV teams. So we came up with the con-
cept of a vascular catheter care nurse, who would
be a member of the infection control team.” 

The catheter care nurse monitors the incidence
of BSIs among patients with central lines, and
reviews nursing practices from the point of
catheter insertion to the point of removal. She
offers education and feedback, using a flex sched-
ule to ensure all shifts are included, Slater added.
Funded in the $50,000 range, the position and
other interventions resulted in 18 fewer BSIs in
1999. A formal cost analysis is in progress that
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SSI core measure: Look
harder and look worse? 
JCAHO may add post-discharge tracking

The thorny issue of post-discharge surveillance
for surgical site infections (SSIs) threatens to

undermine the accuracy of data reported on SSIs
as a core quality measure to the Joint Commission
on Accreditation of Healthcare Organizations in
Oakbrook Terrace, IL. The Joint Commission is
aware of the problem, but it is not immediately
clear how it is going to be corrected so that hospi-
tals with the best post-discharge surveillance
don’t appear to have the highest infection rates. 

Under its ORYX initiative, introduced in 1997
to integrate outcomes and other performance
measurements into the accreditation process,
the Joint Commission is moving to a continuous
data-driven accreditation process. The ORYX
initiative was designed to be implemented in
phases, with the use of nationally standardized
core performance measures as a planned com-
ponent. As approved by the Joint Commission 
and its advisory panels in February 2000, 25
core measures are planned under the following
five areas: acute myocardial infarction, heart
failure, pneumonia, pregnancy and related con-
ditions, and surgical procedures and complica-
tions. The latter category includes SSIs within
30 days of the procedure and timing of antibi-
otic prophylaxis prior to surgery. (See related
story, p. 52.) Acute care hospitals that serve

patient populations whose conditions corre-
spond to two or more of the core measure areas
will be required to choose two measure sets
from among the initial five by Sept. 1, 2001,
according to the Joint Commission. 

But difficult questions about the method and
intensity of post-discharge surveillance used by
hospitals tracking SSIs remain to be resolved if
the core measure is to be accurate and effective,
says Bryan Simmons, MD, a member of the Joint
Commission advisory committee on the SSI core
measure. 

“[The committee] talked about surveillance
intensity, that hospitals that do a worse job at
surveillance will actually look better than hospitals
that do a better job, particularly with post-dis-
charge surveillance. But it was felt that we could
not mandate that,” he says. The panel reached an
impasse when discussion turned to the resources
needed and the unresolved issues of what type of
post-discharge surveillance should be required
(i.e., send cards or phone patients, contact surgeon,
etc.). “[Committee discussions indicated] that this
would be time-consuming and costly and still
would not be exactly comparable because there 
is no one method of post-discharge surveillance
that CDC or anybody else has recommended,”
Simmons says.

As a result, the advisory committee did not rec-
ommend a post-discharge surveillance component
to the Joint Commission as part of the SSI core
measure, though Simmons warned that those with
the best surveillance programs could fall victim 
to misperceptions. “It was elected not to do this,
but with full knowledge — at least by me, and I
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will include patent lives saved in the calcula-
tions. In the interim, Slater used a $5,000 estimate
from the literature to project that the prevented
infections saved $90,000. Most of the infections
involved coagulase-negative Staphylococcus, and
the cost estimates were for dealing with that par-
ticular pathogen. While the hiring of a catheter
care nurse and other interventions resulted in a
net savings in the $40,000 range, Slater says indi-
vidual ICPs must assess their own situations in
making such decisions. 

“It was what we needed to have done,” she tells
HIC. “We were dealing with an intensive care unit
that was relying on an agency for staffing, so we
didn’t have a consistent group of nurses in there.

And we were also finding that they were short-
staffed, so our nurse-to-patient ratio was not opti-
mal. So [the catheter care nurse] worked for us.” 

It helped that the catheter care nurse was
already working at the hospital in another capac-
ity and was familiar with the staff. “We felt that
the traditional approach of education and pound-
ing [in] what needs to be done wasn’t going to
work,” Slater says. “We needed somebody right
there at the bedside who was going to be watch-
ing what they were doing and then very quietly
tell them what needs to be done. It was someone
that they respected and knew. If we can tie [the
position] to lives saved, then I think we will be
able to keep it.”  ■
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expressed this to the others there — that this may
result in the hospitals doing the best job of post-
discharge surveillance looking the worst,” he tells
Hospital Infection Control. “The data looks like 30%
to 70% of infections that occur after surgical proce-
dures are first detected after discharge from the
hospital. So [even] if it’s only 30%, your rate will
look 30% worse, everything else being equal.”

The omission of an post-discharge SSI surveil-
lance component did not go unnoticed by ICPs
reviewing the core measures. “We know that
there hasn’t been a single way to do it that has
been documented to be the best,” says Ona
Baker Montgomery, RN, BSN, MSHA, CIC,
infection control coordinator at the Veterans
Affairs Medical Center in Amarillo, TX. “But
most experts say you have to do something.
Joint Commission, without specifying it, makes
it awfully easy for hospitals to quite frankly do
the opposite — not look — and just [use] pas-
sive surveillance, where a surgeon would call if
they saw an infection. We know that doesn’t
really work. Whereas, another hospital that is
really serious about knowing their true infection

information would go out and try to aggres-
sively find [the infections].”

Joint Commission is aware of the problem and
likely will take action to correct it as the SSI core
measure specifications are finalized, says Jerod M.
Loeb, PhD, vice president for research and perfor-
mance measurement at the Joint Commission. “In
view of the short lengths of stay today, I think of
necessity it is almost without doubt that [the SSI
core measure] is going to include some form of
post-discharge surveillance,” he tells HIC. “At this
juncture, the specifics of that form of post-dis-
charge surveillance — i.e., phone call, card, letter,
or whatever — is unclear. All of [that] will be clari-
fied as the measures have their specifications
developed.”

Addressing another major concern about the
Joint Commission’s core measures program, Loeb
emphasized that the selection of two infection
control-related quality measures in no way
lessens the importance of traditional infection
control programs and standards. While some see
the selection of infection control related measures
as empowering for ICPs, there is also a question
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JCAHO defines surgical
complications measures
Tracking SSIs within 30 days

The Joint Commission on Accreditation of
Healthcare Organizations in Oakbrook

Terrace, IL, has developed a surgical complica-
tion core measure that includes surgical site
infection within 30 days. Specific criteria are
summarized as follows:

Performance Measure Name: Surgical site
infection (SSI) within 30 days (for selected sur-
gical procedures).

Description: Patients undergoing selected
surgical procedures that develop a surgical site
infection within 30 days of the procedure.

Focus of Measure: Reducing the incidence of
SSIs.

Rationale: SSIs affect 2% to 5% of the 16 mil-
lion patients undergoing surgical procedures
each year in acute care hospitals. There are
well-studied risk factors for infections. These
infections lead to a significant increase in mor-
bidity and mortality accounting for 24% of all
nosocomial infections, second only to urinary

tract infection in overall frequency.
Type of measure: Outcome.
Numerator Statement: Patients undergoing

selected surgical procedures (utilizing ICD-9-
CM codes) who develop SSIs within 30 days
after the procedure (incision).

Included Populations: Patients meeting the
CDC National Nosocomial Infections Surveil-
lance definition of SSIs.

Excluded Populations: Patients undergoing
procedure (utilizing ICD-9-CM codes) are not
included on the list.

Denominator Statement: Patients undergo-
ing selected surgical procedures (utilizing ICD-
9-CM codes).

Included Populations: Patients undergoing
one of the selected procedures (utilizing ICD-9-
CM codes). List of proposed procedures: appen-
dectomy, cardiac surgery (open chest procedures
on valves or septum of heart), CABG with both
chest and leg incision, CABG with only chest
incision, cholecystectomy, colon surgery, open
reduction of fracture, vascular surgery, abdomi-
nal hysterectomy, mastectomy, hip prosthesis,
knee prosthesis, laminectomy, spinal fusion, 
ventricular shunt, craniotomy, head and neck
surgery (entry into oropharynx).  ■



of whether the Joint Commission is moving away
from its detailed infection control accreditation
standards to a system of following a few quality
indicators in the area. 

“There were some concerns expressed that if
the Joint Commission is moving toward looking
at surgical site infections and timing of prophy-
laxis antibiotics, does that mean we are moving
away from standards that have traditionally
empowered infection control practitioners?”
Loeb says. “The answer to that is unequivocally
‘no.’ We are not moving away from [those] stan-
dards at all. Infection control is a very important
function that is surveyed in all of the organiza-
tions that we go into. We have absolutely no
intention of changing that. I want to make sure
that people don’t [have] the impression that the
idea of measuring these types of outcome or pro-
cess measures is going to obviate surveyors look-
ing at standards relating to infection control.
That is not contemplated at all.”

Going to continuous accreditation

But at the same time, it allows the traditional
triennial accreditation process to be much more
continuous and driven by data, he says. “When
the surveyors get on site with data pertaining to
these core measures, they will have information
not only on how that organization has done
against itself over time, but how that organiza-
tion has done compared to other organizations,”
Loeb notes. “Both of the [surgical complication]
measure groups that are moving forward end up
relating to infection control, whether it be surgi-
cal site infection 30 days out or prophylactic
antibiotic use. Clearly, [ICPs] are probably grati-
fied that there is significant attention being paid
to this.”

While it is good that infection control was
included in the process, the measures as cur-
rently proposed raise other difficult questions
that will have to be answered if the project is to
render meaningful quality improvement data,
notes Baker. For example, another key question
is whether health care facilities will be able to
select from among the listed procedures for SSIs,
she notes. A clear advantage of a “menu” selec-
tion would be to allow the facility to identify the
procedures with greatest potential for improve-
ment and impact on health outcomes for its pop-
ulation and focus on those. A disadvantage is
that hospitals might choose only very-low-risk
procedures with very low infection frequency to

report, Baker notes. “If you can choose, why
wouldn’t a hospital that wanted to look good
just pick the ones that they knew were very low
risk, that had very low infection rates?” she asks.

The procedures proposed in the core measure
do not represent the final list, which will be honed
down to a smaller selection, Loeb explains. “We
have not yet identified which of these surgical
procedures will be brought forward as the proce-
dures to be chosen by hospitals. We are going to
give them, in essence, a menu,” he says. “While I
can’t absolutely guarantee that there will not be
gaming of the system, one of the requirements
will be that you choose procedures that specially
relate back to the high-volume, problem-prone
kind of procedures. My hope is that people will
play the game honestly and fairly, and if they
don’t, it is probably going to be fairly obvious to
surveyors on site.”

(Editor’s note: Copies of the Joint Commission’s core
measures and related documents can be found on the
Internet at http://www.jcaho.org/permeas/coremeas/
cm_pub.html.)  ■

FDA action may clear way
for more reprocessing
Hesitant ICPs, third-party groups could benefit 

The Food and Drug Administration’s move to
“level the playing field” among single-use

device manufacturers and reprocessors could ulti-
mately result in more infection control profession-
als recommending the controversial practice to
save their hospitals money, an ICP tells Hospital
Infection Control. 

“I see this [FDA draft] as extremely valuable
guidance, and [normally] I am anti-regulation,”
says Patti Grant, RN, MS, CIC, director of infec-
tion control at RHD Memorial and Trinity
Medical Center, both in Dallas. “This actually for
the first time gives me a tangible tool that I can
envision using with my financial people while
protecting the health and welfare of my patients.”

A notice of the availability of the draft guide-
lines and the beginning of a 60-day comment
period was published in the Feb. 11, 2000, Federal
Register. (See HIC, March 2000, p. 42.) While hos-
pitals that reprocess devices labeled for single use
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have been allowed to do so as long they assume
all liability, the FDA proposes changing to a sys-
tem that would phase in requirements based on
the risk of reprocessing the device. Reused
devices are classified as low risk (e.g., sharps con-
tainers), moderate risk (e.g., anesthesia breathing
circuits), or high risk (e.g., angioplasty balloon
catheters). 

In a plan to phase in the requirements, FDA
would enforce premarket notification and pre-
market application requirements within six
months of issuance of final guidance if the repro-
cessed device is categorized as high risk, and
within 12 months if the device is categorized as
moderate risk. Some low-risk devices will be
exempt from the requirements, but premarket
information would have to be submitted within
18 months for those that are not. After receiving
public comment on the draft guidance, FDA will
issue final guidance and begin implementation of
an enforcement strategy that would regulate orig-
inal equipment manufacturers, third-party repro-
cessors, and hospital reprocessors in the same
manner. Hospitals will be given an additional six
months after the finalization of the guidelines
before having to make any changes.

All levels will be held accountable

“The FDA is proposing a strategy to level the
playing field, and instead of having three levels
of care, we will have one,” says Grant, who
reviewed the FDA proposals for HIC. “Whether
you are a hospital, a third-party reprocessor, or
the original manufacturer, you are going to be
held accountable eventually.” Grant does not cur-
rently use reprocessed single-use devices in either
of her work sites, but she may recommend using
a third-party reprocessor for low- and moderate-
risk devices after all the FDA changes are final-
ized and the phase-in periods are over. 

“I would probably use single-use reprocessed
devices because now the FDA has put in controls
and checks and balances,” she says. “If there is
reprocessing involved in a single-use item, the
third-party [company] is now going to be giving 
a similar guarantee [of safety to what the original
manufacturer gives] because they jumped through
all of the hoops. So from a liability standpoint, I
am in clear conscience using a vendor that has met
all of the criteria — the same criteria as an original
vendor.”

Particularly helpful is an FDA flowchart on how
to assess the infection risk of a reused disposable,

she notes. (See chart, p. 55.) While the FDA has
included similar guidance for assessing the
resiliency of materials in reused devices, the key
point is that if a device is classified as high risk in
either category, it is high risk across the board, she
notes. “If it is high risk for infection and low risk
for integrity upon reprocessing, it doesn’t matter;
it is still a high risk device,” she says. “That makes
it very easy to try to determine what it is you are
looking at reprocessing.”

Similarly, a moderate risk classification for
infection remains at that level, even if it is deemed
low risk for materials integrity problems, she
adds. “So very few things are going to be classi-
fied as low risk. It’s got to be classed as low risk
for infection and low risk for the integrity of the
product. Some of the low-risk devices are going 
to be totally exempt from even a premarket analy-
sis. I am actually looking forward to this, because
there are low-risk devices that I would love to
reuse [i.e., drill bits in orthopedic surgery]. I won’t
right now because I would be [reprocessing] in a
hospital or I would be using a reprocessor. And
neither of those two is held to the same standard
as the original manufacturer [currently]. Eventu-
ally, this will allow me to save my hospital some
money.”

Some of the larger facilities that have the
resources for central sterile processing may con-
sider meeting all of the requirements to begin 
or continue in-house reprocessing, Grant notes.
But many other facilities may consider contract-
ing the service out to third-party vendors, she
adds. Indeed, there has been speculation that
the FDA action could spur more hospitals to use
third-party reprocessors so they won’t have to
worry about compliance issues while reprocess-
ing in-house. 

“That is a scenario I have heard discussed,”
says Pamela J. Furman, JD, executive director of
the Association of Medical Device Reprocessors
(AMDR) in Washington, DC. “But it’s a long time
between point A and point B, and we need to
focus on point A.” AMDR continues to be in favor
of strong but “reasonable” FDA regulations, she
notes. “It shouldn’t be so burdensome and expen-
sive that it makes reprocessing go away as an
option for hospitals. That would really hurt hospi-
tals, patients, and our industry. The bottom line
here is that the reprocessing be done properly. An
entity that is capable of reprocessing properly
should be permitted to do so.”
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Infection Risk of Reused Devices

Source: Centers for Disease Control and Prevention, Atlanta.



Grant notes that the FDA action may eventu-
ally result in device manufacturers developing
more products labeled reusable rather than sin-
gle-use only. “In some respects, I think this will
help urge health care into a new era,” she says.

[Editor’s note: Copies of the FDA draft proposals are
available on the Internet at http://www.fda.gov/cdrh/
reuse/1029.pdf. You can also contact CDRH Facts on
Demand at (800) 899-0381 or (301) 827-0111 (specify
No. 1029 when prompted for the document shelf num-
ber). Public comment on the FDA draft guidelines
should be submitted to the Federal Register, Docket
No. 00D-0053, Dockets Management Branch, Division
of Management Systems and Policy, Office of Human
Resources and Management Services, Food and Drug
Administration, 5630 Fishers Lane, Room 1061 (HFA-
305), Rockville, MD 20852.]  ■
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National infection control efforts lag

Increasing use of medical devices and more
complex delivery of care contributed to a 16%

infection rate in a study of Missouri home care
patients, Centers for Disease Control and Preven-
tion investigators reported at the CDC’s 4th
Decennial International Conference on Nosoco-
mial and Healthcare-Associated Infections, held
in Atlanta in March. 

The CDC and the Missouri Alliance for Home
Care — a nonprofit association that provides
home care education, advocacy, and information
— reported that 793 (16%) of 5,148 patients that
were monitored in Missouri home care agencies
during one month in 1999 had infections. In gen-
eral, use of a urethral catheter was associated
with a higher risk of urinary tract infection
(UTI), while a central catheter was associated
with a higher risk of bloodstream infection (BSI).
Overall, 8% of the infections were considered
home care-acquired, with the rest traced to com-
munity infections, other health care settings, or
unknown origin. (See box, p. 2.) As data con-
tinue to emerge in home care settings, it appears
infections linked to devices are going to occur
much as they have in acute care settings, epide-
miologists reported at the conference. 

“People who receive medical care in the home
are at risk of acquiring the same infections as
those in hospitals, like urinary tract infections,
respiratory tract infections, surgical site infec-
tions, and bloodstream infections,” says Lilia
Manangan, RN, MPH, a medical epidemiologist
in the CDC hospital infections program. “As is
the case with infections acquired in hospitals, the
use of medical devices like urinary and central

venous catheters in the home appears to increase
one’s risk of acquiring an infection.”

The data point to the need for health care
providers to enhance efforts to prevent infections
in the home, and the CDC is trying to expand its
surveillance and prevention activities in the area.
“We need to extend to home health care delivery
the same standards we have applied to the hospi-
tal setting,” says Julie Gerberding, MD, director
of the CDC hospital infections program. “We
have to monitor the frequency of these events
and learn how to prevent them.”

The number of patients treated in the home
has expanded dramatically, with an estimated 8
million Americans receiving medical care in the
home in 1996 (the latest year for which data are
available), according to Michele Pearson, MD, 
a medical epidemiologist in the CDC hospital
infections program. In that year, there were 8
million discharges to home care, a 150% increase
from 1992. “Significantly, in 1996, 10% of home
care patients had an invasive medical device,
typically used in hospital settings, such as venti-
lators, urinary catheters, and vascular cathe-
ters.” Pearson says. “I think it is safe to say that
those numbers will continue to increase as
health care delivery in the United States contin-
ues to change.”

While the CDC findings add to the limited
infection control data in home care, there is little
standardization (i.e., use of common infection def-
initions) and scant resources dedicated to infec-
tion control, said Emily Rhinehart, RN, MPH,
CIC, CPHQ, vice president of AIG Consultants
Inc. in Atlanta. 

“Infection control staffing in home care — that’s
an oxymoron,” she told conference attendees.
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Increasing use of devices fuels infections in home care



“There are very few except for the larger corporate
entities who have a dedicated infection control
professional. . . . Most of them do not, and they
have nurses fulfilling [multiple] roles. They will be
the infection control designee [as well as] occupa-
tional health, risk, safety, and they probably have
to make sure the oil is changed in the cars in the
fleet.”

Acute care “answers” don’t always apply to
home care questions, and a wide variety of medi-
cal care and infection control approaches con-
tribute to confusion in the home care arena. “Our
goal in the next decade must be to drive some
standardization of practice in all of these set-
tings,” she said. “Because in the principle of qual-
ity, variance is not good. Confusion is not good.
We need to develop some data and develop some
standardized infection control practices, which
will decrease this variance. [That] will increase
the quality of care and decrease the cost.”

While praising the use of CDC benchmark
infection definitions, Rhinehart said many home
care systems may have to include a definition of
“probable” infection based on signs and symp-
toms in the absence of culture results. “Home care
nurses do not get reports from the microbiology

lab. They don’t get on their computer in their
office every morning and pull up the positive cul-
tures,” she said. “They can’t [walk] down to radi-
ology and look at the chest X-rays. . . . You have to
step back and say, ‘what is the best that we can
do?’”

The majority of patients receiving care in the
home are older than 65, so the diseases and related
infections are somewhat similar to those seen in
long-term care, she said. Home care patients may
have diabetes, congestive heart failure, coronary
artery diseases, postoperative joint replacements,
or cancer. “Aging brings on decreased ability to
fight infection, so the management of chronic con-
ditions is very important for host factors that
would increase risk,” she said.

Moreover, the procedures in home care are
becoming increasingly complex, and that trend
will continue, she added. “They will take a truck
to your home and do laser surgery,” she pre-
dicted. “Everything is, ‘take the care to the peo-
ple.’ So there are many skilled and high-tech
services being provided in the home.”

Regarding use of devices, a common-sense
approach in home care is to focus on reducing
catheter days in general, Rhinehart added. “My
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CDC home care survey
finds 16% infections
But only 8% acquired via home care

Highlights of a survey of infections in home
care conducted by the Centers for Disease

Control and Prevention and the Missouri Alli-
ance for Home Care included findings summa-
rized as follows:

During June 1-30, 1999, home care nurses 
in 73 Missouri home care agencies completed
questionnaires on 5,148 patients. Of those
patients, 793 (16%) were reported to have
infections.

Of the infections, 8% were reported as home
care-acquired, 16% as hospital-acquired, and
the remainder as community-acquired (41%) 
or unknown (35%). Overall, 90% were treated
with antimicrobials, including 4% treated with
vancomycin.

The most common infection sites were the
urinary tract (27%), respiratory tract (24%),
skin/soft tissue (24%), surgical site (12%), or

bloodstream (2%). Another 18% of infections
occurred at other body sites (e.g., gastrointesti-
nal tract, bone). 

Invasive medical devices were present in
1,729 (34%) of surveyed patients. Of those, 21%
had a urethral or suprapubic catheter; 17% a
central venous catheter; 14% another device
(e.g., wound drainage tube, tracheostomy or
nephrostomy tube, or implanted device); 7% a
gastrostomy tube; and 1% a mechanical ventila-
tor. Use of a urethral or suprapubic catheter was
associated with a higher risk of urinary tract
infection (76/297 vs. 138/4,637). Use of a central
catheter was associated with a higher risk of
bloodstream infection (6/283 vs. 9/4,850). Venti-
lator use (1/10 vs. 186/4,951) was not associa-
ted with respiratory tract infection. 

Reference

1. Manangan LP, Schantz M, Pearson MI, et al.
Prevalence of infections among patients in home care.
Abstract PM1-27. Presented at the Centers for Disease
Control and Prevention 4th Decennial International
Conference on Nosocomial and Healthcare-Associated
Infection. Atlanta; March 5-9, 2000.  ■



view would be to get [home care nurses] to
decrease catheter days, rather than necessarily
setting a goal of actually decreasing UTIs,” she
said. On the other hand, surveillance and pre-
vention efforts should be given a high priority
for BSIs associated with home infusion therapy,
she added. “If they are they are doing home infu-
sion therapy, I believe that they are negligent if
they are not doing surveillance for bloodstream
infections,” she emphasized. 

BSIs increase with presence of risk factors

Indeed, a recent study of patients receiving
home infusion therapy through central or midline
catheters found that several factors contribute to
BSI.2 Patient-associated risk factors were recent
bone marrow transplantation and previous BSI.
Patient care-related features were receipt of total
parenteral nutrition, administration of intra-
venous therapy in an outpatient setting other
than the home (such as a hospital clinic or physi-
cian’s office), and use of a multilumen catheter.
CDC guidelines for preventing catheter-related
BSIs recommend using single-lumen catheters if
possible. In the study, the BSI rate increased as
the number of risk factors present increased. The
infections ranged from 0.16 per 1,000 catheter-
days in patients with no risk factors to 6.77 infec-
tions per 1,000 catheter-days in patients with
three or more of the aforementioned risk factors,
the authors reported.

In consultations with home care agencies,
Rhinehart reminds that a basic difference in the
home care environment compared to acute care
is the absence of other patients who can serve as
reservoirs for nosocomial infections. The down-
side of that is that home care is essentially an
“uncontrolled environment,” she said. “[For]
those of you who have not heard the horror sto-
ries from home health nurses, it is not uncom-
mon for them to go into a setting where there is
no running water,” Rhinehart said. “Or if there is
running water and there is some plumbing, you
are caring for someone in one room and you
have to traverse many yards to get to a sink. If
there is a sink, there may be soap and a towel,
maybe not. So it’s very challenging, in addition
to anything from pets, little children, [to] lack of
refrigeration.”

Nursing staff levels in home care have not nec-
essarily increased with the advent of high-tech
care, resulting in situations where family members
are the primary caregivers, she said. Conceding

that one could argue that “the hospital is a very
dangerous place,” Rhinehart said, “they are at less
risk with a trained loved one taking care of them
than a nurse who is taking care of six other
patients in an NICU. [But] certainly there is some-
thing to be said for the skill of someone who is
trained and knows what they are doing.”
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Patients are at risk 
in ambulatory settings
Rapid expansion outstrips infection control

The explosion of health care delivered in
ambulatory settings is rapidly expanding in

the absence of standardized infection control
programs, creating a situation where outpatient
infections may be going undetected in medical
surveillance, an epidemiologist warned at the
Centers for Disease Control and Prevention’s 4th
Decennial International Conference on Nosoco-
mial and Healthcare-Associated Infection, held
in March in Atlanta. 

“There is increased acuity of care. These are
now [the patients] that used to be seen in acute
care settings,” said Trish Perl, MD, assistant pro-
fessor of medicine at Johns Hopkins University in
Baltimore. “. . . Infections are occurring out there,
and if we don’t have appropriate techniques to
identify them, we don’t know what’s happening.”

Cost incentives have forced the movement of
medical care out of hospital settings, even as
advancing medical technology has made more
complex procedures possible beyond the acute
care setting. Outpatient and ambulatory sites
now include all manner of clinics, as well as sur-
gical, endoscopy, radiology, infusion and dialysis
centers. Citing the most recent CDC data avail-
able, Perl said there were 67 million outpatient
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visits and 31 million ambulatory surgical proce-
dures in 1996. Barriers to infection control in such
settings include fewer trained personnel and lack
of engineering controls for airborne illnesses such
as tuberculosis and measles.

“Persons congregate in waiting rooms,” she
said. “Infectious patients frequently come to
ambulatory facilities to be evaluated and treated.
These facilities commonly have inadequate triage
systems, with personnel who aren’t trained to
triage.”

In addition, computer systems in ambulatory
settings are likely to be designed for billing rather
than clinical data collection, she said. “Many of
them lack protocols and procedures that would
enhance infection control,” she told attendees.
“There are no systems developed that can be
used to measure outcomes. So in terms of data,
there is very little.” Another factor is that ambula-
tory settings are often under fiscal pressure to
handle a high census in a rapid fashion, which
may lead to reliance on “flash” sterilization and
create opportunities for infection control lapses.
“These centers are under extreme pressure to see
large volumes of patients,” Perl said. “So they
have to turn those over quickly.”

Nevertheless, the challenge remains to expand
infection control to ambulatory settings, anchor-
ing health care epidemiology in a shifting health
care delivery system, she noted. (See chart,
above.) “Prevention and control of health care-
associated infections is absolutely necessary,”
Perl said. “Health care delivery will continue to
extend into these nontraditional settings. We’ve
got to develop and expand our role to serve the
new paradigm in health care.”

Recent consensus panel recommendations for
infection control in non-hospital settings were
an important step, she said.1 (See Healthcare
Infection Prevention supplement in Hospital
Infection Control, February 2000.) Perl reiter-
ated that the panel strongly recommended
establishing surveillance, analyzing data to
improve patient outcomes, developing an out-
break investigation policy, and evaluating
exposed or infected health care workers.

Reference
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