Risks of Reusing Catheters

180 Medical, Inc. strongly recommends that patients do not attempt to wash and reuse
catheters, but instead use sterile catheters in order to preserve and enhance patient health
and safety. Sterile catheters are Single Use Devices (SUDs). They are not approved by
FDA to be washed and re-used. They were not designed to facilitate cleaning and
sterilization. As a result, SUDs often have unique features such as acute angles, crevices,
and joints and rough, porous or occluded surfaces that make access difficult, create
barriers to cleaning and allow for the collection of blood, tissue and other organic matter.
Household washing and re-using will almost always be incapable of penetrating this
biological tissue residue, leaving potentially pathogenic bacteria, viruses and other
microorganisms on the catheters which may infect or re-infect a patient on reuse.

Indeed, independent laboratories have conducted tests on professionally reprocessed low
or moderate risk SUDs that break sterile or mucosal barriers (such as catheters) that were
on hospital shelves ready to be used. In some instances, over 90% of the products tested
positive for the presence of residual tissue, and more than 60% of the reprocessed
products fell far below sterility standards established by the FDA. This was testing done
on professionally washed and re-cleaned catheters. Can you imagine what a home-
cleaned catheter must contain when it is washed and re-used? Moreover, methods
traditionally used to destroy human and animal pathogens do not appear to destroy
prions, the causative agent for spongiform encephalopathies such as Creutzfeldt-Jakob
(Mad Cow) disease, raising particular concern regarding the reprocessing of devices used
for invasive procedures. Even if sterility can be ensured, organic residue may still remain
on reprocessed devices due to inadequate cleaning. Such sterile pyrogens, blood, tissue
and other organic residue can trigger potentially fatal immune reactions.

Additionally, the reprocessing of devices intended for only one use can diminish the
device’s effectiveness by threatening the functional integrity of the used SUD. A SUD is
designed for optimal single-use performance rather than ease of cleaning, and its
structural integrity may be seriously compromised or destroyed by household rewashing
and attempt at sterilization. For example, reprocessing can decrease rigidity and increase
the incidence of catheter rupture, weaken structural integrity of PVC tubing and increase
the risk of urethral trauma and infection. The diminished efficacy of reprocessed SUDs
represents a significant risk to patient care.
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