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Purpose
To provide guidance to perioperative personnel for sterilizing items to be used in the perioperative setting. The expected outcome is that the patient is free from signs and symptoms of infection.
Policy
It is the policy of [insert name of facility] that:
· Items that enter sterile tissue or the vascular system will be sterile when used.

· Devices labeled as single-use will not be reprocessed.

· Items to be sterilized will be cleaned, decontaminated, inspected, packaged, sterilized, and stored in a controlled environment and in accordance with the device manufacturer’s written instructions for use.

· Sterilized materials will be labeled and stored in a manner to ensure sterility, and each item will be marked with the sterilization date.

Procedure Interventions
The following steps will be followed when sterilizing items for use in the perioperative setting:
Providing a Controlled Environment
Control and monitor room temperature, humidity, and ventilation in accordance with local, state, and federal regulations and American Society of Heating Refrigerating and Air-Conditioning Engineers guidelines.
· Control room temperature, humidity, and ventilation in the decontamination areas to ensure that

· temperature does not exceed 72° F to 78° F (22° C to 26° C),

· total air changes are at least six per hour, and

· airflow is negative pressure.

· Control room temperature, humidity, and ventilation in preparation and packaging areas to ensure that

· temperature does not exceed 72° F to 78° F (22° C to 26° C),
· total air changes are at least four per hour, 

· airflow is positive pressure, and

· relative humidity does not exceed 60%. 

· Control room temperature, humidity, and ventilation in sterile storage areas to ensure that

· temperature does not exceed 72° F to 78° F (22° C to 26° C),

· total air changes are at least four per hour, 

· airflow is positive pressure, and

· relative humidity does not exceed 60%. 

Workflow Patterns

Implement and maintain workflow patterns from high contamination areas to clean areas:
1. Decontamination.
2. Preparation and packaging.
3. Sterilization processing.
4. Sterile storage.
5. Clean distribution.
Cleaning and Decontaminating

Use standard precautions and wear personal protective equipment during decontamination activities.

Inspecting Items for Cleanliness and Function
· Use magnification to assist in determining cleanliness.
· Consult the manufacturer for methods to test function.

Packaging

· Follow the manufacturer’s written instructions for package preparation, configuration, and sterilization.

· Monitor that the weight of each instrument set does not to exceed 25 lb.

· Do not place combination paper-plastic peel pouches in a container or wrapped set unless the manufacturer has validated this process.

Storing Sterile Items
· Consider the shelf life of a packaged item as event-related.
· Monitor that sterilized materials are packaged, labeled, and stored in a manner that promotes sterility;

· Identify events that can adversely affect sterility (eg, multiple handling, seal breakage, loss of integrity, moisture penetration);

· Label each sterilized item with the sterilization date before storage; and

· Rotate sterile items according to the first in, first out principle.

· Remove supplies and equipment from external shipping containers and web-edged cardboard boxes before transfer into the sterile storage area.

· Store sterile packages under environmentally controlled conditions.

· Limit access to sterile supply areas to personnel who are educated in handling sterile supplies.

· Keep sterile storage areas, including racks, shelves, bins, and containers, clean and dry.

· Store supplies in a manner that allows adequate air circulation and ease of cleaning in compliance with local fire codes and reduces the risk of contamination.

· Do not store sterile items under sinks or in other locations where they can become wet.

· Store sterile items in closed cabinets or covered carts, and use open shelving only if it is located in a secure, environmentally controlled, clean area.

Transporting Sterile Items
· Transport sterile items in covered or enclosed carts with solid bottom shelves.

· Clean carts and reusable covers after each use.
Documentation
Perioperative personnel will complete documentation to reflect activities related to all methods of sterilization.

· Sterilization records will be maintained according to [facility-specific policy] and in compliance with local, state, and federal regulations.

· Every sterilization cycle and modality will be documented and will include:
· contents of each load;
· load identification;
· exposure parameters;
· the operator’s name or initials; and

· results of physical, chemical, and biological monitors.
Competency

Perioperative personnel sterilizing items for use in the perioperative setting will receive education and complete competency verification activities on the principles and processes pertinent to all methods of sterilization.
Quality

Perioperative personnel sterilizing items for use in the perioperative setting will participate in quality assurance and performance improvement activities related to sterilization.
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