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16

months

is how long some
of the most dangerous
pathogens can survive
on a medical device.*

i



THE CHALLENGE:

FDA and CDC guidance
highlight the importance of
medical device disinfection

“FDA recommends that you
validate your disinfection
processes and instruction. FDA also
recommends that you follow the
recommendations in device-specific
FDA guidance documents or any
relevant FDA-recognized standards.”™

— FDA from

“Reprocessing Medical Devices in Health Care
Settings: Validation Methods and Labeling.

IX. Validation of the Final Microbicidal Process to
Prepare the Device for the Next Patient”

* Reprocessing Medical Devices in Health Care Settings:
Validation Methods and Labeling: Guidance for Industry and
Food and Drug Administration Staff

t https://www.cdc.gov/infectioncontrol/guidelines/disinfection/
healthcare-equipment.html

“Medical equipment surfaces (e.g.,
blood pressure cuffs, stethoscopes,
hemodialysis machines, and X-ray
machines) can become contaminated
with infectious agents and contribute
to the spread of healthcare-
associated infections. For this reason,
noncritical medical equipment
surfaces should be disinfected
with an EPA-registered low- or
intermediate-level disinfectant.”?

— CDC from

“Disinfection of Healthcare Equipment:
Surface Disinfection”




THE CHALLENGE:

Damage to dollars

Cleaning practices and products that are
incompatible with medical materials can
result in enormous hidden costs

“Use Of cleaning agents or cleaning P> Medical device manufacturers create numerous
. . . generations of the same device with varying
pract1ces th(lt are 1ncompat1ble material blends every year. These components/
with the materials used in a medical blends are never shared with the customer.
device’s construction, or that are » Historically, disinfectant manufacturers prioritize

se i i ffi d safety to patients.
otherwise inappropriate for the efficacy and safety to patients

device’s design, can cause the device
to malfunction or to fail prematurely,
possibly affecting patient care.”

— ECRI Institute

Types of Surface Damage Seen in Healthcare
Multiple types of surface damage can result

from the use of cleaners and disinfectants on
healthcare surfaces

Plastic fatigue Discoloration Metal corrosion Residue
cracks, crazing, often can occur when the occurs when acidic and streaky residues
caused by plasticizing protective coating alkaline disinfectants caused by surfactants
ingredients in formula is removed and then damage metal surfaces, and solvents, or salty
(usually solvents) exposed to sunlight even those covered residues caused by
or heat with protective paints dissolved solids are
and coatings unsightly but usually

removable by wiping
with clean damp cloths



33

billion

in annual healthcare cost is in
preventable HAls, of which 20% are
associated with contamination
related to medical devices.*

- Office of Disease Prevention
and Health Promotion

*Office of Disease Prevention and Health Promotion.

National Action Plan to Prevent Health Care-Associated
Infections: Road Map to Elimination. Available

at: www.health.gov/hca/prevent-hai-action-plan.
asp?9a=1149183862.151257667.1479836176. Accessed Dec. 1, 2016.



A medical device 4 o
can consist of up to

different materials and blends



