
What Is The Compliance Date? 
 

• Existing Sources:  December 29, 2008. 
 

• New Sources:  December 28, 2007 or upon startup if 
startup occurs after December 28, 2007. 

 

How do I know if my sterilization facility is       
existing or new? 
 

• You are an existing source if you began construction 
or reconstruction of the EO sterilization facility before 
November 6, 2006. 

 

• You are a new source if you began construction or 
reconstruction of the EO sterilization facility on or after 
November 6, 2006. 

 

What Are The Permitting Requirements?    

• Hospital EO sterilizer area sources are not required to 
obtain a title V permit provided they are not required to 
obtain a permit for another reason. 

 

What Records Are Required?  
 

Reporting: 
 

• Initial Notification of Compliance Status (INOCS), due 
180 days after your compliance date. 

 

• INOCS informs EPA that the hospital is subject to the 
Standard and indicates where compliance is based on  
following the management practice or on use of an 
add-on APCD that reduces EO emissions to the     
atmosphere. INOCS provides certification of          
compliance with standards. 

 

• Please send INOCS to EPA Headquarters (U.S.    
Environmental Protection Agency, Ariel Rios Building, 
1200 Pennsylvania Avenue, N.W., Washington, DC 
20460), your EPA regional office and to the delegated 
state agency found at the following link: 
http://www.4cleanair.org/contactUsaLevel.asp  

• No ongoing compliance reports are required. 
 

Recordkeeping: 
 

• Records include copies of INOCS and Sterilization 
Cycle Records for each sterilizer not equipped with an 
add-on APCD. 

 

• Records to be maintained in a form suitable  
      and readily available for expeditious review. 
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HOSPITAL STERILIZERS 
(SUBPART WWWWW) 

What Is an Area Source? 
 
• Any source that is not a major source.       

(A major source is a facility that emits, or 
has the potential to emit in the absence of    
controls, at least 10 tons per year (TPY) of             
individual hazardous air pollutants (HAP) or 
25 TPY of combined HAP.) 

 
Who Does This Rule Apply To? 
 

• Hospitals that are area sources of HAP 
emissions and own or operate an ethylene 
oxide (EO) sterilization facility 

 

• “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.   

 
 

 
 

 

 
 
 
 
 
 
 
 
 
 
 
What Am I Required To Do? 
 
• Hospitals must implement 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 EO to an air pollution     

control device (APCD) are in compliance with the 
rule requirements. 

 
What Are The Impacts?  
 

• Approximately 630 hospitals that do not currently 
have add-on APCDs for EO will be expected to 
implement the management practice. 

 
Sterilization Cycle Records Should Include: 

 

• Date and time of each sterilization cycle, 
 

• Whether the cycle was run full or not, 
 

• If not run full, a note from hospital staff that it was 
medically necessary. 

 
 
Initial Notification of Compliance Status 
 

• Name and address of owner or operator. 
 

• Address (physical location) of the hospital    
facility. 

 

• Indicate that you are subject to 40 CFR, part 
63, subpart WWWWW. 

 

• Indicate that you are an existing or new           
sterilization facility, and include the date of       
construction or reconstruction. 

 

• Compliance date. 
 

• Description of the sterilization facility, include 
Number of EO sterilization units, the volume of 
each, number of aeration units, annual amount 
of EO usage, add-on APCD used to control EO 
emissions to the atmosphere for each sterilizer, 
if applicable, and number of sterilization cycles 
per year. 

 

• Certify to one of the following: 
 

◊ Sterilizing full loads of items with common 
aeration time except under medically         
necessary circumstances; or 

 

◊ Operating the sterilization units with an     
add-on APCD required by a State or local 
regulation and that you are operating in     
accord with the State or local regulation 
and following APCD manufacturer          
recommended procedures; or 

 

◊ Operating the sterilization units with an     
add-on APCD (but are not subject to a 
State or local requirement to do so),     
venting EO emissions from each            
sterilization unit to the add-on APCD,     
operating the APCD during all sterilization 
processes, and following APCD           
manufacturer recommended  procedures. 
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