PERMITTEE:
                     
FINAL Permit No.: 1030197-010-AC

Medline Industries, Inc.
Project: Ethylene Oxide Sterilization Unit 

Oldsmar, FL
              Off Gassing Area Expansion

PRIVATE 

PERMITTEE:                                                           
FINAL Permit No:  1030197-010-AC
  

Medline Industries, Inc.
County:  Pinellas
477 Commerce Blvd.
Effective Date:      10/26/2007
Oldsmar, FL  34677
Expiration Date:  12/31/2007


Project:  Ethylene Oxide Sterilization Unit

               Off Gassing Area Expansion

This permit is issued under the provisions of Chapter 403, Florida Statutes, and Florida Administrative Code Chapters 62-204, 62-210, 62-212, 62-213, 62-296, 62-297, and Chapter 62-4.  The above named permittee is hereby authorized to perform the work or operate the facility shown on the application and approved drawing(s), plans and other documents, attached hereto or on file with the Florida Department of Environmental Protection and as specifically described below:

This permit authorizes the expansion of the Outgassing (Aeration) Room No. 3 (OG-3), and the modification of the ethylene oxide sterilization unit operation and emission limitations.  The modifications to the operation and emission limitations consists of the following changes:  The maximum number of sterilization cycles is increased from 3 cycles/day to 4 cycles/day.  The maximum ethylene oxide (ETO) usage limit is increased from 420 pounds/day (140 pounds per cycle x 3 cycles per day) and 77 tons per year, to 560 pounds/day (140 pounds per cycle x 4 cycles per day) and 98.0 tons per any 12 consecutive month period.  Maximum ETO emissions (i.e., after controls (required 99% removal)) is increased from 4.2 pounds/day and 0.77 tons/year, to 5.6 pounds/day and 0.98 tons per any consecutive month period.

Facility Description

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.  Attachment No. 1 is a diagram which depicts the facility when operating in the Initial Mode of Operation.  The packs, which are on 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.  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 6-8 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).  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 2000 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 6-8 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 6-8 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.

Also included in this permit are miscellaneous insignificant emission units and/or activities.

Federal NESHAPS and Title V Applicability:

The unit is classified as a Title V source, since the unit is subject to National Emissions Standards For hazardous Air Pollutants (NESHAP) 40 CFR 63, Subpart O - Ethylene Oxide Emissions Standards for Sterilization Facilities, which was adopted by reference in Rule 62-204.800(11), F.A.C.*; and since the unit uses 10 tons or more of ethylene oxide.  
(* Permitting Note:  See the current facility Title V operation permit for the 40 CFR 60 Subpart 0 requirements, which are included as an appendix to that permit.)

Facility Information Summary:

Location:  401 Commerce Blvd, Oldsmar, Pinellas County

UTM: 17-336.40 E   3103.10 N
 
Latitude:  28(02’41”   Longitude: 82(39’52”
Facility ID No: 1030197


Emission Unit (EU) ID No(s).:  001 - Ethylene Oxide Sterilization Unit

 Note: Please reference Permit No. and Emission Unit (EU) ID No. in  all correspondence, test report submittals, applications, etc.                                                                                    

Permitting History/Affected Permits    

This construction permit replaces Construction Permit 1030197-003-AC.  

(Permitting Note:  This construction permit (010-AC) is being co-processed with Title V Air Operation Permit Revision 1030197-011-AV which incorporates the modifications made in this construction permit into the facility Title V operation permit.)

Attachments to This Permit:

- 
General Conditions (version dated 11/1/05)
-
Attachment No. 1 is a diagram which depicts the facility when operating in the Initial Mode of Operation
SPECIFIC CONDITIONS:

1.  General Conditions - A part of this permit is the attached 15 General Conditions.

[Rule 62-4.160, F.A.C.]

2.  Other Requirements - Issuance of this permit does not relieve the permittee from complying with applicable emission limiting standards or other requirements of Chapters 62-204, 62-210, 62-212, 62-296 and 62-297, or any other requirements under federal, state or local law.  All applicable rules of the Department and design discharge limitations specified in the application must be adhered to.  The permit holder may also need to comply with county, municipal, federal, or other state regulations prior to construction.

[Rule 62-210.300, F.A.C.]

Essential Potential to Emit (PTE) Parameters

(Permitting Note:  The following Specific Condition is a modification from the previous construction permit for this facility, 1030197-003-AC.)
3.  Permitted Capacity.  The permittee shall not:

A. Initiate more than 4 sterilization cycles in any one day.

B.
Exceed a daily maximum ETO usage rate of 560 pounds (140 pounds of ETO (mixture)/cycle; four cycles/day).

C.
Operate the Damas scrubber's liquid outside the levels of 40" (initial charge) and 79"(maximum design) inches deep and no higher than the level (site-specific operating parameter) established during the most recent compliance test.

D. Remove scrubber liquid (or partial transfers) in order to stay below the site-specific operating parameter established during the most recent compliance test.

E. Have a device which reduces the vertical momentum or dispersion of the exhaust gas from Stack C, when operating in the Initial Mode of Operation.

[Rules 62-4.160(2), and 62-210.200 (Definition of Potential to Emit), F.A.C.;  Construction Permit 1030197-003-AC; modified as requested by applicant in construction permit application dated 02/03/07]

4.  Methods of Operation – (i.e., Permitted Fuels).  The oxidizer (catalytic incinerator) shall be only fired with natural gas.   
[Rules 62-4.160, and 62-210.200 (Definition of Potential to Emit), F.A.C.; Construction Permit 1030197-003-AC]

(Permitting Note - The oxidizer's manufacturer specifications state the maximum heat input from natural gas usage is 0.4 MMBTU/hr.  Based on the fuel type used and the design maximum fuel usage rate along with the type of process the oxidizer is controlling, visible emissions from the oxidizer are not expected to be emitted.)

5.  Hours of Operation -  This emission unit is allowed to operate continuously, i.e., 8,760 hours/year.

[Rules 62-4.160(2), and 62-210.200 (Definition of Potential to Emit), F.A.C.]

40 CFR 63 Subpart O Federal NESHAP Requirements
6.  Hazardous Air Pollutants (HAP) Emission Standards: 40 CFR 63 NESHAP Requirements - This emission unit is subject to and shall comply with the applicable requirements of National Emission Standards for Hazardous Air Pollutants (NESHAP) 40 CFR 63 Subpart O – Ethylene Oxide Emission Standards for Sterilization Facilities, as adopted and incorporated by reference in Rule 62-204.800(11)(b), F.A.C., contained in Appendix 40 CFR 60 Subpart O which is attached to and part of Title V operation permit 1030197-011-AV.
[Rule 62-204.800(11)(b), F.A.C.; 40 CFR 63 Subpart O]
Emission Limitations and Standards

7.  Ethylene Oxide (ETO) Control Efficiency - The scrubber and catalytic oxidizer shall each reduce ETO emissions by an efficiency of at least 99%, when operating in the Initial Mode of Operation.  

[Rules 62-4.160(2), and, 62-210.200 (Definition of Potential to Emit), F.A.C.; 40 CFR 63.362(c),& (d); Construction Permit 1030197-003-AC]

(Permitting Note:  The following Specific Condition is a modification from the previous construction permit for this facility, 1030197-003-AC.)
8.  Emission Limit.  The total ETO emissions from this unit shall not exceed the following:

A.
5.6 lbs./day*;

B.
0.98 tons/12 consecutive month period.

   
(* Permitting Note:  This emission rate is based on a daily maximum ETO usage rate of 560 pounds (140 lbs. of ETO (mixture/cycle; four cycles/day) and an annual demonstrated reduction efficiency of at least 99%.)

[Rule 62-210.200 (Definition of Potential to Emit), F.A.C.; as requested by applicant in construction permit application dated 02/03/07]

Test Methods and Procedures

(Permitting Note:  The following Specific Condition is a modification from the previous construction permit for this facility, 1030197-003-AC.)
9.  Test Requirements.  Compliance testing to assure compliance with the requirements of Specific Condition No. 7 in accordance with the methods and procedures of 40 CFR 63, Subpart O shall be conducted in accordance with the current annual testing requirements as follows.
A.
Testing shall be conducted within 60 days of completion and initial operation of the Outgassing Room No. 3 expansion (including the change to 4 cycles/day).  Annual testing shall be conducted during each federal fiscal year (October 1 – September 30).

(See also Specific Condition No. 14 for start of operation notification requirement.)
B.
While operating within 90-100% of the daily maximum permitted ETO usage rate of 560 pounds (140 pounds of ETO (mixture)/sterilization cycle).

C.
When an operating day consists of 4 cycles.

D.
The Damas scrubber's liquid tank level (operating parameter) established during the most recent compliance test shall not be exceeded.  If this established level is exceeded, a new compliance test shall be conducted within 30 calendar days at no less than that higher level in order to establish a new allowable higher tank level, but in no case shall the tank level exceed 79".  Note, for example, if on the 16th operational day the new test demonstrates compliance, the source shall be considered in violation for the 15 previous days it operated above the most 
9. D.  (continued)

recent established tank level.  The test results shall be submitted to the Air Compliance Sections of the Pinellas County Department of Environmental Management (PCDEM) and the Southwest District Office of the Department within 45 days of testing, unless otherwise required to be submitted sooner per 40 CFR 63, Subpart O. Failure to submit the information as listed in I. through L. below, with the test report may invalidate the tests and fail to provide reasonable assurance of compliance.

E.
Initial Mode of Operation - Determine the removal/destruction efficiency of the scrubber and catalytic oxidizer according to Subpart O procedures.  Determine the destruction efficiency of the catalytic oxidizer during CEV and ARV operation according to Subpart O procedures.

F.
Average gas flow rates (ACFM), average gas velocities, pressures, temperatures, and moisture contents will be measured during one of the ETO test runs.

G.
Total ETO use by the sterilizing unit for each test run, which corresponds to a product sterilization cycle, will be computed from the sterilizer volume and the sterilizer pressure before and after the ETO is used by the sterilizer. The actual pounds of ETO used, per cycle, shall be determined by weighing the ETO tank before ETO enters the sterilization unit and after ETO enters the sterilization unit.

H.
A compliance test submitted at a usage rate less than 90% of the maximum permitted rate of 140 lbs. of ETO (mixture)/sterilization cycle, will automatically constitute an amended permitted usage rate at that lesser rate plus 10%.  Once the unit is so limited, operation at higher usage rates (i.e., greater than 110% of the tested rate) is allowed for no more than 15 consecutive days for the purpose of additional compliance testing to regain the authority to operate at the 

permitted rate.  The test results shall be submitted to the Air Compliance Sections of the PCDEM and the Southwest District Office of the Department within 45 days of testing, unless otherwise required to be submitted sooner per 40 CFR 63, Subpart O.  Acceptance of the test by the PCDEM will automatically constitute and amended permit at that higher plus 10%, but in no case shall the usage rate of 140 lbs. of ETO (mixture)/sterilization cycle be exceeded.  
Failure to submit the following with any test reports may invalidate the tests and fail to provide reasonable assurance of compliance:

I.
A copy of the operator's Operation and Maintenance records for the scrubber and catalytic oxidizer for the test day.

J.
The number of sterilization cycles during the day of the test, and the ETO usage rate for each test run as required in G. above.

K.
A statement indicating the scrubber's liquid tank level during each run and the new established liquid tank level (operating parameter).

L.
The information required in F. above.

[Rules 62-297.310(2), 62-297.310(7)(a)4., 62-297.310(8)(b), and 62-4.070(3), F.A.C.; Construction Permit 1030197-003-AC]

10.  Test Report Submittal - Emission compliance test reports shall be submitted to the Air Quality Division of the PCDEM and the Air Compliance Section of the Southwest District Office of the Department within 45 days of testing.   [Rule 62-297.310(8)(b), F.A.C.]

11.  Test Date Notifications - The permittee shall notify the PCDEM at least 15 days prior to the date on which each formal compliance test is to begin of the date, time, and place of each such test, and the test contact person who will be responsible for coordinating and having such test conducted.

[Rule 297.310(7)(a)9., F.A.C.]

Recordkeeping Requirements

12.  Operation Records - Daily records of the following shall be maintained to demonstrate compliance with Specific Condition Nos. 3.A. - 3.C.:
A.  The date, Facility ID, and Emission Unit ID (i.e., 1030197, EU 001);

B.
the number of sterilization cycles conducted during the day;

C.
the ethylene oxide (ETO) usage rate for the day (pounds/day);

D.
the maximum and minimum liquid levels for the Damas scrubber for the day (inches). 

[Rule 62-4.070(3), F.A.C.; Construction Permit 1030197-003-AC]

Reasonable Assurances

13.  Operating Parameters - The facility shall comply with the following:

A.
The vacuum pump for the sterilization unit shall shut down if the pressure in the line goes above 10 psi.

B.
Operational parameters and procedures for the Damas scrubber:
1.  
Daily the liquid level in the scrubber shall be checked and recorded to ensure it is between 40" and 79" deep.
2.  
A liquid sensor in the dike surrounding the scrubber sounds an alarm if more than 1/8 of an inch is present.
3.  An alarm will sound if the re-circulating pump drops below a designated target point.
4.  An alarm will sound if the temperature of the cooled scrubbing solution goes above 90° F.

[Rule 62-4.070(3), F.A.C.; Construction Permit 1030197-003-AC]

Notification Requirements

14.  Start of Operation of Outgassing Room No. 3 Expansion - The permittee shall notify the Air Quality Division of the Pinellas County Department of Environmental Management (PCDEM) of the date of start of operation of the Outgassing Room No. 3 expansion and the change to operation at 4 cycles/day.  This notification shall be submitted in writing within 15 days of this occurrence.  A copy of the notification shall also be sent to the Air Program of the Southwest District Office of the Department.

[Rule 62-4.070(3), F.A.C.]
(Title V Operation Permit Revision Note:  This construction permit does not include a requirement to apply for a Title V operation permit revision since this construction permit is being processed concurrently with Title V Air Operation Permit Revision No. 1030197-011-AV, which incorporates the modifications made in this construction permit into the facility operation permit.)


FLORIDA DEPARTMENT OF


ENVIRONMENTAL PROTECTION


_____________________________      



Mara Grace Nasca


District Air Program Administrator


Southwest District
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