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General provisions

Applies to sub-

reference part N Comment
63.9(h)(5) +veveveeeirieireeeeeeee e NO e Similar language has been incorporated into §63.347(e)(2)(iii) of
subpart N.
63.9(h)(6) . Yes
63.9(i) .. Yes
63.9()) .. Yes
63.10(a) Yes

63.10(b)(1) ..
63.10(b)(2) ..

63.10(b)(3) ...
63.10(c)

Yes
NO s

§63.346(b) of subpart N specifies the records that must be main-
tained.

Subpart N applies to major and area sources.

Applicable requirements of §63.10(c) have been incorporated into

§63.346(b) of subpart N.

63.10(d)(1) ...

63.10(d)(2) ... §63.347(f) of subpart N specifies the timeframe for reporting per-
formance test results.

63.10(d)(3) Subpart N does not contain opacity or visible emissions standards.

63.10(d)(4) ...

63.10(d)(5) ..

§63.342()(3)(iv) and §63.347(g)(3) of subpart N specify reporting
associated with malfunctions.

63.10(8) .ooveveveeeieiiie NO Lo §63.347(g) and (h) of subpart N specify the frequency of periodic

reports of monitoring data used to establish compliance. Applica-

ble requirements of §63.10(e) have been incorporated into

§63.347(g) and (h).

B63.10(F) o Yes
63.11 . . NO e Flares will not be used to comply with the emission limits.
63.12-63.15 ..ot Yes

[60 FR 4963, Jan. 25, 1995, as amended at 61 FR 27787, June 3, 1996; 70 FR 75345, Dec. 19, 2005;
77 FR 58248, Sept. 19, 2012]

EDITORIAL NOTE: The following amendment could not be incorporated into Table 1 to sub-
part N of part 63, because of an inaccurate amendatory instruction. For the convenience of
the user the amendatory instruction and regulatory text is set forth as follows:

At 77 FR 58248, Sept. 19, 2012, table 1 to subpart N of part 63 in part by revising the entry
for 63.6 (b)(6).

TABLE 1 TO SUBPART N OF PART 63—GENERAL PROVISIONS APPLICABILITY TO
SUBPART N

Applies to

stbpart N Comment

General provisions reference

* * * * * *

63.6(D)(6) .vevrrereieie e NO e [Reserved]

* * * * * * *

Subpart O—Ethylene Oxide Emissions Standards for Sterilization
Facilities

SOURCE: 59 FR 62589, Dec. 6, 1994, unless otherwise noted.

§63.360 Applicability.

(a) All sterilization sources using 1 ton (see definition) in sterilization or fumi-
gation operations are subject to the emissions standards in §63.362, except as
specified in paragraphs (b) through (e) of this section. Owners or operators of
sources using 1 ton (see definition) subject to the provisions of this subpart must
comply with the requirements of subpart A, of this part according to the applica-
bility of subpart A of this part to such sources in Table 1 of this section.
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TABLE 1 OF SECTION 63.360—GENERAL PROVISIONS APPLICABILITY TO SUBPART O

Reference

Applies to sources
using 10 tons in
subpart O2

Applies to sources
using 1 to 10 tons in
subpart 02

Comment

63.1(a)(1)

63.1(@)() ...
63.1(a)(3) ...
63.1(a)(4) ...

63.1(a)(5)
63.1(3)(6) ...
63.1(a)(7) ...
63.1.1(a)(8)
63.1(a)(9) ...
63.1(a)(10) ...
63.1(a)(11)

63.1(a)(12)=(14) ...
63.1(b)(1)-(2)
63.1(b)(3)

63.3

63.5(b)(1) .
63.5(b)(2) .
63.5(b)(3) .
63.5(b)(4) .
) -
)

63.5(b)(5
63.5(b)(6

63.5(d)(1)(2)
63.5(d)(3)—(4) ..

Yes ...
Yes
Yes ...

Yes ...

63.5(e)

Yes ...

63.5(f)(1)~(2) .
63.6(a)(1) ...
63.6(a)(2) ...
63.6(b)—(c) .

(
(
(
(
(
(
63.5(c) ..
(
(
(e
(
(
(
(

63.6(d) ....
63.6(€) ....

63.6(f)(1)

63.6(1)(2)(i) ....

Yes

Yes
Yes
Yes

No
Yes
Yes
Yes

Yes
Yes

Yes
Yes
No

Yes

Yes

No
Yes
No
No
Yes
Yes

Yes

No

Yes
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Additional terms defined in §63.361;
when overlap between subparts A and
O occurs, subpart O takes precedence.

Subpart O clarifies the applicability of
each paragraph in subpart A to
sources subject to subpart O.

Reserved.

Reserved.

§63.366(a) of subpart O also allows re-
port submissions via fax and on elec-
tronic media.

§63.367 clarifies the applicability of rec-
ordkeeping requirements for sources
that determine they are not subject to
the emissions standards.

Subpart O clarifies the applicability of
each paragraph in subpart A to
sources subject to subpart O in this
table.

§63.360(f) exempts area sources subject
to this subpart from the obligation to
obtain Title V operating permits.

Reserved.

§63.360 specifies applicability.
Reserved.

Additional terms defined in §63.361;
when overlap between subparts A and
O occurs, subpart O takes precedence.

Other units used in subpart O are defined
in the text of subpart O.

Reserved.

§63.366(b)(1) contains applicability re-
quirements for constructed or recon-
structed sources.

Reserved.
See §63.366(b)(2).

Reserved.
See §63.366(b)(3).

See §63.366(b)(4).

§63.360 specifies applicability.

§63.360(g) specifies compliance dates
for sources.

Reserved.

Subpart O does not contain any oper-
ation and maintenance plan require-
ments.

§63.362(b) specifies when the standards
apply.
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TABLE 1 OF SECTION 63.360—GENERAL PROVISIONS APPLICABILITY TO SUBPART O—Continued

Reference

Applies to sources
using 10 tons in
subpart Oa

Applies to sources
using 1 to 10 tons in
subpart Oa

Comment

63.6()(2)([1) evvevereeeererereeee s
63.6(f)(2)(iii)—(iv) ..
63.6(f)(2)(v)
63. G(f)(S)
-6(
-6(

Yes ...

Yes ...

63.7(f)
63.7(9)(1)
63.7(9)(2) ...
63.7(g)(3) ...

(f
(
(
(
7
63.8(a)(1
63.8(a)(2
-8
(
(
(
(
(c

63.8(b)(1
63.8(b)(2
63.8(b)(3
63.8(c)(1) (l) (i)

)

)

) .
63.8(2)(4) ..

)

)

)

63.8(c)(1)iii)
63.8(c)(2)-(3)
63.8(c)(4)—(5) ...

63.8(c)(7)()(C)

63.8(c)(7)(ii)

638

63.81
63.81

e

638
63.81

9B))
e)(5)(ii)

(o2}

(2]
AAAQ,\,_\A,_\

o

@

1)
) ..
) .
)
)

No
Yes

Yes

Yes

Yes
Yes
Yes
No

Yes
Yes
No

No
No

No

Yes

Yes

Yes
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§63.363 specifies parameters for deter-
mining compliance.

Subpart O does not contain any opacity
or visible emission standards.

Reserved

§63.365 also contains test methods spe-
cific to sources subject to the emis-
sions standards.

Reserved

Reserved

A startup, shutdown, and malfunction
plan is not required for these stand-
ards.

Frequency of monitoring measurements
is provided in §63.364; opacity mon-
itors are not required for these stand-
ards.

Performance specifications for gas
chromatographs and temperature mon-
itors are contained in § 63.365.

Performance  specifications for gas
chromatographs and temperature mon-
itors are contained in § 63.365.

Opacity monitors are not required for
these standards.

Performance  specifications for gas
chromatographs and temperature mon-
itors are contained in §63.365.

Opacity monitors are not required for
these standards.
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TABLE 1 OF SECTION 63.360—GENERAL PROVISIONS APPLICABILITY TO SUBPART O—Continued

Reference

Applies to sources
using 10 tons in
subpart O2

Applies to sources
using 1 to 10 tons in
subpart O2

Comment

63.9(b)(1)(ii)—(iii)

63.9(b)(2)—(3) ...

63.9(b)(4)(5)

63.9(g)(1)
63.9(9)(2)~(3) ...

63.9(h)(1)~(3) ...
63.9(h)(4) ...
63.9(h)(5) ...

63.9(h)(6) ...
63.9(i)
63.9())
63.10(a)
63.10(b)(1) .
63.10(b)(2) (i)

63.10(b)(2)(ii) ...
63.10(b)(2)(iii) ...
63.10(b)(2)(iv)—~(v)

63.10(b)(2) (vi)—(xii)
63.10(b)(2) i) .
)
)

63.10(b)(2)(xiv) .
63.10(b)(3

63.10(c)(1)
63.10(c)(2)-(4)
63.10(c)(5) .
)(
)(

63.10(c)(6) ..
63.10(c)(7)

63.10(c)(8)
63.10()(9) ..

Yes ...

63.10(c)(14)

)(

)(
63.10(c)(10)=(13) .
)
63.10(c)(15)

63.10(d)(1) ...
63.10(d)(2) ...
63.10(d)(3)

63.10(d)(4) ...
63.10(d)(5) ...

63.10(e)(1)
63.10(e)(2)() .
63.10(e)(2)(ii) ....

63.10(e)(3)(I)—(iv) .
63.10(e)(3)(v)

No

Yes

No

Yes
No
Yes
No

Yes

No
Yes

No
Yes
Yes
Yes
Yes
Yes

No
Yes

No

Yes

Yes

Yes
Yes
No

Yes
No
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§63.366(c)(1)(i) contains language for
sources that increase usage such that
the source becomes subject to the
emissions standards.

§63.366(c)(3) contains additional infor-
mation to be included in the initial re-
port for existing and new sources.

§63.366(c)(1)(ii) and (i) contains re-
quirements for new or reconstructed
sources subject to the emissions
standards.

Opacity monitors are not required for
these standards.

Opacity monitors and relative accuracy
testing are not required for these
standards.

Reserved.
§63.366(c)(2) instructs sources to submit
actual data.

Not applicable due to batch nature of the
industry.

A startup, shutdown, and malfunction
plan is not required for these stand-
ards.

§63.367 (b) and (c) contains applicability
determination requirements.

Reserved.

Not applicable due to batch nature of the
industry.

A startup, shutdown, and malfunction
plan is not required for these stand-
ards.

Subpart O does not contain opacity or
visible emissions standards.

A startup, shutdown, and malfunction
plan is not required for these stand-
ards.

Opacity monitors are not required for
these standards.

§63.366(a)(3) specifies contents and
submittal dates for excess emissions
and monitoring system performance re-
ports.
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TABLE 1 OF SECTION 63.360—GENERAL PROVISIONS APPLICABILITY TO SUBPART O—Continued

Applies to sources

Applies to sources

Reference using 10 tons in using 1 to 10 tons in Comment
subpart O2 subpart O2
63.10(e)(3)(vi)—(viii) Yes
63.10(e)(4) No Opacity monitors are not required for
these standards.
B3.10(F) oo Yes
63.11 Yes
63.12-63.15 Yes

aSee definition.

(b) Sterilization sources using less
than 1 ton (see definition) are not sub-
ject to the emissions standards in
§63.362. The recordkeeping require-
ments of §63.367(c) apply.

(c) This subpart does not apply to
beehive fumigators.

(d) This subpart does not apply to re-
search or laboratory facilities as de-
fined in section 112(c)(7) of title III of
the Clean Air Act Amendment of 1990.

(e) This subpart does not apply to
ethylene oxide sterilization operations
at stationary sources such as hospitals,
doctors offices, clinics, or other facili-
ties whose primary purpose is to pro-
vide medical services to humans or ani-
mals.

(f) If you are an owner or operator of
an area source subject to this subpart,
you are exempt from the obligation to
obtain a permit under 40 CFR part 70 or
71, provided you are not required to ob-
tain a permit under 40 CFR 70.3(a) or
71.3(a) for a reason other than your sta-
tus as an area source under this sub-
part. Notwithstanding the previous
sentence, you must continue to comply
with the provisions of this subpart ap-
plicable to area sources.

(g) The owner or operator shall com-
ply with the provisions of this subpart
as follows:

(1) All sterilization chamber vents
subject to the emissions standards in
§63.362 with an initial startup date be-
fore December 6, 1998, no later than De-
cember 6, 1998.

(2) All sterilization chamber vents
subject to the emissions standards in
§63.362 with an initial startup date on
or after December 6, 1998, immediately
upon initial startup of the source.

(3) All sterilization chamber vents at
sources using less than 1 ton of ethyl-
ene oxide that increase their ethylene
oxide usage after December 6, 1998 such

that the sterilization chamber vent be-
comes subject to the emissions stand-
ards in §63.362(c), immediately upon be-
coming subject to the emission stand-
ards.

(4) All aeration room vents subject to
the emissions standards in §63.362 with
an initial startup date before December
6, 2000, no later than December 6, 2000.

(5) All aeration room vents subject to
the emissions standards in §63.362 with
an initial startup date on or after De-
cember 6, 2000, immediately upon ini-
tial startup of the source.

(6) All aeration room vents at sources
using less than 10 tons that increase
their ethylene oxide usage after De-
cember 6, 2000, such that the aeration
room vents become subject to the
emissions standards in §63.362, imme-
diately upon becoming subject to the
emission standards.

(7)-(10) [Reserved]

[69 FR 62589, Dec. 6, 1994, as amended at 61
FR 27788, June 3, 1996; 63 FR 66994, Dec. 4,
1998; 64 FR 67793, Dec. 3, 1999; 64 FR 69643,
Dec. 14, 1999; 66 FR 55582, Nov. 2, 2001; 70 FR
75345, Dec. 19, 2005]

§63.361 Definitions.

Terms and nomenclature used in this
subpart are defined in the Clean Air
Act (the Act) as amended in 1990, §§63.2
and 63.3 of subpart A of this part, or in
this section. For the purposes of sub-
part O, if the same term is defined in
subpart A and in this section, it shall
have the meaning given in this section.

Aeration room means any vessel or
room that is used to facilitate off-gas-
sing of ethylene oxide at a sterilization
facility.

Aeration room vent means the point(s)
through which the evacuation of ethyl-
ene oxide-laden air from an aeration
room occurs.
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Baseline temperature means a min-
imum temperature at the outlet from
the catalyst bed of a catalytic oxida-
tion control device or at the exhaust
point from the combustion chamber of
a thermal oxidation control device.

Chamber erhaust wvent means the
point(s) through which ethylene oxide-
laden air is removed from the steriliza-
tion chamber during chamber unload-
ing following the completion of steri-
lization and associated air washes.

Compliance date means the date by
which a source subject to the emissions
standards in §63.362 is required to be in
compliance with the standard.

Deviation means any instance in
which an affected source, subject to
this subpart, or an owner or operator of
such a source:

(1) Fails to meet any requirement or
obligation established by this subpart
including, but not limited to, any emis-
sion limitation (including any oper-
ating limit) or work practice standard;

(2) Fails to meet any term or condi-
tion that is adopted to implement an
applicable requirement in this subpart
and that is included in the operating
permit for any affected source required
to obtain such a permit; or

(3) Fails to meet any emission limi-
tation (including any operating limit)
or work practice standard in this sub-
part during startup, shutdown, or mal-
function, regardless of whether or not
such failure is permitted by this sub-
part.

Effective date means the date of pro-
mulgation in the FEDERAL REGISTER
notice.

Initial startup date means the date
when a source subject to the emissions
standards in §63.362 first begins oper-
ation of a sterilization process.

Manifolding emissions means com-
bining ethylene oxide emissions from
two or more different vent types for
the purpose of controlling these emis-
sions with a single control device.

Maximum ethylene glycol concentration
means any concentration of ethylene
glycol in the scrubber liquor of an acid-
water scrubber control device estab-
lished during a performance test when
the scrubber achieves at least 99-per-
cent control of ethylene oxide emis-
sions.

§63.361

Maximum liquor tank level means any
level of scrubber liquor in the acid-
water scrubber liquor recirculation
tank established during a performance
test when the scrubber achieves at
least 99-percent control of ethylene
oxide emissions.

Oczidation temperature means the tem-
perature at the outlet point of a cata-
lytic oxidation unit control device or
at the exhaust point from the combus-
tion chamber for a thermal oxidation
unit control device.

Source(s) using less than 1 ton means
source(s) using less than 907 kg (1 ton)
of ethylene oxide within all consecu-
tive 12-month periods after December 6,
1996.

Source(s) using 1 ton means source(s)
using 907 kg (1 ton) or more of ethylene
oxide within any consecutive 12-month
period after December 6, 1996.

Source(s) using 1 to 10 tons means
source(s) using 907 kg (1 ton) or more of
ethylene oxide in any consecutive 12-
month period but less than 9,070 kg (10
tons) of ethylene oxide in all consecu-
tive 12-month periods after December 6,
1996.

Source(s) using less than 10 tons means
source(s) using less than 9,070 kg (10
tons) of ethylene oxide in all consecu-
tive 12-month periods after December 6,
1996.

Source(s) using 10 tons means source(s)
using 9,070 kg (10 tons) or more of
ethylene oxide in any consecutive 12-
month period after December 6, 1996.

Sterilication chamber means any en-
closed vessel or room that is filled with
ethylene oxide gas, or an ethylene
oxide/inert gas mixture, for the purpose
of sterilizing and/or fumigating at a
sterilization facility.

Sterilization chamber vent means the
point (prior to the vacuum pump)
through which the evacuation of ethyl-
ene oxide from the sterilization cham-
ber occurs following sterilization or fu-
migation, including any subsequent air
washes.

Sterilization facility means any sta-
tionary source where ethylene oxide is
used in the sterilization or fumigation
of materials.

Sterilization operation means any time
when ethylene oxide is removed from
the sterilization chamber through the
sterilization chamber vent or the
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chamber exhaust vent or when ethyl-
ene oxide is removed from the aeration
room through the aeration room vent.

Thermal oxidizer means all combus-
tion devices except flares.

[69 FR 62589, Dec. 6, 1994, as amended at 66
FR 55583, Nov. 2, 2001]

40 CFR Ch. | (7-1-15 Edition)

§63.362 Standards.

(a) Each owner or operator of a
source subject to the provisions of this
subpart shall comply with these re-
quirements on and after the compli-
ance date specified in §63.360(g). The
standards of this section are summa-
rized in Table 1 of this section.

TABLE 1 OF SECTION 63.362—STANDARDS FOR ETHYLENE OXIDE COMMERCIAL STERILIZERS AND

FUMIGATORS

Existing and new
sources

Source type

Sterilization chamber
vent

Aeration room vent

Chamber exhaust
vent

Source Size ........ccceueenn

<907 kg (<1 ton) ...........

2907 kg and <9,070 kg
(=1 ton and <10 tons).
29,070 kg (210 tons) ...

No control required; minimal recordkeeping requ

99% emission reduction
(see §63.362(c)).

99% emission reduction
(see §63.362(c)).

§63.367(c)).
No control ........ccceceeuees

1 ppm maximum outlet
concentration or 99%

irements apply (see
No control.

No control.

emission reduction
(see §63.362(d)).

(b) Applicability of emission limits. The
emission limitations of paragraphs (c),
(d), and (e) of this section apply during
sterilization operation. The emission
limitations do not apply during periods
of malfunction.

(c) Sterilication chamber vent at sources
using 1 ton. Each owner or operator of
a sterilization source using 1 ton shall
reduce ethylene oxide emissions to the
atmosphere by at least 99 percent from
each sterilization chamber vent.

(d) Aeration room vent at sources using
10 tonms. Bach owner or operator of a
sterilization source using 10 tons shall
reduce ethylene oxide emissions to the
atmosphere from each aeration room
vent to a maximum concentration of 1
ppmv or by at least 99 percent, which-
ever is less stringent, from each aer-
ation room vent.

(e) [Reserved]

[69 FR 62589, Dec. 6, 1994, as amended at 66
FR 55583, Nov. 2, 2001]

§63.363 Compliance and performance
provisions.

(a)(1) The owner or operator of a
source subject to emissions standards
in §63.362 shall conduct an initial per-
formance test using the procedures
listed in §63.7 according to the applica-
bility in Table 1 of §63.360, the proce-
dures listed in this section, and the
test methods listed in §63.365.

(2) The owner or operator of all
sources subject to these emissions
standards shall complete the perform-
ance test within 180 days after the
compliance date for the specific source
as determined in §63.360(g).

(b) The procedures in paragraphs
(b)(1) through (3) of this section shall
be used to determine initial compli-
ance with the emission limits under
§63.362(c), the sterilization chamber
vent standard and to establish oper-
ating limits for the control devices:

(1) The owner or operator shall deter-
mine the efficiency of control devices
used to comply with §63.362(c) using
the test methods and procedures in
§63.365(b).

(2) For facilities with acid-water
scrubbers, the owner or operator shall
establish as an operating limit either:

(i) The maximum ethylene glycol
concentration using the procedures de-
scribed in §63.365(e)(1); or

(ii) The maximum liquor tank level

using the procedures described in
§63.365(e)(2).
(3) For facilities with catalytic

oxidizers or thermal oxidizers, the op-
erating limit consists of the rec-
ommended minimum oxidation tem-
perature provided by the oxidation unit
manufacturer for an operating limit.

(4) Facilities with catalytic oxidizers
shall comply with one of the following
work practices:
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(i) Once per year after the initial
compliance test, conduct a perform-
ance test during routine operations,
i.e., with product in the chamber using
the procedures described in §63.365(b)
or (d) as appropriate. If the percent ef-
ficiency is less than 99 percent, restore
the catalyst as soon as practicable but
no later than 180 days after conducting
the performance test; or

(ii) Once per year after the initial
compliance test, analyze ethylene
oxide concentration data from
§63.364(e) or a continuous emission
monitoring system (CEMS) and restore
the catalyst as soon as practicable but
no later than 180 days after data anal-
ysis; or,

(iii) Every b years, beginning 5 years
after the initial compliance test (or by
December 6, 2002, whichever is later),
replace the catalyst bed with new cata-
lyst material.

(c) The procedures in paragraphs
(c)(1) through (3) of this section shall
be used to determine initial compli-
ance with the emission limits under
§63.362(d), the aeration room vent
standard:

(1) The owner or operator shall com-
ply with either paragraph (b)(2) or (3)
of this section.

(2) Determine the concentration of
ethylene oxide emitted from the aer-
ation room into the atmosphere (after
any control device used to comply with
§63.362(d)) using the methods in
§63.365(c)(1); or

(3) Determine the efficiency of the
control device used to comply with
§63.362(d) using the test methods and
procedures in §63.365(d)(2).

(d) [Reserved]

(e) For facilities complying with the
emissions limits under §63.362 with a
control technology other than acid-
water scrubbers or catalytic or thermal
oxidizers, the owner or operator of the
facility shall provide to the Adminis-
trator or delegated authority informa-
tion describing the design and oper-
ation of the air pollution control sys-
tem, including recommendations for
the operating parameters to be mon-
itored to demonstrate continuous com-
pliance. Based on this information, the
Administrator will determine the oper-
ating parameter(s) to be measured dur-
ing the performance test. During the

§63.364

performance test required in paragraph
(a) of this section, using the methods
approved in §63.365(g), the owner or op-
erator shall determine the site-specific
operating limit(s)for the operating pa-
rameters approved by the Adminis-
trator.

(f) A facility must demonstrate con-
tinuous compliance with each oper-
ating limit and work practice standard
required under this section, except dur-
ing periods of startup, shutdown, and
malfunction, according to the methods
specified in §63.364.

[66 FR 55583, Nov. 2, 2001]

§63.364 Monitoring requirements.

(a)(1) The owner or operator of a
source subject to emissions standards
in §63.362 shall comply with the moni-
toring requirements in §63.8 of subpart
A of this part, according to the applica-
bility in Table 1 of §63.360, and in this
section.

(2) Each owner or operator of an
ethylene oxide sterilization facility
subject to these emissions standards
shall monitor the parameters specified
in this section. All monitoring equip-
ment shall be installed such that rep-
resentative measurements of emissions
or process parameters from the source
are obtained. For monitoring equip-
ment purchased from a vendor,
verification of the operational status of
the monitoring equipment shall in-
clude completion of the manufacturer’s
written specifications or recommenda-
tions for installation, operation, and
calibration of the system.

(b) For sterilization facilities com-
plying with §63.363(b) or (d) through
the use of an acid-water scrubber, the
owner or operator shall either:

(1) Sample the scrubber liquor and
analyze and record once per week the
ethylene glycol concentration of the
scrubber liquor using the test methods
and procedures in §63.365(e)(1). Moni-
toring is required during a week only if
the scrubber unit has been operated; or

(2) Measure and record once per week
the level of the scrubber liquor in the
recirculation tank. The owner or oper-
ator shall install, maintain, and use a
liquid level indicator to measure the
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scrubber liquor tank level (i.e., a mark-
er on the tank wall, a dipstick, a mag-
netic indicator, etc.). Monitoring is re-
quired during a week only if the scrub-
ber unit has been operated.

(c) For sterilization facilities com-
plying with §63.363(b) or (c) through
the use of catalytic oxidation or ther-
mal oxidation, the owner or operator
shall either comply with §63.364(e) or
continuously monitor and record the
oxidation temperature at the outlet to
the catalyst bed or at the exhaust
point from the thermal combustion
chamber using the temperature mon-
itor described in paragraph (c)(4) of
this section. Monitoring is required
only when the oxidation unit is oper-
ated. From 15-minute or shorter period
temperature values, a data acquisition
system for the temperature monitor
shall compute and record a daily aver-
age oxidation temperature. Strip chart
data shall be converted to record a
daily average oxidation temperature
each day any instantaneous tempera-
ture recording falls below the min-
imum temperature.

(1)-(3) [Reserved]

(4) The owner or operator shall in-
stall, calibrate, operate, and maintain
a temperature monitor accurate to
within +5.6 °C (£10 °F) to measure the
oxidation temperature. The owner or
operator shall verify the accuracy of
the temperature monitor twice each
calendar year with a reference tem-
perature monitor (traceable to Na-
tional Institute of Standards and Tech-
nology (NIST) standards or an inde-
pendent temperature measurement de-
vice dedicated for this purpose). During
accuracy checking, the probe of the
reference device shall be at the same
location as that of the temperature
monitor being tested. As an alter-
native, the accuracy temperature mon-
itor may be verified in a calibrated
oven (traceable to NIST standards).

(d) For sterilization facilities com-
plying with §63.363(b) or (c) through
the use of a control device other than
acid-water scrubbers or catalytic or
thermal oxidizers, the owner or oper-
ator shall monitor the parameters as
approved by the Administrator using
the methods and ©procedures in
§63.365(2).
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(e) Measure and record once per hour
the ethylene oxide concentration at
the outlet to the atmosphere after any
control device according to the proce-
dures specified in §63.365(c)(1). The
owner or operator shall compute and
record a 24-hour average daily. The
owner or operator will install, cali-
brate, operate, and maintain a monitor
consistent with the requirements of
performance specification (PS) 8 or 9 in
40 CFR part 60, appendix B, to measure
ethylene oxide. The daily calibration
requirements of section 7.2 of PS-9 or
Section 13.1 of PS-8 are required only
on days when ethylene oxide emissions
are vented to the control device.

(f) [Reserved]

[69 FR 62589, Dec. 6, 1994, as amended at 66
FR 555684, Nov. 2, 2001; 79 FR 11283, Feb. 27,
2014]

§63.365 Test methods and procedures.

(a) Performance testing. The owner or
operator of a source subject to the
emissions standards in §63.362 shall
comply with the performance testing
requirements in §63.7 of subpart A of
this part, according to the applica-
bility in Table 1 of §63.360, and in this
section.

(b) Efficiency at the sterilization cham-
ber wvent. California Air Resources
Board (CARB) Method 431 or the fol-
lowing procedures shall be used to de-
termine the efficiency of all types of
control devices used to comply with
§63.362(c), sterilization chamber vent
standard.

(1) First evacuation of the sterilization
chamber. These procedures shall be per-
formed on an empty sterilization
chamber, charged with a typical
amount of ethylene oxide, for the dura-
tion of the first evacuation under nor-
mal operating conditions (i.e., steri-
lization pressure and temperature).

(i) The amount of ethylene oxide
loaded into the sterilizer (W.) shall be
determined by either:

(A) Weighing the ethylene oxide gas
cylinder(s) used to charge the sterilizer
before and after charging. Record these
weights to the nearest 45 g (0.1 1Db).
Multiply the total mass of gas charged
by the weight percent ethylene oxide
present in the gas.

(B) Installing calibrated rotameters
at the sterilizer inlet and measuring

510



Environmental Protection Agency

flow rate and duration of sterilizer
charge. Use the following equation to
convert flow rate to weight of ethylene
oxide:

W, =F, xtx%EO, x(ﬂ)
SV

where:

W. = weight of ethylene oxide charged, g (1b)

F, = volumetric flow rate, liters per minute
(L/min) corrected to 20 °C and 101.325
kilopascals (kPa) (scf per minute (scfm)
corrected to 68 °F and 1 atmosphere of
pressure (atm)); the flowrate must be
constant during time (t)

t=time, min

%EOv = volume fraction ethylene oxide

SV=standard volume, 24.05 liters per mole (L/
mole)=22.414 L/mole ideal gas law con-
stant corrected to 20 °C and 101.325 kPa
(385.32 scf per mole (scf/mole)=359 scf/
mole ideal gas law constant corrected to
68 °F and 1 atm).

MW=molecular weight of ethylene oxide,
44.06 grams per gram-mole (g/g-mole)
(44.05 pounds per pound-mole (1b/1b-
mole)), or

(C) Calculating the mass based on the
conditions of the chamber immediately
after it has been charged using the fol-
lowing equation:

W = MW X %EO, xPxV
¢ RxT

where:

P=chamber pressure, kPa (psia)
V=chamber volume, liters (L) (ft3)
R=gas constant, 8.313 L-kPa/g-mole-(10.73
psia-ft3/mole°R)
T=temperature, K (°R)
NOTE: If the ethylene oxide concentration

is in weight percent, use the following equa-
tion to calculate mole fraction:

%EQ, = Weo

MW

Weo +[WX X MW )

where:

Weo = weight percent of ethylene oxide

Wy = weight percent of compound in the bal-
ance of the mixture

MW, = molecular weight of compound in the
balance gas mixture

(ii) The residual mass of ethylene
oxide in the sterilizer shall be deter-
mined by recording the chamber tem-
perature, pressure, and volume after
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the completion of the first evacuation
and using the following equation:

_ MW X%EO, XxPXV
' RxT

where:

W. = weight of ethylene oxide remaining in
chamber (after the first evacuation), in g
(1b)

(iii) Calculate the total mass of
ethylene oxide at the inlet to the con-
trol device (W;) by subtracting the re-
sidual mass (W,) calculated in para-
graph (b)(1)(ii) of this section from the
charged weight (W.) calculated in para-
graph (b)(1)(i) of this section.

(iv) The mass of ethylene oxide emit-
ted from the control device outlet (W,)
shall be calculated by continuously
monitoring the flow rate and con-
centration using the following proce-
dure.

(A) Measure the flow rate through
the control device exhaust continu-
ously during the first evacuation using
the procedure found in 40 CFR part 60,
appendix A, Test Methods 2, 2A, 2C, or
2D, as appropriate. (Method 2D (using
orifice plates or Rootstype meters) is
recommended for measuring flow rates
from sterilizer control devices.) Record
the flow rate at 1-minute intervals
throughout the test cycle, taking the
first reading within 15 seconds after
time zero. Time zero is defined as the
moment when the pressure in the steri-
lizer is released. Correct the flow to
standard conditions (20 °C and 101.325
kPa (68 °F and 1 atm)) and determine
the flow rate for the run as outlined in
the test methods listed in paragraph
(b) of this section.

(B) Test Method 18 or 25A, 40 CFR
part 60, appendix A (hereafter referred
to as Method 18 or 25A, respectively),
shall be used to measure the concentra-
tion of ethylene oxide.

(I) Prepare a graph of volumetric
flow rate versus time corresponding to
the period of the run cycle. Integrate
the area under the curve to determine
the volume.

(2) Calculate the mass of ethylene
oxide by using the following equation:

W,=CxV x Mw X Lé
N\ 10
Where:
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Wo = Mass of ethylene oxide, g (1b)

C = concentration of ethylene oxide in ppmv

V = volume of gas exiting the control device
corrected to standard conditions, Li (ft3)

1/106 = correction factor Lgo/106 Lirorar cas
(ft3r0/106 ft3roTAL cas)

(3) Calculate the efficiency by the
equation in paragraph (b)(1)(v) of this
section.

(C) [Reserved]

(v) Determine control device effi-
ciency (% Eff) using the following
equation:

W -W
%Eff = ——2>x100
W.

1
where:
% Eff = percent efficiency
W; = mass flow rate into the control device
W, = mass flow rate out of the control device

(vi) Repeat the procedures in para-
graphs (b)(1) (i) through (v) of this sec-
tion three times. The arithmetic aver-
age percent efficiency of the three runs
shall determine the overall efficiency
of the control device.

(2) [Reserved]

(c) Concentration determination. The
following procedures shall be used to
determine the ethylene oxide con-
centration.

(1) Parameter monitoring. For deter-
mining the ethylene oxide concentra-
tion required in §63.364(e), follow the
procedures in PS 8 or PS 9 in 40 CFR
part 60, appendix B. Sources complying
with PS 8 are exempt from the relative
accuracy procedures in sections 2.4 and
3 of PS-8.

(2) Initial compliance. For determining
the ethylene oxide concentration re-
quired in §63.363(c)(2), the procedures
outlined in Method 18 or Method 25 A
(40 CFR part 60, appendix A) shall be
used. A Method 18 or Method 25A test
consists of three 1-hour runs. If using
Method 25A to determine concentra-
tion, calibrate and report Method 25A
instrument results using ethylene
oxide as the calibration gas. The arith-
metic average of the ethylene oxide
concentration of the three test runs
shall determine the overall outlet
ethylene oxide concentration from the
control device.

(d) Efficiency determination at the aer-
ation room vent (not manifolded). The
following procedures shall be used to
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determine the efficiency of a control
device used to comply with §63.362(d),
the aeration room vent standard.

(1) Determine the concentration of
ethylene oxide at the inlet and outlet
of the control device using the proce-
dures in Method 18 or 25A in 40 CFR
part 60, appendix A. A test is comprised
of three 1-hour runs.

(2) Determine control device effi-
ciency (% Eff) using the following
equation:

W, - W,

% Eff = < % 100

Where:

% Eff = percent efficiency

W; = mass flow rate into the control device
Wo = mass flow rate out of the control device

(3) Repeat the procedures in para-
graphs (d)(1) and (2) of this section
three times. The arithmetic average
percent efficiency of the three runs
shall determine the overall efficiency
of the control device.

(e) Determination of baseline param-
eters for acid-water scrubbers. The proce-
dures in this paragraph shall be used to
determine the monitored parameters
established in §63.363(b), (d), or (e) for
acid-water scrubbers and to monitor
the parameters as established in
§63.364(b).

(1) Ethylene glycol concentration. For
determining the ethylene glycol con-
centration, the facility owner or oper-
ator shall establish the maximum
ethylene glycol concentration as the
ethylene glycol concentration averaged
over three test runs; the sampling and
analysis procedures in ASTM D 3695-88,
Standard Test Method for Volatile Al-
cohols in Water By Direct Aqueous-In-
jection Gas Chromatography, (incor-
porated by reference—see §63.14) shall
be used to determine the ethylene gly-
col concentration.

(2) Scrubber liquor tank level. For de-
termining the scrubber liquor tank
level, the sterilization facility owner
or operator shall establish the max-
imum liquor tank level based on a sin-
gle measurement of the liquor tank
level during one test run.

(f) [Reserved]
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(g) An owner or operator of a steri-
lization facility seeking to dem-
onstrate compliance with the stand-
ards found at §63.362(c), (d), or (e) with
a control device other than an acid-
water scrubber or catalytic or thermal
oxidation unit shall provide to the Ad-
ministrator the information requested
under §63.363(f). The owner or operator
shall submit: a description of the de-
vice; test results collected in accord-
ance with §63.363(f) verifying the per-
formance of the device for controlling
ethylene oxide emissions to the atmos-
phere to the levels required by the ap-
plicable standards; the appropriate op-
erating parameters that will be mon-
itored; and the frequency of measuring
and recording to establish continuous
compliance with the standards. The
monitoring plan submitted identifying
the compliance monitoring is subject
to the Administrator’s approval. The
owner or operator of the sterilization
facility shall install, calibrate, oper-
ate, and maintain the monitor(s) ap-
proved by the Administrator based on
the information submitted by the
owner or operator. The owner or oper-
ator shall include in the information
submitted to the Administrator pro-
posed performance specifications and
quality assurance procedures for their
monitors. The Administrator may re-
quest further information and shall ap-
prove appropriate test methods and
procedures.

(h) An owner or operator of a steri-
lization facility seeking to dem-
onstrate compliance with the require-
ments of §63.363 or §63.364, with a moni-
toring device or procedure other than a
gas chromatograph or a flame ioniza-
tion analyzer, shall provide to the Ad-
ministrator information describing the
operation of the monitoring device or
procedure and the parameter(s) that
would demonstrate continuous compli-
ance with each operating limit. The
Administrator may request further in-
formation and will specify appropriate
test methods and procedures.

[69 FR 62589, Dec. 6, 1994, as amended at 66
FR 555684, Nov. 2, 2001; 79 FR 11283, Feb. 27,
2014]

§63.366 Reporting requirements.

(a) The owner or operator of a source
subject to the emissions standards in
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§63.362 shall fulfill all reporting re-
quirements in §§63.10(a), (d), (e), and (f)
of subpart A, according to the applica-
bility in Table 1 of §63.360. These re-
ports will be made to the Adminis-
trator at the appropriate address iden-
tified in §63.13 of subpart A of this part.

(1) Reports required by subpart A and
this section may be sent by U.S. mail,
fax, or by another courier.

(i) Submittals sent by U.S. mail shall
be postmarked on or before the speci-
fied date.

(i1) Submittals sent by other methods
shall be received by the Administrator
on or before the specified date.

(2) If acceptable to both the Adminis-
trator and the owner or operator of a
source, reports may be submitted on
electronic media.

(3) Content and submittal dates for
deviations and monitoring system per-
formance reports. All deviations and
monitoring system performance re-
ports and all summary reports, if re-
quired per §63.10(e)(3)(vii) and (viii),
shall be delivered or postmarked with-
in 30 days following the end of each cal-
endar half or quarter as appropriate
(see §63.10(e)(3)(1) through (iv) for ap-
plicability). Written reports of devi-
ations from an operating limit shall in-
clude all information required in
§63.10(c)(5) through (13), as applicable
in Table 1 of §63.360, and information
from any calibration tests in which the
monitoring equipment is not in compli-
ance with PS 9 or the method used for
temperature calibration. The written
report shall also include the name,
title, and signature of the responsible
official who is certifying the accuracy
of the report. When no deviations have
occurred or monitoring equipment has
not been inoperative, repaired, or ad-
justed, such information shall be stat-
ed in the report.

(b) Construction and reconstruction.
The owner or operator of each source
using 10 tons shall fulfill all require-
ments for construction or reconstruc-
tion of a source in §63.5 of subpart A of
this part, according to the applica-
bility in Table 1 of §63.360, and in this
paragraph.

(1) Applicability. (i) This paragraph
and §63.5 of subpart A of this part im-
plement the preconstruction review re-
quirements of section 112(G3)(1) for
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sources subject to these emissions
standards. In addition, this paragraph
and §63.5 of subpart A of this part in-
clude other requirements for con-
structed and reconstructed sources
that are or become subject to these
emissions standards.

(ii) After the effective date, the re-
quirements in this section and in §63.5
of subpart A of this part apply to own-
ers or operators who construct a new
source or reconstruct a source subject
to these emissions standards after De-
cember 6, 1994. New or reconstructed
sources subject to these emissions
standards with an initial startup date
before the effective date are not sub-
ject to the preconstruction review re-
quirements specified in paragraphs (b)
(2) and (3) of this section and §63.5(d)
(3) and (4) and (e) of subpart A of this
part.

(2) After the effective date, whether
or not an approved permit program is
effective in the State in which a source
is (or would be) located, no person may
construct a new source or reconstruct
a source subject to these emissions
standards, or reconstruct a source such
that the source becomes a source sub-
ject to these emissions standards, with-
out obtaining advance written approval
from the Administrator in accordance
with the procedures specified in para-
graph (b)(3) of this section and §63.5(d)
(3) and (4) and (e) of subpart A of this
part.

(3) Application for approval of con-
struction or reconstruction. The provi-
sions of paragraph (b)(3) of this section
and §63.5(d) (3) and (4) of subpart A of
this part implement section 112(i)(1) of
the Act.

(1) General application requirements.
(A) An owner or operator who is sub-
ject to the requirements of paragraph
(b)(2) of this section shall submit to the
Administrator an application for ap-
proval of the construction of a new

source subject to these emissions
standards, the reconstruction of a
source subject to these emissions

standards, or the reconstruction of a
source such that the source becomes a
source subject to these emissions
standards. The application shall be
submitted as soon as practicable before
the construction or reconstruction is
planned to commence (but not sooner
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than the effective date) if the construc-
tion or reconstruction commences
after the effective date. The applica-
tion shall be submitted as soon as prac-
ticable before the initial startup date
but no later than 60 days after the ef-
fective date if the construction or re-
construction had commenced and the
initial startup date had not occurred
before the effective date. The applica-
tion for approval of construction or re-
construction may be used to fulfill the
initial notification requirements of
paragraph (¢)(1)(iii) of this section. The
owner or operator may submit the ap-
plication for approval well in advance
of the date construction or reconstruc-
tion is planned to commence in order
to ensure a timely review by the Ad-
ministrator and that the planned com-
mencement date will not be delayed.

(B) A separate application shall be
submitted for each construction or re-
construction. Each application for ap-
proval of construction or reconstruc-
tion shall include at a minimum:

(I) The applicant’s name and address.

(2) A notification of intention to con-
struct a new source subject to these
emissions standards or make any phys-
ical or operational change to a source
subject to these emissions standards
that may meet or has been determined
to meet the criteria for a reconstruc-
tion, as defined in §63.2 of subpart A of
this part.

(3) The address (i.e., physical loca-
tion) or proposed address of the source.

(4) An identification of the relevant
standard that is the basis of the appli-
cation.

(5) The expected commencement date
of the construction or reconstruction.

(6) The expected completion date of
the construction or reconstruction.

(7) The anticipated date of (initial)
startup of the source.

(8 The type and quantity of haz-
ardous air pollutants emitted by the
source, reported in units and averaging
times and in accordance with the test
methods specified in the standard, or if
actual emissions data are not yet
available, an estimate of the type and
quantity of hazardous air pollutants
expected to be emitted by the source
reported in units and averaging times
specified. The owner or operator may
submit percent reduction information,
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if the standard is established in terms
of percent reduction. However, oper-
ating parameters, such as flow rate,
shall be included in the submission to
the extent that they demonstrate per-
formance and compliance.

(9) Other information as specified in
paragraph (b)(3)(ii) of this section and
§63.5(d)(3) of subpart A of this part.

(C) An owner or operator who sub-
mits estimates or preliminary informa-
tion in place of the actual emissions
data and analysis required in para-
graphs (b)(3)(1)(B)(8) and (ii) of this sec-
tion shall submit the actual, measured
emissions data and other correct infor-
mation as soon as available but no
later than with the notification of
compliance status required in para-
graph (c)(2) of this section.

(ii) Application for approval of con-
struction. Each application for approval
of construction shall include, in addi-
tion to the information required in
paragraph (b)(3)(i)(B) of this section,
technical information describing the
proposed nature, size, design, operating
design capacity, and method of oper-
ation of the source subject to these
emissions standards, including an iden-
tification of each point of emission for
each hazardous air pollutant that is
emitted (or could be emitted) and a de-
scription of the planned air pollution
control system (equipment or method)
for each emission point. The descrip-
tion of the equipment to be used for
the control of emissions shall include
each control device for each hazardous
air pollutant and the estimated control
efficiency (percent) for each control de-
vice. The description of the method to
be used for the control of emissions
shall include an estimated control effi-
ciency (percent) for that method. Such
technical information shall include
calculations of emission estimates in
sufficient detail to permit assessment
of the validity of the calculations. An
owner or operator who submits ap-
proximations of control efficiencies
under paragraph (b)(3) of this section
shall submit the actual control effi-
ciencies as specified in paragraph
(b)(3)(A)(C) of this section.

(4) Approval of construction or recon-
struction based on prior State
preconstruction review. (i) The Adminis-
trator may approve an application for
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construction or reconstruction speci-
fied in paragraphs (b)(2) and (3) of this
section and §63.5(d)(3) and (4) of sub-
part A of this part if the owner or oper-
ator of a new or reconstructed source
who is subject to such requirement
demonstrates to the Administrator’s
satisfaction that the following condi-
tions have been (or will be) met:

(A) The owner or operator of the new
or reconstructed source subject to
these emissions standards has under-
gone a preconstruction review and ap-
proval process in the State in which
the source is (or would be) located be-
fore the effective date and has received
a federally enforceable construction
permit that contains a finding that the
source will meet these emissions stand-
ards as proposed, if the source is prop-
erly built and operated;

(B) In making its finding, the State
has considered factors substantially
equivalent to those specified in
§63.5(e)(1) of subpart A of this part.

(ii) The owner or operator shall sub-
mit to the Administrator the request
for approval of construction or recon-
struction no later than the application
deadline specified in paragraph (b)(3)(i)
of this section. The owner or operator
shall include in the request informa-
tion sufficient for the Administrator’s
determination. The Administrator will
evaluate the owner or operator’s re-
quest in accordance with the proce-
dures specified in §63.5 of subpart A of
this part. The Administrator may re-
quest additional relevant information
after the submittal of a request for ap-
proval of construction or reconstruc-
tion.

(c) Notification requirements. The
owner or operator of each source sub-
ject to the emissions standards in
§63.362 shall fulfill all notification re-
quirements in §63.9 of subpart A of this
part, according to the applicability in
Table 1 of §63.360, and in this para-
graph.

(1) Initial notifications. (GA)(A) If a
source that otherwise would be subject
to these emissions standards subse-
quently increases its use of ethylene
oxide within any consecutive 12-month
period after December 6, 1996, such that
the source becomes subject to these
emissions standards or other require-
ments, such source shall be subject to
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the notification requirements of §63.9
of subpart A of this part.

(B) Sources subject to these emis-
sions standards may use the applica-
tion for approval of construction or re-
construction under paragraph (b)(3)(ii)
of this section and §63.5(d) (3) of sub-
part A of this part, respectively, if rel-
evant to fulfill the initial notification
requirements.

(ii) The owner or operator of a new or
reconstructed source subject to these
emissions standards that has an initial
startup date after the effective date
and for which an application for ap-
proval of construction or reconstruc-
tion is required under paragraph (b)(3)
of this section and §63.5(d) (3) and (4) of
subpart A of this part shall provide the
following information in writing to the
Administrator:

(A) A notification of intention to
construct a new source subject to these
emissions standards, reconstruct a
source subject to these emissions
standards, or reconstruct a source such
that the source becomes a source sub-
ject to these emissions standards with
the application for approval of con-
struction or reconstruction as specified
in paragraph (b)(3)(i)(A) of this section;

(B) A notification of the date when
construction or reconstruction was
commenced, submitted simultaneously
with the application for approval of
construction or reconstruction, if con-
struction or reconstruction was com-
menced before the effective date of
these standards;

(C) A notification of the date when
construction or reconstruction was
commenced, delivered or postmarked
not later than 30 days after such date,
if construction or reconstruction was
commenced after the effective date of
these standards;

(D) A notification of the anticipated
date of startup of the source, delivered
or postmarked not more than 60 days
nor less than 30 days before such date;
and

(E) A notification of the actual date
of initial startup of the source, deliv-
ered or postmarked within 15 calendar
days after that date.

(iii) After the effective date, whether
or not an approved permit program is
effective in the State in which a source
subject to these emissions standards is
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(or would be) located, an owner or oper-
ator who intends to construct a new
source subject to these emissions
standards or reconstruct a source sub-
ject to these emissions standards, or
reconstruct a source such that it be-
comes a source subject to these emis-
sions standards, shall notify the Ad-
ministrator in writing of the intended
construction or reconstruction. The
notification shall be submitted as soon
as practicable before the construction
or reconstruction is planned to com-
mence (but no sooner than the effective
date of these standards) if the con-
struction or reconstruction commences
after the effective date of the standard.
The notification shall be submitted as
soon as practicable before the initial
startup date but no later than 60 days
after the effective date of this standard
if the construction or reconstruction
had commenced and the initial startup
date has not occurred before the stand-
ard’s effective date. The notification
shall include all the information re-
quired for an application for approval
of construction or reconstruction as
specified in paragraph (b)(3) of this sec-
tion and §63.5(d)(3) and (4) of subpart A
of this part. For sources subject to
these emissions standards, the applica-
tion for approval of construction or re-
construction may be used to fulfill the
initial notification requirements of
§63.9 of subpart A of this part.

(2) If an owner or operator of a source
subject to these emissions standards
submits estimates or preliminary in-
formation in the application for ap-
proval of construction or reconstruc-
tion required in paragraph (b)(3)(ii) of
this section and §63.5(d)(3) of subpart A
of this part, respectively, in place of
the actual emissions data or control ef-
ficiencies required in paragraphs
(b)(B)({A)(B)(8) and (ii) of this section,
the owner or operator shall submit the
actual emissions data and other cor-
rect information as soon as available
but no later than with the initial noti-
fication of compliance status.

(3) The owner or operator of any ex-
isting sterilization facility subject to
this subpart shall also include the
amount of ethylene oxide used during
the previous consecutive 12-month pe-
riod in the initial notification report
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required by §63.9(b)(2) and (3) of sub-
part A of this part. For new steriliza-
tion facilities subject to this subpart,
the amount of ethylene oxide used
shall be an estimate of expected use
during the first consecutive 12-month
period of operation.

[69 FR 62589, Dec. 6, 1994, as amended at 66
FR 55585, Nov. 2, 2001]
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(a) The owner or operator of a source
subject to §63.362 shall comply with the
recordkeeping requirements in §63.10(b)
and (c), according to the applicability
in Table 1 of §63.360, and in this sec-
tion. All records required to be main-
tained by this subpart or a subpart ref-
erenced by this subpart shall be main-
tained in such a manner that they can
be readily accessed and are suitable for
inspection. The most recent 2 years of
records shall be retained onsite or shall
be accessible to an inspector while on-
site. The records of the preceding 3
years, where required, may be retained
offsite. Records may be maintained in
hard copy or computer-readable form
including, but not limited to, on paper,
microfilm, computer, computer disk,
magnetic tape, or microfiche.

(b) The owners or operators of a
source using 1 to 10 tons not subject to
§63.362 shall maintain records of ethyl-
ene oxide use on a 12-month rolling av-
erage basis (until the source changes
its operations to become a source sub-
ject to §63.362).

(c) The owners or operators of a
source using less than 1 ton shall main-
tain records of ethylene oxide use on a
12-month rolling average basis (until
the source changes its operations to be-
come a source subject to §63.362).

(d) The owners or operators com-
plying with §63.363(b) (4) shall maintain
records of the compliance test, data
analysis, and if catalyst is replaced,
proof of replacement.

[66 FR 55585, Nov. 2, 2001]

Recordkeeping requirements.

§63.368 Implementation and enforce-
ment.

(a) This subpart can be implemented
and enforced by the U.S. EPA, or a del-
egated authority such as the applicable
State, local, or Tribal agency. If the
U.S. EPA Administrator has delegated

§63.400

authority to a State, local, or Tribal
agency, then that agency, in addition
to the U.S. EPA, has the authority to
implement and enforce this subpart.
Contact the applicable U.S. EPA Re-
gional Office to find out if implementa-
tion and enforcement of this subpart is
delegated to a State, local, or Tribal
agency.

(b) In delegating implementation and
enforcement authority of this subpart
to a State, local, or Tribal agency
under subpart E of this part, the au-
thorities contained in paragraph (c) of
this section are retained by the Admin-
istrator of U.S. EPA and cannot be
transferred to the State, local, or Trib-
al agency.

(c) The authorities that cannot be
delegated to State, local, or Tribal
agencies are as specified in paragraphs
(c)(1) through (4) of this section.

(1) Approval of alternatives to the re-
quirements in §§63.360 and 63.362.

(2) Approval of major alternatives to
test methods under §63.7(e)(2)(ii) and
(f), as defined in §63.90, and as required
in this subpart.

(3) Approval of major alternatives to
monitoring under §63.8(f), as defined in
§63.90, and as required in this subpart.

(4) Approval of major alternatives to
recordkeeping and reporting under
§63.10(f), as defined in §63.90, and as re-
quired in this subpart.

[68 FR 37348, June 23, 2003]
Subpart P [Reserved]

Subpart Q@—National Emission
Standards for Hazardous Air
Pollutants for Industrial Proc-
ess Cooling Towers

SOURCE: 59 FR 46350, Sept. 8, 1994, unless
otherwise noted.

§63.400 Applicability.

(a) The provisions of this subpart
apply to all new and existing industrial
process cooling towers that are oper-
ated with chromium-based water treat-
ment chemicals and are either major
sources or are integral parts of facili-
ties that are major sources as defined
in §63.401.

(b) Table 1 of this subpart specifies
the provisions of subpart A that apply
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