STATEMENT OF BASIS

Maxxim Medical

Facility ID No.: 1030197
Pinellas County

Title V Air Operation Permit Renewal

DRAFT Permit Project No.: 1030197-007-AV 

Renewal of the Title V Air Operation Permit No.: 1030197-002-AV

This Title V Air Operation Permit Renewal is issued under the provisions of Chapter 403, Florida Statutes (F.S.), and Florida Administrative Code (F.A.C.) Chapters 62-4, 62-210, and 62-213.  The above named permittee is hereby authorized to operate the facility shown on the application and approved drawing(s), plans, and other documents, attached hereto or on file with the permitting authority, in accordance with the terms and conditions of this permit.

The subject of this permit is for the renewal of the Title V Air Operation Permit No. 1030197-002-AV.

This facility consists of the operation of an ethylene oxide sterilization unit that is used to sterilize custom surgical packs for the health care industry.  The unit is classified as a Title V source, since the unit is subject to 40 CFR 63, Subpart O – Ethylene Oxide Emissions Standards for Sterilization Facilities, which was adopted by reference in Rule 62-204.800(10), F.A.C. and since the unit uses 10 tons or more ethylene oxide in any consecutive 12 month period.  Attachment No. 1 is a diagram which depicts the facility when operating in the Initial Mode of Operation.  Initial performance tests conducted on December 16, 1997, during the Initial Mode of Operation demonstrated the unit was in compliance with 40 CFR 63, Subpart O.  The packs, which are in pallets, are processed as follows:

No. 1 - Loading: Packs on pallets are first loaded into a preconditioning vessel.

No. 2 - Preconditioning: The packs in the preconditioning vessel undergo several nitrogen fill/vacuum purges in a temperature and humidity regulated environment for approximately 7 hours.  Steam to this chamber is supplied by a boiler which is fired only with natural gas at a maximum heat input rate of 2.1 MMBTU/hr. (Stack SB).  The boiler is exempt (insignificant), pursuant to Rule 62-210.300(3)(a), F.A.C.  This vessel exhausts uncontrolled through Stack B.

No. 3 - Transfer Bay No. 1: After preconditioning the packs are automatically transferred via Transfer Bay No. 1 to the sterilization chamber where sterilization is performed.  Transfer Bay No. 1 is also purged with nitrogen and exhausts the nitrogen uncontrolled through Stack G.

No. 4 - Sterilization Chamber: For approximately 8 hours, pressure in the sterilization unit is decreased and ETO (approximately 40% ethylene oxide and 60% nitrogen) is bled into the unit at a maximum rate of 140 lbs. of ETO (mixture)/cycle.  The process utilizes a final ETO evacuation pressure of 57 kPa(Absolute Pressure) and eight purge cycles, each lasting from 7 - 10 minutes.  Sterilization is conducted at approximately 55° C to 60° C.

Initial Mode of Operation - Emissions from the sterilization chamber are controlled by a Damas Tri-Phase Model 1000 scrubber that exhausts through Stack C.

No. 5 - Transfer Bay No. 2 (Chamber Exhaust Vent): After sterilization the packs are moved into Transfer Bay No. 2 and then into the first of three outgassing rooms.

Initial Mode of Operation - Emissions from Transfer Bay No. 2, which are manifolded with the emissions from Aeration Room No. 1, Aeration Room No. 2, and Aeration Room No. 3 are controlled by a Donaldson Company, Inc., Model 1500 ETO-Abator® System (catalytic oxidizer) and exhaust through Stack CO at a design rate of 1,500 SCFM.  The oxidizer, when operating is only fired with natural gas at a maximum heat input rate of 0.4 MMBTU/hr.

No. 6 - Outgassing Room No. 1 (Aeration Room Vent): Extracts residual ETO from the packs (off-gassing) for approximately 8 hours at a sterilization temperature of approximately 60° C.  Emissions from the room are controlled as described in No. 5 above.

No. 7 - Outgassing Room No. 2 (Aeration Room Vent): Extracts residual ETO from the packs (off-gassing) for approximately 8 hours at a sterilization temperature of approximately 60° C.  Emissions from the room are controlled as described in No. 5 above.

No. 8 - Unloading Area: After off-gassing, the packs are held for approximately 1 hour in the Unloading Area and then moved to Outgassing Room No. 3 (Aeration Room No. 3).  The Unloading Area exhausts uncontrolled through Stack D.

No. 9 - Outgassing Room No. 3 (Aeration Room Vent): Extracts residual ETO from the packs (off-gassing) for approximately 2 to 3 days at a temperature of approximately 60 (C.  Emissions from the room are controlled as described in No. 5 above.  After this step, the packs are ready for shipping to the customer.

The Damas scrubber uses a solution of 5% to 8% sulfuric acid to control ETO emissions from the unit's sterilization chamber.  The scrubber has a 1,500 gallon tank containing 750 gallons of scrubbing solution.  A second 1,500 gallon tank is attached to the scrubber.  The purpose of the second tank is to provide an additional reservoir of scrubbing solution.  A pump continuously circulates liquid from the scrubber through a heat exchanger.  Following the heat exchanger, the scrubbing solution is circulated to the Damas scrubber.

CAM does not apply.

This facility consists of regulated emission unit No. 001 – Ethylene Oxide Sterilization Unit.

Also included in this permit miscellaneous insignificant emission units and/or activities shown in Appendix I-1.

Based on the Title V Air Operation Permit Renewal application received May 15, 2003, this facility is not a major source of hazardous air pollutants (HAPs).
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