
STANDARD OPERATING PROCEDURE – 4009

ETHYLENE OXIDE STERILIZATION (EtO)

PURPOSE:  To establish policy, responsibilities, and procedures for safe use and operation of Ethylene Oxide sterilizers.

POLICY:  The use of Ethylene Oxide sterilization will be limited to medical supplies, devices and instruments that are sensitive to heat and/or moisture. 

PROCEDURE:

1.  Facilities operating an EtO sterilizer will comply with the requirements of the Dept of Labor, Occupational Safety and Health Administration (OSHA), 29 CFR Part 1910.1047, Occupational Exposure to Ethylene Oxide Final Standards.  This includes training requirements, personnel monitoring, medical surveillance, and emergency procedures.

2.  It is imperative that each facility, through its safety committee, establish a written emergency action plan in case of an EtO leak or spill.

3.  Only medical devices that are compatible with EtO can be processed and will be limited to items that are sensitive and will be damaged by heat and/or moisture, and could not be sterilized by steam sterilization.  Items must be completely dried prior to sterilizing.

4.  The EtO sterilizer/aerator will be operated and maintained according to the manufacturer’s operational guidelines and recommendations.

5.  EtO sterilizer will be operated only by trained personnel.

6.  All items processed in the EtO sterilizer will require complete aeration.  The 

minimum generic recommendations for product aeration is 12 hours at 130 ( F.

It is recommended that a combination EtO sterilizer with a built in aeration system be used to reduce potential EtO exposure.  

7.  All EtO sterilization will be centralized in the Processing Section of SPD.

8.  SPD will keep a list on file indicating which items will be sterilized using EtO.  This list will be updated annually or more often, as needed and approved by the Chief of Staff.

9.  Education and training on safe use of EtO will be conducted annually.

10.  All EtO sterilization records will be kept for three years.

References:
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CFR Part 1910.1047

Manufacturers recommendations

SPD Advisory Group, Best Practices
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