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Antimicrobial Medical Garb Considered by FDA

BY ELIZABETH MECHCATIE

Senior Writer

GAITHERSBURG, MD. — Clinical data
would be needed to back manufacturers’
claims that medical and surgical gowns,
gloves, and masks containing anti-
microbial agents prevent infections, when
these types of products are reviewed for
approval, according to a federal advisory
panel.

The Food and Drug Administration’s
General Hospital and Personal Use De-
vices Advisory Panel met in May to ad-
dress the scientific and clinical concerns,
related to the safety and performance of
these devices, that would be raised by the
addition of antimicrobial agents. Other
than two surgical gowns that became
available almost 30 years ago, no such

The onus will be
on industry to
provide data for
claims about the
clinical benefits of
personal protective
equipment.
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products have been cleared by the FDA,
but there may be some interest in devel-
oping and marketing these types of prod-
ucts in the United States, according to the
agency.

Devices incorporating antimicrobial
agents that have been cleared by the FDA
include intravascular, urinary, and ven-
tricular catheters, which are associated
with device-related infections, and wound
care products.

The panel agreed that in vitro data
would be adequate to allow a manufac-
turer to claim that personal protective
equipment—surgical and isolation gowns,
examination gloves, surgical gloves and
masks, and N95 respirators—reduces or
prevents contamination. But clinical data
should also be required to justify any claim
that such devices reduce or prevent colo-
nization of bacteria in health care work-
ers or patients, the panel said.

“The onus will be on industry” to pro-
vide data for claims regarding clinical ben-
efits attributed to personal protective
equipment, said Charles Edmiston Jr.,
Ph.D., professor of surgery and hospital
epidemiologist, at the Medical College of
Wisconsin, Milwaukee. For example, he
said, a company could claim that the ad-
dition of antimicrobial agents to a new
surgical gown eliminated contamination
by vancomycin-resistant enterococci, me-
thicillin-resistant Staphylococcus aureus, or
other pathogens from the surface of the
gown, if in vitro data were provided to
support this indication. But the bar would
be raised if, say, a company stated that
adding antimicrobial agents to the gown
would reduce the risks of nosocomial in-
fections within an ICU patient popula-
tion. Clinical data would be needed to val-
idate such a statement, he added.

Panelist Dr. James Gordon, of a practice
in West Bloomfield, Mich., that specializes
in infection care, said that his hospital sys-

tem would probably not use any of these
devices unless they were associated with
improved clinical outcomes.

The panel also agreed that the testing of
such products would have to include both
wet and dry states, which would cover a
situation representing contact in body cav-
ities or with blood and body fluids; and
should include a variety of clinically rele-
vant organisms. Products would also need
to be tested for time periods ranging from
a few minutes, which would represent a

scenario of a health care worker entering
an isolation room, to several hours, which
could represent the amount of time such
a device is used during a surgical procedure.

Safety concerns for such products
could include whether the antimicrobial
substance that was impregnated into a
product leaches off, whether allergic re-
actions occur, and whether masks cause
problems when worn by health care
workers with lung diseases like COPD or
emphysema. The safety of pediatric,

neonatal, and immunocompromised pa-
tients, as well as women of child-bearing
age, would also need to be evaluated, the
panel said.

Another consideration would be
whether inhaling subinhibitory levels of
antibiotics through a mask could pro-
mote resistance, and whether “intimate
contact with the nasopharynges with
these masks could possibly create an en-
vironment where resistant organisms
could develop,” Dr. Edmiston said. [ ]
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® 75% of patients on the 0.25 mg dose responded to therapy*
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MIRAPEX is proven to significantly help relieve RLS symptoms...
with improvements sustained long term’

MIRAPEX is well tolerated and has no predicted P450 interactions

IMPORTANT SAFETY INFORMATION ABOUT MIRAPEX: Patients have reported falling asleep without
perceived warning signs during activities of daily living, including operation of a motor vehicle.
Hallucinations and postural (orthostatic) hypotension may occur. The most commonly reported adverse
events in RLS clinical trials for MIRAPEX vs placebo were nausea (16% vs 5%), headache (16% vs 15%),
fatigue (9% vs 7%), and somnolence (6% vs 3%).

Patients and caregivers should be informed that impulse control disorders/compulsive behaviors may
occur while taking medicines, including pramipexole, to treat Parkinson's disease and RLS.
Please see accompanying Brief Summary of Prescribing Information.

*Results of a 12-week, placebo-controlled, randomized, double-blind, fixed-dose-treatment trial to assess the efficacy and safety
of MIRAPEX vs placebo in the treatment of moderate to severe primary RLS.

Responders defined as patients with symptoms rated as “much improved” or “very much improved,” as measured on the CGI-I.
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