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ments. The low number of CFU (3.6) would be con-
sidered consistent with an ultraclean operating room
environment, although laminar airflow was not
employed. Coagulase-negative staphylococci were
the most common isolates and probably are a good
marker for shed bacterial air contamination from the
operating team.
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APHA Challenges Glutaraldehyde Instructions

Gina Pugliese, RN, MS
Martin S. Favero, PhD
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The subject of the recent
changes in the instructions for using
glutaraldehyde formulations for high-
level disinfection recently was dis-
cussed by the Microbial Contamination
Control Committee of the Laboratory
Section of the American Public Health
Association (APHA). This committee
has been active in areas of environ-
mental microbiology, disinfection, and
sterilization for over 30 years and is
composed of individuals from acade-
mia, several federal agencies (includ-
ing CDC, FDA, and EPA), and from
industry.

At the committee meeting held
during the week of May 19, 1996, the
subject of new instructions for using
glutaraldehyde as a high-level disinfec-
tant was discussed. It was noted that,
in 1993, when the EPA and FDA
agreed to give the FDA the jurisdiction
over label claims for chemical steri-
lants and disinfectants used on med-
ical devices, there was a change in the
system for manufacturers making
label claims, including use instruc-
tions. As a result, Cidex (Johnson &
Johnson Medical Inc, Arlington, TX), a

2% glutaraldehyde formulation, the
first such formulation approved by the
FDA under the new system, contained
revised label instructions for high-level
disinfection = that recommended
immersing medical devices for 45 min-
utes at 25°C. This new recommenda-
tion was more stringent than the cur-
rent practice for high-level disinfection
of semicritical devices, such as endo-
scopes, which includes proper clean-
ing to remove residual organic matter,
followed by a 20-minute immersion at
20°C, a practice recommended by a
number of professional associations,
including APIC. Changing current
practice, as recommended by the
majority of professional associations,
to meet the revised requirements of
the new labeling has been the subject
of much recent debate. Most environ-
mental microbiologists and infection
control practitioners are continuing
with current practice, as recommend-
ed in the APIC guidelines authored by
William Rutala, PhD, MPH, citing a
number of scientific studies that sup-
ported the use of a 20-minute contact
time at 20°C, provided there is ade-
quate precleaning of the device.

The consensus of the APHA's
Microbial Contamination Control
Committee was to follow the recom-

Downloaded from https://www.cambridge.org/core. 05 Dec 2025 at 03:54:16, subject to the Cambridge Core terms of use.

mendations in the APIC guidelines.
Some individuals expressed concern
that, because the label instructions are
approved by the FDA, hospitals may
be at risk of being cited or penalized.
In response to these concerns, repre-
sentatives from the FDA and CDC
who attended the meeting pointed out
that the contents of labels, including
use instruction, are matters that are
considered only between the FDA and
the manufacturer and users; that is,
hospitals are not under the purview of
the FDA. The final consensus among
committee members was that hospi-
tals, if they so wished, could follow the
APIC guideline and its cited scientific
rationale for high-level disinfection of
semicritical devices (eg, endoscopes)
with glutaraldehyde and that there was
no justification for penalties by a feder-
al or accreditation agency, such as the
Joint Commission on Accreditation of
Healthcare Organizations.
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