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DEFINITIONS

Manufacturer Guidelines/Instructions for Use: The Manufacturer is the person (includes partnerships,
firms or associations) who sells a medical device under their own name or a trade-mark, design, trade
name or other name and is responsible for designing, manufacturing, assembling, processing, labeling,
packaging, refurbishing, modifying or assigning the Medical Device an Intended Purpose. The
Manufacturer provides written directions of a product that contain the necessary information for the safe
and effective use of the product including the cleaning of the product.

Medical Device: Any instrument, apparatus, appliance, material, or other article, whether used alone or in
combination, intended by the Manufacturer to be used for human beings for the purpose of: diagnosis,
prevention, monitoring, treatment or alleviation of disease; diagnosis, monitoring, treatment or alleviation of
or compensation for, an injury or handicap; investigation, replacement or modification of the anatomy or of
a physiological process; or control of conception.

Reprocessing: The steps performed to prepare used medical equipment/devices for use (e.g. cleaning,
disinfection, sterilizing).

Single Client Use Medical Device: A term given to medical equipment/devices that may be used on a
single client and may be re-used on the same client, but may not be used on other clients.

Single-Use Medical Device: A term given to medical equipment/devices (critical or semi-critical)

designated by the Manufacturer for single-use only. Single-use equipment/devices must not be
reprocessed. Single-use medical equipment/devices are usually labeled by the manufacturer with a symbol 2
or may be labeled as disposable, consumable, not for re-use or do not re-use, discard after single-use, or

do not use twice.

Spaulding Classification System: The classification system that divides medical equipment/devices into
categories based on the risk of infection involved with their use. Three categories of medical
equipment/devices and their associated level of disinfection are recognized:
¢ Non-critical: Equipment/device that touches only intact skin and not mucous membranes, or does not
directly touch the client. Non-critical equipment/devices must be cleaned and low-level disinfected.
¢ Semi-critical: Equipment/device that comes in contact with non-intact skin or mucous membranes,
but does not penetrate them. Semi-critical equipment/devices are cleaned and high-level disinfected.
Sterilization is preferred.
¢ Critical: Equipment/device that enters sterile tissue, including the vascular system. Critical
equipment/devices must be sterilized.
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PURPOSE

To provide direction for the use of critical or semi-critical single-use medical devices within Prairie Mountain
Health (PMH) to prevent the transmission of microorganisms and injury to clients.

Note: This policy applies only to critical and semi-critical medical devices. Non-critical medical devices are
excluded.

RESPONSIBILITIES

Users of a medical device must know if the device is a single-use medical device as outlined within this
policy or if the device can be reused.

Users of a medical device should know the Spaulding Classification assigned to the device (critical, semi-
critical, non-critical).

PROCEDURE

1. A critical or semi-critical medical device shall be treated as a single use medical device in the event that
the manufacturer has identified the device using labels that include, but are not limited to:
e disposable

consumable

not for reuse or do not reuse

discard after single-use

do not use twice and/or has this label:

the labelling of the device is unclear

there are no manufacturer validated written reprocessing instructions for the device

2. Critical or semi-critical single use medical devices should only be used on an individual client for a
single procedure and then must be discarded.

3. Sterile single-use medical devices must be maintained as sterile until point-of-care use.

4. Single-use medical devices should not be used if they are outdated according to the package listed
expiry date.

5. Opened but unused single-use medical devices must be discarded.

6. Single - use medical devices, which are labelled as “limited use” as per the Manufacturer’s guidelines
shall be discussed and addressed for use in consultation with the Medical Device Reprocessing team.

7. Critical or semi-critical single client-use medical devices may be reused on the same client, but should
not be reused on another client. Refer to Manufacturer’s instructions if available for
cleaning/disinfection of these items after each use.

8. Prior to using a critical/semi-critical medical device purchased in a non-sterile state, the medical device
will be inspected and sterilized by MDR following the manufacturer’s instructions i.e. medical implants.
Once sterilized initially by MDR, these devices will be treated as single use medical devices.
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RELATED MATERIAL

PMH331, Spaulding Classification System

PMH338, Single Client Use Semi-Critical Medical Equipment/Device Resource (Acute
and Long Term Care Settings)

PPG-00026, Cleaning and Disinfection of Medical Equipment/Devices

PPG-00672, Classifying Iltems and Identifying and Isolating Single Use ltems
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