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“Glutaraldehyde does not meet the. criteria for
classification as a mutagen . . . [or] . . . carcinogen . . . A
number of studies have no evidence of teratogenicity.”*
Studies conducted to date have shown glutaralde-
hyde not to be a suspected carcinogen. Although
glutaraldehyde is frequently confused with
formaldehyde, its chemical and toxicological prop-
erties are significantly different. OSHA, the
International Agency for Research on Cancer
(IARC), and the National Toxicology Program
(NTP) do not list glutaraldehyde as a carcinogen.

In addition, studies conducted to date have
shown glutaraldehvyde #or to cause birth defects.™
However, as a normal precaution, pregnant women
working around glutaraldehyde or other chemicals
should inform their obstetricians.

Praminent Endoscape GCompanies
flhfwlmm'ml Glularaldehyde:

For over 30 years, prominent endoscope
companies such as Olympus, Karl Storz, Stryker
Endoscopy, CIRCON ACMI, Pentax and Fujinon
have recommended alkaline glutaraldehyde
solutions as safe to use with their delicate
endoscopic instrumentation.

Third party studies confirm this recommenda-
tion. “In particular, they (glutaraldehyde solutions)
are preferred for the disinfection of gastrointestinal

\endoscopes.” !
F

blutar |I(Phyﬂf* ;éu,‘;q'«];mf
degulations Far Non-Hazardous Waste

In compliance with U.S. EPA regulations,

clutaraldehyde may be disposed down the drain as an
rdinary domestic waste.”" Further, by the time
¢ drain-disposed solutions reach the wastewater
eatment system, they are diluted to well below
) ppm glutaraldehyde. At this low concentration,
araldehyde will not have detrimental effects on
nctioning wastewater treatment systems.
- The fact is, sewage microorganisms readily
degrade glutaraldehyde, initially to glutaric
, a naturally occurring compound, and then
imately to carbon dioxide and water.

e FBA Now |

B et Bt
tqulates lrll!lﬂl'_ﬂlﬂﬂl\fﬂi* s Llaims
The FDA now regulates the efficacy claims of
igh level disinfectants/sterilants. All manufactur-
of high level disinfectants/sterilants used with
dical devices are currently required to submit

r 510(k) clearance with the FDA.
“Chemical germicides should be registered

- with the | 1, S< Environmenral RigrersionAsgney

~and c.iéércd for xﬁéiketing by the U.S. Food and

Drug Administration.”” The FDA 510(k) clear-
ance process assures that similar glutaraldehyde
products will have comparable high level disinfec-
tion claims.

Glularaldehyde

18 A Long-Running Success Story

Today, glutaraldehyde continues to pass one
of the most important safety tests health care
workers rely upon — the test of time.

HﬁW To Gel More Information

If you would like to learn more about

glutaraldchyde, ask vyour Johnson & Johnson

Medical, Inc. Account Manager about our educa-
vonal programs, including 7#%e Use of Glutaraldehyde
in the Health Care Environment, a videotape that
allows for 2 contact hours, and Just The Facts, a
publication that discusses important issues
about high level disinfection and sterilization. If
you would like fechnical assistance, please call
1-800-423-5850.

+Rigid endoscopes are considered to be a critical device and should be sterilized versus high
level disinfected before each use, if feasible. When sterilization is not feasible, high level disin-

tac‘ﬂon is acceptable. This is consistent with the Center for Disease Control guidelines for decon-

tamination and cl g laparoscopes, endoscopes and respiratory therapy equipment in their
Department of Health ‘and Human Sﬂmces “Guidelines for Prevention and Control of Nosocomal
Infection,” and the “APIC Guideline for Selection and Use of Disinfectants.”

4 Provided the glutaraldehyde solution passes test strip verification of minimum effective con-
centration (MEC).

+11During the 1970s, the American Conference of Governmental Industrial Hygienists (ACGIH)
adopted a threshold limit valve (TLV) ceiling limit of 0.2 ppm of glutaraldehyde for the atmosphere
in work environments. The ceiling limit may be achieved by “any reasonable combination of engi-
neering controls, work practices and personal protective equipment.” Code of Federal Regulations
29 C.F.R. 1910.1000 CH XVil. Strive to achieve a minimum of 10 air exchanges per hour,

i iWhile surfactant containing glutaraldehyde solutions are NOT generally recommended for
use with rigid endoscopes used in electrosurgical procedures, major scope manufacturers have
found surfactant containing glutaraldehyde solutions to be compatible with their flexible endoscopes.
fitiPlease note that some state and local authorities may have additional restrictions on drain
disposal of specific wastes.
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