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Brief Summary/August 2008
New EPA regulations for Hospital Sterilizers
40 CFR Part 63 Subpart WWWWWW

EPA has new requirements to reduce air pollution on hospital sterilizers that use the chemical ethylene oxide (EO).  This chemical poses health risks to anyone who breathes the air that contains it.  The new regulations (found at http://www.epa.gov/ttn/atw/area/fr28de07b.pdf ) require hospitals that use sterilizers with ethylene oxide to do several things to minimize the chemical from getting into the air during its use.
“Hospitals” are defined as those facilities that provide medical care and treatment for patients who are acutely ill or chronically ill on an inpatient basis under supervision of licensed physicians and under 24 hr/day nursing care.  Hospitals include diagnostic and major surgery facilities but exclude doctor’s offices, clinics, or other facilities whose primary purpose is to provide medical services on an outpatient basis. 
This is a short summary of things a hospital must do before December 29, 2008.  For more details and assistance, please talk to your EPA regional office contact.  These web links to government contacts are a good place to start:

· http://www.epa.gov/ttn/atw/area/regional_contacts.pdf 
http://www.smallbiz-enviroweb.org/contacts.aspx 
•
Hospitals must have a management practice to sterilize full loads of items having a common aeration time.  An exception to full loads is allowed under medically necessary circumstances. 

•
Medically necessary refers to circumstances that necessitate sterilizing without a full load to protect human health.  The medically necessary circumstance can be decided by a hospital central services staff, a hospital administrator, or a physician, based on generally accepted medical practices.

•
Hospitals which route the chemical ethylene oxide (EO) to an add-on air pollution control device are in compliance with the rule requirements.
All hospitals must send a notification to EPA with some general information by June 27, 2009: 

•
Name and address of owner or operator of hospital sterilizer

•
Address (physical location) of the hospital facility

•
Confirmation of how the hospital is complying with the regulation.

•
An example of this notification is found here:  http://www.epa.gov/ttn/atw/area/inocs_example.doc 
Required recordkeeping:
•
Hospitals must keep a copy of the notification.
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Hospitals must keep copies of Sterilization Cycle Records for each sterilizer not equipped with an add-on air pollution control device.
•
Hospitals must maintain records in a form available for quick review.

