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	Test Due Date:          
12/16/2000

	EMISSION UNIT DESCRIPTION :  EtO Sterilizer:  Sterilization Chamber controlled by a Tri-Phase Model 1000 Damas Scrubber, Transfer Bay 2 and Aeration Room 1, 2, & 3 are controlled by a Donaldson Model 1500 ETO-Abator (catalytic oxidizer)
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	A. General Review:

	1.
	Permit File Review
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	  Comments:  
	
	
	
	

	2.
	Introduction and Entry
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	  Comments:  
	
	
	
	

	3.
	Is the Responsible Official/Authorized Representative still: Tony Valentyn?
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	  Comments:  

The Responsible Official/Authorized Representative’s e-mail is:  

	4.
	Is the facility contact still: Tony Valentyn?
	 FORMCHECKBOX 

	Yes
	 FORMCHECKBOX 

	No

	
	  Comments:  

The facility contact’s e-mail is:  


	IN
	MNC
	SNC
	B. Specific Conditions: 
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	Inspection note:  The current permit became effective on  11/26/2008.  The permit is a renewal with the only change is that the RO changes from Tron Armstrong of Medline Industries to Tony Valentyn of BeamOne LLC
This permit or a copy thereof shall be kept at the work site of the permitted activity.

[APPENDIX TV-6, TITLE V CONDITION 12(12)]

Comments: The facility will be applying for an air-construction to expand its present operation.  The facility plans to install batch ethylene oxide sterilizers.  
2.  General Pollutant Emission Limiting Standards:  Objectionable Odor Prohibited - No person shall cause, suffer, allow, or permit the discharge of air pollutants which cause or contribute to an objectionable odor. Objectionable odor is defined as any odor present in the outdoor atmosphere which by itself or in combination with other odors, is or may be harmful or injurious to human health or welfare, which unreasonably interferes with the comfortable use and enjoyment of life or property, or which creates a nuisance.   [Rules 62-210.200 (“Objectionable Odor”) and 62-296.320(2), F.A.C.; Pinellas County Code, Section 58-178]

Comments: No objectionable odors detected during the inspection
3.  General Particulate Emission Limiting Standards:  General Visible Emissions Standard -

Except for emissions units that are subject to a particulate matter or opacity limit set forth or established by rule and reflected by conditions in this permit, no person shall cause, let, permit, suffer or allow to be discharged into the atmosphere the emissions of air pollutants from any activity, the density of which is equal to or greater than that designated as Number 1 on the Ringelmann Chart (20 percent opacity).  EPA Method 9 is the method of compliance pursuant to Chapter 62-297, F.A.C.

[Rules 62-296.320(4)(b)1. & 4., F.A.C.]

Comments: No visible emissions observed during the inspection
4.  Prevention of Accidental Releases (Section 112(r) of CAA).  If required by 40 CFR 68, the permittee shall submit to the implementing agency:

A.
A risk management plan (RMP) when, and if, such requirement becomes applicable; and 

B.
Certification forms and/or RMPs according to the promulgated rule schedule.

 [40 CFR 68]

Comments:  Does not apply to the facility
5.  Insignificant Emissions Units and/or Activities - Appendix I-1, List of Insignificant Emissions Units and/or Activities, is a part of this permit.  [Rules 62-213.440(1), 62-213.430(6) and 62-4.040(1)(b), F.A.C.]

Comments: The facility has not operated under the new owner.  Early this yearMedline Industries operated the sterilizer.  
The Ethylene Oxide sterilizer is the only source of emissions.
6.  General Pollutant Emission Limiting Standards: Volatile Organic Compounds (VOC) Emissions or Organic Solvents (OS) Emissions - The permittee shall allow no person to store, pump, handle, process, load, unload or use in any process or installation, volatile organic compounds (VOC) or organic solvents (OS) without applying known and existing vapor emission control devices or systems deemed necessary and ordered by the Department.  All equipment, pipes, hoses, lids, fittings, etc. shall be operated/ maintained in such a manner as to minimize leaks and fugitive emissions of ethylene oxide.

[Rule 62-296.320(1)(a), F.A.C.]

Comments: No leaks to any of the sterilizer or stack testing equipment.  All pipes/hoses associated with the sterilizer were examined by the inspector.  The inspector examined the catalytic oxidizer and scrubber for any leaks and none were found.  O&M records were reviewed.  Copies of these records are attached to the compliance file.
7.  Emissions of Unconfined Particulate Matter - Pursuant to Rule 62-296.320(4)(c), F.A.C., no person shall cause, let, permit, suffer or allow the emissions of unconfined particulate matter from any activity, including vehicular movement; transportation of materials; construction, alteration, demolition or wrecking; or industrially related activities such as loading, unloading, storing or handling; without taking reasonable precautions to prevent such emissions.  Applicable reasonable precautions to be taken include the following:

a. Paving and maintenance of roads, parking areas and yards.

b. Application of water or chemicals to control emissions from such activities as demolition of buildings, grading roads, construction, and land clearing.

c. Application of asphalt, water, oil, chemicals or other dust suppressants to unpaved roads, yards, open stock piles and similar activities.

d. Removal of particulate matter from roads and other paved areas under the control of the owner or operator of the facility to prevent reentrainment, and from buildings or work areas to prevent particulate from becoming airborne.

e. Landscaping or planting of vegetation.

f. Use of hoods, fans, filters, and similar equipment to contain, capture and/or vent particulate matter.

g. Confining abrasive blasting where possible.
[Rule 62-296.320(4)(c), F.A.C.; Title V permit renewal application received 7/11/08]

Comments: No unconfined particulate matter emissions observed
A.1.  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 1030197-010-AC]     

Comments:  The facility tested the sterilizer with a Damas scrubber liquor level of 76 1/4 ”.  The highest ETO mixture lbs/cycle was 127 lbs.  
A.2.   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 which is also the current 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 Permits 1030197-003-AC and 1030197-010-AC]

Comments:  The control efficiency could not be determined during the audit
A.3.  Methods of Operation – (i.e., Permitted Fuels).  The oxidizer (catalytic incinerator) shall be only fired with natural gas.

[Rule 62-213.410, F.A.C.; Construction Permits 1030197-003-AC and 1030197-010-AC]

Comments: The oxidizer is fired with natural gas.
A.5.  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.

 [Rule 62-4.070(3), F.A.C.; Construction Permit 1030197-010-AC]

Comments:  The facility is aware of this condition.  The facility is not in an operation mode but is testing to assure compliance.
A.6.  Test Requirements.  Compliance testing with product, in accordance with the methods and procedures of 40 CFR 63, Subpart O, shall be conducted on an annual basis as follows:

a.
Annual compliance testing shall be conducted during each federal fiscal year (October 1 – September 30).

b.
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 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.
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.  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 1030197-010-AC]

Comments:  Currently, the facility is testing to determine compliance with these conditions.  It has not operated under new ownership, BeamOne, LLC 

A. The new owner Mr. Valentyn is aware of the annual compliance testing requirements.
B. The highest ETO usage/sterilaztion cycle was 136.4 lbs (97.4 % of 140 lbs) 90-100%
C. Operating cycles/day for 3 runs

D. Damas scrubber liquor level (liquid tank) was 76 ¼ ” during testing

E. Destruction efficiency of the scrubber and catalytic oxidizer(prelim 99.6% sc, 99.8% ab)
F. Average gas flow rates , average gas velocities, pressure, temp and moisture cont have yet to be determined.
G. Total ETO use for each test run corresponds to a product sterilization cycle

H. The highest ETO usage/sterilaztion cycle was 136.4 lbs (97.4 % of 140 lbs) 90-100%

I. O&M records scrubber and cat oxidizer for the test days.

J. 3 sterilization cycles during the day of the test

K. The new established liquor level is 76 ¼ “

A.7.  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.]

Comments:  Mr. Valentyn was made aware of where to send the finalized compliance test report
A.8.  Compliance Test Date Notification - 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.]

Comments: The consultant EnviroMechanics notified Air Quality on 8/16/11.  The Method 18 test was performed starting on 9/14/11.  Therefore, the 15 day requirement was met.
A.9.  Operation Records - Daily records of the following shall be maintained to demonstrate compliance with Specific Condition Nos. A.1.a. - A.1.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); and

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

 [Rule 62-4.070(3), F.A.C.; Construction Permits 1030197-003-AC and 1030197-010-AC]

 (Permitting Note:  See also the Monitoring, Recordkeeping and Reporting Requirements in Appendix 40 CFR 63 Subpart O.)

Comments: Daily records have not been compiled since BeamOne LLC has not begun operation
A.10.  (Not Federally Enforceable) Emission Control Device O&M Plans - The permittee shall comply with the Operation and Maintenance (O&M) Plans for the scrubber and for the catalytic oxidizer submitted as required by Pinellas County Code, Section 58-128.  A copy of all requests to the PCDEM to revise the O&M Plans shall also be submitted to the Air Program of the Southwest District Office of the Department.  [Pinellas County Code, Section 58-128]

Comments: BeamOne, LLC is using the O&M plans submitted on 12/18/97 by Maxxim Medical as required under Pinellas County Code, Section 58-128.  The facility is aware that all requests to Air Quality to revise the O&M plans shall also be submitted to FDEP SW- Air Program.
A.11.  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 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.

 [Construction Permit 1030197-003-AC]

Comments:  Mr. Valentyn is aware of the liquor level requirement between 40” and 79”.  The facility has a liquid sensor in the dike surrounding the scrubber liquor tank and an alarm will sound if more than 1/8” of liquid is present.  The new level will be 76 ¼ “.
A.12. (Not Federally Enforceable) Additional Catalytic Oxidizer Testing Requirements - Compliance tests on the catalytic oxidizer shall be conducted prior to changing the oxidizer’s catalyst or adding make-up catalyst.  Additionally, the tests shall not be conducted within 90 days after the oxidizer’s catalyst is either changed or make-up catalyst is added.  Documentation of compliance (such as the date(s) the catalyst was last changed and/or planned to be changed and make-up catalyst was last added and/or is planned to be added) with this requirement shall be provided with each test report.

[Rule 62-4.070(3), F.A.C.]

Comments:  The facility changed out its catalyst in Nov, 09’
40 CFR 63 Subpart O Federal NESHAP Requirements
A.13.  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 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 the attached Appendix 40 CFR 63 Subpart O, which is a part of this permit.


 See the following attached appendix:

    Appendix 40 CFR 63 Subpart O - Ethylene Oxide Emission Standards for Sterilization     

    Facilities and 40 CFR 63 Subpart A – General Provisions to 40 CFR 63

40 CFR 63 Subpart O Applicable Provision References 

(Entire section applies unless otherwise noted with specific applicable subsection references.)

§ 63.360 
Applicability.


§ 63.360(a) and (g)

§ 63.361

Definitions.
§ 63.362 
Standards.

§ 63.363 
Compliance and performance testing.

§ 63.364 
Monitoring requirements.


§ 63.364(a) through (c)

§ 63.365 
Test methods and procedures.


§ 63.365(a), (b), (d), (e) and (h)
§ 63.366 
Reporting requirements.

§ 63.367 
Recordkeeping requirements.



§ 63.367(a), (b) and (d)
§ 63.368 
Implementation and enforcement.

 (Permitting Note:  The above applicability references are based upon current operations as reflected in the Title V permit renewal application dated 07/10/08.  Any change in operations may change the applicable provisions.)
 [Rule 62-204.800(11)(b), F.A.C.; 40 CFR 63 Subpart O]

Comments:  Air Quality reviewed BeamOne’s responsibilities under Subpart O.  The facility tested on 9/14/11 under § 63.363.   The facility is following the monitoring requirements under § 63.364 record copies are attached to compliance folder.  Specifically records include Sterilizer Daily/Pre Process Check, scrubber weekly preventive maintenance.  The test methods were followed under § 63.365  The reporting requirements are followed under § 63.367
 (Permitting Note:  There are requirements in the conditions of this Title V operation permit that are stricter than the requirements of 40 CFR 63, Subpart O, as shown in Appendix 40 CFR 63 Subpart O.  The 40 CFR 63 Subpart A – General Provisions have been modified for Subpart O.)

Appendix 40 CFR 63 Subpart O and Subpart A

40 CFR 63 Subpart O – Ethylene Oxide Emissions Standards for Sterilization Facilities

40 CFR Part 63, Subpart O—Ethylene Oxide Emissions Standards for Sterilization Facilities

Source:   59 FR 62589, Dec. 6, 1994, unless otherwise noted. 

§ 63.360   Applicability.

(a)
All sterilization sources using 1 ton (see definition) in sterilization or fumigation operations are subject to the emissions standards in §63.362, except as specified in paragraphs (b) through (e) of this section. Owners or operators of sources using 1 ton (see definition) subject to the provisions of this subpart must comply with the requirements of subpart A, of this part according to the applicability of subpart A of this part to such sources in Table 1 of this section.

Table 1 of Section 63.360—General Provisions Applicability to Subpart O

Reference

Applies to sources using 10 tons in subpart Oa
Applies to sources using 1 to 10 tons in subpart Oa
Comment

63.1(a)(1)

Yes

Additional terms defined in §63.361; when overlap between subparts A and O occurs, subpart O takes precedence.

63.1(a)(2)

Yes

63.1(a)(3)

Yes

63.1(a)(4)

Yes

Subpart O clarifies the applicability of each paragraph in subpart A to sources subject to subpart O.

63.1(a)(6)

Yes

63.1(a)(7)

Yes

63.1.1(a)(8)

Yes

63.1(a)(10)

Yes

63.1(a)(11)

Yes

§63.366(a) of subpart O also allows report submissions via fax and on electronic media.

63.1(a)(12)–(14)

Yes

63.1(b)(1)–(2)

Yes

63.1(c)(1)

Yes

Subpart O clarifies the applicability of each paragraph in subpart A to sources subject to subpart O in this table.

63.1(c)(2)

Yes

§63.360(f) exempts area sources subject to this subpart from the obligation to obtain Title V operating permits.

63.1(c)(4)

Yes

63.1(e)

Yes

63.2

Yes

Additional terms defined in §63.361; when overlap between subparts A and O occurs, subpart O takes precedence.

63.3

Yes

Other units used in subpart O are defined in the text of subpart O.

63.4(a)(1)–(3)

Yes

63.4(a)(5)

Yes

63.4(b)

Yes

63.4(c)

Yes

63.5(b)(1)

Yes

No

63.5(b)(4)

Yes

No

63.5(b)(5)

Yes

No

63.5(b)(6)

Yes

No

63.5(d)(3)–(4)

Yes

No

63.5(e)

Yes

No

63.6(a)(1)

Yes

63.6(f)(2)(i)

Yes

63.6(f)(2)(iii)–(iv)

Yes

63.6(f)(3)

Yes

63.6(g)

Yes

63.6(i)(1)–(14)

Yes

63.6(i)(16)

Yes

63.6(j)

Yes

63.7(a)(1)

Yes

63.7(a)(2)

Yes

63.7(a)(3)

Yes

63.7(b)

Yes

63.7(c)

Yes

No

63.7(d)

Yes

No

63.7(e)

Yes

§63.365 also contains test methods specific to sources subject to the emissions standards.

63.7(f)

Yes

63.7(g)(1)

Yes

63.7(g)(3)

Yes

63.7(h)

Yes

63.8(a)(1)

Yes

63.8(a)(2)

Yes

63.8(a)(4)

Yes

63.8(b)(1)

Yes

63.8(b)(2)

Yes

63.8(c)(1)(iii)

Yes

63.8(c)(2)–(3)

Yes

63.8(d)

Yes

No

63.8(e)(1)

Yes

63.8(e)(2)

Yes

63.8(e)(3)

Yes

No

63.8(e)(4)

Yes

63.8(e)(5)(i)

Yes

63.8(f)(1)–(5)

Yes

63.8(g)(1)

Yes

63.8(g)(3)–(5)

Yes

63.9(a)

Yes

63.9(b)(1)–(i)

Yes

63.9(b)(2)–(3)

Yes

§63.366(c)(3) contains additional information to be included in the initial report for existing and new sources.

63.9(c)

Yes

63.9(e)

Yes

63.9(g)(1)

Yes

63.9(h)(1)–(3)

Yes

63.9(h)(6)

Yes

63.9(i)

Yes

63.9(j)

Yes

63.10(a)

Yes

63.10(b)(1)

Yes

63.10(b)(2)(ii)

Yes

63.10(b)(2)(vi)–(xii)

Yes

63.10(b)(2)(xiv)

Yes

63.10(c)(1)

Yes

63.10(c)(5)

Yes

63.10(c)(8)

Yes

63.10(c)(10)–(13)

Yes

63.10(c)(14)

Yes

No

63.10(d)(1)

Yes

63.10(d)(2)

Yes

63.10(d)(4)

Yes

63.10(e)(1)

Yes

63.10(e)(2)(i)

Yes

63.10(e)(3)(i)–(iv)

Yes

63.10(e)(3)(vi)–(viii)

Yes

63.10(f)

Yes

63.11

Yes

63.12–63.15

Yes

aSee definition.

(b)
Sterilization sources using less than 1 ton (see definition) are not subject to the emissions standards in §63.362. The recordkeeping requirements of §63.367(c) apply.

(c)
This subpart does not apply to beehive fumigators.

(d)
This subpart does not apply to research or laboratory facilities as defined in section 112(c)(7) of title III of the Clean Air Act Amendment of 1990.

(e)
This subpart does not apply to ethylene oxide sterilization operations at stationary sources such as hospitals, doctors offices, clinics, or other facilities whose primary purpose is to provide medical services to humans or animals.

(f)
If you are an owner or operator of an area source subject to this subpart, you are exempt from the obligation to obtain a permit under 40 CFR part 70 or 71, provided you are not required to obtain a permit under 40 CFR 70.3(a) or 71.3(a) for a reason other than your status as an area source under this subpart. Notwithstanding the previous sentence, you must continue to comply with the provisions of this subpart applicable to area sources.

(g)
The owner or operator shall comply with the provisions of this subpart as follows:

(1)
All sterilization chamber vents subject to the emissions standards in §63.362 with an initial startup date before December 6, 1998, no later than December 6, 1998.

(2)
All sterilization chamber vents subject to the emissions standards in §63.362 with an initial startup date on or after December 6, 1998, immediately upon initial startup of the source.

(3)
All sterilization chamber vents at sources using less than 1 ton of ethylene oxide that increase their ethylene oxide usage after December 6, 1998 such that the sterilization chamber vent becomes subject to the emissions standards in §63.362(c), immediately upon becoming subject to the emission standards.

(4)
All aeration room vents subject to the emissions standards in §63.362 with an initial startup date before December 6, 2000, no later than December 6, 2000.

(5)
All aeration room vents subject to the emissions standards in §63.362 with an initial startup date on or after December 6, 2000, immediately upon initial startup of the source.

(6)
All aeration room vents at sources using less than 10 tons that increase their ethylene oxide usage after December 6, 2000, such that the aeration room vents become subject to the emissions standards in §63.362, immediately upon becoming subject to the emission standards.

(7)–(10)
[Reserved]

[59 FR 62589, Dec. 6, 1994, as amended at 61 FR 27788, June 3, 1996; 63 FR 66994, Dec. 4, 1998; 64 FR 67793, Dec. 3, 1999; 64 FR 69643, Dec. 14, 1999; 66 FR 55582, Nov. 2, 2001; 70 FR 75345, Dec. 19, 2005]

§ 63.362   Standards.

(a)
Each owner or operator of a source subject to the provisions of this subpart shall comply with these requirements on and after the compliance date specified in §63.360(g). The standards of this section are summarized in Table 1 of this section.

Table 1 of Section 63.362—Standards for Ethylene Oxide Commercial Sterilizers and Fumigators

Existing and new sources

Source type

Sterilization chamber vent

Aeration room vent

Chamber exhaust vent

Source size

<907 kg (<1 ton)

No control required; minimal recordkeeping requirements apply (see §63.367(c)).

  

≥907 kg and <9,070 kg (≥1 ton and < 10 tons)

99% emission reduction (see §63.362(c))

No control

No control.

  

≥9,070kg (≥10 tons)

99% emission reduction (see §63.362(c))

1 ppm maximum outlet concentration or 99% emission reduction (see §63.362(d))

No co
trol.

(b)
Applicability of emission limits. The emission limitations of paragraphs (c), (d), and (e) of this section apply during sterilization operation. The emission limitations do not apply during periods of malfunction.

(c)
Sterilization chamber vent at sources using 1 ton. Each owner or operator of a sterilization source using 1 ton shall reduce ethylene oxide emissions to the atmosphere by at least 99 percent from each sterilization chamber vent.

(d)
Aeration room vent at sources using 10 tons. Each owner or operator of a sterilization source using 10 tons shall reduce ethylene oxide emissions to the atmosphere from each aeration room vent to a maximum concentration of 1 ppmv or by at least 99 percent, whichever is less stringent, from each aeration room vent.

 [59 FR 62589, Dec. 6, 1994, as amended at 66 FR 55583, Nov. 2, 2001]

Comments: § 63.362   Standards.

(c) BeamOne, LLC has a sterilization chamber that uses > 1 ton/yr of ETO  with required>99% efficiency 

and  
(d) >10 tons/yr ETO venting from the aeration room with required >99% efficiency
The results of the Maxxim test which was the last Method 18 performed on September 17, 2011 at the previous facility Medline Industries showed a scrubber efficiency = 99.85% and the catalytic oxidizer (abator) efficiency = 99.43%.
§ 63.363   Compliance and performance provisions.

(a)(1)
The owner or operator of a source subject to emissions standards in §63.362 shall conduct an initial performance test using the procedures listed in §63.7 according to the applicability in Table 1 of §63.360, the procedures listed in this section, and the test methods listed in §63.365.

(2)
The owner or operator of all sources subject to these emissions standards shall complete the performance test within 180 days after the compliance date for the specific source as determined in §63.360(g).

(b)
The procedures in paragraphs (b)(1) through (3) of this section shall be used to determine initial compliance with the emission limits under §63.362(c), the sterilization chamber vent standard and to establish operating limits for the control devices:

(1)
The owner or operator shall determine the efficiency of control devices used to comply with §63.362(c) using the test methods and procedures in §63.365(b).

(2)
For facilities with acid-water scrubbers, the owner or operator shall establish as an operating limit either:

(i)
The maximum ethylene glycol concentration using the procedures described in §63.365(e)(1); or

(ii)
The maximum liquor tank level using the procedures described in §63.365(e)(2).

(3)
For facilities with catalytic oxidizers or thermal oxidizers, the operating limit consists of the recommended minimum oxidation temperature provided by the oxidation unit manufacturer for an operating limit.

(4)
Facilities with catalytic oxidizers shall comply with one of the following work practices:

(i)
Once per year after the initial compliance test, conduct a performance test during routine operations, i.e., with product in the chamber using the procedures described in §63.365(b) or (d) as appropriate. If the percent efficiency is less than 99 percent, restore the catalyst as soon as practicable but no later than 180 days after conducting the performance test; or

(ii)
Once per year after the initial compliance test, analyze ethylene oxide concentration data from §63.364(e) or a continuous emission monitoring system (CEMS) and restore the catalyst as soon as practicable but no later than 180 days after data analysis; or,

(iii)
Every 5 years, beginning 5 years after the initial compliance test (or by December 6, 2002, whichever is later), replace the catalyst bed with new catalyst material.

(c)
The procedures in paragraphs (c)(1) through (3) of this section shall be used to determine initial compliance with the emission limits under §63.362(d), the aeration room vent standard:

(1)
The owner or operator shall comply with either paragraph (b)(2) or (3) of this section.

(2)
Determine the concentration of ethylene oxide emitted from the aeration room into the atmosphere (after any control device used to comply with §63.362(d)) using the methods in §63.365(c)(1); or

(3)
Determine the efficiency of the control device used to comply with §63.362(d) using the test methods and procedures in §63.365(d)(2).

 (e)
For facilities complying with the emissions limits under §63.362 with a control technology other than acid-water scrubbers or catalytic or thermal oxidizers, the owner or operator of the facility shall provide to the Administrator or delegated authority information describing the design and operation of the air pollution control system, including recommendations for the operating parameters to be monitored to demonstrate continuous compliance. Based on this information, the Administrator will determine the operating parameter(s) to be measured during the performance test. During the performance test required in paragraph (a) of this section, using the methods approved in §63.365(g), the owner or operator shall determine the site-specific operating limit(s)for the operating parameters approved by the Administrator.

(f)
A facility must demonstrate continuous compliance with each operating limit and work practice standard required under this section, except during periods of startup, shutdown, and malfunction, according to the methods specified in §63.364.

[66 FR 55583, Nov. 2, 2001]

Comments: 

a) BeamOne LLC performed a Method 18 to determine compliance prior to startup.  The initial performance test meets the requirements of §63.7 and §63.365
b) The Method 18 test was to determine the efficiency of both the Damas Scrubber and Donaldson Catalytic Oxidizer used to comply with §63.362(c) using the test methods and procedures in §63.365(b).  The maximum liquor tank level was determined to be 76 ¼” as described in §63.365(e)(2). 
c) The efficiency of both the Scrubber and Catalytic Oxidizer must be above 99%
d) No condition d
e) The facility only has the scrubber and catalytic oxidizer
f) The facility demonstrates compliance with the operating standard by verifying that the bed/heater outlet temperatures are at 370 deg F and 395 deg F respectively.  The facility operates 3 sterilization cycles/day.  The facility follows work practices by keeping daily O&M records.
The test notification §63.7 (b) was sent to Air Quality at least prior to startup..  Skip (2) as the facility performed the test prior to startup.  The efficiency of control devices was to be determined from the test. (b)(2)(ii) the maximum level for the scrubber liquor is 75”.  Mr. Valentyn is aware of the rule for subsequent tests. 
The facility is planning to install batch sterilizers.  Once installed, the facility will need to perform another Method 18 test to determine compliance.
§ 63.364   Monitoring requirements.

(a)(1)
The owner or operator of a source subject to emissions standards in §63.362 shall comply with the monitoring requirements in §63.8 of subpart A of this part, according to the applicability in Table 1 of §63.360, and in this section.

(2)
Each owner or operator of an ethylene oxide sterilization facility subject to these emissions standards shall monitor the parameters specified in this section. All monitoring equipment shall be installed such that representative measurements of emissions or process parameters from the source are obtained. For monitoring equipment purchased from a vendor, verification of the operational status of the monitoring equipment shall include completion of the manufacturer's written specifications or recommendations for installation, operation, and calibration of the system.

(b)
For sterilization facilities complying with §63.363(b) or (d) through the use of an acid-water scrubber, the owner or operator shall either:

(1)
Sample the scrubber liquor and analyze and record once per week the ethylene glycol concentration of the scrubber liquor using the test methods and procedures in §63.365(e)(1). Monitoring is required during a week only if the scrubber unit has been operated; or

(2)
Measure and record once per week the level of the scrubber liquor in the recirculation tank. The owner or operator shall install, maintain, and use a liquid level indicator to measure the scrubber liquor tank level (i.e., a marker on the tank wall, a dipstick, a magnetic indicator, etc.). Monitoring is required during a week only if the scrubber unit has been operated.

(c)
For sterilization facilities complying with §63.363(b) or (c) through the use of catalytic oxidation or thermal oxidation, the owner or operator shall either comply with §63.364(e) or continuously monitor and record the oxidation temperature at the outlet to the catalyst bed or at the exhaust point from the thermal combustion chamber using the temperature monitor described in paragraph (c)(4) of this section. Monitoring is required only when the oxidation unit is operated. From 15-minute or shorter period temperature values, a data acquisition system for the temperature monitor shall compute and record a daily average oxidation temperature. Strip chart data shall be converted to record a daily average oxidation temperature each day any instantaneous temperature recording falls below the minimum temperature.

 (4)
The owner or operator shall install, calibrate, operate, and maintain a temperature monitor accurate to within ±5.6 °C (±10 °F) to measure the oxidation temperature. The owner or operator shall verify the accuracy of the temperature monitor twice each calendar year with a reference temperature monitor (traceable to National Institute of Standards and Technology (NIST) standards or an independent temperature measurement device dedicated for this purpose). During accuracy checking, the probe of the reference device shall be at the same location as that of the temperature monitor being tested. As an alternative, the accuracy temperature monitor may be verified in a calibrated oven (traceable to NIST standards).

 [59 FR 62589, Dec. 6, 1994, as amended at 66 FR 55584, Nov. 2, 2001]

Comments: 
a)  The facility monitors for leaks, scrubber tank temperature, scrubber tank level and glycol concentration
b) The liquor level was 76 ¼ “ during the test and ph < 1
c) The bed outlet temperature = 370 deg F; Heater outlet temperature  = 396 deg F

Copies of records are attached to the compliance file, ph recording and bed/heater outlet temps.
§ 63.365   Test methods and procedures.

(a)
Performance testing. The owner or operator of a source subject to the emissions standards in §63.362 shall comply with the performance testing requirements in §63.7 of subpart A of this part, according to the applicability in Table 1 of §63.360, and in this section.

(b)
Efficiency at the sterilization chamber vent. The following procedures shall be used to determine the efficiency of all types of control devices used to comply with §63.362(c), sterilization chamber vent standard.

(1)
First evacuation of the sterilization chamber. These procedures shall be performed on an empty sterilization chamber, charged with a typical amount of ethylene oxide, for the duration of the first evacuation under normal operating conditions (i.e., sterilization pressure and temperature).

(i)
The amount of ethylene oxide loaded into the sterilizer (Wc) shall be determined by either:

(A)
Weighing the ethylene oxide gas cylinder(s) used to charge the sterilizer before and after charging. Record these weights to the nearest 45 g (0.1 lb). Multiply the total mass of gas charged by the weight percent ethylene oxide present in the gas.

(B)
Installing calibrated rotameters at the sterilizer inlet and measuring flow rate and duration of sterilizer charge. Use the following equation to convert flow rate to weight of ethylene oxide:
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where:

Wc  =  weight of ethylene oxide charged, g (lb)

Fv  =  volumetric flow rate, liters per minute (L/min) corrected to 20 °C and 101.325 kilopascals (kPa) (scf per minute (scfm) corrected to 68 °F and 1 atmosphere of pressure (atm)); the flow rate must be constant during time (t)

t  =  time, min

%EOV  =  volume fraction ethylene oxide

SV  =  standard volume, 24.05 liters per mole (L/mole)=22.414 L/mole ideal gas law constant corrected to 20 °C and 101.325 kPa (385.32 scf per mole (scf/mole)=359 scf/mole ideal gas law constant corrected to 68 °F and 1 atm).

MW  =  molecular weight of ethylene oxide, 44.05 grams per gram-mole (g/g-mole) (44.05 pounds per pound-mole (lb/lb-mole)), or

(C)
Calculating the mass based on the conditions of the chamber immediately after it has been charged using the following equation:
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where:

P  =  chamber pressure, kPa (psia)

V  =  chamber volume, liters (L) (ft3 )

R  =  gas constant, 8.313 L·kPa/g-mole·(10.73 psia·ft3 /mole°R)

T  =  temperature, K (°R)

Note: If the ethylene oxide concentration is in weight percent, use the following equation to calculate mole fraction:
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where:

WEO  =  weight percent of ethylene oxide

Wx  =  weight percent of compound in the balance of the mixture

MWx  =  molecular weight of compound in the balance gas mixture

(ii)
The residual mass of ethylene oxide in the sterilizer shall be determined by recording the chamber temperature, pressure, and volume after the completion of the first evacuation and using the following equation:
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where:

Wr  =  weight of ethylene oxide remaining in chamber (after the first evacuation), in g (lb)

(iii)
Calculate the total mass of ethylene oxide at the inlet to the control device (Wi) by subtracting the residual mass (Wr) calculated in paragraph (b)(1)(ii) of this section from the charged weight (Wc) calculated in paragraph (b)(1)(i) of this section.

(iv)
The mass of ethylene oxide emitted from the control device outlet (Wo) shall be calculated by continuously monitoring the flow rate and concentration using the following procedure.

(A)
Measure the flow rate through the control device exhaust continuously during the first evacuation using the procedure found in 40 CFR part 60, appendix A, Test Methods 2, 2A, 2C, or 2D, as appropriate. (Method 2D (using orifice plates or Rootstype meters) is recommended for measuring flow rates from sterilizer control devices.) Record the flow rate at 1-minute intervals throughout the test cycle, taking the first reading within 15 seconds after time zero. Time zero is defined as the moment when the pressure in the sterilizer is released. Correct the flow to standard conditions (20 °C and 101.325 kPa (68 °F and 1 atm)) and determine the flow rate for the run as outlined in the test methods listed in paragraph (b) of this section.

(B)
Test Method 18 or 25A, 40 CFR part 60, appendix A (hereafter referred to as Method 18 or 25A, respectively), shall be used to measure the concentration of ethylene oxide.

( 1 )
Prepare a graph of volumetric flow rate versus time corresponding to the period of the run cycle. Integrate the area under the curve to determine the volume.

( 2 )
Calculate the mass of ethylene oxide by using the following equation:
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Where:

Wo  =  Mass of ethylene oxide, g (lb)

C  =  concentration of ethylene oxide in ppmv

V  =  volume of gas exiting the control device corrected to standard conditions, L (ft3 )

1/106  =  correction factor LEO/106 LTOTAL GAS(ft3 EO/106 ft3 TOTAL GAS)

( 3 )
Calculate the efficiency by the equation in paragraph (b)(1)(v) of this section.

(C)
[Reserved]

(v)
Determine control device efficiency (% Eff) using the following equation:
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where:

% Eff  =  percent efficiency

Wi  =  mass flow rate into the control device

Wo  =  mass flow rate out of the control device

(vi)
Repeat the procedures in paragraphs (b)(1) (i) through (v) of this section three times. The arithmetic average percent efficiency of the three runs shall determine the overall efficiency of the control device.

(2)
[Reserved]

 (d)
Efficiency determination at the aeration room vent (not manifolded). The following procedures shall be used to determine the efficiency of a control device used to comply with §63.362(d), the aeration room vent standard.

(1)
Determine the concentration of ethylene oxide at the inlet and outlet of the control device using the procedures in Method 18 or 25A in 40 CFR part 60, appendix A. A test is comprised of three 1-hour runs.

(2)
Determine control device efficiency (% Eff) using the following equation:
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Where:

% Eff  =  percent efficiency

Wi  =  mass flow rate into the control device

WO  =  mass flow rate out of the control device

(3)
Repeat the procedures in paragraphs (d)(1) and (2) of this section three times. The arithmetic average percent efficiency of the three runs shall determine the overall efficiency of the control device.

(e)
Determination of baseline parameters for acid-water scrubbers. The procedures in this paragraph shall be used to determine the monitored parameters established in §63.363(b), (d), or (e) for acid-water scrubbers and to monitor the parameters as established in §63.364(b).

(1)
Ethylene glycol concentration. For determining the ethylene glycol concentration, the facility owner or operator shall establish the maximum ethylene glycol concentration as the ethylene glycol concentration averaged over three test runs; the sampling and analysis procedures in ASTM D 3695–88, Standard Test Method for Volatile Alcohols in Water By Direct Aqueous-Injection Gas Chromatography, (incorporated by reference—see §63.14) shall be used to determine the ethylene glycol concentration.

(2)
Scrubber liquor tank level. For determining the scrubber liquor tank level, the sterilization facility owner or operator shall establish the maximum liquor tank level based on a single measurement of the liquor tank level during one test run.

(h)
An owner or operator of a sterilization facility seeking to demonstrate compliance with the requirements of §63.363 or §63.364, with a monitoring device or procedure other than a gas chromatograph or a flame ionization analyzer, shall provide to the Administrator information describing the operation of the monitoring device or procedure and the parameter(s) that would demonstrate continuous compliance with each operating limit. The Administrator may request further information and will specify appropriate test methods and procedures.

[59 FR 62589, Dec. 6, 1994, as amended at 66 FR 55584, Nov. 2, 2001]

Comments: 

The facility will need to provide assurance that it meets the 99% requirement for the scrubber and abator under Table 1.  The efficiency equation is used in the calculation.  Preliminary calculations from the audited Run #1 of the scrubber and abator suggest the efficiency’s are above 99%.  The scrubber was 99.6% and the abator was 99.8%.
Efficiency of sterilization chamber will need to be determined based on the test results. During the test BeamOne, LLC used 402.3 lbs (131.3, 134.6 and 136.4 lbs) of the ethylene oxide.  3 sterilization cycles only. 
The Donaldson Abator was tested directly using photo ionization detectors and flame ionization detectors from the direct measurement.  
The facility meets the test methods and procedures under § 63.365.
§ 63.366   Reporting requirements.

(a)
The owner or operator of a source subject to the emissions standards in §63.362 shall fulfill all reporting requirements in §§63.10(a), (d), (e), and (f) of subpart A, according to the applicability in Table 1 of §63.360. These reports will be made to the Administrator at the appropriate address identified in §63.13 of subpart A of this part.

(1)
Reports required by subpart A and this section may be sent by U.S. mail, fax, or by another courier.

(i)
Submittals sent by U.S. mail shall be postmarked on or before the specified date.

(ii)
Submittals sent by other methods shall be received by the Administrator on or before the specified date.

(2)
If acceptable to both the Administrator and the owner or operator of a source, reports may be submitted on electronic media.

(3)
Content and submittal dates for deviations and monitoring system performance reports. All deviations and monitoring system performance reports and all summary reports, if required per §63.10(e)(3)(vii) and (viii), shall be delivered or postmarked within 30 days following the end of each calendar half or quarter as appropriate (see §63.10(e)(3)(i) through (iv) for applicability). Written reports of deviations from an operating limit shall include all information required in §63.10(c)(5) through (13), as applicable in Table 1 of §63.360, and information from any calibration tests in which the monitoring equipment is not in compliance with PS 9 or the method used for temperature calibration. The written report shall also include the name, title, and signature of the responsible official who is certifying the accuracy of the report. When no deviations have occurred or monitoring equipment has not been inoperative, repaired, or adjusted, such information shall be stated in the report.

(b)
Construction and reconstruction. The owner or operator of each source using 10 tons shall fulfill all requirements for construction or reconstruction of a source in §63.5 of subpart A of this part, according to the applicability in Table 1 of §63.360, and in this paragraph.

(1)
Applicability. (i) This paragraph and §63.5 of subpart A of this part implement the preconstruction review requirements of section 112(i)(1) for sources subject to these emissions standards. In addition, this paragraph and §63.5 of subpart A of this part include other requirements for constructed and reconstructed sources that are or become subject to these emissions standards.

(ii)
After the effective date, the requirements in this section and in §63.5 of subpart A of this part apply to owners or operators who construct a new source or reconstruct a source subject to these emissions standards after December 6, 1994. New or reconstructed sources subject to these emissions standards with an initial startup date before the effective date are not subject to the preconstruction review requirements specified in paragraphs (b) (2) and (3) of this section and §63.5(d) (3) and (4) and (e) of subpart A of this part.

(2)
After the effective date, whether or not an approved permit program is effective in the State in which a source is (or would be) located, no person may construct a new source or reconstruct a source subject to these emissions standards, or reconstruct a source such that the source becomes a source subject to these emissions standards, without obtaining advance written approval from the Administrator in accordance with the procedures specified in paragraph (b)(3) of this section and §63.5(d) (3) and (4) and (e) of subpart A of this part.

(3)
Application for approval of construction or reconstruction. The provisions of paragraph (b)(3) of this section and §63.5(d) (3) and (4) of subpart A of this part implement section 112(i)(1) of the Act.

(i)
General application requirements. (A) An owner or operator who is subject to the requirements of paragraph (b)(2) of this section shall submit to the Administrator an application for approval of the construction of a new source subject to these emissions standards, the reconstruction of a source subject to these emissions standards, or the reconstruction of a source such that the source becomes a source subject to these emissions standards. The application shall be submitted as soon as practicable before the construction or reconstruction is planned to commence (but not sooner than the effective date) if the construction or reconstruction commences after the effective date. The application shall be submitted as soon as practicable before the initial startup date but no later than 60 days after the effective date if the construction or reconstruction had commenced and the initial startup date had not occurred before the effective date. The application for approval of construction or reconstruction may be used to fulfill the initial notification requirements of paragraph (c)(1)(iii) of this section. The owner or operator may submit the application for approval well in advance of the date construction or reconstruction is planned to commence in order to ensure a timely review by the Administrator and that the planned commencement date will not be delayed.

(B)
A separate application shall be submitted for each construction or reconstruction. Each application for approval of construction or reconstruction shall include at a minimum:

( 1 )
The applicant's name and address.

( 2 )
A notification of intention to construct a new source subject to these emissions standards or make any physical or operational change to a source subject to these emissions standards that may meet or has been determined to meet the criteria for a reconstruction, as defined in §63.2 of subpart A of this part.

( 3 )
The address (i.e., physical location) or proposed address of the source.

( 4 )
An identification of the relevant standard that is the basis of the application.

( 5 )
The expected commencement date of the construction or reconstruction.

( 6 )
The expected completion date of the construction or reconstruction.

( 7 )
The anticipated date of (initial) startup of the source.

( 8 )
The type and quantity of hazardous air pollutants emitted by the source, reported in units and averaging times and in accordance with the test methods specified in the standard, or if actual emissions data are not yet available, an estimate of the type and quantity of hazardous air pollutants expected to be emitted by the source reported in units and averaging times specified. The owner or operator may submit percent reduction information, if the standard is established in terms of percent reduction. However, operating parameters, such as flow rate, shall be included in the submission to the extent that they demonstrate performance and compliance.

( 9 )
Other information as specified in paragraph (b)(3)(ii) of this section and §63.5(d)(3) of subpart A of this part.

(C)
An owner or operator who submits estimates or preliminary information in place of the actual emissions data and analysis required in paragraphs (b)(3)(i)(B)( 8 ) and (ii) of this section shall submit the actual, measured emissions data and other correct information as soon as available but no later than with the notification of compliance status required in paragraph (c)(2) of this section.

(ii)
Application for approval of construction. Each application for approval of construction shall include, in addition to the information required in paragraph (b)(3)(i)(B) of this section, technical information describing the proposed nature, size, design, operating design capacity, and method of operation of the source subject to these emissions standards, including an identification of each point of emission for each hazardous air pollutant that is emitted (or could be emitted) and a description of the planned air pollution control system (equipment or method) for each emission point. The description of the equipment to be used for the control of emissions shall include each control device for each hazardous air pollutant and the estimated control efficiency (percent) for each control device. The description of the method to be used for the control of emissions shall include an estimated control efficiency (percent) for that method. Such technical information shall include calculations of emission estimates in sufficient detail to permit assessment of the validity of the calculations. An owner or operator who submits approximations of control efficiencies under paragraph (b)(3) of this section shall submit the actual control efficiencies as specified in paragraph (b)(3)(i)(C) of this section.

(4)
Approval of construction or reconstruction based on prior State preconstruction review.

(i) The Administrator may approve an application for construction or reconstruction specified in paragraphs (b)(2) and (3) of this section and §63.5(d)(3) and (4) of subpart A of this part if the owner or operator of a new or reconstructed source who is subject to such requirement demonstrates to the Administrator's satisfaction that the following conditions have been (or will be) met:

(A)
The owner or operator of the new or reconstructed source subject to these emissions standards has undergone a preconstruction review and approval process in the State in which the source is (or would be) located before the effective date and has received a federally enforceable construction permit that contains a finding that the source will meet these emissions standards as proposed, if the source is properly built and operated;

(B)
In making its finding, the State has considered factors substantially equivalent to those specified in §63.5(e)(1) of subpart A of this part.

(ii)
The owner or operator shall submit to the Administrator the request for approval of construction or reconstruction no later than the application deadline specified in paragraph (b)(3)(i) of this section. The owner or operator shall include in the request information sufficient for the Administrator's determination. The Administrator will evaluate the owner or operator's request in accordance with the procedures specified in §63.5 of subpart A of this part. The Administrator may request additional relevant information after the submittal of a request for approval of construction or reconstruction.

(c)
Notification requirements. The owner or operator of each source subject to the emissions standards in §63.362 shall fulfill all notification requirements in §63.9 of subpart A of this part, according to the applicability in Table 1 of §63.360, and in this paragraph.

(1)
Initial notifications. (i)(A) If a source that otherwise would be subject to these emissions standards subsequently increases its use of ethylene oxide within any consecutive 12-month period after December 6, 1996, such that the source becomes subject to these emissions standards or other requirements, such source shall be subject to the notification requirements of §63.9 of subpart A of this part.
(B)
Sources subject to these emissions standards may use the application for approval of construction or reconstruction under paragraph (b)(3)(ii) of this section and §63.5(d) (3) of subpart A of this part, respectively, if relevant to fulfill the initial notification requirements.

(ii)
The owner or operator of a new or reconstructed source subject to these emissions standards that has an initial startup date after the effective date and for which an application for approval of construction or reconstruction is required under paragraph (b)(3) of this section and §63.5(d) (3) and (4) of subpart A of this part shall provide the following information in writing to the Administrator:

(A)
A notification of intention to construct a new source subject to these emissions standards, reconstruct a source subject to these emissions standards, or reconstruct a source such that the source becomes a source subject to these emissions standards with the application for approval of construction or reconstruction as specified in paragraph (b)(3)(i)(A) of this section;

(B)
A notification of the date when construction or reconstruction was commenced, submitted simultaneously with the application for approval of construction or reconstruction, if construction or reconstruction was commenced before the effective date of these standards;

(C)
A notification of the date when construction or reconstruction was commenced, delivered or postmarked not later than 30 days after such date, if construction or reconstruction was commenced after the effective date of these standards;

(D)
A notification of the anticipated date of startup of the source, delivered or postmarked not more than 60 days nor less than 30 days before such date; and

(E)
A notification of the actual date of initial startup of the source, delivered or postmarked within 15 calendar days after that date.

(iii)
After the effective date, whether or not an approved permit program is effective in the State in which a source subject to these emissions standards is (or would be) located, an owner or operator who intends to construct a new source subject to these emissions standards or reconstruct a source subject to these emissions standards, or reconstruct a source such that it becomes a source subject to these emissions standards, shall notify the Administrator in writing of the intended construction or reconstruction. The notification shall be submitted as soon as practicable before the construction or reconstruction is planned to commence (but no sooner than the effective date of these standards) if the construction or reconstruction commences after the effective date of the standard. The notification shall be submitted as soon as practicable before the initial startup date but no later than 60 days after the effective date of this standard if the construction or reconstruction had commenced and the initial startup date has not occurred before the standard's effective date. The notification shall include all the information required for an application for approval of construction or reconstruction as specified in paragraph (b)(3) of this section and §63.5(d)(3) and (4) of subpart A of this part. For sources subject to these emissions standards, the application for approval of construction or reconstruction may be used to fulfill the initial notification requirements of §63.9 of subpart A of this part.

(2)
If an owner or operator of a source subject to these emissions standards submits estimates or preliminary information in the application for approval of construction or reconstruction required in paragraph (b)(3)(ii) of this section and §63.5(d)(3) of subpart A of this part, respectively, in place of the actual emissions data or control efficiencies required in paragraphs (b)(3)(i)(B)(8) and (ii) of this section, the owner or operator shall submit the actual emissions data and other correct information as soon as available but no later than with the initial notification of compliance status.

(3)
The owner or operator of any existing sterilization facility subject to this subpart shall also include the amount of ethylene oxide used during the previous consecutive 12-month period in the initial notification report required by §63.9(b)(2) and (3) of subpart A of this part. For new sterilization facilities subject to this subpart, the amount of ethylene oxide used shall be an estimate of expected use during the first consecutive 12-month period of operation.

[59 FR 62589, Dec. 6, 1994, as amended at 66 FR 55585, Nov. 2, 2001]

Comments: 
a)Reporting: The facility is aware of the reporting requirements.  Reporting requirements were reviewed with Mr. Valentyn.  Under (a)(3) the consultant will report a deviation to the direct sampling abator test.  
b) Construction:  The facility will be applying for an air construction permit because it will be installing batch sterilizers.  
c)Notification requirements:  The facility is aware of the notification requirements concerning construction/expansion.  
§ 63.367   Recordkeeping requirements.

(a)
The owner or operator of a source subject to §63.362 shall comply with the recordkeeping requirements in §63.10(b) and (c), according to the applicability in Table 1 of §63.360, and in this section. All records required to be maintained by this subpart or a subpart referenced by this subpart shall be maintained in such a manner that they can be readily accessed and are suitable for inspection. The most recent 2 years of records shall be retained onsite or shall be accessible to an inspector while onsite. The records of the preceding 3 years, where required, may be retained offsite. Records may be maintained in hard copy or computer-readable form including, but not limited to, on paper, microfilm, computer, computer disk, magnetic tape, or microfiche.

(b)
The owners or operators of a source using 1 to 10 tons not subject to §63.362 shall maintain records of ethylene oxide use on a 12-month rolling average basis (until the source changes its operations to become a source subject to §63.362).

 (d)
The owners or operators complying with §63.363(b) (4) shall maintain records of the compliance test, data analysis, and if catalyst is replaced, proof of replacement.

[66 FR 55585, Nov. 2, 2001]

Comments: Air Quality discussed the record keeping requirements with the new owner including the 3 year retention of records available for review.  The records are backed up on computer software and hard copies.
§ 63.368   Implementation and enforcement.

(a)
This subpart can be implemented and enforced by the U.S. EPA, or a delegated authority such as the applicable State, local, or Tribal agency. If the U.S. EPA Administrator has delegated authority to a State, local, or Tribal agency, then that agency, in addition to the U.S. EPA, has the authority to implement and enforce this subpart. Contact the applicable U.S. EPA Regional Office to find out if implementation and enforcement of this subpart is delegated to a State, local, or Tribal agency.

(b)
In delegating implementation and enforcement authority of this subpart to a State, local, or Tribal agency under subpart E of this part, the authorities contained in paragraph (c) of this section are retained by the Administrator of U.S. EPA and cannot be transferred to the State, local, or Tribal agency.

(c)
The authorities that cannot be delegated to State, local, or Tribal agencies are as specified in paragraphs (c)(1) through (4) of this section.

(1)
Approval of alternatives to the requirements in §§63.360 and 63.362.

(2)
Approval of major alternatives to test methods under §63.7(e)(2)(ii) and (f), as defined in §63.90, and as required in this subpart.

(3)
Approval of major alternatives to monitoring under §63.8(f), as defined in §63.90, and as required in this subpart.

(4)
Approval of major alternatives to recordkeeping and reporting under §63.10(f), as defined in §63.90, and as required in this subpart.

[68 FR 37348, June 23, 2003]

Comments:  Implementation and enforcement of Subpart O is enforced by EPA and delegated to Air Quality.  
40 CFR Part 63, Subpart A – General Provisions

§ 63.4   Prohibited activities and circumvention.

(a)
Prohibited activities.

(1)
No owner or operator subject to the provisions of this part must operate any affected source in violation of the requirements of this part. Affected sources subject to and in compliance with either an extension of compliance or an exemption from compliance are not in violation of the requirements of this part. An extension of compliance can be granted by the Administrator under this part; by a State with an approved permit program; or by the President under section 112(i)(4) of the Act.

(2)
No owner or operator subject to the provisions of this part shall fail to keep records, notify, report, or revise reports as required under this part.

 (b)
Circumvention. No owner or operator subject to the provisions of this part shall build, erect, install, or use any article, machine, equipment, or process to conceal an emission that would otherwise constitute noncompliance with a relevant standard. Such concealment includes, but is not limited to—

(1)
The use of diluents to achieve compliance with a relevant standard based on the concentration of a pollutant in the effluent discharged to the atmosphere;

(2)
The use of gaseous diluents to achieve compliance with a relevant standard for visible emissions; and

(c)
Fragmentation. Fragmentation after November 15, 1990 which divides ownership of an operation, within the same facility among various owners where there is no real change in control, will not affect applicability. The owner and operator must not use fragmentation or phasing of reconstruction activities (i.e., intentionally dividing reconstruction into multiple parts for purposes of avoiding new source requirements) to avoid becoming subject to new source requirements.

[59 FR 12430, Mar. 16, 1994, as amended at 67 FR 16598, Apr. 5, 2002]

Comments:  The new owner is aware of the prohibited activities including failure to keep plant records.  The facility is aware that circumvention of the scrubber and cat oxidizer (abator), the equipment associated including the liquor tanks is prohibited.  BeamOne LLC is aware that fragmentation (dividing ownership) is prohibited
§ 63.5   Preconstruction review and notification requirements.

(b)
Requirements for existing, newly constructed, and reconstructed sources.

(1)
A new affected source for which construction commences after proposal of a relevant standard is subject to relevant standards for new affected sources, including compliance dates. An affected source for which reconstruction commences after proposal of a relevant standard is subject to relevant standards for new sources, including compliance dates, irrespective of any change in emissions of hazardous air pollutants from that source.

 (4)
After the effective date of any relevant standard promulgated by the Administrator under this part, an owner or operator who constructs a new affected source that is not major-emitting or reconstructs an affected source that is not major-emitting that is subject to such standard, or reconstructs a source such that the source becomes an affected source subject to the standard, must notify the Administrator of the intended construction or reconstruction. The notification must be submitted in accordance with the procedures in §63.9(b).

 (6)
After the effective date of any relevant standard promulgated by the Administrator under this part, equipment added (or a process change) to an affected source that is within the scope of the definition of affected source under the relevant standard must be considered part of the affected source and subject to all provisions of the relevant standard established for that affected source.

 (d)
Application for approval of construction or reconstruction. The provisions of this paragraph implement section 112(i)(1) of the Act.

 (3)
Application for approval of reconstruction. Each application for approval of reconstruction shall include, in addition to the information required in paragraph (d)(1)(ii) of this section—

(i)
A brief description of the affected source and the components that are to be replaced;

(ii)
A description of present and proposed emission control systems (i.e., equipment or methods). The description of the equipment to be used for the control of emissions shall include each control device for each hazardous air pollutant and the estimated control efficiency (percent) for each control device. The description of the method to be used for the control of emissions shall include an estimated control efficiency (percent) for that method. Such technical information shall include calculations of emission estimates in sufficient detail to permit assessment of the validity of the calculations;

(iii)
An estimate of the fixed capital cost of the replacements and of constructing a comparable entirely new source;

(iv)
The estimated life of the affected source after the replacements; and

(v)
A discussion of any economic or technical limitations the source may have in complying with relevant standards or other requirements after the proposed replacements. The discussion shall be sufficiently detailed to demonstrate to the Administrator's satisfaction that the technical or economic limitations affect the source's ability to comply with the relevant standard and how they do so.

(vi)
If in the application for approval of reconstruction the owner or operator designates the affected source as a reconstructed source and declares that there are no economic or technical limitations to prevent the source from complying with all relevant standards or other requirements, the owner or operator need not submit the information required in paragraphs (d)(3)(iii) through (d)(3)(v) of this section.

(4)
Additional information. The Administrator may request additional relevant information after the submittal of an application for approval of construction or reconstruction.

(e)
Approval of construction or reconstruction.

(1)

(i)
If the Administrator determines that, if properly constructed, or reconstructed, and operated, a new or existing source for which an application under paragraph (d) of this section was submitted will not cause emissions in violation of the relevant standard(s) and any other federally enforceable requirements, the Administrator will approve the construction or reconstruction.

(ii)
In addition, in the case of reconstruction, the Administrator's determination under this paragraph will be based on:

(A)
The fixed capital cost of the replacements in comparison to the fixed capital cost that would be required to construct a comparable entirely new source;

(B)
The estimated life of the source after the replacements compared to the life of a comparable entirely new source;

(C)
The extent to which the components being replaced cause or contribute to the emissions from the source; and

(D)
Any economic or technical limitations on compliance with relevant standards that are inherent in the proposed replacements.

(2)

(i)
The Administrator will notify the owner or operator in writing of approval or intention to deny approval of construction or reconstruction within 60 calendar days after receipt of sufficient information to evaluate an application submitted under paragraph (d) of this section. The 60-day approval or denial period will begin after the owner or operator has been notified in writing that his/her application is complete. The Administrator will notify the owner or operator in writing of the status of his/her application, that is, whether the application contains sufficient information to make a determination, within 30 calendar days after receipt of the original application and within 30 calendar days after receipt of any supplementary information that is submitted.

(ii)
When notifying the owner or operator that his/her application is not complete, the Administrator will specify the information needed to complete the application and provide notice of opportunity for the applicant to present, in writing, within 30 calendar days after he/she is notified of the incomplete application, additional information or arguments to the Administrator to enable further action on the application.

(3)
Before denying any application for approval of construction or reconstruction, the Administrator will notify the applicant of the Administrator's intention to issue the denial together with—

(i)
Notice of the information and findings on which the intended denial is based; and

(ii)
Notice of opportunity for the applicant to present, in writing, within 30 calendar days after he/she is notified of the intended denial, additional information or arguments to the Administrator to enable further action on the application.

(4)
A final determination to deny any application for approval will be in writing and will specify the grounds on which the denial is based. The final determination will be made within 60 calendar days of presentation of additional information or arguments (if the application is complete), or within 60 calendar days after the final date specified for presentation if no presentation is made.

(5)
Neither the submission of an application for approval nor the Administrator's approval of construction or reconstruction shall—

(i)
Relieve an owner or operator of legal responsibility for compliance with any applicable provisions of this part or with any other applicable Federal, State, or local requirement; or

(ii)
Prevent the Administrator from implementing or enforcing this part or taking any other action under the Act.

 [59 FR 12430, Mar. 16, 1994, as amended at 67 FR 16598, Apr. 5, 2002]

Comments:  The new owner is planning to expand the facility by installing batch sterilizers.  BeamOne LLC is aware of the conditions regarding construction/expansion of the facility.  A meeting was held on 9/14/11 to discuss expansion.  Air Quality and FDEP met with Tony Valentyn and Wes Mathis and Robert Baker to discuss the expansion to include the batch sterilizers.
§ 63.6   Compliance with standards and maintenance requirements.

(a)
Applicability.

(1)
The requirements in this section apply to the owner or operator of affected sources for which any relevant standard has been established pursuant to section 112 of the Act and the applicability of such requirements is set out in accordance with §63.1(a)(4) unless—

(i)
The Administrator (or a State with an approved permit program) has granted an extension of compliance consistent with paragraph (i) of this section; or

(ii)
The President has granted an exemption from compliance with any relevant standard in accordance with section 112(i)(4) of the Act.

(f)
Compliance with nonopacity emission standards —

 (2)
Methods for determining compliance.

(i)
The Administrator will determine compliance with nonopacity emission standards in this part based on the results of performance tests conducted according to the procedures in §63.7, unless otherwise specified in an applicable subpart of this part.

(iii)
If an affected source conducts performance testing at startup to obtain an operating permit in the State in which the source is located, the results of such testing may be used to demonstrate compliance with a relevant standard if—

(A)
The performance test was conducted within a reasonable amount of time before an initial performance test is required to be conducted under the relevant standard;

(B)
The performance test was conducted under representative operating conditions for the source;

(C)
The performance test was conducted and the resulting data were reduced using EPA-approved test methods and procedures, as specified in §63.7(e) of this subpart; and

(D)
The performance test was appropriately quality-assured, as specified in §63.7(c).

(iv)
The Administrator will determine compliance with design, equipment, work practice, or operational emission standards in this part by review of records, inspection of the source, and other procedures specified in applicable subparts of this part.

 (3)
Finding of compliance. The Administrator will make a finding concerning an affected source's compliance with a non-opacity emission standard, as specified in paragraphs (f)(1) and (2) of this section, upon obtaining all the compliance information required by the relevant standard (including the written reports of performance test results, monitoring results, and other information, if applicable), and information available to the Administrator pursuant to paragraph (e)(1)(i) of this section.

(g)
Use of an alternative nonopacity emission standard.

(1)
If, in the Administrator's judgment, an owner or operator of an affected source has established that an alternative means of emission limitation will achieve a reduction in emissions of a hazardous air pollutant from an affected source at least equivalent to the reduction in emissions of that pollutant from that source achieved under any design, equipment, work practice, or operational emission standard, or combination thereof, established under this part pursuant to section 112(h) of the Act, the Administrator will publish in the Federal Register a notice permitting the use of the alternative emission standard for purposes of compliance with the promulgated standard. Any Federal Register notice under this paragraph shall be published only after the public is notified and given the opportunity to comment. Such notice will restrict the permission to the stationary source(s) or category(ies) of sources from which the alternative emission standard will achieve equivalent emission reductions. The Administrator will condition permission in such notice on requirements to assure the proper operation and maintenance of equipment and practices required for compliance with the alternative emission standard and other requirements, including appropriate quality assurance and quality control requirements, that are deemed necessary.

(2)
An owner or operator requesting permission under this paragraph shall, unless otherwise specified in an applicable subpart, submit a proposed test plan or the results of testing and monitoring in accordance with §63.7 and §63.8, a description of the procedures followed in testing or monitoring, and a description of pertinent conditions during testing or monitoring. Any testing or monitoring conducted to request permission to use an alternative nonopacity emission standard shall be appropriately quality assured and quality controlled, as specified in §63.7 and §63.8.

(3)
The Administrator may establish general procedures in an applicable subpart that accomplish the requirements of paragraphs (g)(1) and (g)(2) of this section.

(1)
Until an extension of compliance has been granted by the Administrator (or a State with an approved permit program) under this paragraph, the owner or operator of an affected source subject to the requirements of this section shall comply with all applicable requirements of this part.

(2)
Extension of compliance for early reductions and other reductions —

(i)
Early reductions. Pursuant to section 112(i)(5) of the Act, if the owner or operator of an existing source demonstrates that the source has achieved a reduction in emissions of hazardous air pollutants in accordance with the provisions of subpart D of this part, the Administrator (or the State with an approved permit program) will grant the owner or operator an extension of compliance with specific requirements of this part, as specified in subpart D.

(ii)
Other reductions. Pursuant to section 112(i)(6) of the Act, if the owner or operator of an existing source has installed best available control technology (BACT) (as defined in section 169(3) of the Act) or technology required to meet a lowest achievable emission rate (LAER) (as defined in section 171 of the Act) prior to the promulgation of an emission standard in this part applicable to such source and the same pollutant (or stream of pollutants) controlled pursuant to the BACT or LAER installation, the Administrator will grant the owner or operator an extension of compliance with such emission standard that will apply until the date 5 years after the date on which such installation was achieved, as determined by the Administrator.

(3)
Request for extension of compliance. Paragraphs (i)(4) through (i)(7) of this section concern requests for an extension of compliance with a relevant standard under this part (except requests for an extension of compliance under paragraph (i)(2)(i) of this section will be handled through procedures specified in subpart D of this part).

(4)

(i)

(A)
The owner or operator of an existing source who is unable to comply with a relevant standard established under this part pursuant to section 112(d) of the Act may request that the Administrator (or a State, when the State has an approved part 70 permit program and the source is required to obtain a part 70 permit under that program, or a State, when the State has been delegated the authority to implement and enforce the emission standard for that source) grant an extension allowing the source up to 1 additional year to comply with the standard, if such additional period is necessary for the installation of controls. An additional extension of up to 3 years may be added for mining waste operations, if the 1-year extension of compliance is insufficient to dry and cover mining waste in order to reduce emissions of any hazardous air pollutant. The owner or operator of an affected source who has requested an extension of compliance under this paragraph and who is otherwise required to obtain a title V permit shall apply for such permit or apply to have the source's title V permit revised to incorporate the conditions of the extension of compliance. The conditions of an extension of compliance granted under this paragraph will be incorporated into the affected source's title V permit according to the provisions of part 70 or Federal title V regulations in this chapter (42 U.S.C. 7661), whichever are applicable.

(B)
Any request under this paragraph for an extension of compliance with a relevant standard must be submitted in writing to the appropriate authority no later than 120 days prior to the affected source's compliance date (as specified in paragraphs (b) and (c) of this section), except as provided for in paragraph (i)(4)(i)(C) of this section. Nonfrivolous requests submitted under this paragraph will stay the applicability of the rule as to the emission points in question until such time as the request is granted or denied. A denial will be effective as of the date of denial. Emission standards established under this part may specify alternative dates for the submittal of requests for an extension of compliance if alternatives are appropriate for the source categories affected by those standards.

(C)
An owner or operator may submit a compliance extension request after the date specified in paragraph (i)(4)(i)(B) of this section provided the need for the compliance extension arose after that date, and before the otherwise applicable compliance date and the need arose due to circumstances beyond reasonable control of the owner or operator. This request must include, in addition to the information required in paragraph (i)(6)(i) of this section, a statement of the reasons additional time is needed and the date when the owner or operator first learned of the problems. Nonfrivolous requests submitted under this paragraph will stay the applicability of the rule as to the emission points in question until such time as the request is granted or denied. A denial will be effective as of the original compliance date.

(ii)
The owner or operator of an existing source unable to comply with a relevant standard established under this part pursuant to section 112(f) of the Act may request that the Administrator grant an extension allowing the source up to 2 years after the standard's effective date to comply with the standard. The Administrator may grant such an extension if he/she finds that such additional period is necessary for the installation of controls and that steps will be taken during the period of the extension to assure that the health of persons will be protected from imminent endangerment. Any request for an extension of compliance with a relevant standard under this paragraph must be submitted in writing to the Administrator not later than 90 calendar days after the effective date of the relevant standard.

(5)
The owner or operator of an existing source that has installed BACT or technology required to meet LAER [as specified in paragraph (i)(2)(ii) of this section] prior to the promulgation of a relevant emission standard in this part may request that the Administrator grant an extension allowing the source 5 years from the date on which such installation was achieved, as determined by the Administrator, to comply with the standard. Any request for an extension of compliance with a relevant standard under this paragraph shall be submitted in writing to the Administrator not later than 120 days after the promulgation date of the standard. The Administrator may grant such an extension if he or she finds that the installation of BACT or technology to meet LAER controls the same pollutant (or stream of pollutants) that would be controlled at that source by the relevant emission standard.

(6)

(i)
The request for a compliance extension under paragraph (i)(4) of this section shall include the following information:

(A)
A description of the controls to be installed to comply with the standard;

(B)
A compliance schedule, including the date by which each step toward compliance will be reached. At a minimum, the list of dates shall include:

( 1 )
The date by which on-site construction, installation of emission control equipment, or a process change is planned to be initiated; and

( 2 )
The date by which final compliance is to be achieved.

( 3 )
The date by which on-site construction, installation of emission control equipment, or a process change is to be completed; and

( 4 )
The date by which final compliance is to be achieved;

(C)—(D)

(ii)
The request for a compliance extension under paragraph (i)(5) of this section shall include all information needed to demonstrate to the Administrator's satisfaction that the installation of BACT or technology to meet LAER controls the same pollutant (or stream of pollutants) that would be controlled at that source by the relevant emission standard.

(7)
Advice on requesting an extension of compliance may be obtained from the Administrator (or the State with an approved permit program).

(8)
Approval of request for extension of compliance. Paragraphs (i)(9) through (i)(14) of this section concern approval of an extension of compliance requested under paragraphs (i)(4) through (i)(6) of this section.

(9)
Based on the information provided in any request made under paragraphs (i)(4) through (i)(6) of this section, or other information, the Administrator (or the State with an approved permit program) may grant an extension of compliance with an emission standard, as specified in paragraphs (i)(4) and (i)(5) of this section.

(10)
The extension will be in writing and will—

(i)
Identify each affected source covered by the extension;

(ii)
Specify the termination date of the extension;

(iii)
Specify the dates by which steps toward compliance are to be taken, if appropriate;

(iv)
Specify other applicable requirements to which the compliance extension applies (e.g., performance tests); and

(v)

(A)
Under paragraph (i)(4), specify any additional conditions that the Administrator (or the State) deems necessary to assure installation of the necessary controls and protection of the health of persons during the extension period; or

(B)
Under paragraph (i)(5), specify any additional conditions that the Administrator deems necessary to assure the proper operation and maintenance of the installed controls during the extension period.

(11)
The owner or operator of an existing source that has been granted an extension of compliance under paragraph (i)(10) of this section may be required to submit to the Administrator (or the State with an approved permit program) progress reports indicating whether the steps toward compliance outlined in the compliance schedule have been reached. The contents of the progress reports and the dates by which they shall be submitted will be specified in the written extension of compliance granted under paragraph (i)(10) of this section.

(12)

(i)
The Administrator (or the State with an approved permit program) will notify the owner or operator in writing of approval or intention to deny approval of a request for an extension of compliance within 30 calendar days after receipt of sufficient information to evaluate a request submitted under paragraph (i)(4)(i) or (i)(5) of this section. The Administrator (or the State) will notify the owner or operator in writing of the status of his/her application, that is, whether the application contains sufficient information to make a determination, within 30 calendar days after receipt of the original application and within 30 calendar days after receipt of any supplementary information that is submitted. The 30-day approval or denial period will begin after the owner or operator has been notified in writing that his/her application is complete.

(ii)
When notifying the owner or operator that his/her application is not complete, the Administrator will specify the information needed to complete the application and provide notice of opportunity for the applicant to present, in writing, within 30 calendar days after he/she is notified of the incomplete application, additional information or arguments to the Administrator to enable further action on the application.

(iii)
Before denying any request for an extension of compliance, the Administrator (or the State with an approved permit program) will notify the owner or operator in writing of the Administrator's (or the State's) intention to issue the denial, together with—

(A)
Notice of the information and findings on which the intended denial is based; and

(B)
Notice of opportunity for the owner or operator to present in writing, within 15 calendar days after he/she is notified of the intended denial, additional information or arguments to the Administrator (or the State) before further action on the request.

(iv)
The Administrator's final determination to deny any request for an extension will be in writing and will set forth the specific grounds on which the denial is based. The final determination will be made within 30 calendar days after presentation of additional information or argument (if the application is complete), or within 30 calendar days after the final date specified for the presentation if no presentation is made.

(13)

(i)
The Administrator will notify the owner or operator in writing of approval or intention to deny approval of a request for an extension of compliance within 30 calendar days after receipt of sufficient information to evaluate a request submitted under paragraph (i)(4)(ii) of this section. The 30-day approval or denial period will begin after the owner or operator has been notified in writing that his/her application is complete. The Administrator (or the State) will notify the owner or operator in writing of the status of his/her application, that is, whether the application contains sufficient information to make a determination, within 15 calendar days after receipt of the original application and within 15 calendar days after receipt of any supplementary information that is submitted.

(ii)
When notifying the owner or operator that his/her application is not complete, the Administrator will specify the information needed to complete the application and provide notice of opportunity for the applicant to present, in writing, within 15 calendar days after he/she is notified of the incomplete application, additional information or arguments to the Administrator to enable further action on the application.

(iii)
Before denying any request for an extension of compliance, the Administrator will notify the owner or operator in writing of the Administrator's intention to issue the denial, together with—

(A)
Notice of the information and findings on which the intended denial is based; and

(B)
Notice of opportunity for the owner or operator to present in writing, within 15 calendar days after he/she is notified of the intended denial, additional information or arguments to the Administrator before further action on the request.

(iv)
A final determination to deny any request for an extension will be in writing and will set forth the specific grounds on which the denial is based. The final determination will be made within 30 calendar days after presentation of additional information or argument (if the application is complete), or within 30 calendar days after the final date specified for the presentation if no presentation is made.

(14)
The Administrator (or the State with an approved permit program) may terminate an extension of compliance at an earlier date than specified if any specification under paragraph (i)(10)(iii) or (iv) of this section is not met. Upon a determination to terminate, the Administrator will notify, in writing, the owner or operator of the Administrator's determination to terminate, together with:

(i)
Notice of the reason for termination; and

(ii)
Notice of opportunity for the owner or operator to present in writing, within 15 calendar days after he/she is notified of the determination to terminate, additional information or arguments to the Administrator before further action on the termination.

(iii)
A final determination to terminate an extension of compliance will be in writing and will set forth the specific grounds on which the termination is based. The final determination will be made within 30 calendar days after presentation of additional information or arguments, or within 30 calendar days after the final date specified for the presentation if no presentation is made.

(16)
The granting of an extension under this section shall not abrogate the Administrator's authority under section 114 of the Act.

(j)
Exemption from compliance with emission standards. The President may exempt any stationary source from compliance with any relevant standard established pursuant to section 112 of the Act for a period of not more than 2 years if the President determines that the technology to implement such standard is not available and that it is in the national security interests of the United States to do so. An exemption under this paragraph may be extended for 1 or more additional periods, each period not to exceed 2 years.

[59 FR 12430, Mar. 16, 1994, as amended at 67 FR 16599, Apr. 5, 2002; 68 FR 32600, May 30, 2003; 71 FR 20454, Apr. 20, 2006]

Comments: 
a) The new facility performed a Method 18 test on 9/14/11.  The consultant performing the test, EnviroMechanics, Inc., deviated the test on the Donaldson Abator by simulating a charge of ETO.  
(f) The test meets (f)(2)(A)(B)(C)(D)  methods of compliance condition of the rule.  The simulation included direct injection of ethylene oxide (coiled tubing) by way of a nitrogen blanket.  The ETO was then warmed to ambient conditions and then heated.  Measurements of the Donaldson Abator was tested directly using photo ionization detectors and flame ionization detectors  

(g) Not Applicable condition; The facility has not started operation.   Use of an alternative nonopacity standard
(j) Not Applicable condition; The facility has not started operation.  Use of an exemption from compliance with emission standards  
§ 63.7   Performance testing requirements.

(a)
Applicability and performance test dates. 

(1)
The applicability of this section is set out in §63.1(a)(4).

(2)
Except as provided in paragraph (a)(4) of this section, if required to do performance testing by a relevant standard, and unless a waiver of performance testing is obtained under this section or the conditions of paragraph (c)(3)(ii)(B) of this section apply, the owner or operator of the affected source must perform such tests within 180 days of the compliance date for such source.

(i)–(viii)
[Reserved]

(ix)
Except as provided in paragraph (a)(4) of this section, when an emission standard promulgated under this part is more stringent than the standard proposed (see §63.6(b)(3)), the owner or operator of a new or reconstructed source subject to that standard for which construction or reconstruction is commenced between the proposal and promulgation dates of the standard shall comply with performance testing requirements within 180 days after the standard's effective date, or within 180 days after startup of the source, whichever is later. If the promulgated standard is more stringent than the proposed standard, the owner or operator may choose to demonstrate compliance with either the proposed or the promulgated standard. If the owner or operator chooses to comply with the proposed standard initially, the owner or operator shall conduct a second performance test within 3 years and 180 days after the effective date of the standard, or after startup of the source, whichever is later, to demonstrate compliance with the promulgated standard.

(3)
The Administrator may require an owner or operator to conduct performance tests at the affected source at any other time when the action is authorized by section 114 of the Act.

(b)
Notification of performance test. 

(1)
The owner or operator of an affected source must notify the Administrator in writing of his or her intention to conduct a performance test at least 60 calendar days before the performance test is initially scheduled to begin to allow the Administrator, upon request, to review an approve the site-specific test plan required under paragraph (c) of this section and to have an observer present during the test.

(2)
In the event the owner or operator is unable to conduct the performance test on the date specified in the notification requirement specified in paragraph (b)(1) of this section due to unforeseeable circumstances beyond his or her control, the owner or operator must notify the Administrator as soon as practicable and without delay prior to the scheduled performance test date and specify the date when the performance test is rescheduled. This notification of delay in conducting the performance test shall not relieve the owner or operator of legal responsibility for compliance with any other applicable provisions of this part or with any other applicable Federal, State, or local requirement, nor will it prevent the Administrator from implementing or enforcing this part or taking any other action under the Act.

(c)
Quality assurance program. 

(1)
The results of the quality assurance program required in this paragraph will be considered by the Administrator when he/she determines the validity of a performance test.

(2)

(i)
Submission of site-specific test plan. Before conducting a required performance test, the owner or operator of an affected source shall develop and, if requested by the Administrator, shall submit a site-specific test plan to the Administrator for approval. The test plan shall include a test program summary, the test schedule, data quality objectives, and both an internal and external quality assurance (QA) program. Data quality objectives are the pretest expectations of precision, accuracy, and completeness of data.

(ii)
The internal QA program shall include, at a minimum, the activities planned by routine operators and analysts to provide an assessment of test data precision; an example of internal QA is the sampling and analysis of replicate samples.

(iii)
The external QA program shall include, at a minimum, application of plans for a test method performance audit (PA) during the performance test. The PA's consist of blind audit samples provided by the Administrator and analyzed during the performance test in order to provide a measure of test data bias. The external QA program may also include systems audits that include the opportunity for on-site evaluation by the Administrator of instrument calibration, data validation, sample logging, and documentation of quality control data and field maintenance activities.

(iv)
The owner or operator of an affected source shall submit the site-specific test plan to the Administrator upon the Administrator's request at least 60 calendar days before the performance test is scheduled to take place, that is, simultaneously with the notification of intention to conduct a performance test required under paragraph (b) of this section, or on a mutually agreed upon date.

(v)
The Administrator may request additional relevant information after the submittal of a site-specific test plan.

(3)
Approval of site-specific test plan. 

(i)
The Administrator will notify the owner or operator of approval or intention to deny approval of the site-specific test plan (if review of the site-specific test plan is requested) within 30 calendar days after receipt of the original plan and within 30 calendar days after receipt of any supplementary information that is submitted under paragraph (c)(3)(i)(B) of this section. Before disapproving any site-specific test plan, the Administrator will notify the applicant of the Administrator's intention to disapprove the plan together with—

(A)
Notice of the information and findings on which the intended disapproval is based; and

(B)
Notice of opportunity for the owner or operator to present, within 30 calendar days after he/she is notified of the intended disapproval, additional information to the Administrator before final action on the plan.

(ii)
In the event that the Administrator fails to approve or disapprove the site-specific test plan within the time period specified in paragraph (c)(3)(i) of this section, the following conditions shall apply:

(A)
If the owner or operator intends to demonstrate compliance using the test method(s) specified in the relevant standard or with only minor changes to those tests methods (see paragraph (e)(2)(i) of this section), the owner or operator must conduct the performance test within the time specified in this section using the specified method(s);

(B)
If the owner or operator intends to demonstrate compliance by using an alternative to any test method specified in the relevant standard, the owner or operator is authorized to conduct the performance test using an alternative test method after the Administrator approves the use of the alternative method when the Administrator approves the site-specific test plan (if review of the site-specific test plan is requested) or after the alternative method is approved (see paragraph (f) of this section). However, the owner or operator is authorized to conduct the performance test using an alternative method in the absence of notification of approval 45 days after submission of the site-specific test plan or request to use an alternative method. The owner or operator is authorized to conduct the performance test within 60 calendar days after he/she is authorized to demonstrate compliance using an alternative test method. Notwithstanding the requirements in the preceding three sentences, the owner or operator may proceed to conduct the performance test as required in this section (without the Administrator's prior approval of the site-specific test plan) if he/she subsequently chooses to use the specified testing and monitoring methods instead of an alternative.

(iii)
Neither the submission of a site-specific test plan for approval, nor the Administrator's approval or disapproval of a plan, nor the Administrator's failure to approve or disapprove a plan in a timely manner shall—

(A)
Relieve an owner or operator of legal responsibility for compliance with any applicable provisions of this part or with any other applicable Federal, State, or local requirement; or

(B)
Prevent the Administrator from implementing or enforcing this part or taking any other action under the Act.

(4)

(i)
Performance test method audit program. The owner or operator must analyze performance audit (PA) samples during each performance test. The owner or operator must request performance audit materials 30 days prior to the test date. Audit materials including cylinder audit gases may be obtained by contacting the appropriate EPA Regional Office or the responsible enforcement authority.

(ii)
The Administrator will have sole discretion to require any subsequent remedial actions of the owner or operator based on the PA results.

(iii)
If the Administrator fails to provide required PA materials to an owner or operator of an affected source in time to analyze the PA samples during a performance test, the requirement to conduct a PA under this paragraph shall be waived for such source for that performance test. Waiver under this paragraph of the requirement to conduct a PA for a particular performance test does not constitute a waiver of the requirement to conduct a PA for future required performance tests.

(d)
Performance testing facilities. If required to do performance testing, the owner or operator of each new source and, at the request of the Administrator, the owner or operator of each existing source, shall provide performance testing facilities as follows:

(1)
Sampling ports adequate for test methods applicable to such source. This includes:

(i)
Constructing the air pollution control system such that volumetric flow rates and pollutant emission rates can be accurately determined by applicable test methods and procedures; and

(ii)
Providing a stack or duct free of cyclonic flow during performance tests, as demonstrated by applicable test methods and procedures;

(2)
Safe sampling platform(s);

(3)
Safe access to sampling platform(s);

(4)
Utilities for sampling and testing equipment; and

(5)
Any other facilities that the Administrator deems necessary for safe and adequate testing of a source.

(e)
Conduct of performance tests. 

(1)
Performance tests shall be conducted under such conditions as the Administrator specifies to the owner or operator based on representative performance (i.e., performance based on normal operating conditions) of the affected source. Operations during periods of startup, shutdown, and malfunction shall not constitute representative conditions for the purpose of a performance test, nor shall emissions in excess of the level of the relevant standard during periods of startup, shutdown, and malfunction be considered a violation of the relevant standard unless otherwise specified in the relevant standard or a determination of noncompliance is made under §63.6(e). Upon request, the owner or operator shall make available to the Administrator such records as may be necessary to determine the conditions of performance tests.

(2)
Performance tests shall be conducted and data shall be reduced in accordance with the test methods and procedures set forth in this section, in each relevant standard, and, if required, in applicable appendices of parts 51, 60, 61, and 63 of this chapter unless the Administrator—

(i)
Specifies or approves, in specific cases, the use of a test method with minor changes in methodology (see definition in §63.90(a)). Such changes may be approved in conjunction with approval of the site-specific test plan (see paragraph (c) of this section); or

(ii)
Approves the use of an intermediate or major change or alternative to a test method (see definitions in §63.90(a)), the results of which the Administrator has determined to be adequate for indicating whether a specific affected source is in compliance; or

(iii)
Approves shorter sampling times or smaller sample volumes when necessitated by process variables or other factors; or

(iv)
Waives the requirement for performance tests because the owner or operator of an affected source has demonstrated by other means to the Administrator's satisfaction that the affected source is in compliance with the relevant standard.

(3)
Unless otherwise specified in a relevant standard or test method, each performance test shall consist of three separate runs using the applicable test method. Each run shall be conducted for the time and under the conditions specified in the relevant standard. For the purpose of determining compliance with a relevant standard, the arithmetic mean of the results of the three runs shall apply. Upon receiving approval from the Administrator, results of a test run may be replaced with results of an additional test run in the event that—

(i)
A sample is accidentally lost after the testing team leaves the site; or

(ii)
Conditions occur in which one of the three runs must be discontinued because of forced shutdown; or

(iii)
Extreme meteorological conditions occur; or

(iv)
Other circumstances occur that are beyond the owner or operator's control.

(4)
Nothing in paragraphs (e)(1) through (e)(3) of this section shall be construed to abrogate the Administrator's authority to require testing under section 114 of the Act.

(f)
Use of an alternative test method —

(1)
General. Until authorized to use an intermediate or major change or alternative to a test method, the owner or operator of an affected source remains subject to the requirements of this section and the relevant standard.

(2)
The owner or operator of an affected source required to do performance testing by a relevant standard may use an alternative test method from that specified in the standard provided that the owner or operator—

(i)
Notifies the Administrator of his or her intention to use an alternative test method at least 60 days before the performance test is scheduled to begin;

(ii)
Uses Method 301 in appendix A of this part to validate the alternative test method. This may include the use of specific procedures of Method 301 if use of such procedures are sufficient to validate the alternative test method; and

(iii)
Submits the results of the Method 301 validation process along with the notification of intention and the justification for not using the specified test method. The owner or operator may submit the information required in this paragraph well in advance of the deadline specified in paragraph (f)(2)(i) of this section to ensure a timely review by the Administrator in order to meet the performance test date specified in this section or the relevant standard.

(3)
The Administrator will determine whether the owner or operator's validation of the proposed alternative test method is adequate and issue an approval or disapproval of the alternative test method. If the owner or operator intends to demonstrate compliance by using an alternative to any test method specified in the relevant standard, the owner or operator is authorized to conduct the performance test using an alternative test method after the Administrator approves the use of the alternative method. However, the owner or operator is authorized to conduct the performance test using an alternative method in the absence of notification of approval/disapproval 45 days after submission of the request to use an alternative method and the request satisfies the requirements in paragraph (f)(2) of this section. The owner or operator is authorized to conduct the performance test within 60 calendar days after he/she is authorized to demonstrate compliance using an alternative test method. Notwithstanding the requirements in the preceding three sentences, the owner or operator may proceed to conduct the performance test as required in this section (without the Administrator's prior approval of the site-specific test plan) if he/she subsequently chooses to use the specified testing and monitoring methods instead of an alternative.

(4)
If the Administrator finds reasonable grounds to dispute the results obtained by an alternative test method for the purposes of demonstrating compliance with a relevant standard, the Administrator may require the use of a test method specified in a relevant standard.

(5)
If the owner or operator uses an alternative test method for an affected source during a required performance test, the owner or operator of such source shall continue to use the alternative test method for subsequent performance tests at that affected source until he or she receives approval from the Administrator to use another test method as allowed under §63.7(f).

(6)
Neither the validation and approval process nor the failure to validate an alternative test method shall abrogate the owner or operator's responsibility to comply with the requirements of this part.

(g)
Data analysis, recordkeeping, and reporting. 

(1)
Unless otherwise specified in a relevant standard or test method, or as otherwise approved by the Administrator in writing, results of a performance test shall include the analysis of samples, determination of emissions, and raw data. A performance test is “completed” when field sample collection is terminated. The owner or operator of an affected source shall report the results of the performance test to the Administrator before the close of business on the 60th day following the completion of the performance test, unless specified otherwise in a relevant standard or as approved otherwise in writing by the Administrator (see §63.9(i)). The results of the performance test shall be submitted as part of the notification of compliance status required under §63.9(h). Before a title V permit has been issued to the owner or operator of an affected source, the owner or operator shall send the results of the performance test to the Administrator. After a title V permit has been issued to the owner or operator of an affected source, the owner or operator shall send the results of the performance test to the appropriate permitting authority.

(3)
For a minimum of 5 years after a performance test is conducted, the owner or operator shall retain and make available, upon request, for inspection by the Administrator the records or results of such performance test and other data needed to determine emissions from an affected source.

(h)
Waiver of performance tests. 

(1)
Until a waiver of a performance testing requirement has been granted by the Administrator under this paragraph, the owner or operator of an affected source remains subject to the requirements of this section.

(2)
Individual performance tests may be waived upon written application to the Administrator if, in the Administrator's judgment, the source is meeting the relevant standard(s) on a continuous basis, or the source is being operated under an extension of compliance, or the owner or operator has requested an extension of compliance and the Administrator is still considering that request.

(3)
Request to waive a performance test. 

(i)
If a request is made for an extension of compliance under §63.6(i), the application for a waiver of an initial performance test shall accompany the information required for the request for an extension of compliance. If no extension of compliance is requested or if the owner or operator has requested an extension of compliance and the Administrator is still considering that request, the application for a waiver of an initial performance test shall be submitted at least 60 days before the performance test if the site-specific test plan under paragraph (c) of this section is not submitted.

(ii)
If an application for a waiver of a subsequent performance test is made, the application may accompany any required compliance progress report, compliance status report, or excess emissions and continuous monitoring system performance report [such as those required under §63.6(i), §63.9(h), and §63.10(e) or specified in a relevant standard or in the source's title V permit], but it shall be submitted at least 60 days before the performance test if the site-specific test plan required under paragraph (c) of this section is not submitted.

(iii)
Any application for a waiver of a performance test shall include information justifying the owner or operator's request for a waiver, such as the technical or economic infeasibility, or the impracticality, of the affected source performing the required test.

(4)
Approval of request to waive performance test. The Administrator will approve or deny a request for a waiver of a performance test made under paragraph (h)(3) of this section when he/she—

(i)
Approves or denies an extension of compliance under §63.6(i)(8); or

(ii)
Approves or disapproves a site-specific test plan under §63.7(c)(3); or

(iii)
Makes a determination of compliance following the submission of a required compliance status report or excess emissions and continuous monitoring systems performance report; or

(iv)
Makes a determination of suitable progress towards compliance following the submission of a compliance progress report, whichever is applicable.

(5)
Approval of any waiver granted under this section shall not abrogate the Administrator's authority under the Act or in any way prohibit the Administrator from later canceling the waiver. The cancellation will be made only after notice is given to the owner or operator of the affected source.

[59 FR 12430, Mar. 16, 1994, as amended at 65 FR 62215, Oct. 17, 2000; 67 FR 16602, Apr. 5, 2002; 72 FR 27443, May 16, 2007]

Comments:
(a) The new facility performed an initial performance test Method 18 met in accordance with §63.1(a)(4). 3 sterilzation cycles.
(b) The facility notified Air Quality on 8/16/11 and performed the test on 9/14/11
(c) The facility sent the Stack Test Protocol to Air Quality on 8/16/11  The Protocol explainted the process to be tested and limits the Sterilization Chamber Vent (scrubber)and Airation Room Vent (abator) were to be tested.

(d) EnviroMechanics, the consultant, utilized the same port for the scrubber test.  However, for the cat oxidizer (abator) test, Mr. Humphreys drilled and installed a new port for the direct sampling.
(e) The test was conducted in accordance with annual period of testing.  Part of the test, abator sampling, was performed with direct sampling, a deviation.  But, still meets the requirements of Subpart O.
(f) The facility sampled the abator using the direct method.  A deviation that will be reported in the final report

(g) Records includes keeping logs of the Bed Outlet Temperature/Heater Outlet Temperature CMS data logger and hard copy data.  Recording the number of sterilization cycles during the day and the number of lbs of ETO used during the test.  O&M daily logs.   
(h) BeamOne, LLC has not started operation.  The test was in accordance with the annual period of testing.  The facility is aware of the test waiver.
§ 63.8   Monitoring requirements.

(a)
Applicability. 

(1)
The applicability of this section is set out in §63.1(a)(4).

(2)
For the purposes of this part, all CMS required under relevant standards shall be subject to the provisions of this section upon promulgation of performance specifications for CMS as specified in the relevant standard or otherwise by the Administrator.

 (4)
Additional monitoring requirements for control devices used to comply with provisions in relevant standards of this part are specified in §63.11.

(b)
Conduct of monitoring. 

(1)
Monitoring shall be conducted as set forth in this section and the relevant standard(s) unless the Administrator—

(i)
Specifies or approves the use of minor changes in methodology for the specified monitoring requirements and procedures (see §63.90(a) for definition); or

(ii)
Approves the use of an intermediate or major change or alternative to any monitoring requirements or procedures (see §63.90(a) for definition).

(iii)
Owners or operators with flares subject to §63.11(b) are not subject to the requirements of this section unless otherwise specified in the relevant standard.

(2)

(i)
When the emissions from two or more affected sources are combined before being released to the atmosphere, the owner or operator may install an applicable CMS for each emission stream or for the combined emissions streams, provided the monitoring is sufficient to demonstrate compliance with the relevant standard.

(ii)
If the relevant standard is a mass emission standard and the emissions from one affected source are released to the atmosphere through more than one point, the owner or operator must install an applicable CMS at each emission point unless the installation of fewer systems is—

(A)
Approved by the Administrator; or

(B)
Provided for in a relevant standard (e.g., instead of requiring that a CMS be installed at each emission point before the effluents from those points are channeled to a common control device, the standard specifies that only one CMS is required to be installed at the vent of the control device).

(c)
Operation and maintenance of continuous monitoring systems. 

(1)
The owner or operator of an affected source shall maintain and operate each CMS as specified in this section, or in a relevant standard, and in a manner consistent with good air pollution control practices. 

(iii)
The owner or operator of an affected source must develop a written startup, shutdown, and malfunction plan for CMS as specified in §63.6(e)(3).

(2)

(i)
All CMS must be installed such that representative measures of emissions or process parameters from the affected source are obtained. In addition, CEMS must be located according to procedures contained in the applicable performance specification(s).

(ii)
Unless the individual subpart states otherwise, the owner or operator must ensure the read out (that portion of the CMS that provides a visual display or record), or other indication of operation, from any CMS required for compliance with the emission standard is readily accessible on site for operational control or inspection by the operator of the equipment.

(d)
Quality control program. 

(1)
The results of the quality control program required in this paragraph will be considered by the Administrator when he/she determines the validity of monitoring data.

(2)
The owner or operator of an affected source that is required to use a CMS and is subject to the monitoring requirements of this section and a relevant standard shall develop and implement a CMS quality control program. As part of the quality control program, the owner or operator shall develop and submit to the Administrator for approval upon request a site-specific performance evaluation test plan for the CMS performance evaluation required in paragraph (e)(3)(i) of this section, according to the procedures specified in paragraph (e). In addition, each quality control program shall include, at a minimum, a written protocol that describes procedures for each of the following operations:

(i)
Initial and any subsequent calibration of the CMS;

(ii)
Determination and adjustment of the calibration drift of the CMS;

(iii)
Preventive maintenance of the CMS, including spare parts inventory;

(iv)
Data recording, calculations, and reporting;

(v)
Accuracy audit procedures, including sampling and analysis methods; and

(vi)
Program of corrective action for a malfunctioning CMS.

(3)
The owner or operator shall keep these written procedures on record for the life of the affected source or until the affected source is no longer subject to the provisions of this part, to be made available for inspection, upon request, by the Administrator. If the performance evaluation plan is revised, the owner or operator shall keep previous (i.e., superseded) versions of the performance evaluation plan on record to be made available for inspection, upon request, by the Administrator, for a period of 5 years after each revision to the plan. Where relevant, e.g., program of corrective action for a malfunctioning CMS, these written procedures may be incorporated as part of the affected source's startup, shutdown, and malfunction plan to avoid duplication of planning and recordkeeping efforts.

(e)
Performance evaluation of continuous monitoring systems —

(1)
General. When required by a relevant standard, and at any other time the Administrator may require under section 114 of the Act, the owner or operator of an affected source being monitored shall conduct a performance evaluation of the CMS. Such performance evaluation shall be conducted according to the applicable specifications and procedures described in this section or in the relevant standard.

(2)
Notification of performance evaluation. The owner or operator shall notify the Administrator in writing of the date of the performance evaluation simultaneously with the notification of the performance test date required under §63.7(b) or at least 60 days prior to the date the performance evaluation is scheduled to begin if no performance test is required.

(3)

(i)
Submission of site-specific performance evaluation test plan. Before conducting a required CMS performance evaluation, the owner or operator of an affected source shall develop and submit a site-specific performance evaluation test plan to the Administrator for approval upon request. The performance evaluation test plan shall include the evaluation program objectives, an evaluation program summary, the performance evaluation schedule, data quality objectives, and both an internal and external QA program. Data quality objectives are the pre-evaluation expectations of precision, accuracy, and completeness of data.

(ii)
The internal QA program shall include, at a minimum, the activities planned by routine operators and analysts to provide an assessment of CMS performance. The external QA program shall include, at a minimum, systems audits that include the opportunity for on-site evaluation by the Administrator of instrument calibration, data validation, sample logging, and documentation of quality control data and field maintenance activities.

(iii)
The owner or operator of an affected source shall submit the site-specific performance evaluation test plan to the Administrator (if requested) at least 60 days before the performance test or performance evaluation is scheduled to begin, or on a mutually agreed upon date, and review and approval of the performance evaluation test plan by the Administrator will occur with the review and approval of the site-specific test plan (if review of the site-specific test plan is requested).

(iv)
The Administrator may request additional relevant information after the submittal of a site-specific performance evaluation test plan.

(v)
In the event that the Administrator fails to approve or disapprove the site-specific performance evaluation test plan within the time period specified in §63.7(c)(3), the following conditions shall apply:

(A)
If the owner or operator intends to demonstrate compliance using the monitoring method(s) specified in the relevant standard, the owner or operator shall conduct the performance evaluation within the time specified in this subpart using the specified method(s);

(B)
If the owner or operator intends to demonstrate compliance by using an alternative to a monitoring method specified in the relevant standard, the owner or operator shall refrain from conducting the performance evaluation until the Administrator approves the use of the alternative method. If the Administrator does not approve the use of the alternative method within 30 days before the performance evaluation is scheduled to begin, the performance evaluation deadlines specified in paragraph (e)(4) of this section may be extended such that the owner or operator shall conduct the performance evaluation within 60 calendar days after the Administrator approves the use of the alternative method. Notwithstanding the requirements in the preceding two sentences, the owner or operator may proceed to conduct the performance evaluation as required in this section (without the Administrator's prior approval of the site-specific performance evaluation test plan) if he/she subsequently chooses to use the specified monitoring method(s) instead of an alternative.

(vi)
Neither the submission of a site-specific performance evaluation test plan for approval, nor the Administrator's approval or disapproval of a plan, nor the Administrator's failure to approve or disapprove a plan in a timely manner shall—

(A)
Relieve an owner or operator of legal responsibility for compliance with any applicable provisions of this part or with any other applicable Federal, State, or local requirement; or

(B)
Prevent the Administrator from implementing or enforcing this part or taking any other action under the Act.

(4)
Conduct of performance evaluation and performance evaluation dates. The owner or operator of an affected source shall conduct a performance evaluation of a required CMS during any performance test required under §63.7 in accordance with the applicable performance specification as specified in the relevant standard. Notwithstanding the requirement in the previous sentence, if the owner or operator of an affected source elects to submit COMS data for compliance with a relevant opacity emission standard as provided under §63.6(h)(7), he/she shall conduct a performance evaluation of the COMS as specified in the relevant standard, before the performance test required under §63.7 is conducted in time to submit the results of the performance evaluation as specified in paragraph (e)(5)(ii) of this section. If a performance test is not required, or the requirement for a performance test has been waived under §63.7(h), the owner or operator of an affected source shall conduct the performance evaluation not later than 180 days after the appropriate compliance date for the affected source, as specified in §63.7(a), or as otherwise specified in the relevant standard.

(5)
Reporting performance evaluation results. 

(i)
The owner or operator shall furnish the Administrator a copy of a written report of the results of the performance evaluation simultaneously with the results of the performance test required under §63.7 or within 60 days of completion of the performance evaluation if no test is required, unless otherwise specified in a relevant standard. The Administrator may request that the owner or operator submit the raw data from a performance evaluation in the report of the performance evaluation results.

 (f)
Use of an alternative monitoring method. —

(1)
General. Until permission to use an alternative monitoring procedure (minor, intermediate, or major changes; see definition in §63.90(a)) has been granted by the Administrator under this paragraph (f)(1), the owner or operator of an affected source remains subject to the requirements of this section and the relevant standard.

(2)
After receipt and consideration of written application, the Administrator may approve alternatives to any monitoring methods or procedures of this part including, but not limited to, the following:

(i)
Alternative monitoring requirements when installation of a CMS specified by a relevant standard would not provide accurate measurements due to liquid water or other interferences caused by substances within the effluent gases;

(ii)
Alternative monitoring requirements when the affected source is infrequently operated;

(iii)
Alternative monitoring requirements to accommodate CEMS that require additional measurements to correct for stack moisture conditions;

(iv)
Alternative locations for installing CMS when the owner or operator can demonstrate that installation at alternate locations will enable accurate and representative measurements;

(v)
Alternate methods for converting pollutant concentration measurements to units of the relevant standard;

(vi)
Alternate procedures for performing daily checks of zero (low-level) and high-level drift that do not involve use of high-level gases or test cells;

(vii)
Alternatives to the American Society for Testing and Materials (ASTM) test methods or sampling procedures specified by any relevant standard;

(viii)
Alternative CMS that do not meet the design or performance requirements in this part, but adequately demonstrate a definite and consistent relationship between their measurements and the measurements of opacity by a system complying with the requirements as specified in the relevant standard. The Administrator may require that such demonstration be performed for each affected source; or

(ix)
Alternative monitoring requirements when the effluent from a single affected source or the combined effluent from two or more affected sources is released to the atmosphere through more than one point.

(3)
If the Administrator finds reasonable grounds to dispute the results obtained by an alternative monitoring method, requirement, or procedure, the Administrator may require the use of a method, requirement, or procedure specified in this section or in the relevant standard. If the results of the specified and alternative method, requirement, or procedure do not agree, the results obtained by the specified method, requirement, or procedure shall prevail.

(4)

(i)
Request to use alternative monitoring procedure. An owner or operator who wishes to use an alternative monitoring procedure must submit an application to the Administrator as described in paragraph (f)(4)(ii) of this section. The application may be submitted at any time provided that the monitoring procedure is not the performance test method used to demonstrate compliance with a relevant standard or other requirement. If the alternative monitoring procedure will serve as the performance test method that is to be used to demonstrate compliance with a relevant standard, the application must be submitted at least 60 days before the performance evaluation is scheduled to begin and must meet the requirements for an alternative test method under §63.7(f).

(ii)
The application must contain a description of the proposed alternative monitoring system which addresses the four elements contained in the definition of monitoring in §63.2 and a performance evaluation test plan, if required, as specified in paragraph (e)(3) of this section. In addition, the application must include information justifying the owner or operator's request for an alternative monitoring method, such as the technical or economic infeasibility, or the impracticality, of the affected source using the required method.

(iii)
The owner or operator may submit the information required in this paragraph well in advance of the submittal dates specified in paragraph (f)(4)(i) above to ensure a timely review by the Administrator in order to meet the compliance demonstration date specified in this section or the relevant standard.

(iv)
Application for minor changes to monitoring procedures, as specified in paragraph (b)(1) of this section, may be made in the site-specific performance evaluation plan.

(5)
Approval of request to use alternative monitoring procedure. 

(i)
The Administrator will notify the owner or operator of approval or intention to deny approval of the request to use an alternative monitoring method within 30 calendar days after receipt of the original request and within 30 calendar days after receipt of any supplementary information that is submitted. If a request for a minor change is made in conjunction with site-specific performance evaluation plan, then approval of the plan will constitute approval of the minor change. Before disapproving any request to use an alternative monitoring method, the Administrator will notify the applicant of the Administrator's intention to disapprove the request together with—

(A)
Notice of the information and findings on which the intended disapproval is based; and

(B)
Notice of opportunity for the owner or operator to present additional information to the Administrator before final action on the request. At the time the Administrator notifies the applicant of his or her intention to disapprove the request, the Administrator will specify how much time the owner or operator will have after being notified of the intended disapproval to submit the additional information.

(ii)
The Administrator may establish general procedures and criteria in a relevant standard to accomplish the requirements of paragraph (f)(5)(i) of this section.

(iii)
If the Administrator approves the use of an alternative monitoring method for an affected source under paragraph (f)(5)(i) of this section, the owner or operator of such source shall continue to use the alternative monitoring method until he or she receives approval from the Administrator to use another monitoring method as allowed by §63.8(f).

(g)
Reduction of monitoring data. 

(1)
The owner or operator of each CMS must reduce the monitoring data as specified in paragraphs (g)(1) through (5) of this section.

 (3)
The data may be recorded in reduced or nonreduced form (e.g., ppm pollutant and percent O2or ng/J of pollutant).

(4)
All emission data shall be converted into units of the relevant standard for reporting purposes using the conversion procedures specified in that standard. After conversion into units of the relevant standard, the data may be rounded to the same number of significant digits as used in that standard to specify the emission limit (e.g., rounded to the nearest 1 percent opacity).

(5)
Monitoring data recorded during periods of unavoidable CMS breakdowns, out-of-control periods, repairs, maintenance periods, calibration checks, and zero (low-level) and high-level adjustments must not be included in any data average computed under this part. For the owner or operator complying with the requirements of §63.10(b)(2)(vii)(A) or (B), data averages must include any data recorded during periods of monitor breakdown or malfunction.

[59 FR 12430, Mar. 16, 1994, as amended at 64 FR 7468, Feb. 12, 1999; 67 FR 16603, Apr. 5, 2002; 71 FR 20455, Apr. 20, 2006]

Comments: 

a) The facility is following the applicability of §63.1(a)(4).
b) The facility is following the monitoring requirements in the permit and meets the conduct of monitoring condition.  Under (2)(i) the facility monitors the bed outlet temperature and the heater outlet temperature.
c) The facility is following the CMS requirements.  The CMS includes measuring the bed outlet temperature and heater outlet temperature.  The facility meets the rule applicability 
d) The facility is following requirements for quality control with its data collection for the CMS, specifically, it’s following the requirements under (i)-(vi)
(i)
Initial and any subsequent calibration of the CMS; calibration from the annual test

(ii)
Determination and adjustment of the calibration drift of the CMS; adjustment after test

(iii)
Preventive maintenance of the CMS, including spare parts inventory; spare parts inventory according to O&M Plan

(iv)
Data recording, calculations, and reporting; data recording includes bed and heater outlet temps CMS, ETO usage, daily cycles, and daily O&M records

(v)
Accuracy audit procedures, including sampling and analysis methods; and

(vi)
Program of corrective action for a malfunctioning CMS.  Listed in O&M plan

e) The  facility is following the CMS guidelines (O&M plan).  The facility calibrates its CMS for the outlet temperature and heater outlet temperature during the stack test.  The spare parts inventory for the CMS is with the abator/scrubber O&M plan.  Hard copy data recordings are produced as a backup to the digital records.  If a CMS is non-operational it is changed out (thermocouple) immediately.   The data loggers were reviewed by Air Quality to verify accuracy with the digital recordings
f) The facility has not begun operation.  No alternative monitoring method used.
g) Reduction of data:  The facility has a data logger for both the bed/heater outlet temperature CMS recorders.  Hard copy is used as backup.

§ 63.9   Notification requirements.

(a)
Applicability and general information. 

(1)
The applicability of this section is set out in §63.1(a)(4).

(2)
For affected sources that have been granted an extension of compliance under subpart D of this part, the requirements of this section do not apply to those sources while they are operating under such compliance extensions.

(3)
If any State requires a notice that contains all the information required in a notification listed in this section, the owner or operator may send the Administrator a copy of the notice sent to the State to satisfy the requirements of this section for that notification.

(4)

(i)
Before a State has been delegated the authority to implement and enforce notification requirements established under this part, the owner or operator of an affected source in such State subject to such requirements shall submit notifications to the appropriate Regional Office of the EPA (to the attention of the Director of the Division indicated in the list of the EPA Regional Offices in §63.13).

(ii)
After a State has been delegated the authority to implement and enforce notification requirements established under this part, the owner or operator of an affected source in such State subject to such requirements shall submit notifications to the delegated State authority (which may be the same as the permitting authority). In addition, if the delegated (permitting) authority is the State, the owner or operator shall send a copy of each notification submitted to the State to the appropriate Regional Office of the EPA, as specified in paragraph (a)(4)(i) of this section. The Regional Office may waive this requirement for any notifications at its discretion.

(b)
Initial notifications.

(1)

(i)
The requirements of this paragraph apply to the owner or operator of an affected source when such source becomes subject to a relevant standard.

(2)
The owner or operator of an affected source that has an initial startup before the effective date of a relevant standard under this part shall notify the Administrator in writing that the source is subject to the relevant standard. The notification, which shall be submitted not later than 120 calendar days after the effective date of the relevant standard (or within 120 calendar days after the source becomes subject to the relevant standard), shall provide the following information:

(i)
The name and address of the owner or operator;

(ii)
The address (i.e., physical location) of the affected source;

(iii)
An identification of the relevant standard, or other requirement, that is the basis of the notification and the source's compliance date;

(iv)
A brief description of the nature, size, design, and method of operation of the source and an identification of the types of emission points within the affected source subject to the relevant standard and types of hazardous air pollutants emitted; and

(v)
A statement of whether the affected source is a major source or an area source.

(c)
Request for extension of compliance. If the owner or operator of an affected source cannot comply with a relevant standard by the applicable compliance date for that source, or if the owner or operator has installed BACT or technology to meet LAER consistent with §63.6(i)(5) of this subpart, he/she may submit to the Administrator (or the State with an approved permit program) a request for an extension of compliance as specified in §63.6(i)(4) through §63.6(i)(6).

 (e)
Notification of performance test. The owner or operator of an affected source shall notify the Administrator in writing of his or her intention to conduct a performance test at least 60 calendar days before the performance test is scheduled to begin to allow the Administrator to review and approve the site-specific test plan required under §63.7(c), if requested by the Administrator, and to have an observer present during the test.

(g)
Additional notification requirements for sources with continuous monitoring systems. The owner or operator of an affected source required to use a CMS by a relevant standard shall furnish the Administrator written notification as follows:

(1)
A notification of the date the CMS performance evaluation under §63.8(e) is scheduled to begin, submitted simultaneously with the notification of the performance test date required under §63.7(b). If no performance test is required, or if the requirement to conduct a performance test has been waived for an affected source under §63.7(h), the owner or operator shall notify the Administrator in writing of the date of the performance evaluation at least 60 calendar days before the evaluation is scheduled to begin;

 (h)
Notification of compliance status. 

(1)
The requirements of paragraphs (h)(2) through (h)(4) of this section apply when an affected source becomes subject to a relevant standard.

(2)

(i)
Before a title V permit has been issued to the owner or operator of an affected source, and each time a notification of compliance status is required under this part, the owner or operator of such source shall submit to the Administrator a notification of compliance status, signed by the responsible official who shall certify its accuracy, attesting to whether the source has complied with the relevant standard. The notification shall list—

(A)
The methods that were used to determine compliance;

(B)
The results of any performance tests, opacity or visible emission observations, continuous monitoring system (CMS) performance evaluations, and/or other monitoring procedures or methods that were conducted;

(C)
The methods that will be used for determining continuing compliance, including a description of monitoring and reporting requirements and test methods;

(D)
The type and quantity of hazardous air pollutants emitted by the source (or surrogate pollutants if specified in the relevant standard), reported in units and averaging times and in accordance with the test methods specified in the relevant standard;

(E)
If the relevant standard applies to both major and area sources, an analysis demonstrating whether the affected source is a major source (using the emissions data generated for this notification);

(F)
A description of the air pollution control equipment (or method) for each emission point, including each control device (or method) for each hazardous air pollutant and the control efficiency (percent) for each control device (or method); and

(G)
A statement by the owner or operator of the affected existing, new, or reconstructed source as to whether the source has complied with the relevant standard or other requirements.

(ii)
The notification must be sent before the close of business on the 60th day following the completion of the relevant compliance demonstration activity specified in the relevant standard (unless a different reporting period is specified in the standard, in which case the letter must be sent before the close of business on the day the report of the relevant testing or monitoring results is required to be delivered or postmarked). For example, the notification shall be sent before close of business on the 60th (or other required) day following completion of the initial performance test and again before the close of business on the 60th (or other required) day following the completion of any subsequent required performance test. If no performance test is required but opacity or visible emission observations are required to demonstrate compliance with an opacity or visible emission standard under this part, the notification of compliance status shall be sent before close of business on the 30th day following the completion of opacity or visible emission observations. Notifications may be combined as long as the due date requirement for each notification is met.

(3)
After a title V permit has been issued to the owner or operator of an affected source, the owner or operator of such source shall comply with all requirements for compliance status reports contained in the source's title V permit, including reports required under this part. After a title V permit has been issued to the owner or operator of an affected source, and each time a notification of compliance status is required under this part, the owner or operator of such source shall submit the notification of compliance status to the appropriate permitting authority following completion of the relevant compliance demonstration activity specified in the relevant standard.

(6)
Advice on a notification of compliance status may be obtained from the Administrator.

(i)
Adjustment to time periods or postmark deadlines for submittal and review of required communications.

(1)

(i)
Until an adjustment of a time period or postmark deadline has been approved by the Administrator under paragraphs (i)(2) and (i)(3) of this section, the owner or operator of an affected source remains strictly subject to the requirements of this part.

(ii)
An owner or operator shall request the adjustment provided for in paragraphs (i)(2) and (i)(3) of this section each time he or she wishes to change an applicable time period or postmark deadline specified in this part.

(2)
Notwithstanding time periods or postmark deadlines specified in this part for the submittal of information to the Administrator by an owner or operator, or the review of such information by the Administrator, such time periods or deadlines may be changed by mutual agreement between the owner or operator and the Administrator. An owner or operator who wishes to request a change in a time period or postmark deadline for a particular requirement shall request the adjustment in writing as soon as practicable before the subject activity is required to take place. The owner or operator shall include in the request whatever information he or she considers useful to convince the Administrator that an adjustment is warranted.

(3)
If, in the Administrator's judgment, an owner or operator's request for an adjustment to a particular time period or postmark deadline is warranted, the Administrator will approve the adjustment. The Administrator will notify the owner or operator in writing of approval or disapproval of the request for an adjustment within 15 calendar days of receiving sufficient information to evaluate the request.

(4)
If the Administrator is unable to meet a specified deadline, he or she will notify the owner or operator of any significant delay and inform the owner or operator of the amended schedule.

(j)
Change in information already provided. Any change in the information already provided under this section shall be provided to the Administrator in writing within 15 calendar days after the change.

[59 FR 12430, Mar. 16, 1994, as amended at 64 FR 7468, Feb. 12, 1999; 67 FR 16604, Apr. 5, 2002; 68 FR 32601, May 30, 2003]

Comments: The consultant EnviroMechanics notified Air Quality on 8/16/11.  The Method 18 test was performed starting on 9/14/11.  Therefore, the 15 day requirement was met.
§ 63.10   Recordkeeping and reporting requirements.

(a)
Applicability and general information. 

(1)
The applicability of this section is set out in §63.1(a)(4).

(2)
For affected sources that have been granted an extension of compliance under subpart D of this part, the requirements of this section do not apply to those sources while they are operating under such compliance extensions.

(3)
If any State requires a report that contains all the information required in a report listed in this section, an owner or operator may send the Administrator a copy of the report sent to the State to satisfy the requirements of this section for that report.

(4)

(i)
Before a State has been delegated the authority to implement and enforce recordkeeping and reporting requirements established under this part, the owner or operator of an affected source in such State subject to such requirements shall submit reports to the appropriate Regional Office of the EPA (to the attention of the Director of the Division indicated in the list of the EPA Regional Offices in §63.13).

(ii)
After a State has been delegated the authority to implement and enforce recordkeeping and reporting requirements established under this part, the owner or operator of an affected source in such State subject to such requirements shall submit reports to the delegated State authority (which may be the same as the permitting authority). In addition, if the delegated (permitting) authority is the State, the owner or operator shall send a copy of each report submitted to the State to the appropriate Regional Office of the EPA, as specified in paragraph (a)(4)(i) of this section. The Regional Office may waive this requirement for any reports at its discretion.

(5)
If an owner or operator of an affected source in a State with delegated authority is required to submit periodic reports under this part to the State, and if the State has an established timeline for the submission of periodic reports that is consistent with the reporting frequency(ies) specified for such source under this part, the owner or operator may change the dates by which periodic reports under this part shall be submitted (without changing the frequency of reporting) to be consistent with the State's schedule by mutual agreement between the owner or operator and the State. For each relevant standard established pursuant to section 112 of the Act, the allowance in the previous sentence applies in each State beginning 1 year after the affected source's compliance date for that standard. Procedures governing the implementation of this provision are specified in §63.9(i).

(6)
If an owner or operator supervises one or more stationary sources affected by more than one standard established pursuant to section 112 of the Act, he/she may arrange by mutual agreement between the owner or operator and the Administrator (or the State permitting authority) a common schedule on which periodic reports required for each source shall be submitted throughout the year. The allowance in the previous sentence applies in each State beginning 1 year after the latest compliance date for any relevant standard established pursuant to section 112 of the Act for any such affected source(s). Procedures governing the implementation of this provision are specified in §63.9(i).

(7)
If an owner or operator supervises one or more stationary sources affected by standards established pursuant to section 112 of the Act (as amended November 15, 1990) and standards set under part 60, part 61, or both such parts of this chapter, he/she may arrange by mutual agreement between the owner or operator and the Administrator (or the State permitting authority) a common schedule on which periodic reports required by each relevant (i.e., applicable) standard shall be submitted throughout the year. The allowance in the previous sentence applies in each State beginning 1 year after the stationary source is required to be in compliance with the relevant section 112 standard, or 1 year after the stationary source is required to be in compliance with the applicable part 60 or part 61 standard, whichever is latest. Procedures governing the implementation of this provision are specified in §63.9(i).

(b)
General record keeping requirements.

(1)
The owner or operator of an affected source subject to the provisions of this part shall maintain files of all information (including all reports and notifications) required by this part recorded in a form suitable and readily available for expeditious inspection and review. The files shall be retained for at least 5 years following the date of each occurrence, measurement, maintenance, corrective action, report, or record. At a minimum, the most recent 2 years of data shall be retained on site. The remaining 3 years of data may be retained off site. Such files may be maintained on microfilm, on a computer, on computer floppy disks, on magnetic tape disks, or on microfiche.

(2)
The owner or operator of an affected source subject to the provisions of this part shall maintain relevant records for such source of—

(ii)
The occurrence and duration of each malfunction of operation ( i.e. , process equipment) or the required air pollution control and monitoring equipment;

(iv)

(A)
Actions taken during periods of startup or shutdown when the source exceeded applicable emission limitations in a relevant standard and when the actions taken are different from the procedures specified in the affected source's startup, shutdown, and malfunction plan (see §63.6(e)(3)); or

(B)
Actions taken during periods of malfunction (including corrective actions to restore malfunctioning process and air pollution control and monitoring equipment to its normal or usual manner of operation) when the actions taken are different from the procedures specified in the affected source's startup, shutdown, and malfunction plan (see §63.6(e)(3));

(v)
All information necessary, including actions taken, to demonstrate conformance with the affected source's startup, shutdown, and malfunction plan (see §63.6(e)(3)) when all actions taken during periods of startup or shutdown (and the startup or shutdown causes the source to exceed any applicable emission limitation in the relevant emission standards), and malfunction (including corrective actions to restore malfunctioning process and air pollution control and monitoring equipment to its normal or usual manner of operation) are consistent with the procedures specified in such plan. (The information needed to demonstrate conformance with the startup, shutdown, and malfunction plan may be recorded using a “checklist,” or some other effective form of recordkeeping, in order to minimize the recordkeeping burden for conforming events);

(vi)
Each period during which a CMS is malfunctioning or inoperative (including out-of-control periods);

(vii)
All required measurements needed to demonstrate compliance with a relevant standard (including, but not limited to, 15-minute averages of CMS data, raw performance testing measurements, and raw performance evaluation measurements, that support data that the source is required to report);

(A)
This paragraph applies to owners or operators required to install a continuous emissions monitoring system (CEMS) where the CEMS installed is automated, and where the calculated data averages do not exclude periods of CEMS breakdown or malfunction. An automated CEMS records and reduces the measured data to the form of the pollutant emission standard through the use of a computerized data acquisition system. In lieu of maintaining a file of all CEMS subhourly measurements as required under paragraph (b)(2)(vii) of this section, the owner or operator shall retain the most recent consecutive three averaging periods of subhourly measurements and a file that contains a hard copy of the data acquisition system algorithm used to reduce the measured data into the reportable form of the standard.

(B)
This paragraph applies to owners or operators required to install a CEMS where the measured data is manually reduced to obtain the reportable form of the standard, and where the calculated data averages do not exclude periods of CEMS breakdown or malfunction. In lieu of maintaining a file of all CEMS subhourly measurements as required under paragraph (b)(2)(vii) of this section, the owner or operator shall retain all subhourly measurements for the most recent reporting period. The subhourly measurements shall be retained for 120 days from the date of the most recent summary or excess emission report submitted to the Administrator.

(C)
The Administrator or delegated authority, upon notification to the source, may require the owner or operator to maintain all measurements as required by paragraph (b)(2)(vii), if the administrator or the delegated authority determines these records are required to more accurately assess the compliance status of the affected source.

(xiv)
All documentation supporting initial notifications and notifications of compliance status under §63.9.

(c)
Additional recordkeeping requirements for sources with continuous monitoring systems. In addition to complying with the requirements specified in paragraphs (b)(1) and (b)(2) of this section, the owner or operator of an affected source required to install a CMS by a relevant standard shall maintain records for such source of—

(1)
All required CMS measurements (including monitoring data recorded during unavoidable CMS breakdowns and out-of-control periods);

(5)
The date and time identifying each period during which the CMS was inoperative except for zero (low-level) and high-level checks;

(8)
The specific identification (i.e., the date and time of commencement and completion) of each time period of excess emissions and parameter monitoring exceedances, as defined in the relevant standard(s), that occurs during periods other than startups, shutdowns, and malfunctions of the affected source;
(10)
The nature and cause of any malfunction (if known);

(11)
The corrective action taken or preventive measures adopted;

(12)
The nature of the repairs or adjustments to the CMS that was inoperative or out of control;

(13)
The total process operating time during the reporting period; and

(14)
All procedures that are part of a quality control program developed and implemented for CMS under §63.8(d).

(d)
General reporting requirements. 

(1)
Notwithstanding the requirements in this paragraph or paragraph (e) of this section, and except as provided in §63.16, the owner or operator of an affected source subject to reporting requirements under this part shall submit reports to the Administrator in accordance with the reporting requirements in the relevant standard(s).

(2)
Reporting results of performance tests. Before a title V permit has been issued to the owner or operator of an affected source, the owner or operator shall report the results of any performance test under §63.7 to the Administrator. After a title V permit has been issued to the owner or operator of an affected source, the owner or operator shall report the results of a required performance test to the appropriate permitting authority. The owner or operator of an affected source shall report the results of the performance test to the Administrator (or the State with an approved permit program) before the close of business on the 60th day following the completion of the performance test, unless specified otherwise in a relevant standard or as approved otherwise in writing by the Administrator. The results of the performance test shall be submitted as part of the notification of compliance status required under §63.9(h).

(4)
Progress reports. The owner or operator of an affected source who is required to submit progress reports as a condition of receiving an extension of compliance under §63.6(i) shall submit such reports to the Administrator (or the State with an approved permit program) by the dates specified in the written extension of compliance.

(e)
Additional reporting requirements for sources with continuous monitoring systems —

(1)
General. When more than one CEMS is used to measure the emissions from one affected source (e.g., multiple breechings, multiple outlets), the owner or operator shall report the results as required for each CEMS.

(2)
Reporting results of continuous monitoring system performance evaluations. 

(i)
The owner or operator of an affected source required to install a CMS by a relevant standard shall furnish the Administrator a copy of a written report of the results of the CMS performance evaluation, as required under §63.8(e), simultaneously with the results of the performance test required under §63.7, unless otherwise specified in the relevant standard.

 (3)
Excess emissions and continuous monitoring system performance report and summary report. 

(i)
Excess emissions and parameter monitoring exceedances are defined in relevant standards. The owner or operator of an affected source required to install a CMS by a relevant standard shall submit an excess emissions and continuous monitoring system performance report and/or a summary report to the Administrator semiannually, except when—

(A)
More frequent reporting is specifically required by a relevant standard;

(B)
The Administrator determines on a case-by-case basis that more frequent reporting is necessary to accurately assess the compliance status of the source; or

(C)
[Reserved]

(D)
The affected source is complying with the Performance Track Provisions of §63.16, which allows less frequent reporting.

(ii)
Request to reduce frequency of excess emissions and continuous monitoring system performance reports. Notwithstanding the frequency of reporting requirements specified in paragraph (e)(3)(i) of this section, an owner or operator who is required by a relevant standard to submit excess emissions and continuous monitoring system performance (and summary) reports on a quarterly (or more frequent) basis may reduce the frequency of reporting for that standard to semiannual if the following conditions are met:

(A)
For 1 full year (e.g., 4 quarterly or 12 monthly reporting periods) the affected source's excess emissions and continuous monitoring system performance reports continually demonstrate that the source is in compliance with the relevant standard;

(B)
The owner or operator continues to comply with all recordkeeping and monitoring requirements specified in this subpart and the relevant standard; and

(C)
The Administrator does not object to a reduced frequency of reporting for the affected source, as provided in paragraph (e)(3)(iii) of this section.

(iii)
The frequency of reporting of excess emissions and continuous monitoring system performance (and summary) reports required to comply with a relevant standard may be reduced only after the owner or operator notifies the Administrator in writing of his or her intention to make such a change and the Administrator does not object to the intended change. In deciding whether to approve a reduced frequency of reporting, the Administrator may review information concerning the source's entire previous performance history during the 5-year recordkeeping period prior to the intended change, including performance test results, monitoring data, and evaluations of an owner or operator's conformance with operation and maintenance requirements. Such information may be used by the Administrator to make a judgment about the source's potential for noncompliance in the future. If the Administrator disapproves the owner or operator's request to reduce the frequency of reporting, the Administrator will notify the owner or operator in writing within 45 days after receiving notice of the owner or operator's intention. The notification from the Administrator to the owner or operator will specify the grounds on which the disapproval is based. In the absence of a notice of disapproval within 45 days, approval is automatically granted.

(iv)
As soon as CMS data indicate that the source is not in compliance with any emission limitation or operating parameter specified in the relevant standard, the frequency of reporting shall revert to the frequency specified in the relevant standard, and the owner or operator shall submit an excess emissions and continuous monitoring system performance (and summary) report for the noncomplying emission points at the next appropriate reporting period following the noncomplying event. After demonstrating ongoing compliance with the relevant standard for another full year, the owner or operator may again request approval from the Administrator to reduce the frequency of reporting for that standard, as provided for in paragraphs (e)(3)(ii) and (e)(3)(iii) of this section.

(v)
Content and submittal dates for excess emissions and monitoring system performance reports. All excess emissions and monitoring system performance reports and all summary reports, if required, shall be delivered or postmarked by the 30th day following the end of each calendar half or quarter, as appropriate. Written reports of excess emissions or exceedances of process or control system parameters shall include all the information required in paragraphs (c)(5) through (c)(13) of this section, in §63.8(c)(7) and §63.8(c)(8), and in the relevant standard, and they shall contain the name, title, and signature of the responsible official who is certifying the accuracy of the report. When no excess emissions or exceedances of a parameter have occurred, or a CMS has not been inoperative, out of control, repaired, or adjusted, such information shall be stated in the report.

(vi)
Summary report. As required under paragraphs (e)(3)(vii) and (e)(3)(viii) of this section, one summary report shall be submitted for the hazardous air pollutants monitored at each affected source (unless the relevant standard specifies that more than one summary report is required, e.g., one summary report for each hazardous air pollutant monitored). The summary report shall be entitled “Summary Report—Gaseous and Opacity Excess Emission and Continuous Monitoring System Performance” and shall contain the following information:

(A)
The company name and address of the affected source;

(B)
An identification of each hazardous air pollutant monitored at the affected source;

(C)
The beginning and ending dates of the reporting period;

(D)
A brief description of the process units;

(E)
The emission and operating parameter limitations specified in the relevant standard(s);

(F)
The monitoring equipment manufacturer(s) and model number(s);

(G)
The date of the latest CMS certification or audit;

(H)
The total operating time of the affected source during the reporting period;

(I)
An emission data summary (or similar summary if the owner or operator monitors control system parameters), including the total duration of excess emissions during the reporting period (recorded in minutes for opacity and hours for gases), the total duration of excess emissions expressed as a percent of the total source operating time during that reporting period, and a breakdown of the total duration of excess emissions during the reporting period into those that are due to startup/shutdown, control equipment problems, process problems, other known causes, and other unknown causes;

(J)
A CMS performance summary (or similar summary if the owner or operator monitors control system parameters), including the total CMS downtime during the reporting period (recorded in minutes for opacity and hours for gases), the total duration of CMS downtime expressed as a percent of the total source operating time during that reporting period, and a breakdown of the total CMS downtime during the reporting period into periods that are due to monitoring equipment malfunctions, nonmonitoring equipment malfunctions, quality assurance/quality control calibrations, other known causes, and other unknown causes;

(K)
A description of any changes in CMS, processes, or controls since the last reporting period;

(L)
The name, title, and signature of the responsible official who is certifying the accuracy of the report; and

(M)
The date of the report.

(vii)
If the total duration of excess emissions or process or control system parameter exceedances for the reporting period is less than 1 percent of the total operating time for the reporting period, and CMS downtime for the reporting period is less than 5 percent of the total operating time for the reporting period, only the summary report shall be submitted, and the full excess emissions and continuous monitoring system performance report need not be submitted unless required by the Administrator.

(f)
Waiver of recordkeeping or reporting requirements. 

(1)
Until a waiver of a recordkeeping or reporting requirement has been granted by the Administrator under this paragraph, the owner or operator of an affected source remains subject to the requirements of this section.

(2)
Recordkeeping or reporting requirements may be waived upon written application to the Administrator if, in the Administrator's judgment, the affected source is achieving the relevant standard(s), or the source is operating under an extension of compliance, or the owner or operator has requested an extension of compliance and the Administrator is still considering that request.

(3)
If an application for a waiver of recordkeeping or reporting is made, the application shall accompany the request for an extension of compliance under §63.6(i), any required compliance progress report or compliance status report required under this part (such as under §63.6(i) and §63.9(h)) or in the source's title V permit, or an excess emissions and continuous monitoring system performance report required under paragraph (e) of this section, whichever is applicable. The application shall include whatever information the owner or operator considers useful to convince the Administrator that a waiver of recordkeeping or reporting is warranted.

(4)
The Administrator will approve or deny a request for a waiver of recordkeeping or reporting requirements under this paragraph when he/she—

(i)
Approves or denies an extension of compliance; or

(ii)
Makes a determination of compliance following the submission of a required compliance status report or excess emissions and continuous monitoring systems performance report; or

(iii)
Makes a determination of suitable progress towards compliance following the submission of a compliance progress report, whichever is applicable.

(5)
A waiver of any recordkeeping or reporting requirement granted under this paragraph may be conditioned on other recordkeeping or reporting requirements deemed necessary by the Administrator.

(6)
Approval of any waiver granted under this section shall not abrogate the Administrator's authority under the Act or in any way prohibit the Administrator from later canceling the waiver. The cancellation will be made only after notice is given to the owner or operator of the affected source.

[59 FR 12430, Mar. 16, 1994, as amended at 64 FR 7468, Feb. 12, 1999; 67 FR 16604, Apr. 5, 2002; 68 FR 32601, May 30, 2003; 69 FR 21752, Apr. 22, 2004; 71 FR 20455, Apr. 20, 2006]

Comments: 
a) The facility is required to submit an semi-annual excess gaseous emissions report and a semi-annual monitoring report

b) The general recordkeeping requirements include determination of ETO usage 90% of 140 lbs.  
c) No additional recordkeeping.  Facility is aware that if problems exist with CEMS it must be reported and noted in records.

d) BeamOne, LLC is responsible for the Semi-Annual Excess Gaseous Emissions Report and the Semi-Annual Monitoring Report
e) No additional monitoring required of BeamOne, LLC.  The facility will need to assure the CMS heater/bed outlet temperature probes are operating.  O&M daily records will be maintained.  The CMS’s are calibrated every year with the Method 18 test. 

f) No waiver has been requested by the facility.  The facility has not started production.
§ 63.11   Control device requirements.

(a)
Applicability. The applicability of this section is set out in §63.1(a)(4).

(b)
Flares. 

(1)
Owners or operators using flares to comply with the provisions of this part shall monitor these control devices to assure that they are operated and maintained in conformance with their designs. Applicable subparts will provide provisions stating how owners or operators using flares shall monitor these control devices.

(2)
Flares shall be steam-assisted, air-assisted, or non-assisted.

(3)
Flares shall be operated at all times when emissions may be vented to them.

(4)
Flares shall be designed for and operated with no visible emissions, except for periods not to exceed a total of 5 minutes during any 2 consecutive hours. Test Method 22 in appendix A of part 60 of this chapter shall be used to determine the compliance of flares with the visible emission provisions of this part. The observation period is 2 hours and shall be used according to Method 22.

(5)
Flares shall be operated with a flame present at all times. The presence of a flare pilot flame shall be monitored using a thermocouple or any other equivalent device to detect the presence of a flame.

(6)
An owner/operator has the choice of adhering to the heat content specifications in paragraph (b)(6)(ii) of this section, and the maximum tip velocity specifications in paragraph (b)(7) or (b)(8) of this section, or adhering to the requirements in paragraph (b)(6)(i) of this section.

(i)

(A)
Flares shall be used that have a diameter of 3 inches or greater, are nonassisted, have a hydrogen content of 8.0 percent (by volume) or greater, and are designed for and operated with an exit velocity less than 37.2 m/sec (122 ft/sec) and less than the velocity Vmax, as determined by the following equation:

Vmax  =  (XH2−K1)* K2
Where:

Vmax  =  Maximum permitted velocity, m/sec.

K1  =  Constant, 6.0 volume-percent hydrogen.

K2  =  Constant, 3.9(m/sec)/volume-percent hydrogen.

XH2  =  The volume-percent of hydrogen, on a wet basis, as calculated by using the American Society for Testing and Materials (ASTM) Method D1946–77. (Incorporated by reference as specified in §63.14).

(B)
The actual exit velocity of a flare shall be determined by the method specified in paragraph (b)(7)(i) of this section.

(ii)
Flares shall be used only with the net heating value of the gas being combusted at 11.2 MJ/scm (300 Btu/scf) or greater if the flare is steam-assisted or air-assisted; or with the net heating value of the gas being combusted at 7.45 M/scm (200 Btu/scf) or greater if the flares is non-assisted. The net heating value of the gas being combusted in a flare shall be calculated using the following equation:
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Where:

HT  =  Net heating value of the sample, MJ/scm; where the net enthalpy per mole of offgas is based on combustion at 25 °C and 760 mm Hg, but the standard temperature for determining the volume corresponding to one mole is 20 °C.

K  =  Constant=
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where the standard temperature for (g-mole/scm) is 20 °C.

Ci  =  Concentration of sample component i in ppmv on a wet basis, as measured for organics by Test Method 18 and measured for hydrogen and carbon monoxide by American Society for Testing and Materials (ASTM) D1946–77 or 90 (Reapproved 1994) (incorporated by reference as specified in §63.14).

Hi  =  Net heat of combustion of sample component i, kcal/g-mole at 25 °C and 760 mm Hg. The heats of combustion may be determined using ASTM D2382–76 or 88 or D4809–95 (incorporated by reference as specified in §63.14) if published values are not available or cannot be calculated.

n  =  Number of sample components.

(7)

(i)
Steam-assisted and nonassisted flares shall be designed for and operated with an exit velocity less than 18.3 m/sec (60 ft/sec), except as provided in paragraphs (b)(7)(ii) and (b)(7)(iii) of this section. The actual exit velocity of a flare shall be determined by dividing by the volumetric flow rate of gas being combusted (in units of emission standard temperature and pressure), as determined by Test Method 2, 2A, 2C, or 2D in appendix A to 40 CFR part 60 of this chapter, as appropriate, by the unobstructed (free) cross-sectional area of the flare tip.

(ii)
Steam-assisted and nonassisted flares designed for and operated with an exit velocity, as determined by the method specified in paragraph (b)(7)(i) of this section, equal to or greater than 18.3 m/sec (60 ft/sec) but less than 122 m/sec (400 ft/sec), are allowed if the net heating value of the gas being combusted is greater than 37.3 MJ/scm (1,000 Btu/scf).

(iii)
Steam-assisted and nonassisted flares designed for and operated with an exit velocity, as determined by the method specified in paragraph (b)(7)(i) of this section, less than the velocity Vmax, as determined by the method specified in this paragraph, but less than 122 m/sec (400 ft/sec) are allowed. The maximum permitted velocity, Vmax, for flares complying with this paragraph shall be determined by the following equation:

Log10(Vmax)=(HT+28.8)/31.7

Where:

Vmax  =  Maximum permitted velocity, m/sec.

28.8  =  Constant.

31.7  =  Constant.

HT  =  The net heating value as determined in paragraph (b)(6) of this section.

(8)
Air-assisted flares shall be designed and operated with an exit velocity less than the velocity Vmax. The maximum permitted velocity, Vmax, for air-assisted flares shall be determined by the following equation:

Vmax=8.71 = 0.708(HT)

Where:

Vmax  =  Maximum permitted velocity, m/sec.

8.71  =  Constant.

0.708  =  Constant.

HT  =  The net heating value as determined in paragraph (b)(6)(ii) of this section.

[59 FR 12430, Mar. 16, 1994, as amended at 63 FR 24444, May 4, 1998; 65 FR 62215, Oct. 17, 2000; 67 FR 16605, Apr. 5, 2002]

Comments: Flares are not used at this plant to drive off the remaining ETO.  The only control devices are the scrubber and catalytic oxidizer (abator)
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	Changes to Facility/emission unit [Rule 62-210.300]


Does the emission unit description above match what the facility is operating (Number of emission units or points, model number and serial number, etc.)    FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


Comments:  

	(
	C.  Other:

	Pollution Prevention Activities

· P2 Handouts Provided:   FORMCHECKBOX 
 P2 Brochure;    FORMCHECKBOX 
 P2 Manual;     FORMCHECKBOX 
 P2 Checklist

· Have any emissions reductions occurred
 FORMCHECKBOX 
 Yes /   FORMCHECKBOX 
 No     
   
 FORMCHECKBOX 
 Chemical Substitution;        FORMCHECKBOX 
 Equipment Changes;      FORMCHECKBOX 
 Process Changes

 FORMCHECKBOX 
 Chemical/Material Reuse;   FORMCHECKBOX 
On-site Recycling;          FORMCHECKBOX 
 Other:   


Comments:  N/A.  The facility has not started operation
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	Inspector(s):    Jeffrey Morris, Pinellas County, Air Quality Division
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