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1.0 SUWARY

On March 7, 1994, the Environnental Protection Agency (EPA)
proposed national em ssions standards for hazardous air
pol lutants (NESHAP) for commercial sterilization and fum gation
operations (59 FR 10591) under authority of § 112 of the anended
Clean Air Act (Act). Public comments were requested on the
proposal in the Federal Register. There were 19 commenters

conposed of States, environnental groups, control equipnent
vendors, trade groups, and conmercial sterilizer
owner s/ oper at or s.

The coments that were submtted al ong with responses to
these comments are summarized in this docunent. The summary of
comments and responses serves as the basis for the revisions nade
to the standards between proposal and pronul gation.

1.1 SUWVARY OF | MPACTS OF PROMULGATED ACTI ON

These standards wi Il reduce nati onw de em ssions of
hazardous air pollutants (HAP) from comercial ethyl ene oxide
sterilization and fum gation operations by 1,030 negagrans (M)
(1,140 tons), or by 96 percent, in 1997 conpared to the em ssions
that would result in the absence of the standards.® The
standards for sterilization chanber vent and aeration room vent
em ssions are unchanged fromthose in the proposed preanble
[950 My (1,050 tons) and 48 My (53 tons), respectively] [as
published in the Federal Register on March 7, 1994,

(59 FR 10595)]. The standards for chanber exhaust vent em ssions
account for a nationw de reduction of 34 My (37 tons) in 1997.1

No significant adverse secondary air inpacts, water, solid waste,
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or energy inpacts are anticipated fromthe promnul gati on of these
standards (59 FR 10595-10596).

| mpl ementation of this regulation is expected to result in
nati onwi de annual i zed costs for existing ethylene oxide
comrercial sterilization facilities of about $6.6 mllion beyond
baseline.? Capital cost incurred by a typical uncontrolled
exi sting source such as a |large commercial sterilization and
fum gati on operation using 68,000 kil ograns per year (kg/yr)

[ (75 tons per year (tons/yr)] of ethylene oxide woul d be about
$310, 000 for controlling the sterilization chanber vent emni ssions
(unchanged since proposal, see 59 FR 10596) and about $290, 000
for controlling the aeration roomvent and chanber exhaust vent
eni ssions.? The annualized cost incurred by this typical source
to operate the control devices would be about $100, 000 for the
sterilization chanber vent (unchanged since proposal, see

59 FR 10596) and about $80, 000 for the aeration roomvent and
chanber exhaust vent.? The costing analysis is summarized and
can be found in detail in Chapter 7 of the background information
for proposed standards® and changes to capital and annualized
costs since proposal are provided in reference 2.

The econom ¢ i npact anal ysis done prior to proposal showed
that the econom c inpacts fromthe proposed standards woul d not
be significant (59 FR 10596). No changes have been nade to the
promul gated rul e since proposal that would increase the economc
inpacts to a significant |level. The econom c inpact analysis is
summari zed in the proposal preanble (59 FR 10596) and a detail ed
di scussion can be found in Chapter 8 of the background
i nformation for proposed standards.?

1.2 SUWARY OF CHANGES TO THE MACT FLOOR FOR MAJOR SOURCE

CHAMBER EXHAUST VENTS*

The only major change to the regulation fromits proposal is
the reevaluation of the MACT floor for major source chanber
exhaust vents. A general discussion of the MACT fl oor
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determ nation is given in the preanble to the proposed rule
(59 FR 10592-10593). Information submtted by comenters on the
proposed regul ation indicated that a controlled MACT fl oor exists
for existing major source chanber exhaust vents. The control of
t hese vents involved the ducting of the em ssions fromthe
chanber exhaust to a control device installed to control aeration
roomvent em ssions. For a source that controls aeration room
vent em ssions already, the em ssions fromthe chanber exhaust
vent are manifolded to this control device. To facilitate
conbi ned control of the two em ssions points, the air flow rate
fromthe aeration roomto the control device is reduced when
control of em ssions fromthe chanber exhaust vent is necessary.
This conbined flow option for use with an existing control device
may al so be used for manifol ding the chanber exhaust vent
em ssions to the sterilization chanber vent control device.
Because there are approximately 50 naj or sources contai ned
in the Agency's comercial sterilization data base, the best
controlled six facilities (12 percent) conprise the MACT fl oor
The Agency therefore contacted six facilities that commenters
listed as controlling chanber exhaust vent enmissions to ascertain
their major source status. Each of these six facilities
i ndicated that they were a major source (annual ethyl ene oxide
use of 20,000 pounds or nore). VWhile commenters reported
em ssions reduction information for these sources, the
efficiencies reported reflect the efficiency achi eved by the
control device to which nmultiple vent em ssions are vented; the
em ssions reductions achi eved for the chanber exhaust vent
em ssions were not verified with actual test data. Therefore,
the MACT floor for the chanber exhaust vent at existing najor
source commercial ethylene oxide sterilization and fum gation
operations is control of the chanber exhaust vent. The best
controlled simlar source controls em ssions fromthe chanber
exhaust vent, and the MACT floor for new major sources is
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therefore control of the chanber exhaust vent em ssions. The
em ssions fromthe chanber exhaust vent at both new and existing
maj or sources either nust be vented (nmanifolded) to a control
devi ce achi eving 99 percent em ssions reduction that controls the
em ssions fromeither the aeration roomor sterilization chanber
vent control device or nust be vented to a dedicated contro
device that achieves at |east 99 percent em ssions reduction.
1.3 SUWMMARY OF CHANGES SI NCE PROPOSAL

Several changes have been nmade since the proposal of these
standards in response to public coments. The nmajority of the
changes have been nmade to clarify portions of the rule that were
uncl ear to the commenters. O her changes include reassessnent of
the MACT floor for the chanber exhaust vent, addition of another
referenced control technology, allow ng alternative nonitoring
scenari os, and extending the conpliance period for all sources.
Al'l changes that have been nade to the regulation are fully
explained in the responses to the comments. A sunmary of the
requi renents for each em ssions source is outlined bel ow and
contains the following information: (1) changes to the
requi renents since proposal have been identified in the outline
along with the section of this background informati on docunent
(BI'D) containing the discussion and rationale for the change, and
(2) in instances where no changes have been nade to the
regul ati on since proposal, a reference has been identified for
| ocating the rationale used in determ ning the requirenents.

QUTLI NE- MAJOR CHANGES TO REGULATI ON SI NCE PROPOSAL

| . STERI LI ZATI ON CHAMBER VENT

A. Standards for Sterilization Chanber Vents

No change in the level of the standards for major and area
sources from proposal on March 7, 1994. [See 59 FR 10591 (EPA
Air Docket A-88-03, Docket Entry I11-A-01), pp. 10597-10600 for
rational e. ]

B. Format of the Standards for Sterilization Chanber Vents
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No change in the format of the standards from proposal in
March 1994. [See 59 FR 10591 (EPA Air Docket A-88-03, Docket
Entry 111-A-01 and 111-A-02), pp. 10600-10601 for rationale.]

C. Conpliance and Perfornmance Testing for Sterilization
Chamber Vent

The nonitoring paraneters for the control devices at both
maj or and area sources have changed from proposal in March 1994
as foll ows:

1. For acid-water scrubbers, the nonitoring requirenment has
changed from continuously nonitoring the ethylene glycol in the
proposed rule to weekly nmonitoring of either the ethylene glycol
concentration or the | evel of scrubber liquor in the scrubber
liquor tank in the final rule. (See Section 2.4.2.)

2. For oxidation units, the nonitoring requirenent has
changed from continuously nonitoring the tenperature within a
specific range (+x10°F) in the proposed rule to continuously
nmoni toring a mninnum baseline tenperature in the final rule.
(See Section 2.4.3.)

1. AERATI ON ROOM VENT

A.  Standard for Aeration Room Vent

1. Existing and New Maj or Sources. No change in the |evel
of the standards from proposal in March 1994. [See 59 FR 10591
(EPA Air Docket A-88-03, Docket Entry I11-A-01 and 111-A-02),
pp. 10597-10598 for rationale.]

2. New Area Sources. No change in the |evel of the
standard from proposal in March 1994. [See 59 FR 10591 (EPA Air

Docket A-88-03, Docket Entry II1l-A-01 and Il1-A-02), pp. 10598-
10599 for rationale.]
3. Existing Area Sources. Information submtted by

commenters indicated that existing area sources are controlling
em ssions fromthe aeration roomvent; there are at | east eight
(12 percent of 68) facilities known to control aeration room vent
em ssions. The MACT floor for existing area sources for aeration
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roomvents is control.® Just as MACT was rejected and GACT was
sel ected based on cost effectiveness of over $100,000/ton for new
area sources, the Admnistrator explained in the preanble to the
proposed rule that if information was submtted indicating a
controlled floor for existing area sources, MACT woul d be
rejected and GACT selected for existing area sources. Due to the
hi gh cost effectiveness associated with control of existing area
source aeration roomvents, MACT has been rejected and GACT
selected for this source category; GACT for this source category
is no control. [See Section 2.2.6 and see 59 FR 10591 (EPA Air
Docket A-88-03, Docket Entry II1l1-A-01 and Il11-A-02), pp. 10599-
10600 for rationale.]

B. Format of the Standard for Aeration Room Vent

1. Mjor Sources. The final rule provides additional
flexibility to facilities by allow ng sources to conply with

either the 1 part per mllion volune (ppnmv) concentration
[imtation as proposed [see 59 FR 10591 (EPA Air Docket A-88-03,
Docket Entry I11-A-01 and I11-A-02), pp. 10600-10601 for

rationale] or a 99 percent em ssions reduction (based on
comenters' suggestions, see Section 2.2.6).

2. Area Sources. No control; no change from proposal in
March 1994.

C. Conpliance and Perfornmance Testing for Aeration Room
Vent s

1. Major Sources. Facilities nmay denonstrate conpliance by
continuously nonitoring either the ethylene oxide concentration
fromthe aeration roomvent after the control device as proposed
or by paranetrically nonitoring the control device achieving
99 percent em ssions reduction. The nonitoring paranmeters for
denonstrating conpliance are as follows [sane as |isted above in
Sterilization Chanber Vent]: for oxidation units, the nonitoring
requi renent has changed from continuously nonitoring the
tenperature within a specific range (£10°F) in the proposed rule

1-6



to continuously nonitoring a mnimum baseline tenperature in the
final rule. (See Section 2.4.3.)

2. Area Sources. No control and therefore no conpliance
requi renents are necessary; no change from proposal in
March 1994.

I11. CHAMBER EXHAUST VENTS

A. Standard for Chanber Exhaust Vent

1. Mgjor Sources. Based on information submtted by
commenters and subsequent followup, there are at |east six
(12 percent of 50) existing major sources known to control
chanber exhaust vent em ssions by nmanifolding emssions to a
sterilization chanber vent or aeration roomvent control device
(see Section 2.2.7). The MACT floor for existing nmajor sources
for chanber exhaust vents is control of chanber exhaust vent
em ssions by a control device. The best controlled source
controls em ssions fromthe chanber exhaust vent by venting to a
control device; the MACT floor for new sources is therefore
control of chamber exhaust vent emissions.? (See § 112(d) of the
Act) The standard for chanber exhaust vents specifies that a
facility may either manifold the emssions to controls for the
sterilization chanber vent or the aeration roomvent or may
reduce em ssions by 99 percent. (See Section 2.2.7.)

2. Area Sources. No control but facilities nust
denonstrate that the source is under the 5,300 ppnmv concentration
limt; no change from proposal in March 1994. [See 59 FR 10591
(EPA Air Docket A-88-03, Docket Entry I11-A-01 and I11-A-02),
pp. 10598-10600 for rationale.] Additional flexibility has been
added to the standard in that sources may choose to denonstrate
control by reducing em ssions by 99 percent. (See
Section 2.2.7.)

B. Format of the Standard for Chanber Exhaust Vent

1. Major Sources. Sources will conply by venting to a
devi ce achieving a 99 percent em ssions reduction. The percent
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em ssions reduction is consistent with the data submtted by
commenters for control devices the em ssions are vented to and as
is consistent with the format for both the SCV and the ARV
standards (for manifol ding purposes). (See Section 2.2.7.)

2. Area Sources. The final rule provides flexibility to
facilities by allow ng sources to conply with the concentration
limt as proposed [see 59 FR 10591 (EPA Air Docket A-88-03,
Docket Entry I11-A-01 and I11-A-02), pp. 10600-10601 for
rationale] or with a 99 percent em ssions reduction limtation
(see Section 2.2.7).

C. Conpliance and Performance Testing for Chanber Exhaust
Vent

1. Major Sources. Sources that manifold em ssions would
determ ne the nonitoring paranmeters based on the initia
conpliance test and the paraneters determ ned for the
sterilization chanber vent or the aeration roomvent control
device. Sources with dedicated control devices would determ ne
the nonitoring paraneters based on the control technol ogy used.

The nmonitoring paraneters for dedicated control devices are
as follows [sanme as |isted above in SCV]:

- for acid-water scrubbers, the requirenent is weekly
nmonitoring of either the ethylene glycol concentration or the
| evel of scrubber liquor in the scrubber |liquor tank. (See
Section 2.4.2.)

- for oxidation units, the requirenent is continuously
moni toring a mni mum baseline tenperature. (See Section 2.4.3.)

2. Area Sources. Facilities nust denonstrate that there
are no increases in emssions fromthe chanber exhaust vent by
either nmonitoring the ethylene oxide concentration in the
sterilization chanber prior to activation of the chanber exhaust
or by controlling the emssions fromthis vent. A facility may
choose to conply with the 5,300 ppnv limtation by manifolding
the em ssions to a control device for the sterilization chanber
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vent or controlling the em ssions with a dedicated control
device. Sources that manifold em ssions woul d determ ne the
nonitoring paraneters based on the initial conpliance test and
the paraneters determned for the sterilization chanmber vent.
Sources with dedicated control devices would determ ne the
nonitoring paraneters based on the control technol ogy used.

The nonitoring paraneters for the dedi cated control devices
are as follows [sanme as |isted above sterilization chanber
vent s]:

- for acid-water scrubbers, the requirenent is weekly
nonitoring of either the ethylene glycol concentration or the
| evel of scrubber liquor in the scrubber liquor tank. (See
Section 2.4.2.)

- for oxidation units, the requirenent is continuously
nmoni toring a mni mum baseline tenperature. (See Section 2.4.3.)

V. | MPACTS FOR THE PROMULGATED REGULATI ON

A. Air. Additional ethylene oxide em ssions reduction is
achi eved by controlling em ssions from major source chanber
exhaust vents (see Section 2.2.7); the nationw de em ssions
reduction increases from 93 percent (1,100 tons) reduction
anticipated in the proposed rule [see 59 FR 10591 (EPA Air
Docket A-88-03, Docket Entry II11-A-01 and I11-A-02), p. 10595 for
rationale] to 96 percent (1,140 tons) reduction anticipated in
the final rule.?!

B. Water, Solid Waste, Noise. M nimal change fromthe
i npacts discussed in the preanble to the proposed rule. [See
59 FR 10591 (EPA Air Docket A-88-03, Docket Entry II1l-A-01 and
[11-A-02), p. 10596 for rationale.]

C. Energy. Mniml change fromthe inpacts discussed in
the preanble to the proposed rule. [See 59 FR 10591 (EPA Air
Docket A-88-03, Docket Entry II11-A-01 and Il11-A-02), p. 10596 for
rational e.]
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D. Cost. The conbination of aeration roomvent and chanber
exhaust vent control costs is approxi mately $290,000 at a typical
source, an increase of $20,000 fromthe $270,000 average facility
cost for controlling only the aeration roomvent (increase over
proposal costs for the aeration roomvent due to duct work for
t he chanber exhaust vent); total nationw de costs increased from
$6.4 million to $6.6 nmillion.?

E. Economc. Not a significant regul ation per Executive
Order 12866 (58 FR 51735); m ninmal change from proposal. [ See
59 FR 10591 (EPA Air Docket A-88-03, Docket Entry II1l-A-01 and
[11-A-02), pp. 10604-10605 for rationale.]

V. M SCELLANEQUS

A.  The conpliance tine for all sources has been extended
from2 to 3 years. This extension has been provided to allow
sources additional tinme in conplying with these standards. New
sources with startup after the 3 year conpliance date wll be
required to conply upon startup of the source.

B. Several commenters requested clarification of General
Provisions requirenents as they relate to this rule. A table
identifying the relationship of the final General Provisions
requi renents has been added to the final rule. Language simlar
to that contained in the General Provisions has been added to
this regulation in cases where a direct reference to the General
Provi si ons was not appropri ate.

C. Reporting of excess em ssions is required sem annually,
whet her the source has experienced excess em ssions or not; the
Adm ni strator may determ ne on a case basis that nore frequent
reporting is necessary.
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2.0 SUMVARY OF PUBLI C COVMENTS

A total of 18 letters comrenting on the proposed rule and
the BID for the proposed standards were received during the
public conmment period. Two coments were received after the
cl ose of the coment period and were considered in finalizing the
regulation. A list of commenters, their affiliations, and the

EPA tracki ng nunber assigned to their correspondence is given in
Tabl e 2-1.



TABLE 2-1 AT END OF DOCUMENT

2-2



TABLE 2-1 AT END OF DOCUMENT

2-3



TABLE 2-1 AT END OF DOCUMENT

2-4



For the purpose of presentation, the comments have been
categori zed under the follow ng topics:

1. Selection of Source Categories to be Regul at ed,;
Regul at ory Approach
Conmpl i ance Dat es;
Moni t ori ng Requirenents;
Test Met hods;
Reporti ng and Recordkeepi ng Requirenents;

NS O~ WD

Wordi ng of the Regul ation; and

8. M scell aneous
2.1 SELECTI ON OF SOURCE CATEGORI ES TO BE REGULATED
2.1.1 Source Type

Comment: One commenter (10) expressed concern that EPA has
not addressed et hyl ene oxi de storage areas and the point where
the ethyl ene oxide storage tank is connected to the sterilization
unit as possible em ssions points. At a mninmm EPA shoul d
prevent uncontrolled venting of the unused ethyl ene oxide from
the tank. One commenter (19) stated that the final rule should
address equi pnent | eaks and sterilizer door hood exhaust
em ssions. The commenter indicated that these em ssions points
are addressed by regulations in California.
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One commenter (17) stated that fugitive | eak em ssions
shoul d be addressed in these standards. One conmenter (18)
stated that a separate standard based on | eak nonitoring should
be established to address equi pnent | eaks. This conmenter and
one other (03) recomrended that the regul ation should address
| eak detection and repair (LDAR) and prohibit operation of a
sterilizer (03, 18) or aerator (03) unless the nmaxi num
concentration of ethylene oxide as nmeasured 1 centineter away
fromany portion of the equipnent, with an FID calibrated with
nmet hane or other approved gas (18), is less than 10 ppnv.

Response: The main fugitive em ssions point for
sterilization and fum gation operations is the sterilization
chanber door. The chanber door is opened slightly prior to
unl oadi ng products fromthe sterilization chanber, and this
opened door is an em ssions point that nust be properly
ventilated in order to neet OSHA standards to reduce worker
exposure to ethylene oxide. The OSHA requirenent specifies that
the |l evel of exposure to workers not exceed 1 ppnv or 1.8 ny/n?
et hyl ene oxi de over a normal 8-hour (hr) workday and 40-hr
wor kweek. Em ssions fromthe opened chanber door are typically
vented automatically by the chanber exhaust vent. Em ssions from
the other fugitive em ssions points listed by the coomenters are
addressed by the OSHA standards for ethyl ene oxi de sources and
are negligible. The Agency believes that the OSHA requirenents
limting worker exposure to a maxi num of 1 ppnmv et hyl ene oxi de
shoul d be sufficient to limt these fugitive em ssions points and
protect enployees. Based on additional data submtted by a
commenter, the chanber exhaust vent will be controlled at both
exi sting and new nmaj or sources (see Section 2.2.7).

In the Agency's experience, venting of ethylene oxide from
the storage tanks is not practiced, and the Agency has received
no evi dence to show that uncontrolled venting occurs. The Agency
bel i eves that conmon practice for handling enpty or nearly enpty
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et hyl ene oxi de tanks includes closing the valve at the outlet of
the tank, renmoving the tank fromthe line to the sterilization
chanber, and returning the tank to the chem cal conpany or
supplier for reuse.

Comrent: One commenter (10) stated that the standards for
the sterilization chanber vent should be witten to specifically
delineate that the ethyl ene oxide drain em ssions are to be
elimnated by use of a closed-loop, recirculating vacuum punp
drain and that these em ssions are to be included with the
sterilization chanber vent em ssions and are subject to the
99 percent control requirenent. Another commenter (03) also
requested that a clear statenent that it is unlawful to cause or
al |l ow di scharge of ethylene oxide to the wastewater stream from
the sterilizer exhaust punp working fluid be included in the
rule. Another (19) also stated that the final rule should
address vacuum punp drain em ssions.

One commenter (06b) supported EPA's proposed requirenents
for the sterilizer vacuum punp.

Response: The background information docunent for the
proposed standards identifies em ssions from wastewat er
associated wth the use of once-through vacuum punps as a
conponent of the sterilization chanber vent em ssions stream
Under the proposed rule, the em ssions fromthis entire stream
are to be reduced by 99 percent. The proposed regul ation
therefore provides sources with the flexibility to convert to a
cl osed-1 oop vacuum punp (a recirculating fluid punp that has no
wast ewat er em ssions) or retain the once-through punp and choose
to control the wastewater em ssions of ethyl ene oxide by sone
ot her nethod. However, because the definition of sterilization
chanber vent includes em ssions fromany vacuum punp used, the
control efficiency of these vacuum punp drain em ssions nust be
included in the overall calculation for 99 percent em ssions
reduction required for this vent. The Agency does not believe
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t hat an equi pnent - based standard such as the commenter suggests
i s necessary for the vacuum punp em ssions to achieve a
99 percent reduction in em ssions.

Coment: Two commenters (04, 07) supported the exenptions
for research and | aboratory facilities. One of these commenters
(04) stated that the regul ati on should not apply to research and
devel opnent vessels |located at comrercial sterilization
facilities, provided they neet the other requirenents of
8 63.360. The commenter stated that conpanies should not be
penal i zed for locating small research and devel opnent units at a
site where commercial sterilization occurs. The commenter added
that these units would be exenpt fromthe proposed rule if they
were |located at different sites. The comrenter noted that this
is particularly onerous if the research and devel opnent units are
|located in a different part of the site fromthe commercial scale
units and cannot utilize the sanme control device. Another
commenter (18) al so requested that EPA clarify the application of
8§ 63.360(e) to include in the exenption research and devel opnent
installations on the site of manufacturing facilities and for
profit facilities that performcontract research (e.g., product
testing) as their primary "product."

Two commenters (05, 10) indicated that the regul ation shoul d
apply to research and | aboratory facilities. One comrenter (05)
stated that the rule should be expanded to include research and
devel opnent vessels, provided the vessels neet the other
requi renments of 8 63.360. Another comrenter (11) stated the rule
shoul d i nclude any research or | aboratory facility that uses nore
than the limt established in 8 63.360(c). This commenter also
stated that these vessels are generally used to validate process
paramnmeters for the production and sterilization of nedical
conponents and, as such, are part of the manufacturing process,
not a true R&D function. This comenter also indicated that the
cost to control such equi pnent, because of its small size and | ow
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usage, is mnimal. Costs for equi pnent would range from $15, 000
to $65, 000 and shoul d not create an economi c hardship for a
manuf acturer even if the sterilizer is |ocated renotely fromthe
mai n manuf acturing unit.

Response: Section 112(c)(7) of the Act requires the
Adm nistrator to establish a separate category for research and
| aboratory facilities. Sources that engage in purely research
and devel opnent activities are exenpt fromthis regul ation,
however, all sterilization chanbers |ocated at comerci al
sterilization facilities that are otherwi se an affected source
are not exenpt fromthe final rule. Sterilization chanbers used
to devel op pressure, tenperature, and humdity settings are
consi dered part of the process procedure and are not considered
to be research or | aboratory operations as defined in the Act.

Comment: One commenter (07) supported the exenptions for
medi cal services facilities.

Seven comenters (03, 10, 11, 15, 16, 17, 19) suggested that
the rule should apply to nedical care facilities. One of these
commenters (10) indicated that their state is attenpting to
| ocate, control, and permt all sources of ethylene oxide. This
state controls hospital sources, which typically have | ow rel ease
hei ghts and are located in urban areas, because exposure and the
associ ated effect on health would be great. This commenter al so
stated that exenpting hospital sterilizers would prevent the
regul ation of a | arge anount of ethyl ene oxide which would have a
significant effect on health. Another comenter (17) noted that
in several states, many significant sources woul d be exenpt from
the standards as witten. The comenter pointed out that these
sources are not only the |argest ethylene oxide emtters but are
often located in residential areas and are thenselves the site of
some of the nobst sensitive receptors in the population. Another
of these commenters (15) indicated that hospital sterilizers are
controlled in Rhode Island and that nodelling of hospitals in
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their state has shown health inpacts considerably higher than
acceptabl e levels. The comenter added that nenbers of the
public and sensitive individuals (e.g., persons with conprom sed
heal t h, pregnant women, young children) are often within close
proximty to hospital ethylene oxide em ssions. Another
commenter (03) suggested that exenpting hospitals and ot her
sources, which emt significant quantities of ethylene oxide to
potentially sensitive populations, is unacceptable.

One commenter (16) stated that ethyl ene oxide em ssions from
medi cal facilities such as hospitals represent approxi mately
64 percent of the sources and 17 percent of the total ethylene
oxide em ssions in California. Another commenter (10) i ndicated
that hospital sterilizers in New York use over one-third of the
total ethylene oxide used statewide. One commenter (11)

i ndicated that the source-type exenptions and the ethyl ene oxide
usage cutoffs in 8 63.360 exenpt approximately 9,000 hospitals
and | eave close to 600 tons/yr ethylene oxide uncontrolled, not
the 15 tons/yr of ethylene oxide left uncontrolled that was
presented in the preanble [the 15 tons/yr was cal cul ated as the
resi dual ethyl ene oxide em ssions fromcomercial sterilizers
after the standards].

Two commenters (10, 11) provided information regarding the
econom ¢ burden of controlling ethylene oxide em ssions from
hospital sources. One of these comenters (11) indicated that
the financial burden to a hospital is mninml as the control
equi prent for this segnent costs between $15, 000 and $35, 000,
depending on sterilizer size. The other comenter (10) indicated
that the econom c burden associated with controlling the nedica
services facilities has not resulted in a significant renoval of
sterilizers fromhospitals in their state.

One commenter (17) suggested that because sone distinction
bet ween hospitals and commercial interests is warranted, EPA
coul d consi der reduced adm nistrative requirenents for nedical
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facilities. One conmenter (18) stated that in the event EPA
chooses to regulate hospital sterilizers using |ess than 1 ton/yr
et hyl ene oxi de, an exenption should be provided for sources
subject to stringent State/local standards, Title V permts
shoul d not be required, and adm ni strative requirenents should be
l'imted.

One comenter (19) stated that EPA' s actions under § 112(d)
shoul d not be treated as a distinct activity wholly separate from
wor k under 8 112(k). This commenter stated that EPA shoul d
address smal | er ethyl ene oxi de sources under these standards
rat her than under the urban air toxics program The conmenter
noted that this would be nore protective of human health and the
envi ronment and reduce the | evel of effort required fromthe
Agency. This commenter also stated that the proposed rule
i gnores EPA' s broader responsibility under the Clean Air Act to
establish abatenent strategies for sources of air toxics
em ssions in urban areas, a programthat provides additional
I npetus and |l egal authority to establish |ower applicability
cutoffs and to regulate sterilizers |ocated at nedical
i nstitutions such as hospitals. The commenter also stated that
t he exenpt and excluded facilities under the proposed rule typify
area sources of hazardous air pollution that contribute to health
ri sks in urban areas; control of em ssions from such sources wl|
be needed to achieve the |egislative mandate to reduce cunul ative
exposures to hazardous air pollutants frommany rel atively snal
em ssions sources. In addition, the commenter indicated that
ethyl ene oxide is prototypical of the type of pollutant and uses
that Congress directed EPA to address under the urban air toxics
program and that EPA shoul d address such pollutants and source
categories under the 8 112(d) standards rather than deferring
control to the 8 112(k) program which is running behind
schedul e.
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Two conmenters (15, 17) stated that if hospitals are not
included in this regulation, then they should be listed as a
separate source category for MACT standards; one of these
commenters (17) also stated these operations should be subject to
| ater review under § 112(f). Another commenter (19) indicated
that if EPA does not address hospital sterilizers under these
NESHAP, hospital sterilizers should be added to the list of
source categories as soon as possi ble and EPA should concurrently
propose application of the conmercial sterilizer standards to
hospital sterilizers. This comenter noted that hospital
sterilization was initially included on the proposed source
category list but was dropped fromthe final source category I|i st
and that the comenter was therefore unaware that this category
had been dropped until reading the definition of "comerci al
sterilizer” in this proposed rule and realizing that it was being
defined so as to exclude hospitals. The commenter stated that
EPA shoul d broaden the definition of commercial sterilization to
i ncl ude hospital sterilizers. The comenter asserted that there
i's no fundanental difference between ethyl ene oxide sterilization
carried out in a comrercial sterilizer as defined in the proposed
rule and ethylene oxide sterilization in a hospital.

Response: The reference to hospital sterilizers was
included in the regulation for clarification purposes in defining
commercial sterilizers. It is inportant to note that
sterilization at hospital facilities was not exenpted in a true
sense but was omtted based on the definition of commerci al
sterilization. The EPA originally listed "comerci al
sterilization facilities" and "hospital sterilization facilities"
as two separate categories on the proposed source category |ist.
These source categories by definition did not overlap. Wen it
was decided not to include hospital sterilizers on the final
source category list, only comercial sterilization facilities
remai ned on the list. Source categories have to be on the source
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category list to be regulated by EPA under 8 112(d) of Title III.
The source category list was published on July 16, 1992

(57 FR 31576); the public was given an opportunity to revi ew and
comment on the list. Section 112(c) requires EPA to establish a
| ist of source categories of major and area sources that emt
these HAP and to pronul gate regul ati ons for each of these source
categories under 8 112(d); this section also specifies that the
source category list will be periodically revised in response to
public conmment or new information. |[If hospitals are added to the
source category list at a future date, hospital sterilizers wll
be placed in the 10-year pronulgation bin. 1In addition, the
majority of hospital sources emt less than 1 ton/yr. |If this
rule for comercial sterilization had been devel oped in
conjunction with hospital sterilization, the majority of hospital
sterilization sources would not be included due to the area
source em ssions exenption of 1 ton/yr (see Section 2.1.2).

The Agency believes that it is appropriate to address the
urban air toxics programof 8 112(k) separately fromthis
rul emaki ng. The urban toxics study will include a |large variety
of sources; hospital sterilization sources and sources with
em ssions less than 1 ton/yr will |ikely be assessed as part of
this under 8§ 112(Kk).

Because sterilization operations perfornmed at nedical
facilities are not subject to these NESHAP, consideration of
alternative admnistrative requirenents and Title V issues for
medi cal facilities is not necessary. (See Section 2.2.4 for
di scussion of risk and see Section 2.2.6 for discussion of
8§ 112(f).)

Comment: One commenter (18) stated that the Agency has
expanded the source category description to include fum gation
operations while limting the source category to operations that
use ethylene oxide as the sterilant/fum gant. The comrenter
recommended that EPA provide rationale for their decision to
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restrict the applicability of the rule to ethyl ene oxi de and not
cover operations that use other sterilant/fum gant gases (e.g.,
met hyl brom de) and to anend the source category description in
the source category list. Another comrenter (17) al so suggested
that other sterilants and fum gants besi des et hyl ene oxide (e.g.,
met hyl brom de) shoul d be regul ated under this source category,
and if they are not included, then these operations using the
other sterilants and fum gants should be |listed as a separate
source category. Another comrenter (06b) questioned whet her EPA
wi |l regulate manufacturers of ethylene oxide as well.

Response: The Agency would like to point out that
fum gati on processes have always been a part of this regulation
and were not added to the source category; the Agency considers
sterilization and fum gation processes to be the sane, with the
processes being used for elimnating m croorgani sns and vermn
(insects), respectively. As is evident, the only HAP conpound
regulated in this rule for the commercial sterilization and
fum gation source category is ethylene oxide. The category
listed on the final source category list (57 FR 31576) for which
this rule was devel oped rel ates specifically to ethyl ene oxide
comercial sterilization processes. Oher categories of
sterilization facilities using other HAP as the sterilizing
conpound were not identified on the source category list and
therefore will not be regulated by EPA at this time. Qher types
of sterilization processes nay be added to the source category
list in the future.

Wil e ethyl ene oxide production is not |isted specifically
on the source category list, ethylene oxide is one of
approximately 400 chemcals listed in the Synthetic Organic
Conmpound Manufacturing Industry NESHAP (SOCM ; also referred to
as the Hazardous Organi ¢ NESHAP, or the HON). Manufacturers who
produce et hyl ene oxide and emt HAP conpounds as a result of this
production or who use ethylene oxide as a raw nmaterial in the
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production of another |isted SOCM chem cal are subject to the
SOCCM NESHAP.

Comrent: One commenter (10) noted that sonme States, by
State law, are not able to regulate pollutant em ssions nore
stringently than a Federal regulation. The commenter added t hat
this would prevent these States fromregulating facilities
exenpted in 88 63.360(b) through (f), such as hospital
sterilizers. Another comenter (17) stated that EPA should
mandat e strong standards on a national scale and not rely on
State and | ocal agencies to conpensate with stronger neasures,
since sone States will be precluded from goi ng beyond Feder al
requi renents.

One commenter (18) requested that if the sources are
regul ated under a stringent State or |ocal standard, EPA shoul d
continue to exenpt hospital sterilizers and small sterilizers
(using less than 1 ton/yr ethylene oxide) fromany otherw se
applicable requirenments, including Title V permtting and
adm nistrative requirenents. This commenter al so recomrended
that EPA require control of the aeration roomvents unless they
are required to control aeration roomvent em ssions under a
stringent State or |ocal requirenent.

Response: There are several State and | ocal regul ations
that require control of ethylene oxide em ssions from conmerci al
sterilization operations. The EPA agrees that there may be
i nstances where the Federal em ssions standards could be |ess
stringent than a State or |ocal standard. The NESHAP are
intended to be representative of maxi num achi evabl e control on a
nati onal basis, and the Agency recogni zes that in sone areas the
standards nmay not address individual air pollution control needs.
Wiile States are prohibited from adopting standards that are |ess
stringent, they nmay go beyond the Federal requirenent and adopt
standards that are nore stringent. Certain States use Federal
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rules as a baseline for their own regulations and it is at the
State's discretion to go beyond the Federal requirenent.

The fact that a State currently regulates a particul ar
source that is also the subject of NESHAP does not predi spose
those facilities to exenption fromthe Federal regulation and its
requi renents. The NESHAP apply to all major and in sone
I nstances area sources within the subject source category.
However, if a source is currently controlling em ssions from
comercial sterilization to conply with a State or local rule
they may have sufficient control in place to neet this standard
as well. In addition, reporting required for a State rule my
al so be submitted to fulfill the reporting requirenents for the
Federal rule given that all of the appropriate information is
contained in the State report (i.e., ethylene oxide usage, test
data, excess enmi ssions, etc.). States will likely be del egated
the authority for inplenmenting rules for Part 63.

2.1.2 Source Size

Comment: Eight commenters (03, 10, 11, 15, 16, 17, 18, 19)

requested that EPA reevaluate the em ssions cutoff for area

sources. These commenters pointed out that several States are
requiring lower cutoffs, as low as 2.5 pounds per year (lb/yr),
than the 1 ton/yr cutoff found in the proposed rule and indicated
that these State regul ations should be considered. One of these
comenters (16) indicated that facilities with ethyl ene oxide
em ssions less than 1 ton/yr represent a | arge segnent of the
ethylene oxide emtted in its district. Another commenter (11)
suggested that the em ssions cutoff should be 100 | b/yr

[0.05 ton/yr] for area sources. Another (19) suggested that the
em ssions cutoff be |lowered to include sources using 4 | b/yr or
nmore of ethylene oxide. One commenter (17) indicated that the
applicability threshold should be established to include area
sources as well as sources that are considered "mjor."
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One comenter (18) stated that EPA' s justification for the
1 ton/yr cutoff (cost-effectiveness data and | ow em ssions
contribution) was not sufficient and was counter to the
commenter's experience; the comrenter requested a better
justification for this cutoff. One comenter (19) stated that
cost-effectiveness analysis is inappropriate and irrelevant to
EPA' s selection of an applicability cutoff. The comenter stated
that the 1 ton/yr cutoff is arbitrary and inequitable, both for
commercial sterilizers and for people living near ethylene oxide
facilities. The conmmenter added that EPA' s reliance on
cost-effectiveness analysis to establish a regulatory cutoff of
one ton is inappropriate because it does not speak to feasibility
or to the actual cost to a facility or affordability of controls.
The commenter referred to CARB estinmates of the costs of
conpliance with its commercial and hospital ethylene oxide
sterilization regulations indicating an annualized cost of
$24,000 - costs that nost snmall businesses would be able to
absorb w thout significant adverse inpact on their profitability.
The commenter stated that the fact that controls are in place for
all sterilizers down to the 4 I b/yr use level in California
indicates that it is not only achievable, but also affordable, to
control ethylene oxide em ssions fromsources under 1 ton/yr.
The commenter stated that |ocal inpacts on individuals Iiving
near ethyl ene oxi de sources should be the critical issue in
determ ning an applicability cutoff. The commenter asserted that
because there is a greater potential for human exposure from
t housands of small sources |ocated in comercial and residential
areas that vent ethylene oxide directly into the atnosphere than
fromthe few facilities that manufacture the substance, these
smal | er sources should be controlled under the standards.

Two commenters (10, 16) indicated that the majority of
et hyl ene oxide sterilization and fum gation sources |ocated in
their State and district will not be subject to the proposed rule
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due to the conbination of the ethyl ene oxi de usage cutoff and the
source exenptions; another commenter (18) stated that the
exenptions of the proposed rule apply to all ethyl ene oxide
sterilizers in their district. One of these commenters (10)
stated that, considering the | arge nunber of ethyl ene oxide
sources and the high toxicity of this contam nant, the
applicability of the final rule should be expanded so that a

| arger nunber of facilities would be controlled by this Federal
MACT st andar d.

Two commenters (10, 11) indicated that the em ssions cutoff
limt for the sterilization chanber vent should be either
elimnated or reduced. One of these comenters (11) pointed out
that several States require controls for em ssions from
sterilization chanber vents for sources as |ow as 25 | b/yr
[0.013 ton/yr]. This comenter suggested reducing the em ssions
cutoff to 100 I b/yr [0.05 ton/yr] for sterilization chanber
vents. The other commenter (10) suggested that the em ssions
cutof f should be elimnated or substantially reduced.

One commenter (11) requested that the em ssions cutoff for
regul ati on of exhaust chanber vents be lowered to 5,000 |b/yr
[2.5 tons/yr].

Response: The Agency believes the 1 ton/yr em ssions cutoff
for affected area sources is appropriate for this regul ation.

The Agency believes | ow em ssions contribution and hi gh cost

ef fectiveness are sufficient reasons for placing the cutoff at

1 ton/yr. The EPA has considered the potential cost (including
costs for nonitoring, recording, and recordkeeping) to smal
sources by establishing a cutoff at 1 ton/yr. Em ssions cutoffs
for area sources are at the discretion of the Agency. The
comenters presented no conpelling reason to |lower the cutoff for
commercial sterilization area sources; in addition, the Agency
received no information fromcomenters to support their
statenents regarding the inpacts to the public. Sources emtting
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|l ess than 1 ton/yr of ethylene oxide will continue to be exenpt
fromrequirenments for the sterilization chanber, chanber exhaust,
and aeration roomvents. (See Section 2.2.4 for discussion of
risk.)

Comment: One commenter (03) indicated that an applicability
statenent based on facility-w de usage [of ethylene oxide] woul d
be appropriate and that control requirenments should be based on
t he anobunt of ethyl ene oxide em ssions; this conmmenter al so
stated that the control technol ogy requirenents should be based
on technical feasibility for a facility emtting a specified
anount of the pollutant, regardless of the type of facility. One
comenter (17) agreed that the applicability for the rule should
be based on actual usage of ethylene oxide rather than on a
t heoretical maxi num potential-to-emt.

Anot her comrenter (05) suggested that the potential-to-emt
i ssue (opened to public coment and separate rul enmaking in the
final General Provisions) should be fast-tracked or the NESHAP
for ethyl ene oxi de should be delayed to avoid confusion and
i nappropriate characterization of a given source.

Response: Ethyl ene oxi de usage data are used for
"applicability" purposes in determ ning sources subject to the
regul ation. The applicability of the standards is based on
actual annual ethyl ene oxide usage and is Federally enforceable.
The provisions addressing the General Provisions in the final
regul ation indicate that applicability for these source
categories is based on actual em ssions rather than potential-to-
emt. Control levels are not based on the em ssions |evels of
the source; the control requirenents for NESHAP regul ati on of
maj or and area sources are based on MACT or MACT/ GACT
determ nations. All sources subject to these NESHAP with sim | ar
et hyl ene oxi de usage, regardless of the type of facility, are
required to control at the sane stringency.
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2.2 REGULATORY APPROACH
2.2.1 MACT Floor Interpretation
Comment: One commenter in two conment submittals (01 and

19) stated that the Agency shoul d average the em ssions
limtations achieved by the sources in the top 12 percent of a
source category in order to determ ne the average em ssions
limtation of the best performng 12 percent of the existing
sources. The commenter stated that EPA should not use the
88th percentile to calculate the MACT fl oor and supplied several
instances fromthe | egislative history of the Clean Air Act to
support this statenent. The commenter agrees with EPA that this
matter is of great precedential inportance and asserted that an
incorrect interpretation of the MACT floor would increase the
I'i kel i hood of nore em ssions remaining wholly uncontrolled in
spite of MACT standard setting efforts and an increased
i kelihood of court intervention in determning the |egislative
intent of the MACT fl oor | anguage.
The commenter also stated that the fact that the average
yields an em ssions limtation corresponding to no particul ar
t echnol ogy shoul d not preclude its use; the MACT floor is a
floor. The commenter added that in cases where the actual
average does not match the nobst stringent emissions limtation
achi evabl e by any particul ar technol ogy, EPA nay properly set the
MACT st andard above the nedi an; EPA has the authority to go above
the floor but |acks the authority to go below the floor or to
mani pul ate the floor to make it contrary to Congressional intent.
The commenter stated that the final rule should use a straight
average, not a nedian; if the final rule uses a nedian, the
Agency must explain why use of a nedian is appropriate as a
matter of statutory interpretation and provide a reasoned
expl anation for the decision to use the nedian in this case.
Response: The Agency appreciates the comenter's opinion on
the determnation of the MACT floor. 1In a March 9, 1994,
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Federal Register notice reopening the public comment period for

determ nation of the MACT fl oor for NESHAP source categories

(59 FR 11018), the Agency considered nore than one interpretation
of the statutory | anguage concerning the MACT floor for existing
sources and solicited comment on them After consideration of
the coments received in response to this request, the Agency
published a final rule in the Federal Reqgister on June 6, 1994,
(59 FR 29196). 1In this final rule, the Agency determ ned that
the MACT fl oor woul d be determ ned by averaging the best

performng 12 percent of sources. This was the nethod foll owed
in determning the MACT floor in the proposed rule and is the
nmet hod being used in determning the MACT floor in the final
rule. In this notice, the Agency |left open the use of the
94t h percentile in cases where the average does not nmatch a
control technol ogy.

Regardi ng the comenter's concern about use of the
94t h percentile (nedian value) for determ ning the MACT floor, a
di scussion in Section 2.2.6 of additional data supplied by a
commenter for area source aeration roomvents indicates the MACT
floor for existing area source aeration roomvents is controll ed.
In the final rule, the MACT floor is determ ned based on a nean
rat her than a nedian val ue.
2.2.2 Technol ogy Neutral MACT

Comment: Several commenters (08, 17 and 18) supported EPA' s

approach in determ ning MACT as technology neutral. One of these
commenters (18) supported this flexibility because it would
provi de i nplenenting agencies the authority (through del egati on
under Subpart E) to approve or deny the sel ected technol ogy.

Anot her of these comenters (17) stated that it was acceptable to
all ow sources to select their control nethods provided they neet
a specified percent reduction, which gives industry flexibility
as well as an incentive to devel op new control technol ogi es.
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This commenter added that this flexibility nust be acconpani ed by
a mandate to sources to neet a strong performance standard.
One commenter (18) recomrended that the | anguage of
8§ 63.362(a) should be revised to require control of ethylene
oxi de em ssions fromthe sterilization chanber vent with an
approved abatenent device and then specify the performance of the
devi ce.
Response: The Agency appreciates the support for the
devel opnent of these em ssions reduction and em ssions limtation
standards. The Agency does not believe that it is necessary to
requi re equi pnent - based standards such as one of the commenters
recommends for sterilization chanber vents. The Agency has
sel ected em ssions reduction standards that provide the owner or
operator the flexibility to choose how to achi eve the required
em ssions reductions.
2.2.3 MACT Considerations for Sterilization Chanber Vents
Comment: Six commenters (10, 11, 13, 15, 18, 19) suggested
that nore stringent control requirenents for the MACT standards

are appropriate. One commenter (19) stated that they disagree
wth EPA's belief that there is little or no practical difference
between a 99 percent control requirenent and a 99.9 percent
control requirenent, because either standard woul d conpel use of
t he sanme general type of control device and that the device, in
actual practice, would achi eve whatever reductions it is capable
of, regardless of the nuneric standard. The commenter asserted
that a nore stringent standard would | ead to better operation and
mai nt enance practices that woul d enhance the degree of em ssions
reducti ons achi eved. The commenter stated that EPA has not set

t he standards based on information avail able from control device
vendors regarding the efficiency of their control devices. The
commenter referred to information fromvendors indicating greater
than 99.9 percent control fromcatal ytic oxidation units. The
commenter stated that based on this information and information

2-24



in the BID, the final standard require 99.9 percent em ssions
reduction using catal ytic oxidation for new sources.

One commenter (11) supplied information for sterilization
facilities that indicated an em ssions reduction of 99.9 percent
fromthe sterilization chanber vent. The commenter was aware of
29 industrial units operating at this |level of efficiency. One
commenter (10) identified two major sources and three area
sources above 1 ton/yr controlling sterilization chanber
em ssions by at least 99.8 to 99.9 percent. The comenter
suggested that EPA contact these and other nanufacturers to
validate their clainms and consider a higher control efficiency
requirenent for the sterilizer vent. The commenter stated that
all sources in New York with an em ssions rate potential greater
than or equal to 1.0 Ib/hr are required to install 99 percent
control or greater or best available control technol ogy (BACT).
One commenter (15) stated that the proposed 99 percent control
efficiency for sterilization chanber vent em ssions is not
stringent enough nor is it consistent with the requirenents of
new source MACT. One commenter (18) recommended that EPA adopt a
99.9 percent level of control for existing sources subject to the
NESHAP as is the case in California. The commenter stated that
new source MACT for sterilization chanber vents should be set at
99. 99 percent em ssions reduction as this |evel of reduction has
been shown in the BAAQWD.

One commenter (13) added that air permts issued recently in
New Jersey have required a destruction efficiency of at |east
99 percent, however, the annual em ssions fromsone facilities
meeting the mnimum destruction efficiency requirenment nay be
subj ect to additional control neasures, such as inproved
di spersion and higher efficiency control, because of the
carcinogenic risk of ethyl ene oxide.

Response: These NESHAP were based on the technol ogi cal
state of achieved em ssions control (i.e., MACT for mmjor
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sources, MACT and GACT for area sources). The Agency appreciates
the submttal of data. Regarding the commenters' view on the
establishment of the MACT floor at 99 percent eni ssions reduction
for sterilization chanber vents, the Agency notes that the
i nformati on submtted by comenters was not sufficient to
denonstrate that an em ssions reduction of 99.9 percent could be
achi eved on a continuous basis. The Agency therefore does not
believe that a reassessnent of MACT for the sterilization chanber
vent is technically defensible. The Agency believes that the
control technologies in use at the facilities the comenter is
referring to (i.e., facilities achieving 99.9 percent control)
are the sane technologies that will be used at facilities
required to neet the 99 percent standard.

Comrent: One commenter (04) suggested that the use of
t hermal oxidi zers should al so be considered MACT for sterilizer
chanber vents. The commenter noted that it was aware of several
facilities that are using this technology to control chanber
vents and that field test data fromthese units have denonstrated
99 percent renoval efficiency as long as a stable flane is
present, regardl ess of stack tenperature.

Response: The MACT for sterilization chanber vents is
99 percent reduction of ethylene oxide em ssions and is
technol ogy neutral; an owner or operator may conply with MACT by
use of any technol ogy capable of neeting the 99 percent em sson
reduction efficiency. The Agency agrees that thermal oxidizers
nmeet the reduction efficiency and has included conpliance
provisions for thermal oxidizers in 8 63.363. The requirenents
of this technology are simlar to those for the catalytic
oxi di zers; nonitoring requirenents are included in Section 2.4.4.
2.2.4 Role of Risk

Comment: Five commenters (10, 13, 15, 17, 19) indicated
that the resulting risk fromthe proposed rule is unacceptable.

One of these comenters (19) asserted that nore stringent
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standards woul d be justified because of the extreme toxicity of
et hyl ene oxide. This commenter al so suggested the establishnent
of a lesser quantity cutoff [i.e., a |lower em ssions cutoff,
because the termlesser quantity cutoff is specific to | owering
of the 10 tons major source cutoff] for area sources due to the
heal t h evi dence for ethylene oxide [below 1 ton/yr]. Another
commenter (10) stated that the State of New York regul ates al
et hyl ene oxi de em ssions points under 6NYCRR Part 212 as a high
toxicity contam nant. The commenter added that because of the
hazardous health effects associated with exposure to snal
concentrations of a high toxicity contam nant, emi ssions points
that release fromO0.1 to 1.0 Ib/hr are also required to instal
controls, and controls nmay be required for em ssions rates |ess
than this. This comenter provided nodelling data indicating
risk factors and cancer incidences for New York facilities that
woul d result fromthe proposed rule:

1. For sterilization chanber vent sources with |ess than
1 ton/yr ethylene oxide em ssions, the short-termeffect results
in an inpact over 32,400 wug/ nm8 and the cancer risk for an
uncontrolled 1 ton source of ethylene oxide was estinated to be
over 200 in 1 mllion;

2. The risk factor and cancer incidence resulting fromthe
5,300 ppnv Iimt on the chanber exhaust vent are over
144,000 g/ nB8 and 1 in 500, respectively;

3. The risk factors and cancer incidences resulting at a
10 tons source fromthe overall proposed rule include a
short-term nodel | ed i npact for the three conbi ned em ssi ons
poi nts of over 900 ug/nB8 and a cancer risk estimated to be 1 in
3, 500; and

4. The short-terminpacts for a source not covered by the
NESHAP range from 650 to 900 wg/ n8 and the cancer risk was
estimated at 40 in 1 mllion.
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Anot her conmenter (13) stated that the New Jersey Depart nent
of Environnental Protection and Energy regul ates ethyl ene oxi de
em ssions as VOC s and further requires that the increnental risk
of cancer posed by new and nodified equi pment is no nore than
1 in 10,000 and preferably less than 1 in 1,000,000. This
commenter estimated risk factors for EPA s proposed chanber
exhaust standards and stated that this would amount to 40 | b/yr
(froma facility using the | east anpbunt of ethyl ene oxide
addressed by these standards), which for many facilities would
pose nore than 1 in 1 mllion increased cancer risk. This
comment er suggested that em ssions fromthe chanber exhaust
shoul d be controlled at major sources because of the risks posed
by the anmount of ethylene oxide uncontrolled fromthis vent. The
comment er suggested that a | ower concentration of about
1,000 ppmv be considered for the chanmber exhaust vent standards.

One commenter (15) stated that the inpacts are unacceptable
wi t hout controls on aeration em ssions. This commenter stated
t hat et hyl ene oxide em ssions in excess of 100 I b/yr result in
unaccept abl e i npacts and another (17) stated that em ssions of
et hyl ene oxide less than 1 ton/yr can pose a substantial health
risk.

Response: The Agency has considered the data submtted by
comenters regarding the risk of ethylene oxide related to the
regulation. Wiile risk may be considered in sone determ nations
related to this rule, such as including area sources on the
source category list, it is inportant to note that these NESHAP
are technol ogy-based standards and are determ ned by the maxi num
em ssions reduction achieved in practice, not by risk assessnent.
Therefore, statenents requesting that MACT be nore stringent due
to the risk inpacts fromethyl ene oxide are not appropriate. 1In
addition, the Agency is required to consider MACT for area
sources but may elect to require GACT if MACT is unreasonable.
Where appropriate, the Agency has considered the health effects
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of ethylene oxide in conjunction with cost effectiveness. Risk
for sources below 1 ton/yr and for aeration roomvents at
af fected area sources greater than 1 ton/yr were cal cul ated by
t he Agency and were not determ ned to be significant when
considered in conjunction with cost effectiveness. Wile the
Agency appreciates the information submtted by conmenters
i ndicating high risk inpacts associated with the standards, the
EPA is not certain of the nethodol ogies used to cal cul ate the
submitted risk informati on and did not receive sufficient
i nformati on that supports the commenters' statenents regarding
risk for each of the em ssions points.

The Agency also notes that it is required to focus on the
remai ning risk fromem ssions not subject to the NESHAP. After
I npl ementati on of these NESHAP for the source category, the
Agency wi Il exam ne the residual risk for major sources and area
sources subject to MACT for this source category under 8 112(f)
of the anended Act. The Agency will then pronul gate standards if
necessary to reduce excessive ri sks.
2.2.5 Consideration of State and Local Requl ations

Comment: Five comenters (10, 16, 17, 18, 19) suggested EPA
consider State and | ocal regulations in MACT determ nations. One

commenter (19) stated that EPA s proposed standards for major and
area sources are inadequate because they exenpt certain em ssions
points fromcontrol and because the standards for the em ssions
points that are regulated do not reflect "maxi num achi evabl e
control technology"” as required by the Clean Air Act. The
commenter stated that EPA should consider State and | ocal
regul ati ons when identifying MACT and the MACT floor. The
comment er added that a consideration of State and | ocal standards
woul d conpel EPA to lower applicability levels, increase the
stringency of the emssions limts for major and area sources for
aeration roons, sterilizer vents, and to control chanber exhaust
vents and other em ssions points. This commenter disagrees with
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EPA' s position that standards may not be established w thout
em ssions reduction data regardless of State and | ocal
regul ati ons.

Several comrenters (16, 17 and 19) stated that the best
controlled simlar sources for ethylene oxide sterilization and
fum gation are those facilities in the State of California that
are currently neeting the requirenments of CARB's ATCM and AQWVD s
Rul e 1405. The comrenters suggested that the MACT floor for new
and existing sources be revised to reflect a higher destruction
efficiency (the commenter submtted a copy of AQVWD Rule 1405 and
the respective control technol ogi es and enmi ssions cutoffs). One
commenter (16) suggested that EPA adopt nore stringent |evels
such as those currently being inplenented and enforced in
California. The comenter added that this is feasible and cost
effective as evidenced by the conmmenter's experience (the
commenter stated that data are available to support this
suggestion). One commenter (19) indicated California State and
| ocal regulations that require nore stringent controls than those
requi red under the proposed regul ation. The commenter stated
that a review of State and | ocal aeration roomvent standards
woul d conpel EPA to regul ate aeration roomem ssions from area
sources (the comenter noted California State and | ocal
regul ations). The commenter also referred EPA to SCAQWD for
em ssions reduction data on chanber exhaust control devices. The
comment er reconmmended that controls be required for chanber
exhaust vents at major and area sources because California
requires controls of this vent at facilities using nore than
600 | b/yr of ethylene oxide. Another commenter (18) stated that
because BAAQVD regul ations require control of chanber exhaust
vents at sources using nore than 600 | b/yr of ethylene oxide, the
NESHAP shoul d be revised to include these controls at |east for
new sour ces.
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One commenter (10) stated that EPA has failed to consider
New Yor k's program when determ ning the MACT standard for
et hyl ene oxi de comrercial sterilization. The comenter stated
that the State of New York mai ntains a Source Managenent System
(SM5) data base of 79 facilities with ethylene oxide sterilizers;
EPA did not evaluate the MACT standard and the 12 percent MACT
fl oor using New York's current data base. The commenter stated
that failure to use current data negl ects sources |ocated and
controls required for ethylene oxide sources in New York in
recent years.

Response: The standards for this source category were based
on the data available to the Admnnistrator at the tine of
proposal and on data submtted by commenters after proposal.
Section 112(d)(3) of the Act states that MACT em ssions

limtations are based on the "best performng . . . existing
sources . . . for which the Adm nistrator has em ssions
information." The Agency devel oped a nati onwi de commer ci al

sterilization data base that it believes accurately represents
comercial ethylene oxide sterilization and fum gati on operations
on a national basis (commenters submitted additional data
regardi ng control of area source aeration roomvents and maj or
source chanber exhaust vents and this information was

i ncorporated into the data base, see Sections 2.2.6 and 2.2.7,
respectively). This data base was used in determ ning MACT
floors for the em ssions points addressed in the NESHAP and

i ncludes information on 13 New York and 19 California conmerci al
et hyl ene oxide sterilization and fum gation operations. The
Agency appreciates notification that a State data base is
avai | abl e.

The EPA did consider State progranms in determ ning these
standards. In regard to the em ssions reduction required for
sources in New York and California, the Agency appreciates the
information and believes that it supports the Agency's findings
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of the level of control at the MACT floor. The statenent that
there are 79 facilities with ethylene oxide sterilizers in New
York does not necessarily correspond with the Agency's data base
because the Agency is uncertain whether this figure represents
sterilization units at facilities that are not addressed under
t hese standards (e.g., hospital sterilization facilities).
Because the standards in the final rule require the same m ni num
| evel of control as the New York State requirenents (99 percent
em ssions control for the sterilization chanber vent, a maxi num
em ssions concentration of 1 ppnmv ethylene oxide for the aeration
room and a control requirenent or an emssions limt for the
chanber exhaust vent), the Agency does not see where its
determ nati on of MACT has not considered these facilities. The
California control requirenments include a 99 or 99.9 percent
control efficiency for the sterilization chanber vent depending
on the size of the source and a 95 or 99 percent control
requi renent for the aeration roomvent dependi ng on the source
size. The Agency has not received sufficient information to
denonstrate an em ssions reduction of 99.9 percent on a
continuous basis. The California regulation also requires
conbi ned control of the aeration roomvent and the chanber
exhaust vent for sources greater than 2.5 tons/yr ethyl ene oxide
usage but does not require source testing to confirmthe
em ssions reduction achieved continuously. The New York and
California requirenents do apply to commrercial ethyl ene oxide
sterilization and fum gation operations using smaller amounts of
et hyl ene oxide, i.e., nonmgjor sources, but it is the prerogative
of any State to be nore stringent than Federal em ssions
st andar ds.
2.2.6 MACT and GACT Considerations for Aeration Room Vents
Comment: One commenter (18) recommended that sources using

at least 20,000 Ib/yr [10 tons/yr] of ethylene oxide be required
to reduce aeration roomvent em ssions by 99 percent or to
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1 ppnv, whichever is nore stringent, and that em ssions bel ow the
detection limt of the test be considered in conpliance. One
commenter (17) stated that because the 1 ppnv emissions |inmt can
be circunvented by increasing the air flow through the vent,
sources required to nmeet the standard should be required to neet
a <1 ppnmv concentration and 99-percent control requirenent, so
that the nore stringent limt prevails.

One commenter (14) stated that the standard as witten would
not all ow use of one piece of equipnent to control both the
sterilizer vent and aeration roomvent emssions, i.e., if there
are simultaneous em ssions fromboth vents, it nmay not be
possi ble to show that aeration roomvent enissions are controlled
to less than 1 ppnv. Use of a catalytic oxidizer will give
99 percent control of aeration roomvent emnm ssions, which
typically are Il ess than 50 ppnv, so that controlled em ssions
will be under the 1 ppnv limt. However, given that sterilizer
vent em ssions, which may be several thousand parts per mllion,
are also controlled, total em ssions froma conbi ned control
system may be greater than 1 ppnmv even with overall 99 percent
control

Response: The Agency proposed a 1 ppnv emissions limt for
maj or source aeration roomvents because the inlet concentrations
fromthe aeration roomvents are typically relatively | ow and
because the outlet concentrations of sonme of the controlled
aeration roomvents approach the levels of detection for ethylene
oxi de and woul d preclude a denonstration of conpliance with an
"equi val ent" percent reduction standard (i.e., the control device
is achieving 99 percent reduction and the outlet concentration is
bel ow the detection limt). The comenters' suggestion to
require the nore stringent limt or reduction for this em ssions
point is not technically feasible for sources with | ow ethyl ene
oxi de concentration because the outlet may not be detectable.
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Wiile the inlet concentration for nobst aeration roomvents
alone is typically less than 100 ppmv, the inlet concentration to
the control device for some aeration roomvents, especially those
mani f ol ded with other vents such as the chanber exhaust vent, nmay
be greater than 100 ppnv. |If a control device used to control
these em ssions is operating at 99 percent efficiency, then such
a source would not neet the 1 ppnv standard for this em ssions
point. The final rule therefore provides additional flexibility
for facilities by allowi ng owners or operators of nmjor sources
to control em ssions fromaeration roomvents either to a maxi num
outl et concentration of 1 ppmv or a 99 percent reduction of the
inl et concentration, whichever is less stringent. There has been
no change in the level of the standard for major source aeration
roomvents since proposal; the percent reduction and the
concentration limt are equival ent requirenents.

Coment: Eleven commenters (03, 10, 11, 12, 13, 14, 15, 16,
17, 18, 19) indicated that control requirenents for area sources
are not appropriate. One comenter (10) believed that risk
shoul d be consi dered when determ ni ng whether to apply MACT or
GACT to area sources. Two comenters (16 and 19) suggested that
MACT st andards be used for new area sources as well as for
exi sting area sources. One of these commenters (16) stated that
t hey have annual source test results to support this
recommendation and stated that the availability, feasibility, and
cost effectiveness of controls have been denonstrated in the
South Coast Air Basin. One commenter (13) stated that the
proposed control requirenments for area sources (i.e., MACT for
exi sting area sources and GACT for new area sources) [aeration
roomvents] appear to be applied contrary to the nethod expected.
The conmenter added that this |leads to the standards for new
sources being | ess stringent than the standards for existing
sources, which is the reverse of common practice. The comenter
recommended that the sane em ssions standards be applied to both
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new and existing area sources. The comrenter suggested that MACT
be applied to area sources, with | ess stringent requirenments for
recor dkeepi ng and reporting than for mgj or sources. One
commenter (11) suggested that EPA recal cul ate the best performng
12 percent MACT floor for area sources.

Four comrenters (03, 11, 17, 18) indicated that the
regul ation for aeration roomvents should apply to sources having
em ssions |less than 10 tons/yr. One of these commenters (03)
indicated that all facilities should be required to control
em ssions fromthe aeration roomvent and indicated that sone
States do require control of this vent. One commenter (15)
suggested that all regul ated sources be required to control both
aeration and sterilizer exhaust em ssions. The comenter stated
that such controls have been required in Rhode Island for
commercial sterilizers. One commenter (13) suggested that
aeration roomvent em ssions be directed through the sterilizer
control device. The commenter stated that the acid-water
scrubber should be effective at this | ow concentration but
guestioned if catalytic oxidizers would be effective. One
commenter (12) constructed an aci d-water scrubber for conbi ned
control of sterilization chanber and aeration roomvents. One
commenter (10) indicated that one catalytic oxidizer at a
New York facility controls both the sterilizer vents and aerator
exhaust .

Anot her commenter (17) recommended a 1 ton/yr em ssions
cutoff for regulation of aeration roons and al so indicated that
several State and | ocal agencies have adopted this cutoff,
provi ng that such neasures are feasible and cost effective. The
commenter added that this cut-off would be nore protective of
public health. This comrenter also stated that aeration room
vents should be controlled by 95 to 99 percent at new sources
using 600 I b/yr [0.3 ton/yr] or nore. One commenter (18)
recomrended t hat sources using between 600 | b/yr and 5,000 | b/yr
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[0.3 to 2.5 tons/yr] of ethylene oxide should be required to
reduce em ssions fromthe aeration roomvent by 95 percent;
facilities using nore than 5,000 Ib/yr [2.5 tons/yr] of ethylene
oxi de should be required to control aeration roomvent em ssions
by 99 percent.

Two commenters (11, 14) indicated nmanifol ded control for the
aeration roomvent wuld be cost-effective. One commenter (11)
suggested an enmi ssions cutoff of 5,000 Ib/yr [2.5 tons/yr] and
indicated that this | evel has been adopted in several States.
This commenter indicated that control of the aeration room vent
woul d be appropriate because one catalytic oxidation unit can
control the aeration vent as well as the sterilization chanber
vent, and the capital burden to the facility would therefore be
m nimal. The comenter added that increases in cost would cone
in the formof higher operating costs due to the continuous
operation of the em ssions control equipnment. This conmenter
further stated that if the facility is utilizing heated aeration
cells, cost can be further mtigated by reclaimng waste heat for
the aeration roons fromthe catalytic process. This comrenter
submitted information on 36 facilities utilizing catalytic
oxidation for the control of aeration roomem ssions to a m ninum
| evel of 99 percent reduction. The commenter stated that many of
these facilities are below the 20,000 | b/yr [10 tons/yr] ethylene
oxide use |limt and suggested that EPA correlate em ssions |evels
using their existing data base and reeval uate the aeration room
vent MACT fl oor.

One commenter (14) stated that the total national cost of
controlling ethyl ene oxide em ssions would be reduced by the use
of manifol ded controls for sterilizer and aeration roomvents.
The commenter stated that the cost of a manifol ded control system
woul d be rmuch | ess than the $600, 000 cost estimate nade by EPA
for separate controls at such a facility. This comenter stated
that the proposed standard does not take account of the
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possibility of using one piece of equipnment to control both
sterilizer vent and aeration roomvent em ssions. The comenter
added that even though one piece of equi pnent can control

em ssions fromboth points at a | ower cost than two separate
devices, the standard as witten would preclude this alternative
which is being offered cormercially today. The conmenter
suggested that the final rule expressly allow the use of
mani f ol ded controls in order to provide the opportunity for |ower
conpliance cost and inproved cost effectiveness. The conmenter
stated that such a manifol ded device would greatly reduce the
costs of control as estimated by EPA in the preanbl e and
background i nformati on docunent.

Response: All sources emtting less than 1 ton/yr of
ethyl ene oxide will continue to be exenpt fromthe em ssions
limts of this regulation (see Sections 2.1.2 and 2.2.4). For
af fected area sources, the Admnistrator stated in the preanble
to the proposed rule that if commenters supplied data to indicate
that existing area sources are controlling aeration room vent
em ssions and that there is a controlled MACT floor, MACT would
be rejected and GACT sel ected based on cost effectiveness, as
provided for in 8 112(d)(5) of the anended Act. G ven that the
cost effectiveness is high, rejection of a MACT standard t hat
woul d require aeration roomvent control in favor of a GACT
standard with no control would alleviate this cost burden for
area sources. The Agency believes that the costs associated with
requiring controls on aeration roomvents at area sources are
prohi bitive after consideration of the em ssions reduction
achi eved by such controls.

Wil e the Agency agrees with the comenters regarding the
attractiveness of manifolded control devices for some vents, in
sonme cases it may not be possible to manifold an additional
em ssions vent type. Control devices are typically designed to
control a specific vent, such as packed-bed scrubbers for the
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sterilization chanber vent. The Agency does not believe that
conbi ned control for the aeration roomvent is feasible at al
sources and has not received information denonstrating that the
high flow rate and | ow concentrations typical of aeration room
vent em ssions may be easily conbined with an existing control
device. Wiile several of the comrenters suggested that conbined
control for the area source aeration roomvents provides |ower
costs, the EPA does not believe it is appropriate to base its
cost estimates on a mani fol ded systemfor this vent since this
approach may not be an option for all existing sources. In
addition, the cost for aeration roomvent control includes not
only the necessary ducting to a control device if manifolding is
feasible but also the cost to construct a new aeration roomif
the source is not currently controlling these em ssions. It has
al so been suggested by commenters that the aeration room vent
em ssions be conbined with em ssions fromthe chanber exhaust
vent, but the MACT floor for chanmber exhaust vents at area
sources remains at no control (see Section 2.2.7). \Wile the
Agency has required control of major source chanber exhaust vents
and has received information that em ssions fromthis vent are
comonly conbined with em ssions fromother vents, in general,
the only costs for controlling the chanber exhaust vent at major
sources are attributable to ducting.

The commenters submtted sufficient data to enable the
Agency to reassess the MACT floor for aeration roomvents at
exi sting area sources. The MACT floor for existing sources in
the final regulation is controlled. However, data received from
commenters were not sufficient to allow the Agency to alter its
cost-effectiveness cal cul ati ons associated with controlling
em ssions fromthe aeration roomvents of existing area sources.
Due to this high cost effectiveness, MACT has been rejected and
GACT sel ected for existing aeration roomvents in the final rule.
The final rule therefore applies GACT to both existing and new
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area sources and does not require reduction of em ssions from
aeration roomvents. Control of only the sterilization chanber
vents (99 percent emissions limtation) is required for area
sour ces.

Comrent: One commenter (13) stated that applying GACT
rat her than MACT may exenpt new area sources from operating
permt requirenents. The commenter stated that if GACT is chosen
for new area sources, it should be applied to existing area
sources also, to avoid the confusion of sonme sources in a
category being exenpt fromoperating permts on the basis of
their construction date. |If MACT is chosen then both existing
and new area sources could be covered by a nodel "Genera

Permt," which would streamine the paperwork to obtain an
operating permt, along with a 5-year extension of operating
permt requirenents.

One commenter (18) recommended t hat EPA exenpt area source
sterilizers fromTitle V permts because |imted benefits would
be expected fromthe periodic review of these permts for this
source category. The commenter added that in the event EPA
chooses to regulate sterilizers using less than 1 ton/yr, Title V
permts should not be required.

Response: Regarding the application of the Title V
operating permt programto area sources, the final rule for the
operating permt program pronulgated on July 21, 1992
(57 FR 32250) states that "... any other source, including an
area source, subject to a hazardous air pollutant standards under
section 112..." is an affected source required to conply with the
Part 70 operating permt requirenents. The final rule later
specifies that the Part 70 permtting programw ||l be used to
i npl ement standards for area sources devel oped using GACT. The
Agency therefore believes that no confusion will result from
regul ation of area sources with either MACT or GACT. In regard
to the commenter's request for an extension of the permt
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requi renents, the Agency believes that the 5 year extension for
nonmaj or sources contained in Title V would be appropriate.

Coment: Four commrenters (10, 13, 18, 19) expressed concern
regarding the role of 8§ 112(f) in determning the applicability
of MACT or GACT to area sources. One commenter (18) stated that
area sources shoul d be regul ated under MACT because such sources
shoul d be subject to later review under 8§ 112(f). Another
commenter (13) stated that avoiding the application of § 112(f)
(residual risk analysis) should not be a factor in deciding to
exenpt area sources from MACT because smal |l er sources can often
pose a high risk, especially with a pollutant |ike ethyl ene
oxide. One comenter (10) stated that § 112(f) should be
consi dered when deci ding whether to sel ect MACT or GACT for an
area source category. Another commenter (19) al so suggested that
the residual risk analysis requirenents of 8§ 112(f) should be
consi dered when det erm ni ng whet her MACT or GACT should apply to
area sources when they asserted that the setting of GACT
standards for area sources woul d weaken protection from et hyl ene
oxi de exposure and woul d renpve these sources from consi deration
under the residual risk analysis required by § 112(f).

Response: The Agency is required to exam ne the residual
ri sk under 8§ 112(f) of the Act for mmjor sources and for area
sources regul ated by MACT. The Agency has not attenpted to avoid
the requirenments of 8 112(f) in its determ nations to apply GACT
to area source aeration roomvents in this source category, as
one comment er suggests. Wile the Agency is required to exam ne
area sources regul ated by MACT, the Agency notes that it may al so
choose to examne the residual risk for area sources subject to
GACT as well. Therefore, area sources subject to GACT nay be
included in the residual risk study and § 112(f) standards may be
promul gated for these area sources as well as for those subject
to MACT.
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2.2.7 MACT for Chanber Exhaust Vents
Comment: Nine commenters (03, 06b, 10, 11, 13, 14, 17, 18,
19) suggested controlling em ssions fromthe chanber exhaust

vent. One comenter (17) stated that they were aware of
facilities that are required to vent the em ssions fromthe
chanber exhaust vents to the control device. One commenter (13)
suggested that em ssions fromthe chanber exhaust shoul d be
controlled at major sources because of the risks posed by the
anount of ethylene oxide uncontrolled fromthis vent. The
coment er suggested that a | ower concentration of about

1,000 ppnmv be considered for the chanber exhaust vent standards.
A comrenter (19) referred EPA to SCAQVWD for em ssions reduction
data on chanber exhaust control devices. The comenter
recommended that controls be required for chanber exhaust vents
at major and area sources because California requires controls of
this vent at facilities using nore than 600 | b/yr of ethylene

oxi de. Another commenter (18) stated that because BAAQVD

regul ations require control of chanber exhaust vents at sources
usi ng nore than 600 | b/yr of ethyl ene oxide, the NESHAP shoul d be
revised to include these controls at |east for new sources. A
commenter (03) indicated that the Puget Sound has facilities that
control em ssions when the sterilization chanber door is opened
and including small sources where chanber exhaust vents are
routed to the control device. One commenter (06b) stated that

t hey al ready have two catal ytic oxidizers in place that utilize

t he conbi ned feed of aeration and sterilizer vacuum punp [chanber
exhaust vent] flows and that conbining sterilizer exhaust and
aeration exhaust reduces the use of clean-burning natural gas, a
nonr enewabl e energy source. One commenter (10) stated that the
chanmber exhaust and the aerator exhaust, which are simlar in
nature, could be vented to a single control device. This
commenter stated that chanber exhaust vent em ssions could be
conbined with aeration exhaust and routed to a single control
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devi ce even though they are unaware of a facility so-controll ed.
One commenter (15) suggested that all regul ated sources be
required to control both aeration and sterilizer exhaust

em ssions. The commenter stated that such controls have been
required in Rhode Island for conmercial sterilizers.

One commenter (14) noted that relatively inexpensive control
of chanber exhaust vent ethyl ene oxi de em ssions should be
possi bl e t hrough the use of a single piece of equipnent to
control the emi ssions fromnultiple points. The comenter
suggested that the chanber exhaust vent could be manifolded to
the control device used to control either sterilization chanber
or aeration roomvent em ssions; use of such systens should
provi de additional em ssions reductions for snall marginal
increase in total costs and thus with reasonabl e cost
effectiveness. The commenter suggested that EPA reconsider its
rejection of regulatory alternative A which required 99 percent
reductions in chanber exhaust vent em ssions at mmjor sources.

One commenter (11) supplied information on 32 systens where
em ssions fromthe chanber exhaust or door hood were controlled
to a mnimmlevel of 99 percent. The commenter suggested that
the MACT floor requirenents be changed for both major and area
sources to control sterilizer chanber exhaust vents to a |l evel of
99 percent by either directing the em ssions to the control
device or by introducing further cycl e/ process changes to reduce
t he i n-chanber concentration to below 5,300 ppmv by conducti ng
further sterilizer evacuations which would be controlled by the
sterilizer vent em ssions control device. This comrenter
requested that the em ssions cutoff for regulation of exhaust
chanmber vents be lowered to 5,000 I b/yr [2.5 tons/yr]. Another
commenter (10) stated that the MACT standard for chanber exhaust
vents shoul d include the nunber of air washes, including the
vacuum residence tine, and tenperature associated with these air
washes, required prior to opening the sterilizer chanber door.
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Response: The Agency agrees with the comrenters regarding
the attractiveness of manifol ded control devices for controlling
et hyl ene oxi de em ssions for sonme em ssions points. The Agency
appreci ates the coomenter's submttal of data indicating that
mani folding is practiced for the chanber exhaust vent. The data
were sufficient in detail to allow a reassessnent of the MACT
floor for the chanber exhaust vent at nmjor sources. At |east
si x chanber exhaust vents at major sources are controlled by
mani fol ding the vent to the aeration roomvent or sterilization
chanber vent control device when a catalytic oxidizer is used.
The Agency contacted the comenter for additional information and
has incorporated the data into the comrercial sterilization data
base. The MACT floor for major source chanber exhaust vents in
the final regulation is control by ducting this vent to a contro
device for the sterilization chanber or aeration roomvent or
venting to a dedicated control device achieving 99 percent
em ssions reduction. A specific manifolding or venting scenario
for control of this vent has not been specified because the
Agency believes that the owners or operators of a particul ar
source are best able to determne the nost efficient way to
conply with the standards.

The MACT floor for area source chanber exhaust vents remains
unchanged since proposal at no control. While the |evel of the
standard at area sources has not changed, an addition has been
made to the requirenents to provide flexibility to facilities.
Area sources may conply with the ethyl ene oxi de concentration
l[imt as was proposed or may conply with a 99 percent em ssions
reduction for chanmber exhaust vent emi ssions that are vented to a
control device (either nmanifolded to a control device for
sterilization chanber vent em ssions or vented to a dedicated
control device).

The Agency is providing additional flexibility to sources in
denonstrating conpliance with the standards in the final rule and
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has included | anguage that provides alternative nonitoring
requi renents and conpliance provisions for controlled chanber
exhaust vents and aeration roomvents. The Agency has provided a
mechani sm for sources choosing to manifold vents or vent types to
denonstrate conpliance with the standards but believes that one
approach shoul d not be endorsed or preferenced over another. The
final rule allows a source to denonstrate conpliance for either
t he chanber exhaust vent or aeration roomvent through paranetric
nonitoring of the performance of a control device. Wether the
control device is manifolded to other vents or vent types is
imaterial to the conpliance denonstration, provided that the
conditions for denonstrating conpliance are net.
2.3 COWPLI ANCE DATES

Comment: Three commenters (04, 05, 12) suggested the
conpliance date should be 3 years after the effective date; one
commenter (04) indicated that a conpliance date of 3 years was
originally stated in the draft proposed rule available on the EPA
Technol ogy Transfer Network. Two of these comenters (04, 05)
stated that 2 years woul d not be enough tinme for nmany conpanies
to conplete material and process evaluations and to obtain
regul atory approval associated with investigating and converting
to alternative sterilization nethodol ogies. Another of these
comenters (12) indicated that 2 years would not be enough tine
to: (1) design a systemfor the aeration cells that will conply
fully with the new standard, (2) obtain bids, (3) build the
necessary control equi pnment and associ ated auxiliary systens,
(4) install the systemin such a way that it mninmzes dow tineg,
and (5) start up and debug the system This conmenter provided
the follow ng schedule: (1) research available technol ogy and
systens--6 to 8 nonths; (2) prepare and submt permtting
requi renents--3 nonths; (3) receive approval for construction
permt fromthe State--8 nonths; and (4) order systens, conplete
facility nodifications, installation, and debugging the system-
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12 to 15 nonths. This schedule indicated a total of 29 to
34 nonths for conpletion.

One commenter (19) stated that the conpliance date should be
shortened to 1 year after the effective date. The commenter
stated that industry has been provided a great deal of notice
that em ssions woul d be regul ated, and that industry
representatives indicated during hearings for the California
regul ati on devel opnent that controls would be operable within
1 year.

Response: The Agency agrees with several of the commenters
that the conpliance tinme frane for ethylene oxide conmmerci al
sterilization and fumgation facilities should be extended. The
EPA recogni zes that sonme of the facilities within the source
category will have to investigate and install control devices at
their facility to neet the standards. Al so, sone sources nay
wsh to investigate alternative sterilization nethods. Based on
reasons presented by sonme of the comenters, EPA has extended the
conpliance date to 3 years after the pronul gation date for al
sources subject to this rule. The extension of the conpliance
date is appropriate and should not result in adverse effects on
the environnent because several |large emtters, i.e., mgjor
sources, are already well-controlled. At the sane tine, the
extension provides smaller, less well-controlled sources
additional time to achieve conpliance. The EPA believes that the
3 year timefrane will address these commenters' concerns and
still ensure inplenentation of controls in a tinely fashion. New
sources with startup after the 3 year conpliance date will be
required to conply with the em ssions standards upon startup of
t he source.

2.4 MONI TORI NG REQUI REMENTS
2.4.1 lnitial Performance Testing

Comment: One commenter (18) stated that the conditions
during the initial conpliance test for the sterilization chanber
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vent do not reflect standard operating conditions; this presents
probl ens for both of the referenced control technol ogies.

Two conmenters (17 and 18) stated that EPA shoul d reconsi der
the determ nation of a tenperature baseline for catalytic
oxi di zers because there will be significant differences in the
tenperature responses exhibited during the conpliance tests (run
on an enpty chanber) and actual operation with nmaterial present
in the sterilization chanber. The comenters recomended that
EPA revi ew actual source test data for a variety of different
sterilizers, running with no load and with a full load, to
determ ne the inpact these variables are |likely to have.

Response: The Agency believes that the conditions specified
during the initial conpliance test primarily affect the
concentration of ethylene oxide being delivered to the control
device. Although the concentration of ethylene oxide may be
different from standard operating conditions, the differing
anount i s not expected to preclude the control device from
nmeeting the standard. The conditions for the initial test
(i.e., enpty chanber) were specified to elimnate interference
from product retention of ethyl ene oxide.

For sterilization chanber vent em ssions controlled with
oxidation units, two initial conpliance tests will be perforned
on the sterilization chanber vent: one during the first
evacuation of the sterilizer chanber to denonstrate that the
control device is designed properly and one during the |ast
evacuation to establish the appropriate baseline tenperature.
During the conpliance test for the first evacuation, the owner or
operat or should deliver the sane mass of ethylene oxide to the
chanber as woul d be used for typical operation. Denonstration of
t he baseline tenperature during the | ast evacuati on addresses
concerns that a baseline tenperature established during the first
evacuati on woul d not be sustai nabl e for subsequent evacuations
where the ethyl ene oxide concentration is lower. For an
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oxidation unit, the tenperature will not elevate as significantly
with the |l ower concentration in the | ast evacuation, and an
appropriate baseline tenperature will be determ ned. Because an
addi ti onal conpliance test has been added at the final evacuation
where inlet concentration is lower, the final regulation permts
sources to denonstrate conpliance with the standard during the
performance test for the |ast evacuation if the outlet
concentration is below the detection |evel of ethylene oxide when
the inlet concentration is approxinmately 50 ppmv or |ower; the
source nust be able to denonstrate the inlet concentration.

The initial conpliance test for the chanber exhaust vent
will be perforned with procedures simlar to those used for the
performance during the | ast evacuation of the sterilization
chanber. Use of a |ow ethyl ene oxide concentration that allows
denonstration of the em ssions reduction achieved during the
performance test will provide a baseline tenperature applicable
to all chanber exhaust vent cycles. As explained above for the
| ast evacuation for the sterilization chanber, the final
regul ation permts the source to denonstrate conpliance with the
standard if the outlet concentration is below the detection limt
for ethyl ene oxide and the inlet concentration is approximtely
50 ppnmv or | ower.

The Agency believes that the revised nonitoring requirenents
in the final rule are not adversely affected by the conditions
during the initial conpliance test and that these conditions
enabl e correct neasurenent of the em ssions reduction achieved by
the control devices and the setting of nonitoring paraneters to
assure future conpliance with the standards.

Comment: One commenter (18) stated that requiring the
et hyl ene glycol solution to be nmaintained at the average
concentration recorded during the initial source test is
unreasonabl e and may present practical difficulties for the
source. The commenter stated that because sources could perform
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at a level substantially above the required 99 percent control
during the initial test, the actual performance could fall off by
as nmuch as two orders of nagnitude before the source woul d be
controlled to | ess than 99 percent, but if paranetric nonitoring
showed departure fromthe established baseline, the source could
be found in violation. The conrenter reconmended that the
baseline for the paraneters be set when the source is operating
at the conpliance | evel or an appropriate range shoul d be

est abl i shed.

Two commenters (03, 17) stated that the proposed conpliance
determ nation and nonitoring requirenents for acid-water
scrubbers would require a facility to determ ne the maxi mum
concentration of ethylene glycol in the scrubber |iquor under a
"wor st-case" situation. One commenter (17) stated that the
sterilization chanber vent nonitoring requirenents for acid-water
scrubbers may not be appropriate because the baseline established
during the initial performance test nay be derived when the
source is achieving greater control efficiency than is required
under the standards. The commenter added that as the equi prent
ages, a degradation of the control may be experienced such that
the nonitored paraneter may show nonconpliance with the standard
when in fact, the source is still in conpliance. The comenter
requested that if paranetric nonitoring was to be inplenented for
t hese controls, the baseline nust correspond to the required
| evel of control, not a higher |evel.

Two commenters (11 and 16) suggested that annual performance
testing be required (in addition to the initial performance test)
as part of the nonitoring requirenents for the standards. One
commenter (19) stated that the final rule should include nore
frequent performance testing of control equipnent to prevent
deterioration of the control equipnent.

Response: The Agency has incorporated nonitoring
requi renents into the proposed and final regulations that provide
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a continuous determ nation of conpliance with the standards. The
underlying principles for these nonitoring requirenents are that
the paraneters nonitored (where parametric nonitoring i s used)
are to be a direct indicator of conpliance. Under the final

rule, limts for nonitored paraneters will first be established
during an initial performance test and will be nonitored
thereafter. 1In the interest of reducing the costs to affected

facilities, additional (e.g., annual) conpliance tests are not
required under the final rule. The Agency believes that an
initial performance test of the control device is sufficient to
establish the nonitoring paranmeters needed for determ ning
continuous conpliance. However, the Agency offers the
flexibility to a source to perform additional performance tests
and reestablish new limts for nonitored paraneters at any tine.
The Agency believes that this flexibility will address the
commenter's concerns about a source show ng nonconpliance with a
hi gher em ssions Iimt than is contained in the standard when the
source is in conpliance with the actual standard.

The final rule does not require that the ethyl ene glycol
concentration be nmaintained at an average concentration
established during the initial performance test. The ethyl ene
gl ycol concentration established during the initial conpliance
test is a concentration not to be exceeded by the source. In
determ ning the nonitoring paraneters for the acid-water
scrubber, it would be advantageous for the owner or operator to
do the initial performance test at the end of the liquor cycle
when the ethylene glycol concentration is at the highest point
that still provides a 99 percent reduction for the acid-water
scrubber. Because the baseline paraneter has been changed from
an average value (e.g., maintain ethylene glycol concentration at
t he average baseline concentration) to a nmaxi mum or m ni rum val ue
(e.g., maintain tenperature bel ow the m ni mum oxi dati on
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tenperature), it is not necessary to specify appropriate ranges
for these paraneters as one conmenter suggested.
2.4.2 Monitoring for Acid-Water Scrubbers

Comment: Eight commenters (03, 04, 05, 06a, 06b, 13, 17,
18) provided comments on the nonitoring requirenents for

aci d-wat er scrubbers. Several commenters (04, 05, 06b, 17, 18)
stated that continuously neasuring ethylene glycol concentration
is not feasible, practicable, or necessary. Two commenters (03,
17) stated that the proposed conpliance determ nation and
monitoring requirenents for acid-water scrubbers would require a
facility to determ ne the nmaxi mum concentrati on of ethyl ene
glycol in the scrubber |iquor under a "worst-case" situation.
One commenter (17) stated that ethylene glycol nonitoring i s not
the best paranmeter to nonitor to assure conpliance with the
sterilizer vent standards and that EPA should select a paraneter
ot her than ethylene glycol concentration or offer other
paranmeters as alternatives. The commenter suggested that acid
concentration is much easier to neasure than ethyl ene glycol
concentration and woul d be a better surrogate for scrubber

per f or mance.

One comenter (04) stated that acid-water control units
operate on a batch basis with glycol concentration starting near
zero at the beginning of an operating cycle and increasing up to
a predeterm ned nmaxi rum at which tine the glycol is renoved and
neutralized. The conmenter added that makeup water is added, pH
adj usted, and a new cycle begins. The comenter stated that
enough acid is added at the begi nning of each cycle to maintain
t he proper pH through the conplete cycle. One commenter (13)
stated that the proposed nonitoring requirenents for acid-water
scrubbers (i.e., continuous nonitoring of the scrubber |iquor
et hyl ene gl ycol concentration) for sterilization chanber vents
seens excessive since the tinme between changes of the liquor is
often several nonths. The commenter suggested the initial use of
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frequent nonitoring to determ ne the rate at which the
concentration increases in the liquor, followed by |ess frequent
nonitoring, especially if the maxi mnum content of ethylene glycol
is set safely below the level required to attain the desired

| evel of efficiency. One commenter (05) stated that their
facilities typically operate 3.5 nonths before approaching the
manuf act urers recomrended et hyl ene gl ycol concentration limt.
One commenter (06b) stated that a new batch of scrubber |iquor
requires a physical check of the system paraneters and that only
t he et hyl ene glycol concentrati on woul d change gradual ly and
predi ctably over the tine that the batch fills the storage tanks;
continuous or even hourly nonitoring of glycol concentration
woul d therefore not be needed. The commenter stated that
facilities having typical scrubber units would not see changes in
t he et hyl ene glycol concentration of even 0.5 percent by weight
per day of sterilization. The commenter added that to detect
such relatively small changes in glycol concentration would
require specific onsite gas chromat ographic analysis that woul d
cost over $15,000 and require special instrument training of
hourly enpl oyees.

Two commenters (04, 05) stated that they knew of no neans to
continuously nonitor acidified ethylene glycol concentration.
One commenter (06a) questioned the ability of available
technol ogy to continuously nonitor the ethylene glycol
concentration in the scrubber Iiquor due to the sanple matrix,
which is very acidic and contains other dihydric glycols which
can interfere with accurate determ nations of ethylene glycol.
This commenter indicated that periodic determ nations are
achi evabl e, providing adequate sanple preparations are carried
out in a |laboratory.

Several commenters (03, 04, 05, 06b, 13, 17, 18) suggested
alternate or nodified nonitoring requirenents for acid-water
scrubbers. The followi ng alternatives were suggested:
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1. Establish a maximumlimt on the anmount of ethyl ene
oxi de used or scrubbed (03, 17, 18), after which the scrubbing
| i quor nust be changed (17);

2. Measure pH (17, 18) periodically or prior to scrubbing a
bat ch of ethyl ene oxide (18);

3. Measure ethylene glycol concentration (05, 06b, 13) at
the end of each week of operation (05) or |less than continuously
(06b, 13);

4. Mnitor the level of the scrubbing liquid in the tank
(17, 18) and establish a maximumtank |l evel that correlates to an
et hyl ene gl ycol concentration after which the |iquor nust be
changed (17); and

5. Monitor all of the following: nonitor gas flow rate or
tower pressure differential, the liquid flowrate (or liquid
hei ght for reaction/detoxification units), and the |iquid
tenperature; neasure pH at the start and end of each operating
cycle; and neasure the ethylene glycol concentration at the end
of each operating cycle (04).

One comenter (18) recommended that if ethylene glycol
concentration is to be used as a surrogate paraneter for scrubber
efficiency, an acceptable range be established, based on a
correl ati on between ethyl ene glycol concentration and scrubber
performance. One commenter (03) indicated that nonitoring the
et hyl ene oxi de usage woul d be a nuch easier nethod for sources
and the regulatory community to inplenment. One comrenter (04)
stated that their recommendations for nonitoring paraneters
provi de nore effective process control and assurance of
conpliance. The comrenter al so suggested that maxi num or m ni num
val ues for each paraneter woul d be established based on
manuf acturers' recommended limts and verified during initial
conpl i ance testing.

Response: The Agency agrees with the comenters that the
continuous nonitoring requirenents proposed for acid-water
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scrubbers are not necessarily appropriate. The Agency has
carefully considered each of the suggested alternative nonitoring
scenarios submtted by the commenters.

One alternative nonitoring paraneter suggested by the
commenters is tracking of ethylene oxide usage. The owner or
operator woul d correl ate the maxi mum et hyl ene oxi de usage to the
maxi mum et hyl ene gl ycol concentration that still provides a
99 percent em ssions reduction for the scrubber. |nplenenting
use of this paraneter would require: (1) accurate recordkeeping
of all ethyl ene oxide purchases and use, (2) determ nation of the
et hyl ene oxi de em ssions split for each em ssions point vented to
the control device, and (3) determ nation of ethylene oxide
retention properties for each product sterilized. The Agency
does not believe this nonitoring approach is appropriate due to
uncertainty and variability associated with both the em ssions
split for each vent and the ethyl ene oxide retention rates of
et hyl ene oxide for products sterilized. Tracking of ethylene
oxi de usage has not been included in the final regulation as a
ref erenced nonitoring paraneter

Several comrenters suggested pH as an appropriate nonitoring
paraneter for acid-water scrubbers. Mnitoring the pH of the
scrubber liquor is not technically feasible because the pH change
over the life of the liquor cycle is typically not neasurable.
Because the Agency has not received sufficient data indicating
that pH nonitoring is an acceptabl e paraneter for denonstrating
conti nuous conpliance, the Agency has not included pH nonitoring
as a referenced nonitoring paraneter in the final rule.

Conti nuous nonitoring of ethylene glycol concentration to
determ ne conpliance has been refuted by comenters based on the
smal | increnmental changes in ethylene glycol concentration
expected over the liquor cycle and the cost of analysis equi pnent
and enpl oyee training and tinme for performng the analysis on a
continuous basis. The Agency has determ ned through contact with
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vendors and industry that ethylene glycol concentration is
commonly used for conpliance determ nation but agrees that
continuous nonitoring of ethylene glycol concentration is not
necessary. Monitoring of the ethylene glycol concentration
denonstrates that ethylene oxide fromthe vent outlets is being
renoved and converted to ethylene glycol in the scrubber |iquor.
Based on the slow change in concentration, the final rule
requires nonitoring of the ethylene glycol concentration once per
week. Wth less frequent nonitoring, it is possible for an
affected source to sanple the liquor and send to a | aboratory
offsite for analysis to avoid the cost for analysis equi pnent.

Moni toring of the scrubber liquor level in the tank was al so
suggested by commenters as an alternative paraneter to nonitor
The owner or operator would correlate the maxi mum | evel of |iquor
allowed in the tank to a maxi num et hyl ene gl ycol concentration
that still provides a control efficiency of 99 percent for the
scrubber. The increase in mass (until total solutionis 40 to
60 percent ethylene glycol by weight) and therefore volune in the
scrubber |iquor storage tank denonstrates that ethyl ene oxide
fromthe vents is being scrubbed and converted to ethyl ene glycol
in the scrubber liquor. The owner or operator nust place liquid
| evel indicators on the |iquor storage tank; mniml enployee
time and training is necessary for nonitoring the liquor level in
the tank. [This paraneter may be used for nonitoring systens
that continuously collect the liquor (i.e., a batch operation)
and purge the systemonly at the end of the cycle. Wile the EPA
does not believe that common practice for scrubber systens in
this source category includes periodic purging of the Iiquor
cycle, systens that do not follow a batch process will not be
permtted to use this nonitoring paraneter.]

Monitoring of the operating paraneters (i.e., liquid to gas
flowrate ratio and tenperature) of the scrubber in addition to
begi nning and end of cycle pH nonitoring and end of cycle
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et hyl ene gl ycol concentration nonitoring was suggested by
commenters. As discussed above, the Agency does not believe pH
nonitoring for the systemis technically feasible for this source
category, and ethylene glycol nonitoring denonstrates that the
scrubber systemis absorbing ethylene oxide fromthe inlet gas
stream Wiile the EPA agrees that nonitoring operating
paranmeters nmay add sonme benefit, the EPA is reluctant to require
t hese paraneters as referenced nonitoring paraneters in the final
regul ati on because the Agency has not received data indicating
that the nonitoring of these additional paraneters contributes to
t he continuous conpliance indication as determ ned by ethylene
gl ycol monitoring. The EPA believes that ethylene glycol
nmoni toring provides a sufficient denonstration of conpliance.

The Agency has subsequently revised the referenced
nonitoring paraneters in the final rule to require either
(1) weekly nonitoring of the ethylene glycol concentration in the
scrubber liquor, or (2) weekly nmonitoring of the |evel of |iquor
in the scrubber liquor tank. Operating the scrubber with a
nonitored et hyl ene glycol concentration above the maxi num
concentration determned during an initial performance test is a
viol ation of the applicable standard. Operation of the scrubber
with a liquor level in the tank above the maxi nrum as determ ned
during an initial performance test is a violation of the
applicabl e standard. The Agency believes that these nonitoring
alternatives provide an adequate neasure of conpliance while
provi di ng reduced burden to owners and operators of the affected
sources. A source may choose an alternative to the nonitoring
paraneters referenced in the final regulation if the alternative
nonitoring paraneter is approved by the regul ati ng Agency, as
provided for in 8 63.8 of the General Provisions. (See
Section 2.4.1 for determ ning nonitoring paraneters at "worst-
case" operation.)
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2.4.3 Mnitoring for Catalytic Oxidizers
Comment: Six commenters (04, 06b, 11, 13, 17, 18) suggested
nodi fications to the nonitoring requirenents for catalytic

oxi di zers. Several commenters (13, 17, 18) stated that the
control of the catal yst bed tenperature to +10°F may not be
practicable. One commenter (13) stated that nai ntenance of such
a tenperature range is feasible under steady state conditions but
woul d be difficult under the continuously varying concentrations
encountered in the evacuation process for the sterilization vent.
This comment er suggested the use of a continuous tenperature
control nonitor and recorder on both the inlet and outlet of the
oxi di zer. The commenter stated that conpliance would be shown by
having the inlet tenperature above a m ninmum and the outl et

t enperature bel ow a nmaxi nunt both tenperatures woul d be

determ ned during a conpliance test when 99 percent efficiency
was achi eved.

One commenter (04) suggested that the current requirenent of
+10°F be del eted and replaced with manufacturers' recomrended
maxi munm m ni mum tenperatures. The commenter stated that
catalytic oxidation units used to control chanber vents woul d
operate at wi dely varying tenperatures, depending on the anpunt
of ethylene oxide in the feed strean(s), and that various field
tests on one manufacturer's units have denonstrated 99 percent
renmoval efficiencies as long as the catal yst bed tenperature is
280°F or higher. Another commenter (11) stated that it is well
proven that catalytic units will work as designed if a m nimum
operation tenperature is maintained for the particular catal yst.
This commenter stated that conpliance with the standards woul d be
shown by having the catal yst bed tenperature fall above a m ni mum
operating tenperature *10°F established during a performance test
and bel ow a maxi numtenperature limt established by the
manuf acturer of the control device. The commenter added that the
upper baseline tenperature could change with different feed
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rates, environnmental conditions, and air flows and suggested that
this upper limt be set on a baseline standard cycle. The
coment er suggested that a tenperature variation in excess of
50°F fromthis nonitored tenperature would constitute a violation
of the standards. Both comenters (04 and 11) suggested that
monitoring the catal yst bed tenperature coupled with periodic
efficiency tests (m nimum annually) should be utilized for

nmoni toring conpliance.

Anot her comrenter (06b) stated that the control efficiency
of catalytic oxidation units is dependent on catal yst
tenperature. This comenter stated that any catal yst used in
catal ytic oxidizers has been tested in the lab and in the field
to show a reliable profile of tenperature versus contro
efficiency. The commenter added that all nethods of oxidizing
ethylene oxide in air are nore effective when the oxidation
tenperature is higher and that the limtation of £10°F fromthe
baseline tenperature is unrealistic and penalizes those that
operate their equipnent with a high know edge of their control
efficiency. The commenter stated that this tenperature
requi renment woul d disallow the use of ethylene oxide control from
the sterilizer vacuum punps [chanber exhaust vent] to be conbi ned
with aeration feed to a catalytic oxidizer. The comenter stated
that only catalytic oxidizers controlling em ssions from
sterilizer vacuum punp exhausts woul d show narked tenperature
changes and that these changes woul d al ways be greater than the
proposed 10°F limtation. The comenter added that they already
have two catalytic oxidizers in place that utilize the conbined
feed of aeration and sterilizer vacuum punp [chanber exhaust
vent] flows and that conbining sterilizer exhaust and aeration
exhaust reduces the use of clean-burning natural gas, a
nonr enewabl e energy source. This commenter noted that in the
"aeration only" feed streans of ethylene oxide, there is sel dom
any tenperature rise of even 10°F for any new hot
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aeration/ degassing cycles started because the total feed
concentrations to the oxidizer are typically 40 parts per mllion
or less. The commenter stated that all aeration cycles show a

hi gher concentration of ethyl ene oxide degassing early in the
cycle (although not necessarily at the begi nning of the aeration
cycle), usually declining asynptotically with the heated
aeration. Two comrenters (04, 11) stated that aeration room
conpliance for catal ytic oxidation systens should be determ ned
by continuously nonitoring the | ower operational tenperature
limt for the catal yst bed coupled with periodic efficiency tests
(m ni mum annual ly).

One commenter (13) stated that calibration of the
tenperature controller to +10°F is acceptable but seens difficult
under 8 63.363(b)(2)(ii), where a source is required to control
the tenperature of an oxidi zer chanber under operating conditions
to £10°F using a tenperature nonitor accurate to £10°F. Two
commenters (17 and 18) stated that the tenperature probe required
in 88 63.363(b)(1)(ii) and (2)(ii) should at |east be accurate to
within 1°F because, as witten, any neasurenent that is at or
below the limt of accuracy woul d be considered a violation.

One comenter (06b) stated that except for major
concentrations of ethylene oxide (above 2,000 parts per mllion)
or of cases where the allowable high tenperature limts were
exceeded, the catalyst will deactivate slowy over a period of
years. The commenter stated that this deactivation is fairly
reliable and predictable over the long-term which is shown by
perform ng the annual source test on all catalytic units. One
comenter (11) submtted |[ife data fromtwo systens from maj or
sources showi ng that the performance of the catal yst after one
and 2 years has not changed fromthe original conpliance test.
The comenter also referred to life test data previously
subnmitted to EPA perforned on a catalytic system The commenter
noted that the catalyst in this systemoperated for 8 years
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before the catal yst performance fell bel ow 99 percent destruction
and the catal yst was then replaced. The comrenter noted that
this proved that the catalyst will not fail catastrophically and
that catalyst life doesn't dramatically change over |ong periods
of time.

Response: The Agency agrees with the comenters that the
nmonitoring requirenents for catal ytic oxidizers may not be
appropriate; the baseline tenperature Iimt of +*10°F is not
practicable in all situations. The Agency has consi dered the
al ternatives suggested. The commenters suggested that a nore
accurate neasure of conpliance would be a requirenent that the
tenperature remai n above a m ni mum oxi dati on tenperature. The
Agency has included conpliance provisions in the final rule
requiring that the oxidation tenperature be above a m ni num
basel i ne tenperature determ ned during an initial performance
test for the sterilization chanber vent, the aeration roomvent,
and the chanber exhaust vent. The Agency has not included a
maxi mum tenperature as part of the nonitoring requirenents as
sone commenters suggested because tenperatures above the m ni num
tenperature do not adversely affect performance of the oxidizer
unit.

For the sterilization chanber vent, the final rule requires
owners or operators of affected sources to: (1) nonitor the
oxi dation tenperature continuously, (2) cal cul ate an average
oxi dation tenperature over each cycle (the length of the cycle is
based on the cycle length during the performance test), and
(3) calculate a three-cycle average every third cycle; an average
noni t ored oxidation tenperature nore than 5.6°C (10°F) bel ow the
basel i ne tenperature established during the initial performance
test at a tinme when the control device achieves a 99 percent
em ssions reduction is a violation. Simlar requirenents have
been added to the nonitoring requirenents for sources that vent
chanber exhaust vent em ssions to a control device.
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For aeration roomvents controlled with catal ytic oxidizers,
t he Agency agrees that additional flexibility regarding the
nonitoring requirenents is warranted. The final rule requires
owners or operators at nmjor sources to nonitor either: (1) the
concentration of ethyl ene oxide em ssions fromthe aeration room
vent outlet, or (2) the oxidation tenperature. For ngjor
aeration roomvent sources nonitoring the ethylene oxide
concentration, the owner or operator will: (1) neasure the
concentration once per hour, and (2) calculate a 3-hour average
every third hour. A 3-hour average ethyl ene oxi de concentration
greater than 1 ppnv is a violation of the standard. For nmajor
aeration roomvent sources nonitoring the oxidation tenperature,
the owner or operator will: (1) nonitor the oxidation
tenperature continuously, (2) calculate an average oxi dation
tenperature over each hour, and (3) cal cul ate a 3-hour average
every third hour. An average nonitored oxidation tenperature
nore than 10°F bel ow the baseline tenperature established during
an initial performance test at a tinme when the control device
achieves either a 99 percent em ssions reduction or a maxi num
outl et ethylene oxide concentration of 1 ppnmv or less is a
violation of the standard. The purpose of the nonitoring
requi renents is to show "continuous" conpliance with the
standards, and since these nonitoring requirenents have been
devel oped with this purpose, there would be no reason to require
annual conpliance testing. An affected source may perform
conpliance tests other than the initial conpliance tests required
by the final rule (see Section 2.4.1).

The Agency agrees with the commenters' concerns regarding
the accuracy of the tenperature probe used to neasure the
oxi dation tenperature. The final rule requires that the
t emperature probe have the sane accuracy (£10°F) but requires the
oxi dation tenperature to be above a m nimumtenperature
established during a performance test (i.e., if the nonitored
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tenperature falls below this level, a violation of the applicable
standard has occurred).

Comment: One commenter (18) stated that the |anguage of
63.363(b)(2)(ii) (determ nation of violation for catalytic
oxi dation) should be clarified to specify that conpliance is
based on the average tenperature.

Response: Section 63.365(f) in the final rule details the
met hod for determ ning the baseline tenperature for oxidizer
units. The baseline tenperature is determ ned by averaging
tenperature readings fromthree test runs. Mnitoring wll
consi st of continuous tenperature neasurenent to be averaged over
a period of tinme (i.e., cycles or hours). Depending on the vent
type, the source will then cal cul ate an average over the |ast
three cycles or hours. A nonitored tenperature average nore than
10°F bel ow the baseline tenperature is a violation of the
st andar d.

Comment: One commenter (14) suggested sem annual
calibration of tenperature nonitor accuracy for sources using
catal ytic oxidizers given the relative stability of the
t hermocoupl es used. The comenter added that failure of
t hernmocoupl e nonitors tends to be catastrophic, with results that
are imedi ately obvious to facility owners or operators.

Response: The Agency is aware of the reliability of
t hernocoupl es; thus, revised guidance on the calibration and
mai nt enance of thernocoupl es have been added. The final rule
requi res sem annual calibration of tenperature nonitors.

2.4.4 Mnitoring for Gher Control Equi pnent
Comment: One commenter (04) recommended that nonitoring of

t hermal oxidi zers consi st of continuous nonitoring of fuel gas
pressure, pilot flame presence, conbustion air flow, and system
t emper at ure.

Response: The Agency has included thermal oxidizers as a
referenced control technology in the final rule and has therefore
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i ncor porated conpliance provisions, nonitoring requirenments, and
recor dkeepi ng and reporting requirenents for thermal oxidizers.
Wil e the Agency agrees that nonitoring of each of the nentioned
paranmeters indicates flame stability, the Enhanced Mnitoring
Ref erence Docunent, Septenber 1993, suggests that the outl et

oxi dation tenperature be nonitored. O her NESHAP have al so

i ncorporated this nonitoring requirenment for thermal oxidation
units, such as the HON. The Agency believes that nonitoring of
this tenperature paraneter is sufficient to indicate continuous
conpliance for this control device. The conpliance provisions
for thermal oxidizers are as follows: during three performance
test runs when the control device neets the applicable standard,
the owner or operator shall establish as an operating paraneter a
basel i ne tenperature averaged over the three runs; thereafter,
operation of the sterilizer with the average oxidation
tenperature nore than 10°F bel ow this baseline tenperature shal
constitute nonconpliance with the standard.

2.4.5 Mnitoring Requirenents for Sterilization Chanber Vents

Comment: One commenter (19) stated that actual neasurenent
of inlet and outlet concentrations of ethylene oxide for the
sterilization chanber vents should be required to denonstrate
conpliance with the percent reduction requirenents.

Response: Direct nonitoring of the inlet and outl et
concentrations would require installation of an online gas
chr omat ogr aph system and t he appropriate personnel and training
for operation of the analysis equipnent; the Agency believes that
this nonitoring option is costly for this source category. The
Agency believes that the paranetric nonitoring requirenents
contained in the final rule are sufficient to denonstrate
conpliance with the standards. The nonitoring requirenents were
revised in response to conments received fromcontrol device
vendors, industry, and State and |ocal environnmental regulatory
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agenci es and incorporate nonitoring provisions as required by the
amended Act.
2.4.6 Mnitoring Requirenents for Chanber Exhaust Vents

Comment: One commenter (04) suggested that facilities that

send chanber exhaust vent discharge to a control device be exenpt
fromthe nonitoring requirenments proposed for chanber exhaust
vents. The commenter added that nonitoring of the control device
under these conditions should assure conpliance with the

st andar ds.

Several commenters (04, 05, 11, 17, 18) suggested that
facilities dischargi ng chanber exhaust vents to the atnosphere
shoul d have the option of denonstrating end-of-cycle chanber
concentrations of less than 5,300 ppnmv by using specific
val i dated cycle paraneters and controlling additional cycles with
the sterilization chanber vent control device. One conmenter
(04) suggested that this validation of cycle paraneters include
key process paraneters affecting ethyl ene oxide renoval fromthe
vessel (initial concentration, nunber and depth of air washes),
coupl ed with actual neasurenent of chanber concentration for
representative cycles. This conmenter suggested that conpliance
coul d be assured through the initial validation and revi ew of
sterilization cycle charts which are part of the permanent batch
record. Another commenter (05) stated that bringing of the
sterilization chanber to one atnosphere and holding it there
whil e sanpling the chanber ethyl ene oxide concentration before
activating the fan would all ow et hyl ene oxide to diffuse fromthe
chanber and increase enpl oyee exposures. This conmenter added
that multiple chanbers cycling in close successi on woul d conpound
this problem The conmenter suggested validating the operating
parameters during the initial performance test and foll ow ng
t hese paraneters as part of the nonitoring for the chanber
exhaust standard.
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Response: The Agency agrees with the comenters' that
additional flexibility should be provided to owners or operators
of area and maj or source conmercial ethylene oxide sterilization
and fum gation operations regarding the denonstration of
conpliance with the chanber exhaust standards. The final rule
contains provisions for the owner or operator of major and area
af fected sources to denonstrate conpliance with the applicable
chanber exhaust standards. Major source facilities, which are
required to control em ssions fromthe chanber exhaust, nust
denonstrate conpliance by nonitoring paraneters established
during a performance test for the control device that is used to
control em ssions. Area source facilities nust nonitor the
et hyl ene oxi de concentration in the sterilization chanber prior
to operation of the chanber exhaust or may choose to control
em ssions fromthe chanber exhaust vent and denonstrate
conpliance by nonitoring paraneters established during a
performance test for the control device that is used to control
these em ssions. |n general, the nonitoring requirenents and
conpl i ance provisions for devices controlling enm ssions fromthe
chanber exhaust vents are simlar to the nonitoring requirenents
and conpliance provisions for devices controlling em ssions from
sterilization chanber vents.

2.4.7 Mnitoring Requirenents for Aeration Room Vents

Comment: Seven commenters (04, 05, 06a, 09, 11, 17, 18)

provi ded comments on the nonitoring requirenents for aeration

roomvents. Several comrenters (04, 05, 06a, and 11) stated that
t he proposed nonitoring requirenents for aeration roomvents at
maj or sources are unobtai nable given that the industry-accepted
detection limt for ethylene oxide is 0.5 ppnv based on

| aboratory quality equi pnent not used continuously. The
comenters al so expressed concern that ethyl ene oxide nonitoring
woul d be inaccurate due to the heated sanple stream noisture
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present in sanple |ines, and the presence of other hydrocarbons
and trace organics in the sanple stream

One commenter (09) requested clarification on the
measur enent of the ethylene oxide concentration for the aeration
roomvent. Specifically, the cormenter requested clarification
on whether this was a maxi nrumfrom a single point sanple or a
maxi num aver age of continuous nonitoring of several sanples.

One commenter (17) stated that because the 1 ppnv em ssions
limt can be circunvented by increasing the airflow through the
vent, sources required to neet the standard should be required to
nmeet a <1 ppnv concentration and 99-percent control requirenent,
so that the nore stringent limt prevails. The comrenter also
stated that a concentration nmeasurenent that is bel ow the
detection limt of 0.2 ppnv should also indicate conpliance. One
commenter (18) recomrended that em ssions bel ow the detection
limt of the test be considered in conpliance.

Response: The Agency recogni zes the potential difficulties
associated with accurately nonitoring the ethyl ene oxide
concentration on a continuous basis. In the final rule, the
Agency has provided sources the flexibility to nonitor the
et hyl ene oxi de concentration or to nonitor control device
paraneters that provide continuous nonitoring of conpliance. |If
the source chooses to neasure ethyl ene oxide concentration inits
moni toring program then the ethyl ene oxide concentration for the
aeration roomvent shall be neasured hourly and averaged over
three 1-hour neasurenents. The aeration room vent standards
specify that this concentration shall be 1 ppnv or less for
af fected sources. Measurenents of ethyl ene oxide bel ow the
detection [imt are considered to be in conpliance.

2.4.8 Monitoring Requirenents in Ceneral

Comment: Six commenters (05, 06a, 09, 11, 16, 19) provided

general remarks regarding nonitoring requirenents. One commenter

(05) stated that each operator of a commercial sterilization
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facility should be able to denonstrate conpliance by establishing
during the initial perfornmance test the operating paraneters of
their systens (including control technologies) that will achieve
conpliance, validate those paranmeters, and then operate to those
paranmeters and use the procedures outlined in 8 63.366 to report
devi ations. The comrenter added that if conpliance could not be
denonstrated in this nmanner then additional controls (scrubbers,
catal ytic oxidizers, etc.) would be in order. One commenter (17)
recommended that the final rule consider the entire contro
devi ce as a whole and that appropriate conpliance denonstrations
and ot her considerations be determ ned on a case-by-case basis
where new technol ogi es or hybrid systens are enployed. One
commenter (18) recomrended that the owner/operator of a source
seeking to denonstrate conpliance with sone other contro
scenario be allowed to establish an appropriate range for the
paraneters, with the approval of the inplenenting agency;
operation precisely at the conditions established during the
performance test may not be practical for normal operating
condi ti ons.

One commenter (06a) suggested that a facility should be
gi ven the opportunity to validate a process and stay within set
operating paraneters. The commenter's proposal incorporated an
early detection set point that would be established for em ssions
controls which, in turn, would trigger an alarmnotifying
personnel of the need for corrective action. The commenter added
that process validation cycles could be established annually.
The commenter stated that reliance on a continuous nonitoring
system susceptible to delivering erroneous data could ultimtely
| ead to the unnecessary discontinuation of sterilization of
critical life saving nmedical devices and higher overall cost of
medi cal care. Two commenters (17 and 18) requested that
facilities enploying an interlock systemthat shuts down the
entire systemand prevents the sterilizer frombeing used in the
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event that the conditions in the catal yst bed are outside of the
accept abl e range be exenpted fromthe proposed nonitoring,

recor dkeepi ng, and conpliance provision requirenents. One of

t hese conmmenters (17) suggested that such facilities be required
to record incidences of interlock shutdown and rechargi ng of the
bed.

One commenter (09) stated that the proposed nonitoring
requirenents would result in at |east $100,000 in capital
expenditures for one of the comenter's facilities. The
commenter estinmated that the nmonitoring and the submttal of
reports would result in approximately $50,000 in annual costs.
The commenter al so stated that because they also rely on contract
sterilizers, their product costs would be significantly increased
by this regul ation.

Response: The Agency has considered allow ng interlock
systens in lieu of the nonitoring requirenents presented for
catalytic oxidizers. Wile the EPA wi shes to encourage
i nnovati ve technol ogies such as interlock systens, the EPA has
insufficient information on the variety of designs and
applications of interlock systens to specify alternative
nmoni toring, recordkeeping, and conpliance procedures that woul d
be appropriate for all such systens. Sources wi shing to use
interlock devices may apply to the Adm nistrator as described in
the General Provisions 8§ 63.8(f) and in 8 63.365(g) of the final
rule. In regards to establishing a set point that notifies
personnel of system mal functions, the Agency does not believe
that it is appropriate to specify requirenents for "triggers" in
the standards. Rather, the Agency believes that the
establ i shment of any such triggers or set points should be |eft
to the owners or operators of an affected source.

The Agency agrees with the commenters that conpliance shoul d
be neasured during the initial conpliance test and that the
source should be allowed to show conpliance with the em ssions
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standards through a control scenario of the source's choice. The
Agency has provided nonitoring requirenments and conpliance

provi sions for the nost commonly used control devices (i.e., the
ref erenced control technol ogies) but has al so incorporated

provi sions for sources using alternative controls (8 63.365(g) of
the rule and § 63.8(f) of the General Provisions). However, the
Agency believes that sources should not be allowed to establish
their own operating paraneters and to nonitor paraneters of their
choi ce unl ess the source has applied to the Adm nistrator for
approval of such plans. The paraneters to be nonitored under the
final rule for the referenced control technol ogi es have been

sel ected by the Agency to assure conpliance with the standards
and to standardi ze reporting of nonconpliance. In instances
where a referenced control technology is used, the paraneters
detailed in the rule should be used for nonitoring. The Agency
understands that allow ng sources to select paraneters to be
nonitored for conpliance provides flexibility to the source; in

I nstances where the control scenario used at the source does not
mat ch those referenced in the rule, the source nust develop a
conpar abl e conpliance and nonitoring plan and apply to the

regul ati ng Agency for approval. However, the Agency believes

t hat the approval process that would ensue fromthe comenter's
suggested conpliance programfor all facilities would result in a
| essor indication of conpliance with the standards, additional

ti me expended by sources for devel opi ng individual conpliance
prograns, and an additional review step in the regul ating
Agency's approval process for these conpliance plans. The Agency
believes that the additional step in the approval process would
overwhel mt he regul ati ng agenci es.

The owner or operator of the commercial ethylene oxide
sterilization and fum gation operation seeking to denonstrate
conpliance with the standards using an alternative control device
may submt a nonitoring scenario utilizing a range for the
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noni t ored paraneters, however, any such submittal w Il be subject
to review and possible nodification by the Adm nistrator.
Regardi ng the comrenter's request that the Agency consi der the
entire control device as a whole, the Agency asserts that this is
how t he conpliance determ nations and nonitoring requirenents in
the proposed rule and final rule were determned. |In evaluating
any submtted alternative conpliance provisions or nonitoring
requi renents, the Agency will attenpt to al so consider the
control device as an entire unit. |In regard to the comrenter's
statenent on the practicality of operation of the source at the
preci se conditions as were established during the performance
test, the Agency is pronulgating nonitoring requirenents in the
final rule that show conpliance at all tines of operation.

The Agency appreciates the information on the cost of
conpliance submtted by the comenter. 1In the final rule, the
Agency has provided additional flexibility to affected sources
that the Agency believes will reduce the costs of conpliance
wi t hout affecting the effectiveness of the nonitoring program

Coment: One commenter (19) agreed with EPA' s proposed
poi nt - by- poi nt conpliance schene.

Response: The Agency appreciates the comenter's support.
2.5 TEST METHODS

Comment: Three commenters (04, 05, 11) nade suggestions
regarding the test nethods identified in the regulation. These
commenters (04, 05, 11) referred to background docunents that
state high reactivity (04), |ow concentrations of ethylene oxide,
hi gh tenperature, and presence of noisture do not provide
reproduci bl e, accurate results (04, 05, 11); one commenter (05)
stated that Method 18 is not practical for hourly sanpling and
anot her commenter (11) stated that continuous nonitoring of
et hyl ene oxide is not obtainable. One comenter (05) asked that
an alternative to Method 18, Section 7.2, for the aeration room
vent standard as specified in 8 63.365(c) be identified due to
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these factors. Another comrenter (11) suggested that the
requirenent in 8 63.365(a)(3)(ii)(A (1) to have sanpl e bags

anal yzed within 8 hours should be consistent with

8 63.365(a)(3)(ii)(B)(1), which requires that sanples be anal yzed
W thin 24 hours.

Response: The Agency has included alternative conpliance
provi sions and nonitoring requirenents in the final rule to
provi de affected sources with additional flexibility to assure
conpliance with the standards. The Agency agrees that paranetric
nmonitoring of the control device used for the aeration room vent
and chanber exhaust vent should be allowed as an alternative to
direct neasurenent of the ethyl ene oxide concentration in the
streamw th Method 18, Section 7.2. Additional discussion of
this issue and the conpliance test procedures is located in
Section 2.4. It is assuned that the commenter is referring to
88 63.365(a)(4)(ii)(A (1) and 63.365(a)(4)(ii)(B)(1) of the
proposed rule (since the sections nentioned did not exist in the
proposed rule) [88 63.365(b)(1)(iv)(B)(1)(a) and
63.365(b) (1) (iv)(B)(2)(a) in the final rule]. However, the
sections nentioned by the commenter each indicate an 8 hour limt
on the time all owed before anal ysis should occur.

Comment: One commenter (17) suggested that under
8 63.365(a), the flowrate and concentrati on be neasured at both
the inlet and the outlet to the control device to avoid possible
errors including air leaks into the sterilization chanber, |eaks
fromthe vacuum punp, and errors that could occur if the inlet
et hyl ene oxi de concentration is neasured directly but the flowis
not neasured (i.e., the mass of ethylene oxide fed to the abater
must be derived, potentially not taking into account the
conbustion air added to catalytic oxidizer units). Another
comenter (18) stated that the nethod for determ ning residua
mass of ethylene oxide in the sterilization chanber
(8 63.365(a)(2), based on the ideal gas |aw) does not consider
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air leaking into the chanber during initial evacuation. This
commenter also stated that the total mass of ethyl ene oxide (W)
at the inlet to the control device is not nmeasured directly, and
is therefore subject to error. The comrenter recommended t hat
the concentration and flow rates be neasured at the inlet and the
outlet.

Response: Section 63.365(b)(1) of the final rule allows the
source two options for calculating the total nmass of ethylene
oxide at the inlet to the control device: (1) calculating the
theoretical mass charged to the chanber by utilizing one of
several techniques listed; or (2) by nmeasuring the flow rate and
concentration of ethylene oxide by utilizing the techniques to be
used at the outlet of the control device. The Agency allowed the
use of theoretical calculations for inlet mass in order to
m nim ze exposure of the source tester to ethyl ene oxide.

Comment: One commenter (18) recommended that EPA provide an
expedi ted nechani smvia Subpart E to approve alternative test
met hods and nonitoring protocols, or del egate approval of sane to
State/l ocal agencies for area sources.

Response: The Agency believes that facilities choosing an
alternative test nethod or nonitoring nethod than those specified
in the standard should follow the requirenments as specified in
88 63.7 and 63.8, i.e., apply for approval of such plans to the
Adm ni strator, of the CGeneral Provisions. The Agency believes
the requirenents as established in the General Provisions are
sufficient for approving use of alternative plans for this
regul ation. Followi ng the inplenentation of Part 70, the Agency
believes that States may be del egated the authority to inpl enent
the provisions of Part 63 standards.

2.6 REPORTI NG AND RECORDKEEPI NG REQUI REMENTS
2.6.1 GCeneral
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Comment: One commenter (18) agreed with the limted
recordkeeping and adm nistrative requirenents for facilities that
qualify for the | ow usage exenption [i.e., sources <1 ton/yr].

Response: The Agency recogni zes the burden recordkeepi ng
pl aces on small sources and has therefore limted the
requi renents for these sources to alleviate this burden. Mny of
the requirenents of the General Provisions are specific for major
sources, and sone are not appropriate for area sources in this
source category. Several of these requirenents, such as
construction/reconstruction requi renents, performance test plan
requi renents, and performance eval uation test plan requirenents
for nonitoring equi pnent, have been waived for area sources.

In addition to these exenptions, all sources (both major and
area) in this source category have been waived fromthe
requi renent to develop a startup, shutdown, and mal function pl an
as specified in 8 63.6 of the General Provisions. Due to the
bat ch nature of the industry, the Agency does not foresee
em ssions associated with startup, shutdown, or rmal function
periods that would affect the source's conpliance status. No
em ssions are associated with startup of the process (i.e.,

i ntroduci ng ethyl ene oxide into the sterilization chanber);

em ssions associated with shutdown of the process are vented to
control equi prment and, in the instance of a mal function of the
control equi pnent, the process may be stopped (i.e., no ethylene
oxi de em ssions) until the mal function has been corrected. Wile
t he Agency has not required sources to develop a plan, a source
may choose to voluntarily develop a startup, shutdown, and

mal function plan if they have a concern regarding the source's
conpliance status due to ethyl ene oxide being emtted during
startups, shutdowns, and nal functi ons.

2.6.2 Relationship to the General Provisions
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Comment: Two commenters (04, 05) stated that 88 63. 366(b)
and (c) should be nodified to conformwith 8 63.9 (Notification
Requi renents) of the final General Provisions.

One commenter (18) stated that the initial notification
shoul d be required no sooner than 120 days after the effective
date in order to allow all facilities to receive and conprehend
the Federal Reqgister notice containing the final rule.

Response: The General Provisions were finalized on
March 16, 1994, follow ng the proposal of these NESHAP. The
recordi ng and recordkeeping requirenments of the final rule wll
be made consistent wth the General Provisions. A table
identifying the applicable, nodified, and nonapplicabl e
requi renents of the CGeneral Provisions has been included in the
final rule.
2.6.3 Reporting Frequency

Comment: One commenter (18) recommended that inplenenting
agencies be allowed to determ ne the frequency of reports based
on i ndividual program needs and routine inspection schedul es.

One commenter (13) recommended that an excess em ssions and
nmoni toring system performance report be submtted every quarter,
and if there have been no exceedances, the facility should state
this.

Response: The Agency has determ ned that sem annual
reporting is appropriate for this regul ation; however, a source
may be subject to nore frequent reporting if the Adm nistrator
determnes it is necessary for a particular source. In addition,
excess em ssions reports nmust be submtted sem annually even when
no excess em ssions have occurred. The EPA recogni zes the val ue
of reporting on a regular basis in that the source denonstrates
their attention to applicable standards. By requiring sources to
report violations on a regular basis, the enforcenent authority
is able to identify potential violations in a tinely manner.
Since penalties are cal cul ated per day per violation, the tinely
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identification of violations reduces a source's liability. NMore
importantly, tinely identification allows the enforcenent
authority to ensure that the cause of a violation has been
addressed, thereby reducing potential health effects of the
em ssions. In addition, conpanies that have facilities in
several States could possibly be subject to nunerous different
and confusing reporting schedul es.
2.7 WORDI NG OF THE REGULATI ON

Comment: Three commenters nade suggestions regarding the
wordi ng of the regulation. One commenter (13) suggested that the
definition for the term"baseline ethylene glycol concentration”
be anended as follows: "baseline ethylene glycol concentration
means t he maxi mum concentrati on of ethylene glycol in the
scrubber liquor of an acid-water scrubber control device beyond
whi ch the scrubber achieves |ess than 99 percent control of
et hyl ene oxide em ssions.” This comenter al so suggested that
8 63.363(a), Conpliance and Performance Testing, be reworded as
follows: "The emssions limts of this subpart apply at al
ti mes except that, during periods of mal function which m ght
i ncrease em ssions, no ethylene oxide shall be charged to the
affected sterilization chanber during the mal function." Another
commenter (14) stated that the regul ation should avoid confusion

bet ween the terns "baseline tenperature,” "conbustion
tenperature,” and "tenperature of catalyst bed." An appropriate
definition of "baseline tenperature” would be as foll ows:
"basel i ne tenperature” neans the tenperature at the inlet of the
catal yst bed in a catalytic oxidation unit control device at

whi ch the unit achieves at |east 99 percent control of ethylene
oxi de em ssions. Another comrenter (18) stated that the
definition for the term "chanber exhaust vent" should only refer
to a physical em ssions point, not a tine period during which
that point neets the definition. The standard for the chanber
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exhaust vent could include the time-frame during which the
standard applies.

Response: The definitions for baseline ethylene glycol
concentration and baseline tenperature have been revised in the
final rule. The definition for chanber exhaust vent has not been
revi sed because reference to both the physical point and the tine
period are significant in defining this term |nterchangeabl e
use of the different tenperature terns has been elimnated and
the term baseline tenperature is used consistently in the final
rule. Changes to the wording of 8 63.363 for applicability
during mal functi ons have been i ncor porat ed.

Comment: One commenter (18) suggested severa
clarifications for 8 63.360: (1) elimnate 8 63.360(a);

(2) elimnate 8 63.360(b) and include the | anguage of this
exenption in the aeration roomvent standard; and (3) rephrase

8 63.360(c) to refer to sources that are subject to the standard
rather than those that are not. Another commenter (17) indicated
that a separate applicability threshold for aeration roomvents
shoul d be included in 8§ 63.362(b), as follows: "Aeration room
vent. Each owner or operator of an existing or new sterilization
facility that uses 9,070 kilograns (kg) (10 tons) of ethylene

oxi de within any consecutive 12-nonth period, shall reduce

et hyl ene oxi de em ssions to the atnosphere from each aeration
room vent "

Response: Section 63.360 of the final rule identifies the
applicability of the regulation to specific conmerci al
sterilization and fum gation sources. Language has al so been
added as suggested to the standards in 8 63.362 of the final rule
to identify those sources that are subject to a specific
standard. The Agency believes that the applicability section and
the em ssions standards in the final rule have been witten
clearly.

2.8 M SCELLANEQUS
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Coment: Two commenters (07, 13) questioned why the
proposed regul ati on was not included along with the preanble in
the Federal Reqgister. One of these commenters (07) al so

questioned whether this formof notice satisfies EPA s
obligations for inforned notice and comment for rul emaki ng. The
ot her comenter (13) stated that om ssion of the text of the
proposed regul ation is not a good policy. This comrenter
expl ai ned that requesting a copy of the rule from EPA t hrough the
mail would take time out of the already |limted comrent period
and expl ai ned that downl oading fromthe TTN requires access to a
conputer, nodem and appropriate software. The commenter stated
that these nethods of obtaining the actual text of the proposed
regul ation could be difficult for sonme facilities, especially
smal| facilities, and added that it is critical that facilities
know when the proposal date occurs since the regulations wll
apply to new sources fromthis date onward. This comrenter al so
suggested that until EPA revises this policy, the fact that the
actual proposed regulation is not included in the

Federal Reqgister notice should be nmade very clear, and an EPA

contact person, their tel ephone nunber, and the TTN tel ephone
nunber should be included. One comenter (07) indicated that the
text of the proposed regulation is equally, if not nore,

i nportant than the preanble, and the other (13) stated that it
makes nore sense to | eave out the preanble and to print the
regul ati on.

Response: The Agency has reviewed its responsibility to
adequately informthe affected public of proposed actions. The
decision to reduce the anount of printed material in the
Federal Reqgister and assure that the material, including the

proposed regul atory text of the proposed rule, is accessible for
public conmment and judicial review does not conflict with the
statutory requirenents of the Adm nistrative Procedures Act
(APA), the Federal Register Act (FRA), nor the requirenents of
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the Clean Air Act Amendnents of 1990. Access to material that is
used as the basis of the proposed rule (officially located in the
Air Docket created by the CAAA) is identified in the preanble to
t he proposal s and pronul gations of rules. Specifically, the
Agency clearly established and will continue to | ook for
addi ti onal connections and will include directions for obtaining
the text of information not printed in the Federal Register.

Currently, this information may be obtai ned through one of the
foll ow ng sources: (1) the TTIN s "Recently Signed Rule" bulletin
board; (2) directly fromthe Air and Radi ati on Docket and
I nformation Center; (3) distribution to trade associ ati ons;
(4) plaintiffs in court ordered regulatory actions; (5) contact
with smal |l business onbudsnan systemin each State; and (6) if
necessary, through the contact person at the Agency. The
response to this approach has been positive as the process has
aged.

The proposal date is the date that the notice of the
Agency's action is signed by the Adm nistrator and published in
the Federal Register. This has always been the case with the

Agency's rul emakings. The printing of the regulatory text does
not depend on the effective date of applicability as determ ned
by the date of Federal Register publication.

The Agency believes that all information that is devel oped
I n the course of the devel opnent of a proposed and final rule is
| nportant, however, EPA believes they have realistically and
responsi bly addressed the need to publish information in the
Federal Register. The Agency will continue to review the issue

of extensive publishing in the Federal Register along with its

responsibility to adequately informaffected parties of our
proposed and final actions.

Comment: One commenter (03) suggested that the rule include
the standards in the formof a table.
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Response: The Agency agrees that providing the requirenents
of the standards in tabular format is a convenient sunmary
met hod. Tables simlar to those presented in the preanble to the
proposed rul e have been included in the final rule to suppl enent
the regul atory text.

Comment: One commenter (02) requested that EPA promul gate
the final rule for this source category by Novenber 15, 1994;
pronul gation by the schedul ed date is inportant to the States who
have the obligation of inplenenting and enforcing the NESHAP
st andards and requirenents.

Response: As a result of a Clean Air Act litigation suit,
Sierra Club v. Browner, the proposal and promnul gati on dates for
several NESHAP were agreed upon in a consent decree. The
comercial sterilization and fumgation facilities source
category was included in this consent decree and the
court-ordered deadline for pronulgation of this NESHAP is
Novenber 23, 1994. The EPA will pronulgate this project on
schedul e.

Comment: One commenter (10) stated that em ssions averaging
does not address the possible health effects from exposure to
hi gh concentrations of an extrenely toxic substance for a short
time period.

Response: The EPA does not believe em ssions averagi ng can
be used practically for comrercial sterilization facilities and
has not included em ssions averaging in the final regulation.

The Agency coul d not devel op a credi ble averagi ng schene and
requested comment in the preanble to the proposed rule on the
feasibility of em ssions averaging for this industry and al so
requested submttal of potential em ssions averagi ng schenes from
comenters. None of the commenters submtted an averagi ng schene
to the Agency.

Comment: One commenter (08) indicated support for the
stated positions of commenter 11
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Response: The Agency appreciates this commenter's support
for statenents nmade by commenter 11

Comment: One commenter (06b) noted that CFC s and HCFC s
that are used as a diluent with ethyl ene oxide in comrerci al
sterilization inhibit the efficiency and can cause permanent
damage to catalyst in catalytic oxidizers. The comenter added
that there is typically a nuch higher proportion of CFC/ HCFC s
relative to ethylene oxide in the sterilant gas. The comrenter
al so noted that the CFC HCFC s wil| produce toxic byproducts
i ncl udi ng phosgene at oxidation tenperatures above 400°F

Two comenters (17 and 18) stated that EPA shoul d consi der
the existence of nultiple control units on a single vent. The
commenters were aware of a nunmber of sources that have installed
nmenbr anes or condenser/conpressor units (whose performance can
vary consi derably) between the sterilization chanber and the
abatenent device to collect ethylene oxide and CFC s. The
commenters specifically noted these devices as they relate to
varyi ng et hyl ene oxi de concentrations and hence tenperature
responses when catalytic oxidation is used for abatenent.

One commenter (19) stated that EPA should address the
I nplications of CFC phase out as it relates to potenti al
I ncreased et hyl ene oxi de em ssions, especially from sources
falling bel ow the proposed 1 ton/yr ethylene oxide use cutoff.

Response: The Agency is aware of the use of CFC s and
HCFC s as dilutants for ethylene oxide in comerci al
sterilization and the potential inpacts associated with catalytic
oxi dation of CFC-EO m xtures. As noted in the Background
| nformati on Docunent for these proposed standards, the Agency
does not believe that toxic CFC byproducts would be emtted
follow ng catal ytic oxidation because the CFC s do not react at
the tenperatures typically occurring during catalytic oxidation
(150° to 180°C [300° to 350°F]). The Agency has al so been nade
aware that the use of EO CFC gas m xtures has significantly
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decreased in response to increased regulation of CFC s. The
Heal t h I ndustry Manufacturer's Association (H MA) has inforned
EPA that none of their nenbers are currently using EO CFC gas
m xt ur es.

Use of nultiple controls, ex. installing nmenbranes or
condensers prior to the control device, is at the source's
discretion as long as the control efficiency achieved by the
mul tiple control units is consistent with the applicable
standard. A source, however, would be required to apply to the
Adm ni strator for approval of the nonitoring plan for the control
scenari o.

The EPA would like to point out that increased em ssions of
et hyl ene oxi de should not result from CFC phase out. Because the
sterilization process nust be perforned using a specified
concentration of ethylene oxide, the sane anmpbunt of ethylene
oxide is used for a sterilization process whether pure ethylene
oxide or 12/88 is used. The Agency believes these NESHAP are
sufficient to control ethylene oxide emssions fromall affected
area and mmj or sources.
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®The docket nunber for the commercial sterilization and
fum gati on docket is A-88-03.
®Thi s designation for internal use only, these comments were
assigned identical docket nunbers by EPA's Air and Radi ati on
Docket and Information Center.
°This designation for internal use only, these coments were
received after the close of the coment period and have not been
assi gned a docket nunber.

2-4



