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§§52.2442-52.2450

chapter to units in the State for a con-
trol period in any year, the provisions
of subpart CCCCC of part 97 of this
chapter authorizing the Administrator
to complete the allocation and recorda-
tion of CSAPR SO, Group 1 allowances
to units in the State for each such con-
trol period shall continue to apply, un-
less provided otherwise by such ap-
proval of the State’s SIP revision.

[76 FR 48376, Aug. 8, 2011, as amended at 77
FR 10334, Feb. 21, 2012; 81 FR 74586, Oct. 26,
2016]

§§52.2442-52.2450 [Reserved]

§52.2451 Significant deterioration of
air quality.

(a) The requirements of sections 160
through 165 of the Clean Air Act are
met since the plan includes approvable
procedures for the Prevention of Sig-
nificant Air Quality Deterioration.

(b) Regulations for preventing sig-
nificant deterioration of air quality.
The provisions of §52.21 (b) through (w)
are hereby removed from the applica-
ble state plan for the Commonwealth of
Virginia.

[63 FR 13798, Mar. 23, 1998]

§52.2452 Visibility protection.

(a) Reasonably Attributable Visi-
bility Impairment. The requirements
of section 169A of the Clean Air Act are
not met because the plan does not in-
clude approvable measures for meeting
the requirements of 40 CFR 51.305 for
protection of visibility in mandatory
Class I Federal areas.

(b)-(f) [Reserved]

(g) EPA converts its limited ap-
proval/limited disapproval of Virginia’s
regional haze program to a full ap-
proval. This SIP revision changes Vir-
ginia’s reliance from the Clean Air
Interstate Rule to the Cross-State Air
Pollution Rule to meet the regional
haze SIP best available retrofit tech-
nology requirements for certain
sources and to meet reasonable
progress requirements.

[60 FR 28553, July 12, 1985, as amended at 52
FR 45137, Nov. 24, 1987; 77 FR 33659, June 7,
2012; 77 FR 35291, June 13, 2012; 82 FR 3129,
Jan. 10, 2017; 83 FR 42222, Aug. 21, 2018]
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§52.2453 [Reserved]

§52.2454 Prevention of significant de-
terioration of air quality for Merck
& Co., Inc.’s Stonewall Plant in
Elkton, VA.

(a) Applicability. (1) This section ap-
plies only to the pharmaceutical manu-
facturing facility, commonly referred
to as the Stonewall Plant, located at
Route 340 South, in Elkton, Virginia
(“‘site”).

(2) This section sets forth the preven-
tion of significant deterioration of air
quality preconstruction review require-
ments for the following pollutants
only: carbon monoxide, nitrogen ox-
ides, ozone (using volatile organic com-
pounds as surrogate), particulate mat-
ter with an aerodynamic diameter less
than 10 microns (PM,o), and sulfur di-
oxide. This section applies in lieu of
§52.21 for the pollutants identified in
this paragraph as well as particulate
matter, but not for particulate matter
with an aerodynamic diameter less
than or equal to a nominal 2.5 microns
(PM,s) regulated as PM,s; however, the
preconstruction review requirements of
§52.21, or other preconstruction review
requirements that the Administrator
approves as part of the plan, shall re-
main in effect for any pollutant which
is not specifically identified in this
paragraph and is subject to regulation
under the Act.

(b) Definitions. For the purposes of
this section:

12-month rolling total for an individual
pollutant or the total criteria pollut-
ants, as specified in paragraph (d) of
this section, is calculated on a monthly
basis as the sum of all actual emissions
of the respective pollutant(s) from the
previous 12 months.

Act means the Clean Air Act, as
amended, 42 U.S.C. 7401, et seq.

Completion of the powerhouse conver-
sion means the date upon which the
new boilers, installed pursuant to para-
graph (g) of this section, are oper-
ational. This determination shall be
made by the site based on the boiler
manufacturer’s installation, startup
and shakedown specifications.

Permitting authority means either of
the following:

(1) The Administrator, in the case of
an EPA-implemented program; or
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(2) The State air pollution control
agency, or other agency delegated by
the Administrator, pursuant to para-
graph (o) of this section, to carry out
this permit program.

Process unit means:

(1) Manufacturing equipment assem-
bled to produce a single intermediate
or final product; and

(2) Any combustion device.

Responsible official means:

(1) The president, secretary, treas-
urer, or vice-president of the business
entity in charge of a principal business
function, or any other person who per-
forms similar policy or decision-mak-
ing functions for the business entity;
or

(2) A duly authorized representative
of such business entity if the represent-
ative is responsible for the overall op-
eration of one or more manufacturing,
production, or operating facilities ap-
plying for or subject to a permit and ei-
ther:

(i) The facilities employ more than
250 persons or have gross annual sales
or expenditures exceeding $25 million
(in second quarter 1980 dollars); or

(ii) The authority to sign documents
has been assigned or delegated to such
representative in accordance with pro-
cedures of the business entity.

Site means the contiguous property
at Route 340 South, Elkton, Virginia,
under common control by Merck & Co.,
Inc., and its successors in ownership,
known as the Stonewall site.

(c) Authority to issue permit. The per-
mitting authority may issue to the site
a permit which complies with the re-
quirements of paragraphs (d) through
(n) of this section. The Administrator
may delegate, in whole or in part, pur-
suant to paragraph (o) of this section,
the authority to administer the re-
quirements of this section to a State
air pollution control agency, or other
agency authorized by the Adminis-
trator.

(d) Site-wide emissions caps. The per-
mit shall establish site-wide emissions
caps as provided in this paragraph.

(1) Initial site-wide emissions caps. The
initial site-wide emissions caps shall be
based on the site’s actual emissions
during a time period, within five years
of the date of permit issuance, which
represents normal site operation. The
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permitting authority may allow the
use of a different time period upon a
determination that it is more rep-
resentative of normal source operation.
Actual site-wide emissions shall be cal-
culated using the actual operating
hours, production rates, and types of
materials processed, stored, or com-
busted during the selected time period.

(1) Total criteria pollutant emissions
cap. The permit shall establish a total
criteria pollutant emissions cap (total
emissions cap). The criteria pollutants
included in the total emissions cap are
the following: carbon monoxide, nitro-
gen oxides, ozone (using volatile or-
ganic compounds as surrogate), partic-
ulate matter with an aerodynamic di-
ameter less than 10 microns, and sulfur
dioxide.

(ii) Individual pollutant caps. The per-
mit shall establish individual pollutant
caps for sulfur dioxide, nitrogen oxides
and PM,o.

(2) Adjustments to the site-wide emis-
sions caps. (i) The permit shall require
that upon completion of the power-
house conversion, the site shall reduce
the site-wide emissions caps as follows:

(A) The total emissions cap shall be
reduced by 20 percent from the initial
site-wide emissions cap established
pursuant to paragraph (d)(1)(i) of this
section.

(B) The sulfur dioxide cap shall be re-
duced by 25 percent from the initial
site-wide emissions cap established
pursuant to paragraph (d)(1)(ii) of this
section.

(C) The nitrogen oxide cap shall be
reduced by 10 percent from the initial
site-wide emissions cap established
pursuant to paragraph (d)(1)(ii) of this
section.

(ii) The permit may specify other
reasons for adjustment of the site-wide
emissions caps.

(e) Operating under the site-wide emis-
sions caps. (1) The permit shall require
that the site’s actual emissions of cri-
teria pollutants shall not exceed the
total emissions cap established pursu-
ant to paragraph (d) of this section.

(2) The permit shall require that the
site’s actual emissions of sulfur diox-
ide, nitrogen oxides and PM,, shall not
exceed the respective individual pollut-
ant cap established pursuant to para-
graph (d) of this section.
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(3) Compliance with the total emis-
sions cap and individual pollutant caps
shall be determined by comparing the
respective cap to the 12-month rolling
total for that cap. Compliance with the
total emissions cap and individual pol-
lutant caps shall be determined within
one month of the end of each month
based on the prior 12 months. The per-
mit shall set forth the emission cal-
culation techniques which the site
shall use to calculate site-wide actual
criteria pollutant emissions.

(4) Installation of controls for signifi-
cant modifications and significant new in-
stallations. (i) This paragraph applies to
significant modifications and signifi-
cant new installations. Significant
modifications for the purposes of this
section are defined as changes to an ex-
isting process unit that result in an in-
crease of the potential emissions of the
process unit, after consideration of ex-
isting controls, of more than the sig-
nificance levels listed in paragraph
(e)(4)(ii) of this section. Significant
new installations for the purposes of
this section are defined as new process
units with potential emissions before
controls that exceed the significance
levels listed in paragraph (e)(4)(ii) of
this section. For purposes of this sec-
tion, potential emissions means proc-
ess unit point source emissions that
would be generated by the process unit
operating at its maximum capacity.

(ii) The significance levels for deter-
mining significant modifications and
significant new installations are: 100
tons per year of carbon monoxide; 40
tons per year of nitrogen oxides; 40
tons per year of sulfur dioxide; 40 tons
per year of volatile organic compounds;
and 15 tons per year of PM,o.

(iii) For any significant modification
or significant new installation, the per-
mit shall require that the site install,
at the process unit, emission controls,
pollution prevention or other tech-
nology that represents good environ-
mental engineering practice in the
pharmaceutical or batch processing in-
dustry, based on the emission charac-
teristics (such as flow, variability, pol-
lutant properties) of the process unit.

(f) Operation of control equipment. The
permit shall require that the site shall
continue to operate the emissions con-
trol equipment that was previously
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subject to permit requirements at the
time of issuance of a permit pursuant
to this section. This equipment shall be
operated in a manner which minimizes
emissions, considering the technical
and physical operational aspects of the
equipment and associated processes.
This operation shall include an oper-
ation and maintenance program based
on manufacturers’ specifications and
good engineering practice.

(g) Powerhouse conversion. The permit
shall require that the site convert the
steam-generating powerhouse from
burning coal as the primary fuel to
burning natural gas as the primary fuel
and either No. 2 fuel oil or propane as
backup fuel.

(1) The new boilers shall be equipped
with low nitrogen oxides technology.

(2) The site shall complete the power-
house conversion (completion of the
powerhouse conversion) no later than
30 months after the effective date of
the permit.

(h) Monitoring, recordkeeping and re-
porting. (1) The permit shall set forth
monitoring, recordkeeping, and report-
ing requirements sufficient to dem-
onstrate compliance with the site-wide
emissions caps. The monitoring, rec-
ordkeeping and reporting requirements
shall be structured in a tiered system,
such that the requirements become
more stringent as the site’s emissions
approach the total emissions cap.

(2) At a minimum, the permit shall
require that the site submit to the per-
mitting authority semi-annual reports
of the site-wide criteria pollutant
emissions (expressed as a 12-month
rolling total) for each month covered
by the report. These reports shall in-
clude a calculation of the total emis-
sions cap, as well as, the emissions of
sulfur dioxide, nitrogen oxides, carbon
monoxide, volatile organic compounds
and PM,o.

(3) Any reports required by the per-
mit to be submitted on an annual or
semi-annual basis shall contain a cer-
tification by the site’s responsible offi-
cial that to his belief, based on reason-
able inquiry, the information sub-
mitted in the report is true, accurate,
and complete.

(4) Any records required by the per-
mit shall be retained on site for at
least five years.
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(i) Air quality analysis. The permittee
shall demonstrate, prior to permit
issuance and on a periodic basis which
shall be specified in the permit, that
emissions from construction or oper-
ation of the site will not cause or con-
tribute to air pollution in excess of
any:

(1) Maximum allowable increase or
maximum allowable concentration for
any pollutant, pursuant to section 165
of the Act;

(2) National ambient air quality
standard or;

(3) Other applicable emission stand-
ard or standard of performance under
the Act.

(j) Termination. (1) The permit may be
terminated as provided in this para-
graph for reasons which shall include
the following, as well as any other ter-
mination provisions specified in the
permit:

(i) If the Administrator or the per-
mitting authority determines that con-
tinuation of the permit is an imminent
and substantial endangerment to pub-
lic health or welfare, or the environ-
ment;

(ii) If the permittee knowingly fal-
sifies emissions data;

(iii) If the permittee fails to imple-
ment the powerhouse conversion pursu-
ant to paragraph (g) of this section;

(iv) If the permittee receives four
consent orders or two judgments ad-
verse to the site arising from non-com-
pliance with this permit in a five year
period that are deemed material by the
Administrator or the permitting au-
thority; or

(v) If the total emissions cap is ex-
ceeded.

(2) In the event of termination, the
Administrator or the permitting au-
thority shall provide the permittee
with written notice of its intent to ter-
minate the permit. Within 30 calendar
days of the site’s receipt of this notice,
the site may take corrective action to
remedy the cause of the termination. If
this remedy, which may include a cor-
rective action plan and schedule, is
deemed acceptable by the Adminis-
trator or the permitting authority
(whichever agency provided written no-
tice of its intent to terminate the per-
mit), the action to terminate the per-
mit shall be withdrawn. Otherwise, the
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permit shall be terminated in accord-
ance with procedures specified in the
permit.

(3) Termination of the permit does
not waive the site’s obligation to com-
plete any corrective actions relating to
non-compliance under the permit.

(k) Inspection and entry. (1) Upon
presentation of credentials and other
documents as may be required by law,
the site shall allow authorized rep-
resentatives of the Administrator and
the permitting authority to perform
the following:

(i) Enter upon the site;

(i) Have access to and copy, at rea-
sonable times, any records that must
be kept under the conditions of the per-
mit;

(iii) Have access at reasonable times
to batch and other plant records need-
ed to verify emissions.

(iv) Inspect at reasonable times any
facilities, equipment (including moni-
toring and control equipment), prac-
tices, or operations required under the
permit;

(v) Sample or monitor any sub-
stances or parameters at any location,
during operating hours, for the purpose
of assuring permit compliance or as
otherwise authorized by the Act.

(2) No person shall obstruct, hamper,
or interfere with any such authorized
representative while in the process of
carrying out his official duties. Refusal
of entry or access may constitute
grounds for permit violation and as-
sessment of civil penalties.

(3) Such site, facility and equipment
access, and sampling and monitoring
shall be subject to the site’s safety and
industrial hygiene procedures, and
Food and Drug Administration Good
Manufacturing Practice requirements
(21 CFR parts 210 and 211) in force at
the site.

(1) Transfer of ownership. The terms of
the permit are transferable to a new
owner upon sale of the site, in accord-
ance with provisions specified by the
permit.

(m) Permit issuance. The permitting
authority shall provide for public par-
ticipation prior to issuing a permit
pursuant to this section. At a min-
imum, the permitting authority shall:

(1) Make available for public inspec-
tion, in at least one location in the
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area of the site, the information sub-
mitted by the permittee, the permit-
ting authority’s analysis of the effect
on air quality including the prelimi-
nary determination, and a copy or
summary of any other materials con-
sidered in making the preliminary de-
termination;

(2) Notify the public, by advertise-
ment in a newspaper of general circula-
tion in the area of the site, of the ap-
plication, the preliminary determina-
tion, and of the opportunity for com-
ment at a public hearing as well as
written public comment;

(3) Provide a 30-day period for sub-
mittal of public comment;

(4) Send a copy of the notice of public
comment to the following: the Admin-
istrator, through the appropriate Re-
gional Office; any other State or local
air pollution control agencies, the
chief executives of the city and county
where the site is located; any State,
Federal Land Manager, or other gov-
erning body whose lands may be af-
fected by emissions from the site.

(5) Provide opportunity for a public
hearing for interested persons to ap-
pear and submit written or oral com-
ments on the air quality impact of the
site, the control technology required,
and other appropriate considerations.

(n) Permit modifications. The permit
shall specify the conditions under
which the permit may be modified by
the permitting authority. The permit-
ting authority shall modify the permit
in accordance with the procedures set
forth in this paragraph.

(1) Permit modifications that require
public participation. For any change
that does not meet the criteria for an
administrative permit modification es-
tablished in paragraph (n)(2)(i) of this
section, the permitting authority shall
provide an opportunity for public par-
ticipation, consistent with the provi-
sions of paragraph (m) of this section,
prior to processing the permit modi-
fication.

(2) Administrative permit modification.
(i) An administrative permit modifica-
tion is a permit revision that:

(A) Corrects typographical errors;

(B) Identifies a change in the name,
address, or phone number of any person
identified in the permit, or provides a
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similar minor administrative change
at the site;

(C) Requires more frequent moni-
toring, recordkeeping, or reporting by
the permittee;

(D) Allows for a change in ownership
or operational control of a source
where the permitting authority deter-
mines that no other change in the per-
mit is necessary, provided that a writ-
ten agreement containing a specific
date for transfer of permit responsi-
bility, coverage, and liability between
the current and new permittee has
been submitted to the permitting au-
thority.

(E) Updates the emission calculation
methods specified in the permit, pro-
vided that the change does not also in-
volve a change to any site-wide emis-
sions cap.

(F) Changes the monitoring, record-
keeping or reporting requirements for
equipment that has been shutdown or
is no longer in service.

(G) Any other change that is stipu-
lated in the permit as qualifying as an
administrative permit modification,
provided that the permit condition
which includes such stipulation has al-
ready undergone public participation
in accordance with paragraph (m) of
this section.

(ii) An administrative permit modi-
fication may be made by the permit-
ting authority consistent with the fol-
lowing procedures:

(A) The permitting authority shall
take final action on any request for an
administrative permit modification
within 60 days from receipt of the re-
quest, and may incorporate such
changes without providing notice to
the public, provided that the permit-
ting authority designates any such per-
mit revisions as having been made pur-
suant to this paragraph.

(B) The permitting authority shall
submit a copy of the revised permit to
the Administrator.

(C) The site may implement the
changes addressed in the request for an
administrative permit modification
immediately upon submittal of the re-
quest to the permitting authority.

(o) Delegation of authority. (1) The Ad-
ministrator shall have the authority to
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delegate the responsibility to imple-
ment this section in accordance with
the provisions of this paragraph.

(2) Where the Administrator dele-
gates the responsibility for imple-
menting this section to any agency
other than a Regional Office of the En-
vironmental Protection Agency, the
following provisions shall apply:

(i) Where the delegate agency is not
an air pollution control agency, it shall
consult with the appropriate State and
local air pollution control agency prior
to making any determination under
this section. Similarly, where the dele-
gate agency does not have continuing
responsibility for managing land use, it
shall consult with the appropriate
State and local agency primarily re-
sponsible for managing land use prior
to making any determination under
this section.

(ii) The delegate agency shall send a
copy of any public comment notice re-
quired under paragraph (n) of this sec-
tion to the Administrator through the
appropriate Regional Office.

[62 FR 52638, Oct. 8, 1997]

§52.2460 Small business stationary
source technical and environmental
compliance assistance program.

On November 10, 1992, the Executive
Director of the Virginia Department of
Air Pollution Control submitted a plan
for the establishment and implementa-
tion of a Small Business Stationary
Source Technical and Environmental
Compliance Assistance Program as a
State Implementation Plan revision, as
required by title V of the Clean Air
Act. EPA approved the Small Business
Stationary Source Technical and Envi-
ronmental Compliance Assistance Pro-
gram on February 4, 1994, and made it
a part of the Virginia SIP. As with all
components of the SIP, Virginia must
implement the program as submitted
and approved by EPA.

[59 FR 5329, Feb. 4, 1994]

§52.2465 Original
plan section.

(a) This section identifies the origi-
nal “Air Implementation Plan for the
Commonwealth of Virginia’ and all re-
visions submitted by Virginia that
were federally approved prior to March

identification of

§52.2470

1, 2000. The information in this section
is available in the 40 CFR, part 52, Vol-
ume 2 of 2 (§§52.1019 to the end of part
52) editions revised as of July 1, 2000
through July 1, 2011, and the 40 CFR,
part 52, Volume 3 of 3 (§§52.2020 to the
end of part 52) edition revised as of
July 1, 2012.
(b) [Reserved]

[78 FR 33985, June 6, 2013]

Subpart WW—Washington

§52.2470 Identification of plan.

(a) Purpose and scope. This section
sets forth the applicable State imple-
mentation plan for the State of Wash-
ington under section 110 of the Clean
Air Act, 42 U.S.C. 7401-7671q and 40 CFR
part 51 to meet national ambient air
quality standards.

(b) Incorporation by reference. (1) Ma-
terial listed as incorporated by ref-
erence in paragraphs (c¢) and (d) of this
section was approved for incorporation
by reference by the Director of the
Federal Register in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. The
material incorporated is as it exists on
the date of the approval, and notice of
any change in the material will be pub-
lished in the FEDERAL REGISTER. En-
tries in paragraphs (c¢) and (d) of this
section with EPA approval dates on or
after May 31, 2021, will be incorporated
by reference in the next update to the
SIP compilation.

(2)(i) EPA Region 10 certifies that the
rules and regulations provided by EPA
at the addresses in paragraph (b)(3) of
this section are an exact duplicate of
the officially promulgated State rules
and regulations which have been ap-
proved as part of the State implemen-
tation plan as of May 31, 2021.

(ii) EPA Region 10 certifies that the
source-specific requirements provided
by EPA at the addresses in paragraph
(b)(3) of this section are an exact dupli-
cate of the officially promulgated
source-specific requirements which
have been approved in the notebook 40
CFR 52.2470(d)—Source Specific Re-
quirements’ as part of the State imple-
mentation plan as of May 31, 2021.

(3) Copies of the materials incor-
porated by reference may be inspected
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