
Reuse of single-use items:
Common sense or higher risk?
Debate continues as FDA looks at proposed regulation

Although the issue of reprocessing single-use items has been a
topic of hot debate among health care facilities, manufacturers,
and reprocessors for years, the first step of Food and Drug

Administration (FDA) involvement took place in early May with a con-
ference jointly sponsored by the FDA, the Association for the
Advancement of Medical Instrumentation (AAMI), of Arlington, VA,
and the International Association of Health Care Central Service
Materiel Management (IAHCSMM), of Chicago.

The purpose of the conference was to see if there is a need for regula-
tory control of single-use items as they are reprocessed, says Kathy
Warye, program coordinator for the AAMI. Manufacturers want a for-
mal control program, which means research and submission of docu-
mentation, while reprocessors do not want strict regulation, she
explains.

“The FDA has legal authority to request proof that single-use items
can be safely cleaned and sterilized,” says Josephine M. Torrente, JD,
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reuse of single-use devices. Following a conference jointly sponsored by
the Food and Drug Administration, the Association for the Advancement of
Medical Instrumentation, and the International Association of Healthcare
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that will address the concerns of manufacturers, health care facilities, and
reprocessors. Conference participants agree that the proposal must take
into account:
• cost-effectiveness for health care facilities;
• assumption of liability for the products;
• patient safety.
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president of the Association of Disposable Device
Manufacturers (ADDM), in Washington, DC.
Manufacturers that produce single-use items do
not provide data because they do not intend for
the item to be cleaned and sterilized, she says.

Manufacturers represented by ADDM want the
FDA to require submission of a 510(k) or pre-
market approval request (PMA) supplement by a
reprocessor who changes an item from single-use
to reusable, Torrente says. Both the 510(k) and
PMA are methods of providing data that prove
the intended use of the item is safe for patients
when a manufacturer changes or modifies the
intended use of an item. If the original manufac-
turer wants to change the item’s intended use
from single-use to reusable, a 510(k) or PMA is
required, but these requirements are not enforced
with reprocessors, she explains. 

Although reprocessors do not submit data for
individual items, the FDA does have a process to
register and inspect reprocessors, says Vern
Feltner, president of Alliance Medical Corp., a
full-service reprocessor based in Asheville, NC.
“Reprocessing a single-use item is no different
than reprocessing a reusable item,” he says.
“There may be plastic parts that can’t be auto-
claved so we use a gas sterilizer.”

The most common reprocessed single-use
items include drill bits, saw blades, laparoscopic
instruments, catheters, trocars, and pulse oxime-
ter sensors, says Feltner.

“Manufacturers began labeling items as single-
use in the late 1950s and early 1960s to make it
easier for hospitals to get full reimbursement
from Medicare’s ‘cost plus’ reimbursement sys-
tem,” Feltner says. “Today, there are many items
labeled as single-use that are the same item as a
reusable,” he says.

“I’ve been through the list of items reproces-
sors claim are the same as the reusable and there
are differences. They are not the same item, and
they were never tested for reuse,” says Torrente.

The reprocessors and the disposable device
manufacturers also disagree about patient safety
reports. While Feltner says that there “have been

no documented patient injuries attributed to the
reprocessing of a single-use device,” Torrente
says there is documentation of adverse incidents.

A presentation by Mark Bruley, vice president
of accident and forensic investigation for ECRI in
Plymouth Meeting, PA, reported at total of 62
incidents attributed to reuse published in medical
literature between 1976 and 1997. Forty of these
incidents were not related to hemodialysis equip-
ment and included items such as breathing cir-
cuits, cataract extraction probes, electrodes, and
pulse oximeter probes. 

In a review of the FDA’s database, Bruley
found a total of 2,050 incident reports related to
reuse of a single-use device. Of these, only 181 or
9% of the total involved devices not related to
hemodialysis.

Bruley’s research was part of the production of
an ECRI publication titled Reuse of Single-Use
Devices: Making Informed Decisions. The publica-
tion does not make a recommendation for or
against reuse of single-use devices but does give
readers a comprehensive presentation of informa-
tion that they can use to reach a decision, says
Bruley. (For ordering information, see source
box, p. 80.)

Liability a concern for surgery staff

“I’ve never liked hearing the comment that
everybody else is doing it,” says Deborah J.
Brizgys, support services coordinator at El
Camino Surgery Center in Mountain View, CA.
“I’ve had manufacturers’ representatives tell me
that everyone is reprocessing single-use items,
and I’ve heard it from reprocessors,” she says.

Even when a manufacturer’s representative
tells you that it can be done, it’s a gray area, she
points out. “Read the label, and it clearly states
that the item is for single-use and will not be war-
ranted for other uses,” says Brizgys. “When the
manufacturer doesn’t back their product beyond
one use, I don’t feel comfortable putting a patient
at risk,” she adds.

Two thousand items in the freestanding
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surgery center’s inventory are single-use, and
they are not reprocessed. “In fact, if we have an
opened but unused item, we toss it,” she says.
“We don’t want to take a chance that it is inad-
vertently contaminated.”

The IAHCSMM produced a position statement
that was presented at the May conference. 

“Our concern is to look after a patient’s 
safety,” says Anne Cofiell, consultant and the
IAHCSMM’s representative to the FDA/AAMI
conference. “Because reprocessing a disposable
device requires a vast amount of testing, valida-
tion, and documentation, there are few central
service departments capable of meeting these
requirements,” she says. For this, and other rea-
sons outlined in the position statement, the
IAHCSMM recommends that health care central
service departments not reprocess single-use
items, she says.

Evaluate the reprocessors

Although the IAHCSMM does not recommend
that members reprocess the items, the organiza-
tion does recognize that some members will want

to investigate third-party reprocessors as a way to
cut costs, says Cofiell. For this reason, the posi-
tion statement includes suggestions to help mem-
bers find a qualified reprocessor, she says. (See
evaluation tips, above.)

Legal liability to the day-surgery program can
be minimized by choosing a reprocessor that
assumes responsibility for the item, says Feltner.
“Although the original manufacturer no longer
assumes responsibility once a single-use item has
been used, the reprocessor assumes liability for
the item,” he explains.

Even if the reprocessor assumes the risk, Mark
Phillips, CNOR, assistant director of nursing for
surgical services at Southern Regional Medical
Center, in Riverdale, GA, says his facility will not
reprocess single-use items. “We reprocess our
reusable items in-house, and we did take a look
at reprocessing single-use items, but we had
questions about our liability if we were not able
to clean and sterilize them properly,” he says.

“We have been investigating the cost savings
that outsourcing might provide, but we are not
sure we want to give up control of the item,”
Phillips says. 
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Tips to help you 
evaluate reprocessors

When the Chicago-based International
Association Health Care Central Service

Materiel Management (IAHCSMM), produced a
position statement on reprocessing of single-use
devices, the organization recommended that mem-
ber facilities not undertake the reprocessing. The
IAHCSMM does recognize that members may want
to outsource this reprocessing and presents some
criteria that should be evaluated when selecting a
reprocessor, says Anne Cofiell , consultant and
IAHCSMM’s representative to the FDA/AAMI 
conference.

The IAHCSMM and other experts interviewed by
Same-Day Surgery recommend:

• The reprocessor should be registered with
the FDA.

In addition to being registered, check on the
company’s inspection reports, adds Vern Feltner ,
president of Alliance Medical Corp., a full-service
reprocessor based in Asheville, NC. Reprocessors
can tell you how they did in the inspection and if
any deficiencies were noted. 

• Written policies and procedures for cleaning,

packaging, and sterilization should be provided
along with documentation that procedures are
followed.

This gives the surgery program an opportunity to
evaluate processes and quality control.

• Documentation of the training and certifica-
tion of the staff should be available.

Staff members should be certified through a pro-
fessional organization such as the IAHCSMM to
assure you that they’ve been trained as well as your
own staff is trained, says Cofiell.

• Insurance policies with appropriate cover-
age should be in place.

Be sure to review their policies to see exactly
when the reprocessor is liable, says Josephine M.
Torrente , JD, president of the Association of
Disposable Device Manufacturers, in Washington,
DC. “Some policies may state that the reprocessor
is only liable if proper procedures were not followed.
If a device is still contaminated after the proper pro-
cedures were followed and a patient develops an
infection, the surgery program may be at risk,” she
says.

Another useful tool for day-surgery program
managers considering the use of a third-party
reprocessor is the audit tool included in an ECRI
publication, Reuse of Single-Use Devices: Making
Informed Decisions. ■



Concern about knowing exactly how the item
is cleaned and sterilized and tracking how many
times it is reused, is also the reason Brizgys’
surgery program has backed away from out-
sourcing. “We did try a reprocessor for some
blades, but when the first batch came back, the
sterilization indicators on the packaging didn’t

work properly so we had no way of knowing if
the item was sterile,” she says. The staff threw
out the blades and have not tried outside repro-
cessing again.

Following the May conference, the FDA
announced that it is working on a proposed pol-
icy to present this October, says Torrente.
“Although comments will be solicited at that
time, people can submit comments and concerns
now,” she says. “In fact, comments from surgery
programs expressing their concerns will help the
FDA develop a document that ensures patient
safety.”  ■

Liposuction deaths 
hit the headlines

The number of liposuction procedures has
grown, according to statistics from both the

American Society of Plastic and Reconstructive
Surgeons (ASPRS) in Arlington Heights, IL, and
the American Academy of Cosmetic Surgery
(AACS) in Chicago. Between 1992 and 1998, the
number of liposuctions performed by members
of ASPRS grew 216% to a total of 172,079 proce-
dures in 1998. The AACS reports an increase of
more than 300% between 1990 and 1996, with a
total of 292,942 procedures performed in 1996.

Because there are so many more patients
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Submit comments regarding reprocessing single-
use devices to:
• David W. Feigal Jr. , MD, MPH, Director, Center

for Devices and Radiological Health, Food and
Drug Administration, 9200 Corporate Blvd.,
Rockville, MD 20850.

For more information about reprocessing single-
use instruments, contact:
• Josephine M. Torrente , President, Association

for Disposable Device Manufacturers, P.O. Box
344, 1429 G St. NW, Washington, DC 20005.
Telephone: (202) 737-7554. Fax: (202) 737-9329.

• Vern Feltner , President, Alliance Medical Corp.,
348 Merrimon Ave., Asheville, NC 28801.
Telephone: (828) 232-1022. Fax: (828) 232-
1024. E-mail: fvern@hostmail.com.

• Deborah J. Brizgys , Support Services
Coordinator, El Camino Surgery Center, 2480
Grant Road, Mountain View, CA 94040.
Telephone: (650) 961-1200. Fax: (650) 960-7041. 

• Anne Cofiell , Consultant, 703 Country Club
Parkway, Ramblewood Village, Mt. Laurel, NJ
08054. Fax: (609) 234-3914. E-mail: cofiell@
msn.com.

• Mark Phillips , Assistant Director of Nursing,
Surgical Services, Southern Regional Medical
Center, 11 Upper Riverdale Road SW,
Riverdale, GA 30274. Telephone: (770) 991-
8480. E-mail: mkphilli@promina.org.

To obtain a copy of the IAHCSMM position state-
ment contact:
• IAHCSMM, 213 West Institute Place, Suite 307,

Chicago, IL 60610-9432. Telephone: (800) 962-
8274 or (312) 440-0078. Fax: (312) 440-9474.

To order a copy of the ECRI publication Reuse of
Single-Use Devices: Making Informed Decisions,
contact:
• ECRI, Circulation Department, 5200 Butler Pike,

Plymouth Meeting, PA 19462-1298. Telephone:
(610) 825-6000, ext. 5888. Fax: (610) 834-1275.
The cost for the 265-page book is $395. Payment
can be made with check, VISA, MasterCard or
authorized purchase order number.
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While liposuction is still regarded as a safe cos-
metic surgery, the increasing number of patients
undergoing the procedure and the higher-than-
normal complication rate have resulted in addi-
tional study of the procedure. A task force set up
by the American Society of Plastic and
Reconstructive Surgeons, in Arlington Heights, IL,
to study liposuction is taking several steps to
review the procedure and study outcomes. Areas
of concern include:
• lack of scientific data regarding outcomes and

adverse events;
• number of procedures performed in nonaccred-

ited facilities;
• use of tumescent procedure for liposuction;
• removal of large amounts (over 5 liters) of fat.
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undergoing liposuction in a variety of surgical
settings that range from hospital-based outpa-
tient surgery centers to physicians’ offices, the
medical community is taking a look at the safety
of the procedure.

The article “Deaths related to liposuction” in
the May 13 issue of the New England Journal of
Medicine outlined the cases of five patient deaths
in New York that have been attributed to liposuc-
tion. All five cases involved tumescent liposuc-
tion, with the subcutaneous infusion of a solution
that contains lidocaine, epinephrine, sodium
bicarbonate, and normal saline. Causes for the
deaths were attributed to lidocaine toxicity or
lidocaine-related drug interaction.

“The [NEJM] article brings up some good
points, but it is based on incomplete data,” says
Jack G. Bruner, MD, of The Plastic Surgery
Center, in Sacramento, CA. Bruner heads up a
task force on lipoplasty for the ASPRS.

“The ASPRS set up a committee to study lipo-
suction in the summer of 1997 because we began
to see reports of liposuction complication rates
that were higher than we would expect to see in
plastic surgery,” explains Bruner. “The number
of complications were not alarming, but we
want to discover the reasons for these complica-
tions.”

Because no one fully understands what hap-
pens throughout the body during and after lipo-
suction, the task force members set up a $150,000
grant to underwrite research that studies the
physiology of liposuction. Effects of the anesthet-
ics, infusion of fluid and removal of fat on the
entire body will be studied, says Bruner.

Articles such as the one in the May NEJM and
the subsequent coverage in the consumer press are
of great concern to plastic surgeons because they
don’t contain complete data, says Rod J. Rohrich,
MD, chief of plastic surgery at Southwest Medical
Center in Dallas. “Liposuction is one of the safest,
most commonly performed plastic surgery proce-
dures in the country, but this article pointed to five
cases for which there was no data on one case and
cause of death was not known in two of the cases.”

Lack of scientific data makes the evaluation of
liposuction complications difficult, admits Bruner.
“Unfortunately, when there is a liposuction death
to investigate the medical records are located in
an attorney’s safe and not accessible for scientific
study in a timely manner.” Because liposuction
does not have to be performed in an accredited
surgery center or hospital, there is no mandatory
reporting or review process that will capture

information on all adverse events, he adds.
To address this problem, the ASPRS is starting

an outcomes study in which physicians will agree
to keep accurate records and submit information
on all liposuction patients. “This study will help
us identify medical practices that result in the
best patient outcomes and identify medical prac-
tices that increase risk to patients,” says Bruner.
The study should be complete near the end of
2000, he adds.

Three types of liposuction

Tumescent liposuction is a cause of concern to
ASPRS members, says Bruner. There are three
types of liposuction that use a liquid infusion to
replace some or all of the fat removed, he
explains: 

• Wet liposuction involves infusing 200 or 300
cc of the lidocaine, epinephrine, and saline solu-
tion when removing 1,000 cc of fat.

• Super-wet liposuction means infusing 1,000
cc of solution for 1,000 cc of fat removed.

• Tumescent liposuction involves the infusion
of two to three times the volume of fat removed,
for example, 2,000 to 3,000 cc of solution for 1,000
cc of fat.

“Our concern is the amount of lidocaine and
epinephrine that is absorbed by the patient,”
explains Bruner.

“We also question how much fat a surgeon
should remove at one time,” he adds. If a sur-
geon is removing more than 5,000 cc of fat, the
patient should be admitted overnight to be
observed for potential complications, recom-
mends Bruner.

Rohrich agrees with Bruner and adds, “If less
than 5 liters is removed, the surgery staff should
have warming fluids and blankets available to
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For more information about liposuction safety, 
contact:
• Jack G. Bruner , MD, The Plastic Surgery

Center, 95 Scripps Drive, Sacramento, CA
95825. Telephone: (916) 929-1833. Fax: (916)
929-6730. Web site: www.anuyu@tpsc.com.

• Rod J. Rohrich , MD, Chair, Plastic Surgery
Department, Southwest Medical Center, 5323
Harry Hines Blvd., Dallas, TX 75235-9132.
Telephone: (214) 648-3119. Fax: (214) 648-
6776.
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handle the potential of hypothermia.”
Another reason to admit a patient overnight is

the length of surgery, says Rohrich. “If a patient
undergoes more than six hours of surgery, that
patient should be admitted overnight,” he
explains.

Day-surgery program managers can help
avoid liposuction complications by making sure
the surgeon has hospital privileges to perform
liposuction, adds Bruner. “Not only does this
ensure that the physician can continue caring for
the patient if complications develop but it
demonstrates the physician’s commitment to
training and gaining the experience needed to
perform liposuction safely.”  ■

Reduce supply costs 
with information
Clear, concise data change physician preferences

Day-surgery program costs can be divided
into several neat categories: labor, overhead,

equipment, and supplies. Of the four categories,
the easiest in which to control or cut costs should
be supplies. But how do you control surgical sup-
ply costs when your purchase decision maker is a
surgeon with specific preferences that may con-
flict with the best value?

“Surgeons are scientists. Give them clear, con-
cise data that captures their interest and you will
see changes,” says Cheryl E. Dendy, administra-
tive director at St. John Surgery Center in St. Clair
Shores, MI. Changes for her center include a one-
year savings of $84,958 in the ophthalmology
department alone, she adds.

A benchmarking project that compared her
surgery center’s costs to similar facilities
throughout the nation led to a project that pro-
filed surgeon’s supply costs per procedure (See
article on benchmarking, p. 83). “We learned
from comparison to other facilities that our sup-
ply costs were the highest in relation to similar
facilities,” says Dendy.

Dendy and her staff reviewed the benchmark-
ing reports that described specific activities the
other facilities undertook to achieve top-per-
former status. This report included detailed infor-
mation such as how many drapes are used in a
particular procedure and what drugs are used.

Staff members from Dendy’s facility also made
site visits to a facility identified in the bench-
marking study as a best performer to learn about
protocols and practices that would help them
improve. 

One of the most important new tools to
address supply costs was physician profiling,
says Dendy. “We learned to profile each sur-
geon’s supply cost by procedure in order 
to present recommendations for change,” 
she says.

After gathering information by using the oper-
ating room’s pick list and prices from the pur-
chasing department, the staff produced a report
that outlined each physician’s supply cost by pro-
cedure. “We began with our ophthalmology staff
because they represent a significant number of
procedures and could result in significant sav-
ings,” explains Dendy. Reports given to all oph-
thalmologists at a department meeting masked
identities by charting costs per case to surgeon A
or surgeon B. Each physician, however, received
a packet that compared his or her particular costs
with the individual costs of the other surgeons.
Dendy also included information on the average
reimbursement for each procedure.

“We presented the data and the first reaction
was surprise,” says Dendy. “Most physicians said
that they had no idea that supplies represented
the amount they did and the physicians were
very surprised to see the reimbursement level,”
she adds.

While Dendy was careful to mask the surgeons’
identities, she points out that by the end of the
meeting each physician was volunteering his or
her identity. “It became a very productive meeting
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Although gathering the data to produce reports on
physician supply cost per procedure is time-con-
suming, day-surgery program managers who have
undertaken the project report savings in supply
costs and even time in the OR. The keys to getting
physicians’ attention and stimulating change are:
• Gather documentable data to show costs.
• Protect physician identities when data are first

presented.
• Recommend specific changes to start the 

process.
• Focus on costs that can be affected by behavior

or purchasing decisions.
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during which physicians began to discuss the mer-
its and benefits of certain brand items. This initial
presentation led to other meetings during which
the ophthalmologists standardized their supplies
and chose lower-cost supplies if everyone agreed
that the item offered equal or better patient care
than other items, she adds. 

Physician leadership key

Education is important, but having a physician
who is willing to champion your cause is the key
to success, says John Sparks, RN, CNOR, man-
ager of surgical services for Good Samaritan
Hospital in Corvallis, OR. 

After presenting information to different spe-
cialty departments for inpatient and outpatient
cases, Sparks found the most motivated groups
were physicians whose compensation was tied to
costs per case. “If the clinic changed compensa-
tion programs and did not tie the physician’s
earning to savings, the physician lost interest in
standardizing supplies or cutting costs,” Sparks
says.

There have been several departments, such as

urology, that responded with enthusiasm because
of individual physicians who see cost savings as
beneficial to everyone, Sparks adds. “These
physicians are ready to talk with each other, and
to evaluate differences in supplies and practices
to find the best way to proceed. In fact, our aver-
age savings per urology case during the past year
is $125,” he points out.

Both Dendy and Sparks offer the following
suggestions to day-surgery program managers
who are considering a physician profiling 
program:

• Keep the initial reports anonymous.
The most important thing is to avoid pointing

fingers or putting someone on the defensive,
says Sparks. Anonymity gives physicians a
chance to absorb the data before discussing 
specific practices.

• Present clear, concise, documentable data in
a summary format.

Physicians want to see the information in a for-
mat that can be easily read and understood. This
gives them a chance to absorb the information
and move on to the steps needed for change, says
Dendy.
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Accreditation to require
benchmarking

When staff at St. John Surgery Center in St.
Clair Shores, MI, wanted to see how they

compared with similar same-day surgery programs
in terms of cost, resource management, and pro-
cesses, they contracted with a company that was
able to provide a national database with the infor-
mation they needed.

National benchmarking studies can be costly and
time-consuming to set up on a facility-by-facility
basis, so many ambulatory surgery programs are
not able to participate on a regular, ongoing basis,
says John E. Burke , executive director of the
Accreditation Association for Ambulatory Health
Care (AAAHC) in Skokie, IL.

Because one of the 1999 accreditation standards
of AAAHC is that a facility have “a process to 
compare key indicators through the use of a 
standardized data set, the AAAHC is setting up a
performance measurement project that will give
ambulatory health facilities access to a reasonably
priced benchmarking service, says Burke.

AAAHC’s study will enable comparison of 
similar facilities, produce physician profiles and
gather information that can be as detailed as

drape utilization, says Girard F. Senn , consultant
and project manager for the AAAHC performance
measurement initiative. “We are now in the first
phase of testing the system and will begin produc-
ing reports in August 1999,” he says. “Initially we
will focus on ambulatory surgery and college
health facilities, then we’ll expand the project to
include the wide range of other types of health
care settings we accredit,” adds Burke. ■

For more information about the AAAHC perfor-
mance measurement study, contact:
• John E. Burke , PhD, Executive Director,

Accreditation Association for Ambulatory
Health Care, 9933 Lawler Ave., Skokie, IL
60077-3708. Telephone: (847) 676-5416. 
Fax: (847) 676-9628. E-mail: johnbur@
aaahc.org.

• Girard F. Senn , Consultant, Clinical
Benchmarking, 799 East Roosevelt Road,
Suite 4-317, Glen Ellyn, IL 60137.
Telephone: (800) 808-3076 or (630) 790-
1264. Fax: (630) 790-2696. Web site:
www.clinmarking.com.
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• Offer recommendations.
Suggest some changes that will not greatly

affect any one surgeon but will initiate discus-
sion, says Sparks. “If you can focus the discussion
on one procedure or one item, you make it easier
for the group to reach a consensus,” he explains.

After one decision is made, it is easier to move on
to other areas, he adds.

Start with an issue the physicians have the
most control over, such as supplies, says Dendy.
Once physicians have reduced costs by imple-
menting changes such as standardizing pick lists,
using different drugs, or reducing the number of
drapes, you can introduce length of procedure as
another cost aspect to evaluate, she says. After
physicians are comfortable with changes in the
supplies they use, you can ask them to evaluate
their practice, she explains. In fact, her ophthal-
mologists have reduced time in the OR by as
much as 15 minutes, after evaluating each other’s
practices and making changes in their own pro-
cesses.

Although Sparks’ cost-per-case reports do indi-
cate overhead costs, he doesn’t present it to
physicians because it just frustrates them. “You
want the surgeons to be able to implement
changes that do affect costs so be sure to choose
something like supplies or OR time over which
they have control.”  ■

84 SAME-DAY SURGERY ® / July 1999

For more information about physician profiling 
contact:
• Cheryl E. Dendy , Administrative Director, St.

John Surgery Center, 21000 12 Mile Road, 
St. Clair Shores, MI 48081. Telephone: (810)
447-5015. Fax: (810) 447-5012. E-mail:
cheryl.dendy@stjohn.org.

• John Sparks , Manager of Surgical Services,
Good Samaritan Hospital in Corvallis, 3600
Northwest Samaritan Drive, P.O. Box 1068,
Corvallis, OR 97339. Telephone: (541) 757-
5370. Fax: (541) 757-5392. E-mail: johns@
goodsam.com.
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OSHA latex warning
raises storm of protest
Critics fear bulletin is disguised regulation

The U.S. Occupational Safety and Health
Administration has issued a controversial

technical bulletin alerting compliance officers to
latex hazards for health care workers, despite a
storm of protest from organizations and individu-
als accusing the agency of promoting fraudulent
science and fueling hysteria.

OSHA officials insist the bulletin is only an
advisory and not a new regulation. Medical offi-
cer Angela C. Presson, MD, MPH, says the bul-
letin was developed in response to “numerous
questions” from compliance officers who inspect
health care facilities, in an effort to provide back-
ground information.

Opposition to the proposed OSHA bulletin
converged at a hastily called Congressional sub-
committee hearing recently. The Subcommittee on
Oversight and Investigations of the House
Education and the Workforce Committee, chaired
by Rep. Peter Hoekstra (R-MI), heard testimony
from both critics and supporters of the document,
which had not been released at that point.

Testifying before the Congressional subcom-
mittee, Presson said the bulletin is “only advi-
sory; it is not a new regulation or a standard, and
its purpose is to assure that our field staff have
accurate information on this issue.”

To reduce worker exposure to natural rubber
latex (NRL) proteins, OSHA recommends hospi-
tals follow general administrative procedures,
including the following:

• in selecting latex gloves for worker use, des-
ignate NRL as a choice only in situations requir-
ing protection from infectious agents;

• choosing NRL gloves with lower protein con-
tent, as well as powder-free gloves offering the
additional benefit of reducing systemic allergic
responses;

• providing alternative non-NRL gloves as
choices for worker use (and as required by
OSHA’s bloodborne pathogens standard) for
workers allergic to NRL gloves.1

Attempt to circumvent rulemaking?

OSHA had developed and sent to stakeholders
several versions of the bulletin during the past
two years, each time revising it according to com-
ments received. Nevertheless, some critics charge
that OSHA is attempting to disguise rulemaking
in the form of an information bulletin.



F. Samuel Eberts III, associate general counsel
for latex glove manufacturer Allegiance
Healthcare Corp., in McGaw Park, IL, called
upon the panel to address “OSHA’s circumven-
tion of the federal notice and comment rulemak-
ing procedures under the guise of issuing its
proposed bulletin.” Allegiance is a market leader
in latex glove sales and also produces a smaller
line of non-latex alternatives.

Also speaking against the bulletin were former
U.S. Surgeon General C. Everett Koop, MD, and
Charles E. Reed, MD, retired head of the division
of allergic diseases and internal medicine at Mayo
Clinic in Rochester, MN. Same-Day Surgery has
learned from several sources that both are paid
consultants to Allegiance Healthcare Corp.,
although the company would not confirm this.

Both Koop and Reed claim that the OSHA doc-
ument will unnecessarily frighten health care
workers into abandoning universal precautions
or even their careers.

Many HCW symptoms are actually due to “anx-
iety attacks” rather than latex allergy, Reed states.

Koop, testifying by videotape, said powdered
latex gloves have come under attack in the past
few years due to “hysteria” that is “reminiscent of
the hysteria surrounding AIDS in the early years.”

OSHA has “fueled this hysteria by interjecting
itself into latex glove regulation,” Koop charges.
He predicts the bulletin will undermine universal
precautions, with a “spin-off” of undermining
latex condom use, as well.

Although the debate within the national regu-
latory arena continues, day-surgery program
managers are focusing on their patients and their
own staffs. While there is a systemwide task force
to address latex allergies among employees and
patients at the Moses Cone Health System in
Greensboro, NC, the ambulatory surgery pro-
gram focuses on patient safety, says Sandra W.
Caudle, RN, CNOR, assistant director of the day-
surgery center.

“We don’t have any staff members with latex
allergies, but we do have latex-free products
available for them to choose,” Caudle says. 

To protect patients, the staff make sure that
patients with latex allergies are scheduled as the
first case in an operating room. “We also order a
latex-free bin that contains a variety of gloves,
catheters and other latex-free items for use dur-
ing the case,” she explains. The patient’s room
and chart are clearly marked for the allergy and
all latex supplies are either removed or covered
in the operating room to make sure latex prod-

ucts are not accidentally used, she adds.
“We have also educated our staff about latex

allergies through inservice programs,” adds
Caudle.

‘The more education, the less hysteria’

Presson responds that the OSHA bulletin is
intended to quell fears, not fuel them.

“We believe that the more education that is out
there, the less hysteria there will be,” Presson says.

Other critics claim that OSHA is entering Food
and Drug Administration territory by issuing the
bulletin. However, both OSHA and FDA deny
any conflict.

“We and the FDA both explained that very
well at the hearing,” Presson says. “OSHA has
worked collaboratively with the FDA . . . to
assure coordinated activities in addressing the
health hazards associated with exposure to natu-
ral rubber latex.”

So far, FDA regulatory activity related to latex
has focused on promulgating a rule requiring
labeling statements on medical devices and device
packaging containing NRL.2 Labeling information
allows sensitized people to avoid further exposure
and enables users to make informed choices about
gloves and other products.

Those testifying in favor of the bulletin
included Robert G. Hamilton, PhD, associate pro-
fessor of medicine at Johns Hopkins University
School of Medicine in Baltimore and developer of
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AORN updates name

The acronym AORN no longer stands for
Association of Operating Room Nurses.

Members of the organization voted to update the
organization’s name to better reflect its member-
ship at the annual conference in late March.

The name is now the Association of
periOperative Registered Nurses. The organiza-
tion’s membership is composed of approximately
43,000 perioperative registered nurses.
Perioperative nursing is defined as activities per-
formed in the preoperative, intraoperative, and
postoperative phases of a patient’s surgical expe-
rience, says an AORN representative.

For more information about AORN, contact the
organization at 2170 South Parker Road, Suite
300, Denver, CO 80231-5711. Telephone: (303)
755-6304 or (800) 755-2676. Fax: (303) 750-
3462. Web site: www.aorn.org.  ■



the first reliable puncture skin test reagent for
diagnosing latex allergy. The test is currently
awaiting FDA approval.

After considerable study and investigation,
Johns Hopkins Hospital decided to eliminate
latex gloves last year, Hamilton told the subcom-
mittee. The transition has been accomplished
with minimal increased cost.

The Washington, DC-based American Nurses
Association (ANA) also advocates OSHA’s
action. Testifying before the subcommittee on
behalf of the ANA and a coalition of HCW labor
unions, Susan Q. Wilburn, RN, MPH, senior
occupational health and safety specialist, said
latex allergy is increasing among HCWs.

ANA research shows that up to 200,000 regis-
tered nurses are allergic to latex.

“Chronic exposure to latex in an allergic worker
can lead to permanent pulmonary and cardiac dis-
eases and premature death,” Wilburn said.

Congress takes no action

Since the hearing, Congress has taken no fur-
ther action to delay release of the bulletin, which
recently was sent to OSHA field offices and com-
pliance officers.

The congressional panel’s main concern in call-
ing a hearing was whether the OSHA document
was helpful or confusing. More importantly,
Congress is worried that informal rulemaking is
occurring, says Gary Visscher, general labor
counsel for the workforce committee.

“The concern was whether OSHA has
reviewed all the evidence, as they would have to
in the regulatory process. There is no assurance of
that in an informal process,” he says.

[Editor’s note: The technical information bulletin is
available on the OSHA Web site at http://www.osha.gov.
Most of the Congressional hearing testimony is available
on the Web at http://www.house.gov/eeo/hearings/106th
/oi/latex32599/wl32599.htm. Wilburn’s testimony is
available at http://www.nursingworld.org/gova/
federal/legis/testimon/1999/ latx0325.htm.]
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AMA offers credentialing
assistance product
Information available on all MDs

The American Medical Association offers a
product that helps day-surgery program

managers and hospitals meet the Joint
Commission on Accreditation of Healthcare
Organizations’ primary source verification
requirements.

The AMA Physician Profile Service offers
information on all MDs and 98% of the DOs 
in the United States, according to an AMA
spokesperson. 

Information includes data on medical school
and year of graduation, historical residency
training, current and historical licenses,
American Board of Medical Specialty certifica-
tion, DEA registration status, and sanctions
taken by state medical boards, osteopathic
boards, Medicare/Medicaid, or other federal
agencies. All information is given to the AMA by
the primary source such as the medical school or 
the DEA.

The cost for each record is $16 for standard
orders that are processed within four to six weeks
and $25 for express orders processed in three to
five days following receipt. There are three pay-
ment options:

• Provide credit card information with every
order. Credit card orders can be handled by 
fax. The fax number for standard orders is 
(312) 464-5801 and for express orders is (312)
464-5900.

• Enclose a check with the order. This option
requires you to use standard mail.

The mailing address is American Medical
Association Profile Service, Department of Data
Services, Attn: Kaveeta Burres, 515 North State
Street, 4th Floor, Chicago, IL 60610.

• Set up an AMA Physician Profile Services
Account and maintain a balance to cover needs.
This is the only option that enables you to use the
Internet ordering service.

The Internet address is www.ama-assn.org.
Click on products and services, then go to creden-
tialing products. You will need your nine-charac-
ter account number and sufficient funds to cover
your order. Standard orders submitted through
the Internet are processed and returned within
three weeks.  ■
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Pearls of wisdom
make life easier
By Stephen W. Earnhart, MS
President and CEO
Earnhart & Associates
Dallas

Over the years we all assemble pearls of infor-
mation that make our load a bit lighter and

can be valuable to share. Some of this information
may be helpful to you so I thought I would pass
it on.

The Internet. No one should doubt the power
of the Internet. It is changing the entire scope of
business around the world and the implications
for health care can be staggering. That doesn’t
mean that we have to wait to see these changes
— many of them we can take advantage of today.
“Instant Messaging” is one of the features that
comes from the Internet.  This program is offered
free from many sites on the Internet — America
Online’s Web site has a version that you can
download and use free — even if you are not a
member of America Online! This program can be
resident on your computer, and after you set up
the parameters, you can communicate instantly
with anyone in the world — live, in real time, at
no cost! (Assuming you have an Internet account
with someone). You type in your message, and
the other person can reply in real time. (Our
entire office communicates with the program,
including our off-site locations.) After a few days,
you’ll wonder how you got by without it. This is
especially helpful if your main OR is in a differ-
ent location than your surgery center. If you have
several locations in a city or state, you can all be
live on-line and keep up to date. It is one of those
little programs that allows you to stay in touch
with your peers across the country or your kids
at home. Try it. 

Templates. Take advantage of computer tem-
plates that you can make in your word processor.
Much of the work we all do in this business is
repetitious. Take advantage of the technology and

take all your most common spreadsheets, com-
munications, and memos and save them on your
computer desktop. Then, when you are ready to
change your budget or send a letter, you can
bring it up and have the “set up”  all ready for
your input.

E-mail. How long has e-mail actually been
around? A few years at the most, I think. Now
how can you conduct business without it? I
receive more than 50 e-mails per day. Think of the
time and money saved by this form of communi-
cation. I am shocked when people tell me that
they are going to “mail” (snail mail) me some-
thing. It takes forever. Even a fax takes too long.
Most of you are aware of the “group” feature
with most e-mail programs. With this, you can
send one e-mail to dozens, or hundreds, or thou-
sands of people at the same time. One little thing
that might save you is to make sure you set your
software to “confirm” before your mail goes out.
Those few seconds have saved me several times
when I have been about to send a message in
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anger. This is particularly a great feature for stay-
ing in touch with contacts you make at confer-
ences or workshops.

Conference calling. I know this is so old, but
have you used it lately? I am finding that more
and more, a good conference call can replace a
meeting. I will do just about anything to get out
of a meeting, especially if I can get the same
results in my office and have all my material
spread out in front of me and have the time to
collect my thoughts before I respond to a ques-
tion. It won’t replace a staff meeting, but it can
sure shorten other meetings.

Pocket organizers. There are dozens of these
electronic date books, address books, and calen-
dars on the market, so many that it is difficult to
determine which is the best. All have limitations,
but they do allow you to share your schedule
(while hiding the private calendar or personal
information) with your peers or staff members.
Their “search” option allows you to quickly locate
a meeting date, attendees, and agenda items with-
out the hassle of looking through all your written
correspondence.  However, one of the best features
is the “to-do” section. This area reminds me of
what I am supposed to do while I am thinking of it
— great for a busy schedule!

Vendor updates. If you cannot order your dis-
posable on-line now, it is time to think about
changing vendors. The ability to have your staff
upload your order to your vendors is so superior
to handwritten or even verbal orders. If you don’t
have this ability now, insist upon it in the future.

Benchmarking industry standards. As
promised, I try to update on benchmarks that we
find across the country. Please, oh please, remem-
ber that these are not absolutes and can vary
greatly — no hate mail please!  Here are a few
that might help you:

• utility costs per square foot +/- $3.00;
• general liability insurance +/- $5.00 per

patient visit;
• postage +/- $1.50 per patient;
• management fees +/- 6% of collections;
• payroll and benefits +/- 23%.
If anyone wants to add to this list or give 

their feedback information, please e-mail me at
searnhart@earnhart.com or Instant Message to
“DallasInc.” 

[Editor’s note: Earnhart can be reached at Earnhart
& Associates, 5905 Tree Shadow Place, Suite 1200,
Dallas, TX 75252. E-mail: searnhart@earnhart.com;
Web site: http://www.earnhart.com.]  ■

CE objectives 

After reading this issue, the continuing educa-
tion participant will be able to:

• Identify clinical, managerial, regulatory, or
social issues relating to ambulatory surgery care
and management. (See “Reuse of single-use
items: Common sense or higher risk?” and
“OSHA latex warning raises storm of protest.”)

• Describe how those issues affect nursing ser-
vice delivery or management of a facility. 

• Cite practical solutions to problems or inte-
grate information into their daily practices,
according to advice from nationally recognized
ambulatory surgery experts. (See “Reduce supply
costs with information.”)  ■
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