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195 MeDermott Road : : COVIDIEN

North Haven, C'T 06473

March 31, 2025
Via Llectronic Mail: qirsenoniocpa oy

The Honorable Lec M. Zeldin
Administrator

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

Re:  Presidential Exemption:

National Emission Standards for Hazardous Air Pollutants: Ethylene Oxide
Commercial Sterilization Facilities Residual Risk and Technology Review, 89
Fed. Reg. 24090 (April §, 2024) (40 CFR Part 63, Subpart O):

— Covidien North Haven Facility, 195 McDermott Road, North Haven, Connecticut
Dear Administrator Zcldin:

Covidien LLP (“Covidien™) hereby submits the following request for Presidential Exemption
from the final risk and technology review of the National Emission Standards for Hazardous Air
Pollutants (“NESHAP?”) for the commereial cthylence oxide (“EtO™) sterilization source category,
40 CFR Part 63, Subpart O (“Sterilizer Rule™), published in the Federal Register on April S, 2024,
On March 12, 2025, the U.S. Envirenmental Protcction Ageney (“EPA”Y announced the “Powcering
the Great Amcerican Comeback Initiative” to, among other actions, reconsider the Sterilizer Rule
and other standards affccting a broad range of Amcrican industrial scctors. The enclosed request
1s submitted in accordance with EPA’s instruction to submit requests for Presidential Exemptions
from the Sterilizer Rule by March 31, 2025.°

l. Request for Presidential Exemption

Covidicn has determined that its medical device manufacturing and sterilization facility
located at 195 McDermott Road, North Haven, Connecticut (*“North Haven Facility” or “Factlity™)
cannot implement certain requirements of the Sterilizer Rule before the applicable compliance
date. Spectfically, it 1s rechnologically infeasible to install the Facility upgrades needed to operate
a Permanent Total Enclosure (“PTE”) for all Group 2 room air cmissions (as defined in the
Sterilizer Rule) prior to April 6, 2026. If the North Haven Facility is forced to halt sterilization
opcrations on the compliance date, there is no available alternative to safcly sterilize the essential
medical products manufactured by Covidien. Therefore, a disruption to the sterilization operations

89 Fed. Reg. 24090 (Apr. 5, 2024).
P EPA, “Clean Air Act Section 112 Presidential Exemption Information,™ available at,
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of the North Haven Facility would adversely affect the United States’ national security inferest in
a safc and rcliable domestic supply of sterile medical products.

In accordance with Scetion 112(1)(4) of the Clean Air Act, Covidicn requests a Presidential
Excmption to ¢xtend the North Haven Facility’s deadline to comply with all standards for Group 2
room air cmissions undcr the Sterilizer Rule for twe years until April 5, 2028,

Al Background

The Covidien North Haven Facility is a finished geods manufacturing and asscmbly plant
for Class 1, 11, and 111 medical deviees, primarily te serve the surgical market.* The majority of
products produccd at the North Haven Facility undergo EtO sterilization as part of the standard
manufacturing process. A proportion of products arc madc from bie-absorbable matcrials or
contain bio-absorbable materials that arc sensitive to moisture and other outside clements. Thosc
products that arc absorbablc in nature, or that contain absorbablc elements, are sterilized on-site to
cnsurc product performance and shelf life. As described further below, these products require
additional post-sterilization processing and packaging on-site in the North Haven Facility before
being distributed for sale.

Products manufactured and FtQ sterilized at the North Haven Facility include:

. FtO | Post-Aeration
Product Description Sterilized | Processing On-
- On-Site Site

V-Loc™ Wound  Barbed suturcs, absorbable
Closurc Device and non-absorbablc

Polysorb™ Braided

Absorbable Suture Braided absorbable suturc X X

Absorbable tack fixation
device for laparoscopic X X
hemnia repair

AbsorbaTack™
Fixation Dcvice

*The US. Food and Drug Administration ("FIDA™) requires medical deviees to be elassificd based on the risk posced
to a paticnt associated with the intended use or specialized indications for use of a deviee. Class [ includes deviees
with the lowest risk and Class TIT includes those with the greatest risk.
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S e . EtO [ Post-Aeration
Product Description . Sterilized |Processing On-
. On-Site Site
ReliaTack™ . .
) ) Articulating absorbable
Articulating . _r
L tack fixation device for X X
Rcloadable Fixation | . hemni )
: aparoscopic hernia repair
Device P . P
Max Tack™ Motorized absorbable tack
Motorized Fixation fixation device for X X
Device laparoscopic hernia repair
Endoscopic stapling
Tri-Staple™ 2.0 | . =
I_'l . apse instrument with absorbable X X
Reinforced Reload :
buttrcss matcrial
Ende GIA™ Reload
with Tri-Staplc'™ Endoscopic stapling X
Technology and Tri- instruments
Staplc™ 2.0 Reload
Lapro-Clip™ . )
, Absorbable ligation clips X X
Absorbable Clips & P
Prcmium Poly CS™
Y Absorbable open stapler X X
Stapler

‘The North Haven Facility currently operates two sterilization systems, cach consisting of

a sterilization chamber, and a primary acration reom. Sccondary acration rooms arc also available

and can be shared by both systems. The two sterilizer systems are currently permitted by the
Connccticut Department of Encrgy and Environmental Protection (“CTDEEP™) under state New
Source Review (“NSR™) Permit Nos. 135-0143 & 135-0144. NSR Permit No. 135-0143 covers
Sterilizer No. ST-A, and NSR Permit No. 135-0144 covers Sterilizer No. ST-B. Medical devices
manufactured onsite arc sterilized using a mixture of EtO, nitrogen, and stcam. Sterilized product

is then acrated. All exhausts and vents from both systems, including the sterilization chambers,

primary acration, and sccondary acration arc ducted to a single stack equipped with a balancer and

catalytic oxidizcr.
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B. The technology needed for the North Haven Facility to comply with Group 2
room air emission control requirements is not available prior to the applicable
compliance date

The Stenlizer Rule requires the North Haven Facility identify a compliance approach,
design physical modifications, procurc control technologics, and complcic construction of Facility
upgrades to comply with new cmission standards applicable to Sterilization Chamber Vents
(“SCVs”™), Acration Room Vents (“ARVs™), Chamber Exhaust Vents (“CEVs™), and Group | and
Group 2 room air cmissions.” Group | room air cmissions apply to “cmissions from indoor EtO
storage, EtO dispensing, vacuum pump opcrations, and pre-acration handling of sterilized
material . Group 2 room air cmissions apply to “cmissions from . . . the storage and transportation
of matcrial that has been removed from acration but has not been placed in a vehicle for the sole
purpose of distribution to another facility.”® Covidicn plans to install PTEs for all arcas within the
North Haven Facility identificd as containing Group 1 and Group 2 room air cmissions, two banks
of dry resin bed control device systems with at lcast 80% DRE, and new stacks associated with the
two dry bed systems. The North Haven Facility is currently permitted for a combined FtO
throughput of greater than 4 tons per year (tpy) and, therefore, must comply with Group 2 emission
standards promulgated under Clean Air Act Scction 112(f)(2) by April 6, 2026.

Below 1s a representative process flow diagram of the planned system for controlling
Group | or Group 2 room air emissions:

* This request for Presidential Exemption does not seek an extension of time to comply with the standards for SUVs,
CEVs. or ARVs under the Sterilizer Rule.

“40 CFR 63.361

fd
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North Haven Facility Group 1 and Group 2 Planned Process Flow Diagram
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The Group | room air cmissions routed to the first dry resin bed system comprise EtO
storage, dispensing, vacuum pump opcrations, and pre-acration handling of sterilized material
consistent with the scope of Group | cmission sources defined under the Sterilizer Rule. The
Group 2 room air cmissions (sterilizer department / warchousc operations) routed to this system
comprisc post acration handling of sterilized product preparced for additional processing onsitc or
for shipment off site. In addition, Group 2 room air emissions (manufacturing) routed to the sccond
dry resin bed system comprise post-acration processing operations for bioabsorbable suturcs
manufactured at the North Haven Facility. These operations occur in several different arcas of the
Facility, including dry rooms with various processes designed to remove moisture from the suture
products and maintain dry conditions prior to final packaging for distribution.

Covidien has determined that it 1s fechnologically infeasible to design and install PTEs for
Group 2 room air cmisstons within the extremely short compliance deadline of April 6, 2026
finalized by EPA in the Sterilizer Rule. Scveral engincering challenges at the North Haven Facility
makce the compliance dceadline for controlling Group 2 room air cmissions technologically
infcasiblc.

First, manufacturing arcas uscd to process post-acration sterilized material include distinet
room arcas that arc physically disconnected and located on scparate floors. The hallways, clevator
and other corridors conncecting all Group 2 arcas cannot be contained within a single PTE duc to
physical scparation, adjoining hallways and spacces, varying cciling heights, and utilitics located
through these spaces. Multiple air locks or vestibules would be needed to control air flow from onc
or morc PTEs. Further, as a combined manufacturing and sterilization Facility, the building
includes numerous opcerations adjacent to or surrounding Group 2 arcas that do not handle post-
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acration sterilized material. Several such arcas require clean room environments and/or dry room
cnvironments with positive air pressure gradients that arc inconsistent with the design of a PTE.
As a conscquence, a PTE for the Group 2 arcas must include numecreus Natural Draft Openings
(“NDOs™) te commeoen hallways or other arcas of the North Haven Facility. The engincering
challenges associated with designing a PTE for this facility make the April 6, 2026 compliance
deadline infeasible.

Second, maintaining ncgative air pressurc through the substantial volume of duct work that
would be needed for a PTE will be highly enerpy inefficient. 1t is anticipated that the North Haven
Facility will nced to substantially rcdesign its heating and ceoling systems to facilitate the
nceessary air pressurc gradient and large volume of air exhausted from the building,

Third, Covidicn’s bioabsorbable suture products require post-acration drying to remove
moisture from steam used during the sterilization process. Group 2 arcas that include dry rooms
must be maintained at positive air pressure to remove moisture for product quality purposcs.
Therefore, EPA Method 204 was developed for single-room or facility-wide operations that arc
not recadily transferrable to the North ITaven Facility’s combination medical device manufacturing
and sterilization operations. Covidien specifically raised these serious concerns in comments
responding to EPA’s proposed revisions to the Sterilizer Rule, explaining:

PTEs arc not feasible for sterilizers located at medical device manufacturing plants
in light of the dual nature of the activitics being conducted at such facilitics. PTEs
would rcquire that sterilization and manufacturing operations within the same
facility to be kept under negative and positive pressure environments, respeetively.
This arrangement would potentially require significant changes to the overall
ventilation system, which would be infeasible to implement within a single facility
(depending upon the individual facility configuration). It may alse disrupt or
prevent certain manufacturing operations that require clean room cnvironments
with air pressure gradients that arc inconsistent with the design of a PTE.

In summary, the North Haven Facility faces specialized challenges to complying with the
Group 2 cmissions requircments because of the products manufactured and sterilized at this
Facility. As a result, Covidien has determined that that it is technologically infeasible to design
the physical modifications, amend NSR Permit Nos. 135-0143 and 135-0144, procurc nccessary
control cquipment, complete construction, and conduct initial performance tests prior to the April
6, 2026 to control Group 2 room air ecmissions. See 42 US.C. § 7412(i)(4) (“the President may

FEPA-HQ-OAR-2019-0178-0577 (comment submitted by Covidien’s corporate parcnt, Medtronic Tne.).
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cxempt any stationary source from compliance with any [NESHAP| standard or limitation . . . 1f
the President determines that the technology to implement such standard is not available . . ).

£ Any disruption or temporary pause to the supply of essential products
manufactured by the North Haven Facility will threaten patient health and
safety and, therefore, national security

The U.S. government has recognized that medical deviee manufacturing and sterilization
opcrations arc vital to domcestic critical infrastructurc. Incapacitation or disruption to thesc
opcrations would have a debilitating cffeet on national sceurity, cconomic sceurity, public health
and safcty, or any combination thercof. Indeed, the ULS. Department of Homcland Sceurity,
Cybersceurity and Infrastructure Ageney (“CISA™) has determined:

The Healthcare and Public Health Sector protects all sectors of the cconomy from
hazards such as terrorism, infectious discasc outbreaks, and natural disasters.
Because the vast majority of the sector's asscts are privately owned and operated,
collaboration and information sharing between the public and private sectors is
cssential to increasing resilicnce of the nation’s Healthcare and Public Health
critical infrastructurc.’

A rcliable supply of sterile medical devices and cquipment sterilized using EtO—such as
suturcs, surgical kits, [V scts, and other cquipment—is critical to the United States’ national
sccurity interests’ becausc these products are subject to highly inclastic demand. There are ncarly
6,100 hospitals in the United States which admit more than 34.4 million paticnts annually.”
Mecdical devices and cquipment respond to “on demand” and unpredictable healtheare needs. Any
disruption to the supply of medical devices  roughly 50% of which arc sterilized using EtO'
would adversely affect patient carc. Healtheare associated infections arc also a major public health
concern in the United States and worldwide. In the United States alone, 1t is cstimated that 1 in 31
paticnts (morc than | million patients per year) expericnee healthcare associated infections.!
Along with infection control practices, cftective sterilization of medical deviees and instruments
1s ¢ssential to minimize the risk of healtheare associated infectiens.

¥ CCISA, “IMcaltheare and Public Health Scetor™, available at
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The bioabsorbable sutures manufactured by Covidien provide lifesaving medical care to
patients throughout the United States. [f Covidien 1s forced to halt or terminate sterilization
opcratiens at the North Haven Facility, the resulting disruption to domestic supply  of
biocabsorbablc suturcs would adversely impact the public health critical infrastructurc of the United
States. Morcover, if Covidicn cannot continue to conduct sterilization opcerations in America, it
may bc forced to scck manufacturing and/or sterilization capacity outside the United States.
Reliance on imported medical cquipment poscs a national security risk because disruption duc to
gcopolitical conflicts, tradc restrictions, cconomic cocrcion, or other facters could scvercly limit
the resilicnee of United States” healtheare system. Therefere, the requested exemption is in the
national sccurity interests of the United States. See 42 U.S.C. § 7412(1)(4) (“the President may
cxempt any stationary source from compliance with any [NESHAP] standard or limitation . . . if
the President determings that . . . it Is in the national security interests of the United States to
do so. . 7).

I1. Conclusion

For the reasons cxplained herein, Covidien respectfully requests a Presidential Exemption
to extend the compliance deadline to comply with all standards for Group 2 room air cmissions at
the North HHaven Facility. Subject to IPA’s reconsideration of the Sterilizer Rule, Covidien secks
a two-ycar exemption until April 5, 2028.

We would be pleased to address any questions regarding this request for Presidential
Excmption. Plcasc dircet any inquirics to my attention at thomas.l.osteraas@medtronic.com.

Signed by:

Thomas {,. Psturaas

T /6784318723 D466
[homas L. Ostcraas

Officer
Covidicn LP
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