Clinical Bulletin

EUROPE

A rational approach to the disinfection of the
ultrasound probe body, handle and cable

Critical Summary

e Different ultrasound probe areas present varying
degrees of infection risk.

The microbiological bioburden associated with
each of these areas on the ultrasound probes
may present different levels of risk to patients.

The Spaulding Classification may be applied to
determine decontamination requirements.

s P I‘

Ultrasound probes are reusable medical devices that must undergo reprocessing between patients to minimise infection
transmission risk. A typical ultrasound probe can be divided into different areas such as the cable, handle and head.

This Clinical Bulletin will discuss how best to evaluate the disinfection or sterilisation requirements of these components

based on the Spaulding Classification.

Typical ultrasound probe components

Ultrasound probes generally have three basic components; the head which houses the transducer and transmits the ultrasound
signal, the handle which is the portion the user grasps to position the probe and the cable which connects to the console.

The typical ultrasound probes discussed here include those used in endocavitary procedures such as transvaginal and
transrectal scans, as well as surface probes used in procedures including abdominal or pelvic scans. Transoesophageal
probes have a more complex form factor and will not be discussed here.

Probe head

The probe head is generally in direct contact with the pa-
tient. Endocavitary probe heads are likely to contact mucous
membranes and can also potentially contact sterile tissue or
blood during invasive procedures. Surface probe heads can
potentially contact sterile tissue, blood, broken skin, mucous
membranes or intact skin depending on the procedure.

Probe handle

The handle is directly adjacent to the head and being in such
proximity means it could pose a cross-contamination risk.
While the handle itself is not intended for patient contact,
direct or indirect contact could occur. For instance, the
gloved hands of the ultrasound user could be soiled by any
contamination on the handle as the probe is manipulated
and these could be transferred to the patient.

Cable

The cable does not ordinarily come into contact with the
patient. On occasion it may contact the intact skin of the
patient as the probe is positioned. There may be exceptional
circumstances such as in Accident and Emergency where
the cable could come into contact with sterile tissue if it was
inadvertently draped across an open wound.
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Figure 1. The different ultrasound probe components on (a) surface and
(b) endocavitary ultrasound probes.
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Spaulding Classification

The Spaulding Classification is a risk based framework setting
out the decontamination requirements for medical devices.'

Critical devices are those that contact sterile tissue or blood
and these should generally be cleaned and sterilised.! Where
sterilisation is not possible, high level disinfection (HLD) is
acceptable with the use of a sterile cover for critical ultrasound
probes.?® Across Europe, HLD may also be referred to as
ILD or bactericidal, mycobactericidal, fungicidal and virucidal
disinfection.®®

Semi-critical devices contact intact mucous membranes and

do not ordinarily penetrate sterile tissue. These devices should

minimally receive cleaning and high level disinfection."
Table 1: Summary of the Spaulding Classification

SPAULDING

Non-critical devices only contact intact skin. Surfaces that
are not intended for patient contact in a healthcare setting
can also be considered to be non-critical. These devices or
surfaces should be cleaned and/or low level disinfected."
Low level disinfection is defined as the elimination of most
bacteria, some fungi and some viruses.®

A summary of the Spaulding Classification rationale is
provided below (Table 1).

STERILISATION OR

CONTACTS

CLASSIFICATION

DISINFECTION LEVEL

Critical

Sterile tissue or blood

Sterilisation or high level
disinfection”

Semi-critical ) .
non-intact skin

Mucous membranes or

High level disinfection

Non-critical Intact skin

Low level disinfection

* Critical ultrasound probes can be high level disinfected and used with a sterile sheath if sterilisation is not possible.?

Applying the Spaulding Classification to ultrasound probes

The Spaulding Classification can be applied logically to each
area of the ultrasound probe to determine the decontamination
requirements.

The head of the ultrasound probe should be classed as
critical, semi-critical or non-critical depending on the type of
contact associated with its use. Due to the proximity of the
probe handle to the probe head and patient contact site, it
would be logical to apply the same Spaulding Classification to
the probe handle.?

Under this approach, the ultrasound probe (i.e. head and
handle) should be decontaminated based on the lev-
el of risk associated with the patient contact site. Studies
have demonstrated the importance of appropriate handle
disinfection as this part of the probe can be heavily contami-
nated with >80% handles harbouring residual contamination
where they were not disinfected.”®

Contact us today for your specific needs on point-of-care reprocessing,

understanding when to HLD or for an educational session at your facility.

As the probe cable is not intended for patient contact, it could
be considered to be part of the general clinical environment
alongside the ultrasound console, any work surfaces or other
items close to the patient. If contact with the cable were to
occeur, it would most likely be with intact skin only suggesting
that cleaning or low level disinfection would be an appropriate
level of reprocessing.

When ultrasound probes are used in settings where the
cable could contact sterile tissue, mucous membranes or
broken skin, additional decontamination of the cable may be
warranted. Disinfect the ultrasound cable in accordance with
the ultrasound manufacturer’s instructions. Sterile sheaths
which extend to the probe cable could also be considered in
these settings.
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