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1. GENERAL PROJECT INFORMATION
Air Pollution Regulations
Projects at stationary sources with the potential to emit air pollution are subject to the applicable environmental laws specified in Section 403 of the Florida Statutes (F.S.).  The statutes authorize the Department of Environmental Protection (Department) to establish regulations regarding air quality as part of the Florida Administrative Code (F.A.C.), which includes the following applicable chapters:  62-4 (Permits); 62-204 (Air Pollution Control – General Provisions); 62-210 (Stationary Sources – General Requirements); 62-212 (Stationary Sources – Preconstruction Review); 62-213 (Operation Permits for Major Sources of Air Pollution); 62-296 (Stationary Sources - Emission Standards); and 62-297 (Stationary Sources – Emissions Monitoring).  Specifically, air construction permits are required pursuant to Chapters 62-4, 62-210 and 62-212, F.A.C.
In addition, the U. S. Environmental Protection Agency (EPA) establishes air quality regulations in Title 40 of the Code of Federal Regulations (CFR).  Part 60 specifies New Source Performance Standards (NSPS) for numerous industrial categories.  Part 61 specifies National Emission Standards for Hazardous Air Pollutants (NESHAP) based on specific pollutants.  Part 63 specifies NESHAP based on the Maximum Achievable Control Technology (MACT) for numerous industrial categories.  The Department adopts these federal regulations in Rule 62-204.800, F.A.C.
Glossary of Common Terms
Because of the technical nature of the project, the permit contains numerous acronyms and abbreviations, which are defined in Appendix A of this permit.
Facility Description and Location
International Sterilization Laboratory is a commercial sterilization plant that uses several steps in the sterilization process including:
1) Preconditioning of items to be sterilized at specific temperatures and humidity levels
2) Sterilizing items on pallets by use of Ethylene Oxide gas
3) Removing items from sterilization chambers
4) Finishing the process by storing items in the aeration rooms at specific temperatures.
This facility is categorized under Standard Industrial Classification No. 7389, Business Services, NEC.   The SIC and NAICS codes were changed from 3821, Lab Apparatus and Furniture, and 334516, Analytical Laboratory Instrument Manufacturing, to 7389, Business Services, NEC, and 541990, All Other Professional, Scientific, and Technical Services, because the facility is considered to be a contract sterilizer.  Contract sterilizers are companies that specialize in offering sterilization to clients.  Contract sterilizers do not, in genral, produce any of the goods being sterilized. 
The facility is located in Lake County at 217 Sampey Road in Groveland, Florida.  The UTM coordinates are Zone 17, 417.95 km East and 3159.57 km North.  This site is in an area that is in attainment for all air pollutants subject to Ambient Air Quality Standards (AAQS).

Facility Regulatory Categories
· The facility is not a major source of hazardous air pollutants (HAPs), based on the current potential to emit calculations.
· The facility is classified as a synthetic non-Title V source for hazardous air pollutants (HAPs), individual HAP (ethylene oxide), and volatile organic compounds (VOC).    Air Construction Permit No. 0694823-005-AC established federally enforceable limitations of less than 25 tons of VOC emissions per consecutive 12 months, less than 25 tons of combined HAP emissions per consecutive 12 months, and less than 10 tons of any HAP emission per consecutive 12 months.  These facility-wide limits allowed the facility status to change from Title V (Permit No. 0694823-006-AV) to synthetic non-Title V (Permit No. 0694823-008-AF).  
· The facility has no units subject to the acid rain provisions of the Clean Air Act (CAA).
· The facility is not a Title V source of air pollution in accordance with Chapter 62-213, F.A.C.
· The facility is not a major stationary source in accordance with Rule 62-212.400, F.A.C., for the Prevention of Significant Deterioration (PSD) of Air Quality.
Project Description
This is a Federally Enforceable State Operation Permit (FESOP) renewal for the facility.  
Processing Schedule
January 7, 2016		Received the application for a FESOP renewal.
January 20, 2016	Requested additional information.
January 25, 2016 		Received additional information; application complete.

2. PSD APPLICABILITY

General PSD Applicability
The project is located in Lake County which is in an area that is currently in attainment with the AAQS.  The proposed project will not increase emissions for any PSD pollutant.  Therefore, the project is not subject to a PSD preconstruction review.
3. DEPARTMENT REVIEW
Brief Discussion of proposed project, equipment, controls etc.
This is a FESOP (Federally Enforceable State Operation Permit) Renewal for the facility. There are four sterilization chambers, two aeration rooms, and two acid scrubbers.  One of the acid scrubbers services the sterilization chambers, and the other acid scrubber services the aeration rooms.   The efficiency of the scrubbers are 99.85 percent and 99.6 percent, respectively.
The incoming items to be sterilized are stacked on pallets and some are wrapped in plastic.  The items are placed into one of the two preconditioning rooms and are kept in these rooms for several hours or several days depending on sterilization requirements.
The items are moved on pallets into one of the four (4) sterilization chambers.  There are two chambers that can sterilize 10 pallets at one time, one chamber that can handle 5 pallets, and one chamber that can only fit one pallet.  After loading the pallets into the chamber, the following events take place in sequential order:
1) A vacuum pump evacuates the air in the chamber;
2) The temperature and humidity levels are adjusted as desired;
3) Ethylene Oxide (EtO) liquid is metered and pumped into the chamber;
4) The chamber is evacuated several times by a series of “pulls” with the chamber’s vacuum pump; and
5) These vacuum “pulls” are then vented to the sterilization chambers’ scrubber (used to reduce the amount of EtO emitted) that contains a mixture of water and sulfuric acid.  Its scrubber efficiency was determined to be 99.85 percent in 2006.
Once the chamber has been evacuated, the chamber door is cracked open for ventilation through an exhaust fan (approximately 20,000 cfm) to the ambient air.
Lastly, the pallets are placed into one of the aeration rooms for continued ventilation of any EtO residue which may take several hours to several days to complete.  The exhaust system vents the room air to a wet acid scrubber with 99.6 percent emission reduction efficiency prior to release into the atmosphere.

Brief Discussion of Emissions 
Based on Table 7 of Application No. 0694823-008-AF (previous application), the potential to emit for the facility based on a usage rate of 60 tons of ethylene oxide annually, scrubbers’ efficiency of 99.0 percent, and the 2 small natural gas boilers (exempt emission units) operating 8,760 hours is the following:
a. VOC: 3.49 tpy
b. Total HAPS: 3.42 tpy
c. Individual/Single HAP (Highest), which is Ethylene Oxide: 3.20 tpy
d. Nitrogen Oxide: 1.25 tpy
e. Carbon Monoxide: 1.05 tpy
f. Particulate Matter: 0. tpy
g. Sulfur Dioxide: 0.05 tpy
State Requirements 
a. Rules 62-4 and 62-210.300, F.A.C.
This project is subject to air permitting.

b. Rule 62-210.370(3), F.A.C.
“Emissions Computation and Reporting”. Annual Operating Report submittal is required by April 1st of the year following each calendar year.

Federal NSPS Provisions
There are no applicable NSPS provisions.  The requirements of 40 CFR 60, Subpart Dc do not apply to the boilers, because each has a maximum heat capacity less than 10 MMBtu/hr. (applicability threshold). 
Federal NESHAP Provisions
[bookmark: _GoBack]The facility is subject to the applicable requirements of 40 CFR 63, Subpart A – General Requirements, and 40 CFR 63, Subpart O – Ethylene Oxide Emissions Standards for Sterilization Facilities.  The requirements of 40 CFR 63, Subpart JJJJJJ does not apply to the boilers because, as a gas-fired boiler defined under 40 CFR Part 63.11237, the boilers are exempt from the regulation.
Other Draft Permit Requirements:  
(These limits were established in Construction Permit No. 0694823-005-AC.)
a. Restricted Operation: The maximum facility-wide ethylene oxide usage rate is 60.0 tons per consecutive twelve month period.
b. VOC/HAP Emissions.  The maximum facility-wide VOC/HAP emissions shall not exceed the following:

	Pollutant
	Emissions 
(tons per any consecutive 12-month period)

	Total VOC
	Less than 25.0

	Combined HAP
	Less than 25.0

	Single HAP (Ethylene Oxide)
	Less than 10.0



4.	PRELIMINARY DETERMINATION
The Department makes a preliminary determination that the proposed project will comply with all applicable state and federal air pollution regulations.  This determination is based on a technical review of the complete application, reasonable assurances provided by the applicant, and the conditions specified in the permit.  No air quality modeling analysis is required because the project does not result in a significant increase in emissions.  Mr. Jeff Rustin, P.E., is the project engineer responsible for reviewing the application and drafting the permit.  Additional details of this analysis may be obtained by contacting the project engineer at the Department’s Central District Office, 3319 Maguire Blvd., Ste. 232, Orlando, FL 32803-3767, phone (407) 897-2930, or by email jeff.rustin@dep.state.fl.us.
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