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1. GENERAL PROJECT INFORMATION
Air Pollution Regulations
Projects at stationary sources with the potential to emit air pollution are subject to the applicable environmental laws specified in Section 403 of the Florida Statutes (F.S.).  The statutes authorize the Department of Environmental Protection (Department) to establish regulations regarding air quality as part of the Florida Administrative Code (F.A.C.), which includes the following applicable chapters:  62-4 (Permits); 62-204 (Air Pollution Control – General Provisions); 62-210 (Stationary Sources – General Requirements); 62-212 (Stationary Sources – Preconstruction Review); 62-213 (Operation Permits for Major Sources of Air Pollution); 62-296 (Stationary Sources - Emission Standards); and 62-297 (Stationary Sources – Emissions Monitoring).  Specifically, air construction permits are required pursuant to Chapters 62-4, 62-210 and 62-212, F.A.C.
In addition, the U. S. Environmental Protection Agency (EPA) establishes air quality regulations in Title 40 of the Code of Federal Regulations (CFR).  Part 60 specifies New Source Performance Standards (NSPS) for numerous industrial categories.  Part 61 specifies National Emission Standards for Hazardous Air Pollutants (NESHAP) based on specific pollutants.  Part 63 specifies NESHAP based on the Maximum Achievable Control Technology (MACT) for numerous industrial categories.  The Department adopts these federal regulations in Rule 62-204.800, F.A.C.
Glossary of Common Terms
Because of the technical nature of the project, the permit contains numerous acronyms and abbreviations, which are defined in Appendix A of this permit.
Facility Description and Location
[bookmark: _Hlk519515254][bookmark: _Hlk519515611][bookmark: _Hlk519515274]West Pharmaceutical – St Petersburg West Pharmaceutical – St Petersburg will be a new medical vial manufacturing plant, which is categorized under Standard Industrial Classification Code No. 3466.  The new Plant Name will be located in Pinellas County at 5111 Park Street North in St. Petersburg, Florida.  The UTM coordinates of the new facility are Zone 17, 327.4014 km East, and 3078.3043 km North.  This site is in an area that is in attainment (or designated as unclassifiable) for all air pollutants subject to Ambient Air Quality Standards (AAQS).
Facility Regulatory Categories
· The facility is not a major source of hazardous air pollutants (HAP).
· The facility is not a Title V major source of air pollution in accordance with Chapter 62-213, F.A.C.
· The facility is not a major stationary source in accordance with Rule 62-212.400, F.A.C. for the Prevention of Significant Deterioration (PSD) of Air Quality.
· This facility is a synthetic non-Title V source for volatile organic compounds (VOC) and hazardous air pollutants (HAP). The emission limitations, restriction on hours of operation, restriction on the type or amount of material combusted, stored or processed in this permit will ensure that the facility’s VOC and HAP emissions will be below the threshold for a Title V source.
Project Description
This facility will be a new medical vial manufacturing plant that uses miscellaneous volatile organic compounds/organic solvents (VOC/OS), hazardous air pollutants (HAPs), and lubricants. The maximum allowable VOC emissions and HAP-containing material usage limitations in the permit enable this facility to be considered as a synthetic non-Title V facility.  Isopropyl alcohol (IPA), West Blend (99.75% IPA), and Lubex (95% aliphatic hydrocarbons) are used as lubricants in the cutting, drawing, and assembly of rubber and aluminum components.  These components are assembled for use as closures for pharmaceutical containers.  Current equipment utilized at the Clearwater facility that will be relocated to the St. Petersburg facility is as follows (Note: This equipment list is for information only and is not intended to be a limit of this permit): 
- (10) Rubber and metal lining machines (use IPA)
- (16) Punch presses (12 use Lubex, 3 uses West Blend or Lubex, and 1 uses IPA)
- (1) Ink station (used to mix ink, BH Hardener and VD Thinner)
- (4) Automated pad printers (use ink, BH Hardener and VD Thinner)
- (1) 5-gallon equipment parts cleaning tank (uses Dibasic Ester)
- (13) Flip-Off assembly machines
- (2) Packaging machines
The 5-gallon equipment parts cleaning tank is subject to the VOC reasonable available control technology (RACT) requirements of Rule 62-296.511, F.A.C.  
IPA and West Blend fumes are collected and discharged outside through a series of ductwork.  There are also fugitive emissions of IPA and West Blend.  
Emissions from using Lubex in the punch presses are fugitive emissions.  These emissions are not collected by the duct system and enter the outdoors via general building ventilation.  
Emissions from the 5-gallon equipment parts cleaning tank are also fugitive emissions.  
The facility has the following pieces of equipment that exhaust air into the atmosphere.  The facility is not taking any emission reduction credit from any piece of equipment that may reduce potential emissions.  
- Tool room dust collector system (located above the new room/grinding room)
- Fork lift battery charging station (located in the receiving dock area)
- Exhaust for isopropyl alcohol at the assembly machines with a design airflow rate of 1000 cubic feet per minute (cfm) from stack 28 feet high.
- Exhaust for the pad printing with a design airflow rate of 700 cfm from stack 35 feet high.
-Exhaust for the QA lab equipment with a design airflow rate of 2000 cfm from stack 35 feet high.
[bookmark: _Hlk527975674]-Exhaust for the isopropyl alcohol at the assembly machine with a design airflow rate of 1000 cfm from stack 28 feet high.
The following new emissions units will be added by this project.
	EU No.
	Description

	001
	Medical Vial Closure Manufacturing Line


Processing Schedule
7/12/2018	Received the application for a minor source air pollution construction permit.
7/27/2018	Requested additional information.
10/18/2018	Received additional information; application complete.
2. PSD APPLICABILITY
The project is located in Pinellas County which is in an area that is currently in attainment with the AAQS or is otherwise designated as unclassifiable.  The facility is not a PSD major source and therefore the proposed project is not subject to a PSD preconstruction review.


3. DEPARTMENT REVIEW
a. Summary of Emissions 
	Pollutant
	EU No.
	Potential Emissions (tpy)
	Allowable Emissions (tpy) 

	VOC
	001
	78.0
	78.0

	
	Total
	78.0
	78.0

	Total HAP
	001
	8.0
	8.0

	
	Total
	8.0
	8.0



b. State Requirements and Federal Regulations
This project is subject to the preconstruction review requirements of Chapter 403, Florida Statutes and Chapters 62-204 through 62-297, Florida Administrative Code (F.A.C.), as indicated below. 
	Subject to:
	Y/N
	Comments 

	Rule 62-210.300, F.A.C. – Permits Required
	Y
	subject to general permitting requirements

	Rule 62-212.400, F.A.C. - Prevention of Significant Deterioration
	N
	facility is not a PSD major source  

	Rule 62-296.320(4), F.A.C. - General Particulate Emission Limiting Standards
	Y
	Medical Manufacturing Operations could be a source of unconfined particulate matter emissions or subject to process weight table

	Rules 62-296.320(1) and (2), F.A.C. - General Pollutant Emission Limiting Standards (VOCs and Odor)
	Y
	Medical vial manufacturing plant operations are a source of VOC and odors

	Rule 62-296.401-418, F.A.C. - Stationary Source Emission Standards
	N
	there is no applicable source category

	Rule 62-296.500, F.A.C. - Reasonably Available Control Technology (VOC)
	N
	Pinellas County is not an air quality maintenance area for ozone 

	Rule 62-296.700, F.A.C. - Reasonably Available Control Technology (PM)
	N
	this is a new source, therefore not subject to PM RACT rule

	Rule 62-204.800, F.A.C. - Standards of Performance for New Stationary Sources (NSPS)
	N
	there is no applicable source category 

	Rule 62-204.800, F.A.C. National Emission Standard for Hazardous Air Pollutants (NESHAPS – 40 CFR 61)
	N
	there is no applicable source category 

	Rule 62-204.800, F.A.C. National Emission Standard for Hazardous Air Pollutants for Source Categories a.k.a. MACT (NESHAPS –40 CFR 63)
	N
	there is no applicable source category 

	Chapter 62-213, F.A.C. - Operation Permits for Major Sources of Air Pollution
	N
	facility is a synthetic non-Title V source 

	Rule 62-297.310, F.A.C. - General Compliance Test Requirements, F.A.C.
	N
	Testing is not required.  Compliance is demonstrated via recordkeeping.



4. PRELIMINARY DETERMINATION
The Department makes a preliminary determination that the proposed project will comply with all applicable state and federal air pollution regulations as conditioned by the draft permit.  This determination is based on a technical review of the complete application, reasonable assurances provided by the applicant, and the conditions specified in the draft permit.  No air quality modeling analysis is required because the project does not result in a significant increase in emissions.  Javier Ramirez is the project engineer responsible for reviewing the application and drafting the permit.  Additional details of this analysis may be obtained by contacting the project engineer at the Department’s Air and Solid Waste Permitting Section in the Southwest District Office, 13051 North Telecom Parkway, Suite 101, Temple Terrace, Florida 33637-0926, phone 813-470-5794, or by email Javier.ramirez@FloridaDEP.gov 
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