SECTION 3.  EMISSIONS UNIT SPECIFIC CONDITIONS
A.  EU No. 001 Four ETO Sterilization Chambers and Two Aeration Rooms
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PERMITTEE
	International Sterilization Laboratory, LLC
217 Sampey Road
Groveland, FL 34736
Authorized Representative:
Douglas Parzuchowski, General Manager
	Air Permit No. 0694823-009-AF
Federally Enforceable State Operation Permit
International Sterilization Laboratory, LLC 
Lake County, Florida



PROJECT
This is the final Federally Enforceable State Operation Permit, which authorizes the operation of International Sterilization Laboratory, LLC, which is a commercial sterilization plant (Standard Industrial Classification No. 7389, Business Services, NEC).  This air permit allows the facility to operate under a facility-wide emission limit for volatile organic compounds (VOCs) and hazardous air pollutants (HAPs) emitted from the sterilization process.  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 final permit is organized into the following sections:  Section 1 (General Information); Section 2 (Administrative Requirements); Section 3 (Emissions Unit Specific Conditions); and Section 4 (Appendices).  Because of the technical nature of the project, the permit contains numerous acronyms and abbreviations, which are defined in Appendix A of Section 4 of this permit.
Upon issuance of this final permit, any party to this permitting decision (order) has the right to seek judicial review of it under Section 120.68, F.S., by filing a notice of appeal under Rule 9.110 of the Florida Rules of Appellate Procedure with the clerk of the Department of Environmental Protection in the Office of General Counsel, Mail Station #35, 3900 Commonwealth Boulevard, Tallahassee, Florida, 32399-3000 , and by filing a copy of the notice of appeal accompanied by the applicable filing fees with the appropriate District Court of Appeal.  The notice must be filed within 30 days after this order is filed with the clerk of the Department.
0694823-009-AF Effective Date:  February 16, 2016
Renewal Application Due Date:  December 18, 2020
Expiration Date:  February 16, 2021
Executed in Orlando, Florida
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Environmental Administrator
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CERTIFICATE OF SERVICE
The undersigned duly designated deputy agency clerk hereby certifies that this Federally Enforceable State Operation Permit package was sent by electronic mail, or a link to these documents made available electronically on a publicly accessible server, with received receipt requested before the close of business on the date indicated below to the following persons.
Douglas Parzuchowski, International Sterilization Laboratory, dparzuchowski@isl-fl.com 
Bob Baker, Baker Environmental Engineering, Inc., baker@atlantic.net 
Wanda Parker-Garvin, FDEP Central District, wanda.parker@dep.state.fl.us  
Jeff Rustin, FDEP Central District, jeff.rustin@dep.state.fl.us  

Clerk Stamp
FILING AND ACKNOWLEDGMENT FILED, on this date, pursuant to Section 120.52(7), Florida Statutes, with the designated agency clerk, receipt of which is hereby acknowledged.
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FACILITY DESCRIPTION
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.
The existing facility consists of the following emissions unit (EU).
	EU No.
	Emission Unit Description

	001
	Four ETO Sterilization Chambers and Two Aeration Rooms


APPLICABLE REGULATIONS
A summary of applicable regulations is shown in the following table.  
	Regulation
	EU No(s).

	Federal Rule Citations 

	40 CFR 63, Subpart A, NESHAP General Provisions
	001

	40 CFR 63, Subpart O, Ethylene Oxide Emission Standards for Sterilization Facilities
	001

	State Rule Citations

	Rules 62-4 and 62-210.300, F.A.C., Permits Required
	001

	Rule 62-210.370(3), F.A.C., Emissions Computation and Reporting
	001



FACILITY REGULATORY CLASSIFICATION
· 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).  
· 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.
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SECTION 1.  GENERAL INFORMATION
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1. Permitting Authority:  The permitting authority for this project is the Florida Department of Environmental Protection, Central District Office.  The Central District’s mailing address and phone number is:
Florida Department of Environmental Protection
Central District Office
 3319 Maguire Blvd., Ste. 232
Orlando, FL  32803-3767
Telephone: 407-897-4100
	
All documents related to applications for permits shall be submitted to the above address or electronically to the following address: DEP_CD@dep.state.fl.us.  In each document, clearly identify the Air Permit Project No. 0694823-009-AF.
2. Compliance Authority:  All documents related to compliance activities such as reports, tests, and notifications shall be submitted to the Central District Compliance Assurance Program (Use the above mailing or e-mail address)  In each document, clearly identify the Air Permit No. 0830179-003-AF and specific emission unit. 
3. Appendices:  The following Appendices are attached as a part of this permit:  Appendix A (Citation Formats and Glossary of Common Terms); Appendix B (General Conditions); Appendix C (Common Conditions); and Appendix D (40 CFR 63, Subpart O, Ethylene Oxide Emission Standards for Sterilization Facilities).  
4. Applicable Regulations, Forms and Application Procedures:  Unless otherwise specified in this permit, the construction and operation of the subject emissions units shall be in accordance with the capacities and specifications stated in the application.  The facility is subject to all applicable provisions of: Chapter 403, F.S.; and Chapters 62-4, 62-204, 62-210, 62-212, 62-213, 62-296 and 62-297, F.A.C.  Issuance of this permit does not relieve the permittee from compliance with any applicable federal, state, or local permitting or regulations.
5. New or Additional Conditions:  For good cause shown and after notice and an administrative hearing, if requested, the Department may require the permittee to conform to new or additional conditions.  The Department shall allow the permittee a reasonable time to conform to the new or additional conditions, and on application of the permittee, the Department may grant additional time.  [Rule 62-4.080, F.A.C.]
6. Modifications:  No new emissions unit shall be constructed and no existing emissions unit shall be modified without obtaining an air construction permit from the Department.  Such permit shall be obtained prior to beginning construction or modification.  For the purpose of this paragraph, the replacement of similar equipment, e.g., replacing an old washer or dryer with a new washer or dryer, would not require obtaining prior authorization from the Department as long as the maximum annual processing rate limit for shop towels remains unchanged. [Rules 62-210.300(1) and 62-212.300(1)(a), F.A.C.]
7. Source Obligation:
a. At such time that a particular source or modification becomes a major stationary source or major modification (as these terms were defined at the time the source obtained the enforceable limitation) solely by virtue of a relaxation in any enforceable limitation which was established after August 7, 1980, on the capacity of the source or modification otherwise to emit a pollutant, such as a restriction on hours of operation, then the requirements of subsections 62-212.400(4) through (12), F.A.C., shall apply to the source or modification as though construction had not yet commenced on the source or modification.
b. At such time that a particular source or modification becomes a major stationary source or major modification (as these terms were defined at the time the source obtained the enforceable limitation) solely by exceeding its projected actual emissions, then the requirements of subsections 62-212.400(4) through (12), F.A.C., shall apply to the source or modification as though construction had not yet commenced on the source or modification.
[Rule 62-212.400(12), F.A.C.]
8. Renewal.  Prior to 60 days before the expiration date of this permit, the permittee shall apply for a renewal of the permit.  A renewal application shall be timely and sufficient.   If the application is submitted prior to 60 days before expiration of the permit, it will be considered timely and sufficient.  If the renewal application is submitted at a later date, it will not be considered timely and sufficient unless it is submitted and made complete prior to the expiration of the operation permit. When the application for renewal is timely and sufficient, the existing permit shall remain in effect until the renewal application has been finally acted upon by the Department.  To properly apply for an air operation permit renewal, the applicant shall submit the following:
a. the appropriate permit application form  see current version of Rule 62-210.900, F.A.C. (Forms and Instructions), and/or FDEP Division of Air Resource Management website at: http://www.dep.state.fl.us/air/ );
b. the appropriate operation permit application fee from Rule 62-4.050(4)(a), F.A.C.; 
c. copies of the most recent two months of records/logs specified in specific Condition No. A.5.
[Rule 62-4.090, F.A.C.]
9. Annual Operating Report (AOR):  On or before April 1 of each year, the permittee shall submit a completed DEP Form 62-210.900(5), "Annual Operating Report for Air Pollutant Emitting Facility," (AOR) for the preceding calendar year.  The report must be submitted electronically in accordance with the instructions received with the AOR package sent by the Department.  Resources to help you complete your AOR are available on the electronic AOR (EAOR) website at:  http://www.dep.state.fl.us/air/emission/eaor.  If you have questions or need assistance after reviewing the information posted on the EAOR website, please contact the Department by phone at (850) 717-9000 or email at eaor@dep.state.fl.us.
[Rule 62-210.370(3), F.A.C.] 
FACILITY-WIDE CONDITION

10. Unconfined Emissions of Particulate Matter (PM):  The following reasonable precautions shall be followed:
a. Paving and maintenance of roads, parking areas and yards, where possible;
b. Speed limits on non-paved roadways on-site, to minimize dusting, where possible;
c. Application of water or chemicals to control emissions from such activities as demolition of buildings, construction, and land clearing, where possible;
d. Application of water or other dust suppressants to unpaved roads and yards, where possible; and
e. Landscaping or planting of vegetation, where possible.

[Rule 62-296.320(4)(c), F.A.C.]	

(1) 
(1) 
SECTION 2.  ADMINISTRATIVE REQUIREMENTS

This section of the permit addresses the following emissions unit.

	EU No.
	Emission Unit Description

	001
	Four ETO Sterilization Chambers and Two Aeration Rooms



PERFORMANCE RESTRICTIONS
1. Restricted Operation:  The hours of operation of are not limited (8,760 hours per year).  			  [Rule 62-210.200(PTE), F.A.C.]
2. Permitted Capacity:  The maximum facility-wide ethylene oxide usage rate is 60.0 tons per consecutive twelve month period.
[Rule 62-210.200(PTE), F.A.C.; Construction Permit No. 0694823-005-AC]

EMISSIONS LIMITATIONS AND STANDARDS
3. Emissions Standards:
a. Visible Emissions (VE):  Visible Emissions shall not exceed 20 percent opacity.	
{Permitting Note:  This condition is not federally enforceable, because it was not a condition in an air construction permit and there is no opacity requirement in 40 CFR 63, Subpart O (see Table 1, reference (row) 63.6(h) of 40 CFR 63.360)}.
[Rule 62-296.320(4)(b)1., F.A.C.]
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

	Total HAP
	Less than 25

	Individual HAP (ethylene oxide)
	Less than 10


  	
	[Rules 62-4.070(3) and 62-210.200(247), Potential to Emit, F.A.C.; Construction Permit No. 0694823-005-AC]

4. Ethylene Oxide Emissions: Pursuant to 40 CFR 63.362 and Table 1 of 40 CFR 63.362, each owner or operator of a sterilization source using 1 ton or more of ethylene oxide per any consecutive 12-month period shall reduce ethylene oxide emissions to the atmosphere by at least 99 percent from each sterilization chamber vent.  Pursuant to 40 CFR 63.362(d), each owner or operator of a sterilization source using 10 tons or more of ethylene oxide per any consecutive 12-month period shall reduce ethylene oxide emissions to the atmosphere from each aeration room vent to a maximum concentration of 1 ppmv or at least 99 percent, whichever is less stringent, from each aeration room vent. 

{Permitting Note:  This condition applies, because the facility has used 31 to 49 tons of ethylene oxide per consecutive 12-month period during the last 5 years, according to Attachment F, Emissions Summary, Table 0 (Summary of Emissions) of Application No. 0694823-009-AF.}

[40 CFR 63.362(c) and Rule 62-204.800(11)(b)9., F.A.C.; Construction Permit 0694823-005-AC]
	
RECORDKEEPING REQUIREMENTS
5. Monthly Log:  In order to demonstrate compliance with Specific Condition No. A.2., A.3.b., and A.4., the permittee shall maintain a log at the facility for a period of at least 5 years from the date the data is recorded.  The log shall be made available to the Department upon request. The log shall contain the following:

a. Facility Name, Facility ID No. (i.e., 0694823);

b. [bookmark: _GoBack]Month and year of record; 

c. Most recent monthly facility total of Ethylene Oxide usage;
{Permitting Note: This value is not required to meet the recordkeeping requirements of 40 CFR 63, Subpart O, but it is needed to demonstrate compliance with Condition A.2. of this permit.}

d. Most recent monthly facility total of VOC emissions;

e. Most recent monthly facility total of total HAP emissions and individual HAP emissions;

f. Most recent monthly amount of natural gas combusted by the boilers (MMSCF);			 {Permitting Note: This value is used to calculate emissions for the AOR report.}
	
g. Most recent consecutive 12-month facility total of Ethylene Oxide usage;
{Permitting Note: This value is not required to meet the recordkeeping  requirements of 40 CFR 63, Subpart O, but it is needed to demonstrate compliance with Condition A.2. of this permit.}

h. Most recent consecutive 12-month facility total of VOC emissions;

i. Most recent consecutive 12-month total of total HAP emissions and individual HAP emissions;

j. Most recent consecutive 12-month amount of natural gas combusted by the boilers (MMSCF);
{Permitting Note: This value is used to calculate emissions for the AOR report.}

Monthly logs shall be completed by the end of the following month.  Note the following:

A consecutive 12-month total is equal to the total for the month in question plus the totals for the eleven months previous to the month in question.  A consecutive 12-month total treats each month of the year as the end of a 12-month period.  A 12-month total is not a year-to-date total.  Facilities that have not been operating for 12 months should retain 12-month totals using whatever number of months of data is available until such a time as a consecutive 12-month total can be maintained each month. 
[Rule 62-4.070(3), F.A.C.]

6. Operation and Maintenance (O & M) Plan for Ethylene Oxide Control:  For air pollution control devices and collection systems, the permittee shall follow the O & M Plan that was submitted as Attachment D of Application No. 0694823-009-AF.   To meet the monitoring requirement of 40 CFR 63.364(b)(2), measure and record once per week the level of the scrubber liquor in the recirculation tank.  The level range is marked inside the reaction tank approximately 12.5 inch to 16.5 inch below the top of the tank flange.  Monitoring is required during a week only if the scrubber unit has been operated.					      [Rule 62-4.070(3), F.A.C., 40 CFR 63.364(b)(2), Rule 62-204.800(11)(b)9., F.A.C. and Construction Permit No. 0694823-005-AC]
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