STATEMENT OF BASIS
[bookmark: _GoBack]Title V Air Operation Permit Revision
Permit No. 1270094-021-AV
APPLICANT
The applicant for this project is Covidien, LP.  The applicant’s responsible official and mailing address are: Ms. Sue Williams, Environmental Engineer, Covidien, LP, 2010 International Speedway Boulevard, DeLand, Florida 32724-2010.
FACILITY DESCRIPTION
The applicant operates the existing DeLand facility, which is located at 2010 International Speedway Boulevard, DeLand Florida.

This existing facility consists of a commercial medical device manufacturing and assembly facility.  Needle manufacturing includes needle/device assembly machines, needle lube mixing sterilization, packaging and testing operations.  VOC and HAP emissions are from materials used in the needle lube prep, gluing, assembly and other operations conducted throughout the facility.  Grinding operations include wet blast, grit blast and electrolytic grinding operations.  Particulate matter is controlled by use of cyclones and wet scrubbers at areas of grinding operations in the facility.  Additional revisions contained within in this permit revision include the inclusion of three additional emission units for: ten emergency engines subject to 40 CFR 63, Subpart ZZZZ; one fire pump subject to 40 CFR 60, Subpart IIII; and one boiler subject to 40 CFR 63, Subpart DDDDD.

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

PROJECT DESCRIPTION
The purpose of this permitting project is to revise the Title V Air Operation Permit for the above referenced facility to incorporate conditions of Construction Permit 1270094-017-AC.  Construction Permit 1270094-017-AC was issued to the facility on February 27, 2014 to authorize construction and installation of a new process line to allow for production of medical device needles.  Construction Permit 1270094-017-AC also authorized higher facility-wide emissions to allow for increased production on the new process line. Additional revisions contained within in this permit revision include the inclusion of three additional emission units listed above. 
PROCESSING SCHEDULE AND RELATED DOCUMENTS 
Initial Title V Air Operation Permit 1270094-002-AV issued December 15, 1997
Construction Permit 1270094-017-AC issued February 27, 2014
Title V Air Operation Permit Renewal 1270094-018-AV issued October 30, 2014
Application 1270094-021-AV for a Title V Air Operation Permit Revision received June 2, 2015
Draft-Proposed Permit issued on 6/25/15.

PRIMARY REGULATORY REQUIREMENTS
Standard Industrial Classification (SIC) Code:  3841 – Surgical and Medical Instruments.
North American Industry Classification System (NAICS):  339112 – Surgical and Medical Instrument Manufacturing
[bookmark: q5]HAP:  The facility is identified as a major source of hazardous air pollutants (HAP).
Title V:  The facility is a Title V major source of air pollution in accordance with Chapter 62-213, Florida Administrative Code (F.A.C.).
PSD:  The facility is not a Prevention of Significant Deterioration (PSD) major source of air pollution in accordance with Rule 62-212.400, F.A.C.
NSPS:  The emergency fire pump (EU 012) is subject to the New Source Performance Standards (NSPS) of 40 Code of Federal Regulations (CFR) 60.
NESHAP:  The Existing Stationary Emergency Engines (EU 011) and Existing Boiler (EU 013) are subject to the National Emissions Standards for Hazardous Air Pollutants (NESHAP) of 40 CFR 63.  
CAIR:  The facility is not subject to the Clean Air Interstate Rule (CAIR) set forth in Rule 62-296.470, F.A.C.
PROJECT REVIEW
Changes that were made as part of this revision include:
1) Revising the description of EU 001 – Needle Manufacturing to add a new process line including associated needle and medical device assembly equipment in the commerce area of the facility.
2) Condition A.3, VOC and HAP Emissions Standards, has been changed as authorized by Construction Permit 1270094-017-AC to increase VOC and HAP emission limits to allow for increased production on the new process lines. 
3) Permit Section III B  - EU 011 - Existing Stationary Emergency Engines, has been added to the permit for ten existing emergency engines subject to 40 CFR 63 Subpart ZZZZ  - National Emissions Standards for Hazardous Air Pollutants (NESHAP) for Stationary Reciprocating Internal Combustion Engines.
4) Permit Section III C  - EU 012 - Emergency Fire Pump, has been added to the permit for one existing emergency fire pump  subject to 40 CFR 60 Subpart IIII - Standards of Performance for Stationary Compression Ignition Internal Combustion Engines.
5) Permit Section III D  - EU 013 - Existing Boiler, has been added to the permit for one existing gas-fired boiler subject to  40 CFR 63 Subpart DDDDD - NESHAP Standards of Performance for Major Sources: Industrial, Commercial, and Institutional Boilers and Process Heaters.
CONCLUSION
This project revises Title V air operation permit No. 1270094-018-AV, which was effective on October 30, 2014.  This Title V air operation permit revision is issued under the provisions of Chapter 403, Florida Statues (F.S.), and Chapters 62-4, 62-210, and 62-213, F.A.C.
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