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March 31, 2025
Via Electronic Mail: sivaciioniaops ven

The Honorable Lee M. Zeldin
Administrator

U.S. Environmental Protection Agency
1200 Pennsylvania Avenue NW,
Washington, DC 20460

Re:  Presidential Excemption: National Emission Standards for Hazardous Air Pollutants:
Fthylene Oxide Commercial Sterilization Facilitics Residual Risk and Technology Review,
89 Fed. Reg. 24090 (April 5, 2024) (40 CTR Part 63, Subpart O).

Dcar Administrator Zeldin,

[ write on behalf of Medtronic Xomed LLI.C (“Xomed™) to request that the President issuc a two-
year exemption pursuant to his authoerity under Clean Air Act (CAA) Scetion 112(1)(4) for all
cmission standards and associated requircments sct or revised in EPA’s April 4, 2024 National
Emission Standards for Hazardous Air Pollutants: Ethylene Oxide Emissions Standards for
Sterilization Facilitics Residual Risk and Technology Review, 89 Fed. Reg. 24090 (Apr. 5, 2024)
(Sterilizer Rule).

Xomed requests that a Presidential Exemption be granted to the following facility for all emission
sources regulated under the Sterilizer Rule contained therein:

¢ Xomed Jacksonville Facility, 6743 Southpoint Drive North, Jacksonville, FI., 32216,
FDEP Facility D 0310379.

Xomed further requests that the Presidential Excemption take cffeet according to the compliance
deadlines for the applicable standards in the Sterilizer Rule, as follows:

e For standards sct or revised under CAA Scetion 112(f) and all correspending requircments
(including monitoring requircments}, the exemption should apply as of April 6, 2026 (the
compliance deadline for those standards); and

e For standards sct or revised under CAA Scetion 112(d) and all corresponding requirements
(including monitoring requircments), the exemption should apply as of April §, 2027 (the
compliance deadlines for those standards).

As cxplained further in the attached letter submitted to EPA on March 17, 2025, eon behalf of the
Fthylene Oxide Sterilization Association (EOSA), the technology necessary to implement the
standards sct forth in the Sterilizer Rule is not available because manufacturers cannot guarantee
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that existing cmissions control equipment will cnable sources to mect the new standards; there is
not a sufficient supply of the necessary control and monitoring technolegy; and there arc not
cnough cxpericneed installation professional and tcchnical cxperts to install and test that
cquipment within the current compliance timeframes.

As also explained further in EOSA’s March 17 letter, it is in the national sccurity interests of the
United States to issuc the requested exemption because 1f the Xomed Jacksonville Facility 1s foreed
to ceasc operations on April 6, 2026, that will disrupt the supply of sterilized medical devices, raise
the cost of those devices, and/or force medical supplicrs or providers to source sterilized medical
devices from abroad.

If PA requires additional information regarding the Xomed Jacksonville Facility, including the
availability of technology to comply with the Sterilizer Rule or national security risks if the Facility
1s foreed to ccasc opcerations, we would be pleased to provide additional information as needed to
fully support this request for Presidential Exemption. Pleasce contact me if EPA has any qucstions
or concerns regarding Xomed’s request. Xomed appreciates FEPA’s attention to this important
matter. [ can be reached by phone at (904) 296-6456 or email tim.romecki@ medtronic.com if EPA
rcquircs any additional information net act on the requested exemption.

[ DocuSigned by:

/GIBAIZIE22539460
Thomas Osteraas

Officer
Mecdtronic Xomed LLC

Enclosurce:
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