COMMONWEALTH OF VIRGINIA
Department of Environmental Quality
Valley Regional Office

STATEMENT OF LEGAL AND FACTUAL BASIS

Merck & Co., Inc. (Stonewall Plant)
4 miles South of Elkton on VA Route 340
Rockingham County, Virginia

Permit Number: VR0O80524

Title V of the 1990 Clean Air Act Amendments required each state to develop a permit program
to ensure that certain facilities have federal Air Pollution Operating Permits, called Title V
Operating Permits. As required by 40 CFR Part 70 and 9 VAC 5 Chapter 80, Merck & Co., Inc.
(Stonewall Plant) has applied for a Title V Operating Permit for its pharmaceutical
manufacturing facility. The Department has reviewed the application and has prepared a draft
Title V Operating Permit.

Engineer/Permit Contact@-m@g&@%.t" Date: & [3 / / o/
—— 7

Patricia A. Buonviri
(540) 574-7823 or (804) 527-5123

Air Permit Manager: / J,é(,&/‘u/)/] / J 2'& Date: &3 &/

Sharon G. Foley, P.E. i

/ *
Regional Permit Manager: % A 57""""% Date: ?/ 7/ of

Larry ,M Simmons, P.E.




Merc! - Co., Inc. (Stonewall Plant)
. ermit Number: VR080524
Statement of Basis

Page 2

FACILITY INFORMATION

Permittee

Merck & Co., Inc. (Stonewall Plant)
P.O.Box 7

Elkton, Virginia 22827

Facility
Merck & Co., Inc. (Stonewall Plant)
4 miles South of Elkton on VA Route 340

Rockingham County, Virginia

NET ID No: 51-165-0001

SOURCE DESCRIPTION

SIC 2833 — Medicinal Chemicals and Botanical Products
SIC 2834 — Pharmaceutical Preparations

Merck & Co., Inc. (Stonewall Plant) is involved in the manufacture of various pharmaceutical
intermediates and products.

The facility is currently a Title V major source of SO,, NO_, VOC, and HAPs. This source is
located in an attainment area for all pollutants, and is a PSD major source. The facility was

previously permitted under a PSD permit (Project XL) issued on January 7, 1998 and amended
on August 8, 2001.

COMPLIANCE STATUS
The facility is inspected once a year.

Merck & Co., Inc. (Merck) was last inspected on September 25, 2000, and found to be in
compliance.
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EMISSION UNIT AND CONTROL DEVICE IDENTIFICATION
The emissions units at this facility consist of the following:
Table I. Significant Emission Units.
Emission - . o . .
Unit ID Emission Unit Description Applicable Permit Date
Powerhouse:
B - distillate oil-fired boiler (backup unit) (4) 2/10/1998
- two natural gas-fired boilers (with distillate oil or propane amended 8/8/2001
backup) (7 & 8)
. 2/10/1998
C Sludge Incinerator amended 8/8/2001
. . 2/10/1998
D Internal Combustion Engines amended 8/8/2001
- i 2/10/1998
E Production Process Units amended 8/8/2001
2/10/1998
F Sludge Dryer amended 8/8/2001
EMISSIONS INVENTORY

A copy of the 2000 annual emission update is attached as Attachment A. Emissions are

summarized in the following tables.

Table II. 2000 Actual Criteria Pollutant Emissions.

vOoC Co SO,

Criteria Pollutant Emissions (tons/yr)

PM-10 NOy

91 20

Facility-Wide

270

23 168

Table I11. 2000 Actual Hazardous Air Pollutant Emissions.

Pollutant Hazardous Air Pollutant Emissions (tons/yr)
Hydrochloric Acid 26
(CAS # 7647-01-0) -
Cyanide Compounds 2
Hydrofluoric Acid 3
(CAS # 7664-39-3)
Miscellaneous non-VOC, non- 0.25
PM HAPs ’
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EMISSION UNIT APPLICABLE REQUIREMENTS

Merck is currently operating under a PSD permit, dated January 7, 1998 with an amended
date of 8/8/2001. All section numbers are from the PSD permit; a copy of the permit is included
as Attachment B. The Federal and State rulemakings to support the PSD permit can be found in
Attachments C and D, respectively.

Facility Wide Conditions (Project XL))

Limitations

Section 1 from the PSD permit (Site-wide Emission Caps) has been incorporated into the
Title V permit.

40 CFR 60.49b(u)(1)(i), a requirement in NSPS Subpart Db, requires that low NO,
technology be installed on the natural gas-fired boilers in the powerhouse. This requirement has
been incorporated into the Title V permit. Also, the approved fuels for the boilers have been
included.

Monitoring and Recordkeeping

The monitoring, recordkeeping, and reporting requirements in Section 4 of the PSD permit
have been incorporated and meet Part 70 requirements.

40 CFR 60.49b(u)(1)(ii), a monitoring requirement in NSPS Subpart Db, requires Merck to
operate a continuous emissions monitoring system or a predictive emissions monitoring system
for NO, emissions from the natural gas-fired boilers. This requirement has been incorporated
into the Title V permit.

Section 4 of the PSD permit dictates all of the required monitoring, recordkeeping, and
reporting requirements for all of the applicable requirements in the permit. A tiered approach is
utilized such that the requirements increase as Merck begins to operate at levels closer to the
caps. The monitoring and recordkeeping that are in the PSD permit, and have been incorporated
into the Title V permit, satisfy the periodic monitoring requirement for all applicable
requirements in the permit.

The State Rulemaking that is applicable to Merck (a copy of which can be found in
Attachment D) states that the monitoring in the PSD permit satisfies the monitoring requirements
in 9 VAC 5-80-110E. Therefore, the monitoring in the Title V operating permit satisfies the
periodic monitoring requirements for the facility.
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Reporting

The reporting requirements from Section 4 of the PSD permit have been moved into their
own section. This will allow Merck and DEQ staff to more easily identify the reporting
requirements.

Testing

The permit requires performance testing on certain units when Tier III monitoring/reporting
is reached. A table of test methods has been included in the permit if testing is performed. The
Department and EPA have authority to require testing not included in this permit if necessary to
determine compliance with an emission limit or standard.
Streamlined Requirements

The following Section was not incorporated into the Title V permit because the requirements
have been completed. Please note that section numbers refer to those found in the PSD permit, a

copy of which is included as Attachment B.

Section 5 - Merck is operating under the emission caps. Therefore, the requirements
have been fulfilled and are no longer required.

Facility Wide Conditions (Visible Emissions & MACT)

Limitations

The PSD permit did not contain any visible emission limitations. Therefore, the following
requirements have been added to the permit:

9 VAC 5-40-80: Standard for Visible Emissions
9 VAC 5-50-80: Standard for Visible Emissions.

The PSD permit did not address the Pharmaceutical MACT and a requirement for compliance
with the MACT has also been added (see FUTURE APPLICABLE REQUIREMENTS section
of this document for further information).

Monitoring

40 CFR 60.49b(u)(1)(ii), a monitoring requirement in NSPS Subpart Db, requires Merck
to operate a continuous emissions monitoring system or a predictive emissions monitoring
system for visible emissions from the natural gas-fired boilers. This requirement has been
incorporated into the Title V permit.
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The PSD permit did not address visible emission requirements and those limitations had to be
added as part of the Title V permit. The visible emission limit established in the permit was
established for all process unit stacks with the potential to emit particulate matter. Merck will be
required to perform monthly visible emission checks on each process unit stack that has the
potential to emit particulate matter. Those stacks that do not emit particulate matter will most
likely be pure VOC streams, meaning that no visible emissions are expected. If visible emissions
are present on any of the stacks that are observed, six minute visible emission evaluation must be
performed unless corrective action can be taken such that the stack is returned to no visible
emissions. If during the six minutes, any violations of the 20% opacity standard are noted, a one
hour visible emission evaluation is required to demonstrate compliance with the standard. If 12
monthly inspections are performed on any given stack, and no visible emissions are present, then
the visible inspections may be performed quarterly. However, as soon as visible emissions are
noted during a quarterly inspection, the inspections must then be performed monthly again. This
requirement satisfies the periodic monitoring requirement for the opacity standards on the
process unit stacks with the potential to emit particulate matter.

Recordkeeping

Merck will be required to keep records as required for the opacity monitor on the natural gas-
fired boilers and the visible emission evaluations on process unit stacks with the potential to emit
particulate matter.
Testing

The permit does not require source tests. A table of test methods has been included in the
permit if testing is performed. The Department and EPA have authority to require testing not

included in this permit if necessary to determine compliance with an emission limit or standard.

Administration of PSD (Project XL) Permit

The following Sections of the PSD permit dealt only with the administration of the PSD
permit. As such, they have been included in a section of the Title V permit that has been devoted
to Administration of the PSD permit.

Section 6 - Periodic Review of the PSD Permit
Section 7 - Duration of the PSD Permit
Section 8 - Termination of the PSD Permit
Section 9 - Inspection and Entry

Section 10 - Reservation of Rights

Section 11 - Transfer of Ownership
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Section 12 -  Definitions for Terms in the PSD Permit
Streamlined Requirements
The following Section was not incorporated into the Title V permit because the requirements
have been completed. Please note that section numbers refer to those found in the PSD permit, a
copy of which is included as Attachment B.

Section 8.1.3 - The powerhouse conversion has been completed.

Compliance with State and Federal Regulations and Air Permits Under PSD (Project XL)
Permit

Sections 2 and 3 of the PSD permit have been included in Section VII of the Title V permit
as the means for complying with applicable state and federal regulations.

Streamlined Requirements
Parts of the following Sections were not incorporated into the Title V permit because the

requirements have been completed. Please note that section numbers refer to those found in the
PSD permit, a copy of which is included as Attachment B.

Sections 2.1,2.2,and 2.3 - The powerhouse conversion has been completed.
Section 3.1 - List of preconstruction permits replaced by PSD permit.
Section 4.3.2 - PM-10 cap adjustment has been completed.

PERMIT AMENDMENT

While drafting the Title V permit, Merck requested that several minor changes be made to
their PSD permit. All requested changes can be made through the administrative permit
modification procedure contained in 9 VAC 5-190-80D. Following is a summary of these
changes.

Permit Section Summary of Change
Section 1.2.1 (¢) PM-10 emission cap adjusted to 46 tons per year.
Section 3.1 List of superseded permits updated to include those issued or

modified subsequent to the issuance of the PSD permit and
prior to the effective date of the permit.

Section 4.9 “Prevented” changed to “reduced” to match the change made
in the clarification of reporting requirements in Table 4.2 (A.8
and A.9).
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Section 12.5 Clarified the definition of Process Unit by changing “and” to
“Or_”
Table 1.3.3 Solid waste incinerator deleted. This unit has undergone

formal closure.

Deleted DC-383 and DC-384 and added DC-609 for the sludge
dryer to correspond to changes made in the permit dated
7/17/2000.

Description of solvent recovery scrubber changed from
“Venturi scrubber’” to “Venturi/packed bed scrubber.”

Table 4.2 Requirements for cap calculations clarified in A.8 and A.9.

References to solid waste incinerator deleted as unit has been
formally shut down.

Monitoring requirements for emergency powerhouse diesel
generator (D.7) changed based on DEQ letter dated 2/1/99
which accepts the timing set by the manufacturer.

Deleted DC-383 and DC-384 and added DC-609 for the sludge
dryer to correspond to changes made in the permit dated
7/17/2000.

Description of solvent recovery scrubber changed from
“Venturi scrubber’’ to “Venturi/packed bed scrubber.”

Table 4.3 Deleted “MacEMIT” and “EMIT 10” and added the 1994
ACT” to more accurately describe the method of calculation
rather than the specific tools used to implement the methods.

Added Method No. 6, EPA AP-42 Emission Factors, as an
additional method for calculation of VOC emission from bulk
storage tanks.

Table 12.8 Updated the table of project signatory representatives by
substituting Michael A. Breeden for William Kyger as

Chairman of the Rockingham County Board of Supervisors.

This permit amendment will be issued contemporaneously with the proposed Title V permit.
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GENERAL CONDITIONS

The permit contains general conditions required by 40 CFR Part 70 and 9 VAC 5-80-1 10,
that apply to all Federal operating permit sources. These include requirements for submitting an
annual compliance certification report. The permit also requires notification of deviations from
permit requirements or any excess emissions, including those caused by upsets, within one
business day.

Several of the General Conditions that are normally included in Virginia’s Title V operating
permits are not applicable to Merck — either because the Variance (9 VAC 5 Chapter 190)
explicitly states that they are not applicable or because they contradict with conditions in the
PSD permit. The following General Conditions have been omitted from Merck’s Title V
operating permit. Please note that condition numbers refer to those found in the Title V
operating permit boilerplate.

Omitted because they are not applicable:
Condition C: Recordkeeping and Reporting

Condition J: Permit Action for Cause (the requirements that did not pertain to Merck have
been removed)

Condition O: Startup, Shutdown, and Malfunction
Condition Q: Inspection and Entry Requirements

Omitted because they contradict with conditions in the PSD permit:
Condition Z: Changes to Permits for Emissions Trading

Condition AA:  Emissions Trading

STATE ONLY APPLICABLE REQUIREMENTS

Merck did not identify any state-only enforceable requirements in their application, and all
requirements in the PSD permit are federally enforceable. Therefore, no state-only applicable
requirements have been included in the permit.

FUTURE APPLICABLE REQUIREMENTS

Merck is currently a major source of hazardous air pollutants, and is subject to 40 CFR 63,
Subpart GGG, National Emission Standards for Hazardous Air Pollutants for Pharmaceuticals
Production. The MACT has been promulgated, and existing sources must be in compliance with
the MACT no later than October 21, 2002. Currently, Merck has determined that it will comply
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with the MACT by securing federally enforceable limits to become a synthetic minor source for
HAPs. As such, a condition has been added to Section IV of the permit stating that they must be
in compliance with the MACT as stated in 40 CFR 63.1250.

INAPPLICABLE REQUIREMENTS

Merck did not identify any inapplicable requirements in their application. Therefore, no
inapplicable requirements are included in the permit.

COMPLIANCE PLAN

Merck is currently in compliance with all applicable requirements. No compliance plan was
included in the application or in the permit.

INSIGNIFICANT EMISSION UNITS

Merck did not identify any insignificant emission units in their application. Therefore, no
insignificant emission units are included in the permit.

CONFIDENTIAL INFORMATION

Merck did not submit a request for confidentiality. Therefore, all portions of the Title V
application are suitable for public review.

PUBLIC PARTICIPATION

A public notice regarding the draft permit was placed in the Daily News Record,
Harrisonburg, Virginia, on July 20, 2001. EPA was sent a copy of the draft permit and notified
of the public notice on July 19, 2001 and concurrently reviewed the draft permit as a proposed
permit. West Virginia, the only affected state, was sent a copy of the public notice in a letter
dated July 20, 2001. All persons on the Title V mailing list were also sent a copy of the public
notice in letters dated July 20, 2001.

Public comments were accepted from July 20, 2001, to August 20, 2001. No comments were
received from the public, EPA, or West Virginia regarding the draft permit. Merck sent

comments in a letter dated August 17, 2001 requesting delaying issuance of the initial Title V
permit. Response to Merck’s comments can be found in a DEQ letter dated August 31, 2001.
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REGISTRATION #: 80524 AIRS 1D: 511650001
FACILITY NAME: MERCK & CO INC CONTACT PERSON: JETT,TEDD H
PHYSICAL LOCATION: RT 34074 MI SOUTH OF ELKTON TELEPHONE : (540) 298-4849
ELKTON EMPLOYEES: 933
MAILING ADDRESS: MERCK & CO INC PRINCIPAL PRODUCT: PHARMACEUT ICALS
PG BOX 7 sic: 2834
m. ELKTON VA 228270007 ELEVATION: 1000 ft above sea level
SUMMARY DATA FOR CALENDAR YEAR: 08
OPERATING
ANNUAL HEAT
CONTROL EQUIPHENT X ANNUAL THRUPUT  SCHEDULE STACK PARAMETERS
FUEL CONTENT % STACK STACK EXIT EXIT PLUME
STACK SEG  SEGMENT sce PROCESS 3 X (wMBTU/ % N DEC MAR JUN SEPT HR DY HOUR preey SPACE HT  DIA TEMP VEL  HT
NO . NO  DESCRIPTION CODE RATE UNITS SULFUR ASH StC unit) PLLY EFFIC  DESCRIPTION C FEB MAY AUG NOV DY WX YEAR CAPCY HEAT (ft) (ft) ( F) (fps) (ft)
142 T 3 53 e
001 003 01 BO4 CLV/BRKACA-28E-#2 01 10200501 423- 1000 Galions Burned 0.5 0 140 40—8—B0—40 26 7 2% 100 15 78 5.50 360 31.6
2L 300 0,12 5 2642 . 8y 2 21 2% 8501
003 005 ©O1 BO-5 BEW/SPB16146/055436 10200204 25968 Tons Burned 0.8k T4 26446 PB ©9.0 FABRIC FILTER - 9 20—2a3—49—20- 24 7 6568 126 15 150 6.00 300 49.7
HIGH TEMP
2200 032 75 udz sl 2t 24 2} 823
003 005 ©01 BO-S B&W/SPB16146/055436 10200204  25960- Tons Burned 08k Tk 26746 PMI0  95.0 FABRIC FILTER - B 20—3—49—29 24 7 4560 126 15 150 6.00 300 49.7
. HIGH TEMP
2630 032 75 2.dr 31 2 21 2% 8301
0~ 005 01 B0-5 BAU/SPB16146/055436 10200204 -25988 Tons Burned S YR WACYST A U 99.0 FABRIC FILTER - 8 29—23—i9—20- 24 7 4580 126 15 150 6.00 300 49.7
. HIGH TENP
26300 012 #§ 2A.MT a 21 2t 2% 36T
003 006 01 BO-6 BEW/SPB16146/055436 10200204 25960 Tons Burned 084 Tk 26vhé-  PB ©9.0 FABRIC FILTER - O 20—P3—49—99- 24 7 650 126 15 150 6.00 300 49.7
HIGH TENP
2¢ 300 Q71 s 2042 - a3 2 21 2% 23
003 006 O01 BO-6 BAW/SPB16146/055436 10200204 35986 Tons Burned BeBh- Fk  26hb PM10  ©5.0 FABRIC FILTER - 8 29—33—190—29 24 7 65000 12¢ 15 150 6.00 300 49.7
- HIGH TENP
26300 0L 15 2 .dZ 3 2t 21 2% 30t
003 006 ©01 B80-6 BAW/SPB16146/055436 10200204 25968 Tons Burned 084 Foh— 6el6 PT ©9.0 FABRIC FILTER - 8 29—23—49—29 26 7 mms 126 15 150 6.00 300 49.7
HIGH TENP
971.5 4 21 b 22
004 011 01 MISC VOC (SOLV) LOSSES 49099999 449 Tons Solvent Consumed 0 0 (] P6—35—20—29— 24 7 8760 0 o0 o 0.0 30
13cs P T ly 22
005 01 VARIOUS PHARMCEUTICAL MF 30106099 4935 100 lbs Product 0 0 0 PN10  80.0 CENTRIFUGAL 9 246—35—20—29- 26 T 8760 0 0 30 09 77 5.0
. COLLECTOR - M
1Bes 4 A4 b 2%
005 020 ©01 VARIOUS PHARMCEUTICAL MF 30106099 4935 100 lbs Product (] 0 0 PT 80.0 CENTRIFUGAL 0 235 23020 2 7 8760 0 o0 3 09 77 5.0
COLLECTOR - M
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80526 ez 23 - AIRS 1D: 511650001
MERCK & CO INC : e CONTACT PERSON: JETT,TEDD H
RT 34074 M1 SOUTH OF ELKTON e TELEPHONE : (540) 298-4869
ELKTON i - ‘M\\\\ .o EMPLOYEES: 933
MERCK & €O INC e PRINCIPAL PRODUCT: PHARMACEUTICALS
PO BOX 7 sic: 283
ELKTON VA 228270007 ELEVATION: 1000 ft above sea level
SUMMARY DATA FOR CALENDAR YEAR: 98
’ OPERAT ING
ANNUA AT
t HE CONTROL EQUIPHENT % ANNUAL THRUPUT  SCHEDULE STACK PARAMETERS
FUEL  CONTENT STACK STACK EXIT EXIT PLUME
SEG  SEGMENT sce PROCESS XX (omeTu/ X N DEC MAR JUN SEPT HR DY KOUR pecoy SPACE KT  DIA TEMP VEL  HT
NO  DESCRIPTION CoDE RATE UNITS SULFUR _ASH SCC unit) PLLT EFFIC DESCRIPTION € FEB MAY AUG NOV DY WK YEAR CAPCY WEAT (ft) (ft) ( F) (fps) (ft)
o.b EmiHed 45 F 1 37
01 6 ADDN'L VOC'S/VII STERL 49099999 @ Tons Solvent Coneuned o o 0 VOC O0.0-VAPORREGOVERY 8 2 16 44 30 2% 7 870 0 37 100 7 5.0
h S¥6—(INCIn
ast 4 F 0 31
01 7 MK-787 & 791 PRODUCTIO 30106099 84+ 100 tbs Product o o 0 2164439 2 7 870 0 20 030 77 5.0
01 E-4 BSP/ENVIROTECH/SLUDG 50300506 0 Tons Dry Sludge Burned O 0 0 PMIO B3.0 VENTURISCRUBBER 9 0 0 0 0 ©0 0 ©0 0 57 1.67 131 52.3
01  E-4 BSP/ENVIROTECH/SLUDG 50300506 0 Tons Dry Sludge Burned o o O PT  98.6 VENTURI SCRUBBER 9 0 0 ©0 0 0 0 ©0 o S71.67 131 52.3
02 SLUDGE INCIN AUX FUEL #2 50390005 0 1000 Gallons Surned o o 0 00 0 0 0 6 0 o 57 1.67 131 52.3
135 _ . 0 e S 78
01 6 CENTRIFUGE 30106099 687-100 lbs Product 0o o 0 3I—bb—bd—B 20 7 8760 0 60 0.20 68 0.1
% %8 8% i
01  £-4 BASIC EE! MODEL-2000 50300101 475~ Tons Burned o o 0 12 2 %6 0 100 4.70 620 34.1
o 2L 5% wos
02 E-4 AUX.FUEL/#2-FUEL OIL 50390005 482 1000 Gallons Burned 0.5 "0 140 12 2 806 0 100 4.70 620 34.1
40— 3.80—1300—20.3
0,58 23 2% 25 24
01  DIESEL_GENERATOR 20200401 -+ 1000 Gallons Burned 0.5 0 140 % %626 2% 7 B 9 10 0.67 800 202.7
~50—4=6P—115—00
8.3 ZmiHeel 34 31 21 4
01 LOVASTATIN PRODUCTION 49099999 20-Tons Solvent Gemswumed o o 0 I-36—B2—% 2% 7 8760 0 0 0.0 3
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et
REGISTRATION #: 80524 AIRS 1D: 511650001
FACILITY NAME: MERCK & CO INC \A‘/ CONTACT PERSON: JETT,TEDD H
PHYSICAL LOCATION: RT 340/6 M1 SOUTH OF ELKTON ; TELEPHONE : (540) 298-4869
ELKTON EMPLOYEES: 933
MAILING ADDRESS: MERCK & CO INC PRINCIPAL PRODUCT: PHARMACEUTICALS
PO BOX 7 sic: 2834
( ELKTON VA 228270007 ELEVATION: 1000 ft above ses level
SUMMARY DATA FOR CALENDAR YEAR:
B OPERATING
ANNUAL HEAT T T
CONTROL EQUIPHENT X ANNUAL THRUPUT  SCHEDULE STACK PARJMETER®
FUEL CONTENT X STACK STACK EXIT EXIT PLUME
STACK SEG  SEGMENT sce PROCESS X X (MMBTU/ 3 N DEC MAR JUN SEPT HR OY WOUR peecy SPACE HT  DIA TEMP VEL  HT
NO NO  DESCRIPTION COOE RATE UNITS SULFUR ASH SCC unit) PLLT EFFIC  DESCRIPTION C FEB MAY AUG NOV DY WX YEAR CAPCY HEAT (ft) (ft) ( F) (fps) (ft)
22.2 Fwitler : 2 A o
017 028 01 CRIXIVAN PRODUCTION 49099999 4 Tons Solvent Censumed 0 (] 0 3 B2 2% T 8760 [ 0 0.0 30
0.3% R 21 2% z2 30 14
018 002 01 GENERATOR FOR FIRE PUMP 20200103 4 1000 Gallons Burned ~ 0.5 0 o . B—B—25—25 3 1 47 300 14 0.62 895 463.3
1Sl Dried. Q6.0 Venturi Scrubber 29 23 12 YT
019 043 01 SLUDGE DRYER 50300506 1962 Tons Ory Sludge Surned- (] o 0 PHI0 S9-0—FABRIG-FHIER-- 9 31 253727 24 7 6b8 00 0 57 0.25 77 17
Low-TenrE
IS Dricd ) qe.0 Venturi Serubber 29 2% 12 o1
019 043 01 SLUDGE DRYER 50300506 4967 Tons Dry Sludge Burned (i} (] 0 PT  —DFO—PABRICPHIER - O 31 25—4—27 24 7 648 1400 0 57 0.5 77 1.7
+ON-TEHPE
5955 2y 2v 21 2% 833
Ozo 050 01 HCL EMITTED - FACILITY 30199999 —56-Tons Peoduct £milca_ 0o 0 0 29—23—419—29 2 7 6500 o 0 0 0.0 3¢
3¢ a2 23 B
020 050 02 HF EMITTED - FACILITY 30199999 6 Tons Rroduet 7,wmiH A 0 0 0 2-B—19-28 24 7 6508 o 0 0 0.0 36
0.0@ 2 e He A 0 O O 100
021 051 01 MK-476 PRODUCTION 49099999 8- Tons Solvent Cometmed 0 0 0 5—25—25—a8 24 7 8760 0 0 1] 0.0 30
- oo oo 3 0
022 004 01 CLARKE-DETROIT ICE(FP1&2 20200104 0 1000 Gallons Burned 0.5 0 140 H—5—25—25 + 1 300 3 0 14 0.50 895 0.1

b.@(bw Vi k= \PxL\J — Boo WR [ fz.\_o/ £ uikis o bo047 a,.ﬂp e Y AT ok,
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January 7, 1998
Amended
August 8, 2001



DEPARTMENT OF ENVIRONMENTAL QUALITY

Valley Regional Office
Dennis H. Treacy
Street address: 4411 Early Road. Harrisonburg, Virginia 22801 Director
Mailing address: P.O. Box 3000. Harrisonburg. VA 22801-3000
Telephone (540) 574-7800 Fax (540) 374-7878
John Paul Woodley, Jr. http://www.deq.state.va.us

Secretary of Natural Resources
August 8, 2001

James S. Gilmore. {1]
Governor

R. Bradley Chewning, P.E.
Valley Regronal Director

Mr. Donald T. Kremer
Plant Manager
Merck & Co., Inc.
P.O.Box 7
Elkton, Virginia 22827-0007
Facility: Merck Stonewall Plant
Location: Rockingham County
Registration No.: 80524
Plant ID No.: 51-165-0001

Dear Mr. Kremer:

Attached is an amendment to the permit dated January 7, 1998 to modify and operate the
Merck Stonewall Plant in accordance with the provisions of the Commonwealth of Virginia State
Air Pollution Control Board (SAPCB) Regulations for the Control and Abatement of Air
Pollution, including 9 VAC 5-190-10 et seq. (Variance for Merck Stonewall Plant) and the
SAPCB Order dated September 11, 1997. This amendment is being processed in accordance
with the administrative permit modification procedure contained in 9 VAC 5-190-80D. Permit
changes are summarized in the following table.

Permit Section Summary of Change
Section 1.2.1.c PM-10 emission cap adjusted to 46 tons per year based on
stack test results.
Section 3.1 List of superseded permits updated to include those issued or

modified subsequent to the issuance of the PSD permit and
prior to the effective date of the permit.

Section 4.9 “Prevented” changed to “reduced” to match the change made
in the clarification of reporting requirements in Table 4.2 (A.8
and A.9).
‘| Section 12.5 Clarified the definition of Process Unit by changing “and” to

(13 ”

or.
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Table 1.3.3 Solid waste incinerator deleted. This unit has undergone
formal closure.

Deleted DC-383 and DC-384 and added DC-609 for the sludge
dryer to correspond to changes made in the permit dated
7/17/2000.

Description of solvent recovery scrubber changed from
“Venturi scrubber’’ to “Venturi/packed bed scrubber.”

Table 4.2 Requirements for cap calculations clarified in A.8 and A.9.
References to solid waste incinerator deleted as unit has been
formally shut down.

Monitoring requirements for emergency powerhouse diesel
generator (D.7) changed based on DEQ letter dated 2/1/99 that
accepts the timing set by the manufacturer. =
Deleted DC-383 and DC-384 and added DC-609 for the sludge
dryer to correspond to changes made in the permit dated
7/17/2000.

Description of solvent recovery scrubber changed from
“Venturi scrubber’” to “Venturi/packed bed scrubber.”

Table 4.3 Deleted “MacEMIT” and “EMIT 10” and added the “1994
ACT” to more accurately describe the method of calculation
rather than the specific tools used to implement the methods.
Added Method No. 6, EPA AP-42 Emission Factors, as an
additional method for calculation of VOC emission from bulk
storage tanks.

Table 12.8 Updated the table of project signatory representatives by
substituting Michael A. Breeden for William Kyger as
Chairman of the Rockingham County Board of Supervisors.

This permit amends your permit dated January 7, 1998.

The permit contains legally enforceable conditions. Failure to comply may result in a
Notice of Violation and civil penalty.

In the course of evaluating the permit amendment request, and arriving at a final decision
to approve the project, the Department of Environmental Quality deemed the application
complete on July 10, 2001.

This permit amendment approval shall not relieve Merck & Co., Inc. of the responsibility
to comply with all other applicable local, state and federal permit regulations.

The Board’s Regulations as contained in Title 9 of the Virginia Administrative Code 5-
170-200 provides that you may request a formal hearing from this case decision by filing a
petition with the Board within 30 days after this case decision notice was mailed or delivered to
you. 9 VAC5-170-180 provides that you may request direct consideration of the decision by the
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Board if the Director of the DEQ made the decision. Please consult the relevant regulations for
additional requirements for such requests.

Additionally, as provided by Rule 2A:2 of the Supreme Court of Virginia, you have 30
days from the date of service of this decision (the date you actually received this amendment
decision or the date o which it was mailed to you, whichever occurred first), within which to
initiate an appeal of this decision by filing a Notice of Appeal with:

Dennis H. Treacy, Director
Department of Environmental Quality
P.O. Box 10009

Richmond, Virginia 23234-0009

In the event that this decision is served on you by mail, three days are added to the period in
which to file an appeal. Please refer to Part Two A of the Rules of the Supreme Court of
Virginia for information on the required content of the Notice of Appeal and for additional
requirements governing appeals from decisions of administrative agencies.

If you have any questions concerning this permit amendment, please contact Patty
Buonviri of the Valley Regional Office at (540) 574-7823 or (804) 527-5123.

Sincerely,

Lecttrlncy

R. Bradley Chewging, P.E.

Attachments: Permit
40 CFR 124.19

cc: Director, OAPP (electronic file submission)
Manager, Data Analysis (electronic file submission)
Chief, Air Enforcement Branch (3AT20), U.S. EPA, Region III
Superintendent, Shenandoah National Park
Project XL Stakeholders
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In compliance with the Federal Clean Air Act and the Commonwealth of Virginia
Regulations for the Control and Abatement of Air Pollution,

Merck & Co., Inc.
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1. Site-wide Emissions Caps
1.1.  Initial Site-wide Emissions Caps

1.1.1. Total Criteria Pollutant Emissions Cap: The total criteria pollutant
emissions cap (total emissions cap) is 1503 tons per year (TPY). The
criteria pollutants included in the cap are the following: ozone (using
volatile organic compounds (VOCs) as surrogate), sulfur dioxide (SO,),
particulate matter with aerodynamic diameter less than 10 microns

(PM-10), carbon monoxide (CO), and oxides of nitrogen (NOy).

1.1.2. SO; cap: The SO; cap is 719 TPY.

1.1.3. PM-10 cap: The PM-10 cap is 42 TPY.

1.1.4. NOy cap: The NOy cap is 291 TPY.

Adjustments to the Site-wide Emissions Caps

The site-wide emissions caps shall be adjusted as follows:
1.2.1. Initial benefit to the environment

a. Upon completion of the powerhouse conversion, the total emissions
cap shall be reduced to 1202 TPY, a 20% reduction of the total from
Subsection 1.1.

b. Upon completion of the powerhouse conversion, the SO, cap shall be
reduced to 539 TPY, a 25% reduction of the total from Subsection 1.1.

c. Upon completion of the powerhouse conversion, the PM-10 cap shall
be 46 TPY.

d. Upon completion of the powerhouse conversion, the NOy cap shall be
reduced to 262 TPY, a 10% reduction of the total from Subsection 1.1.

1.2.2. Adjustments for criteria pollutant regulations

Prior to the compliance date of a criteria pollutant regulation’, including

New Source Performance Standards (40 CFR 60 and VA Air Regulations

9 VAC 5 Chapter 50, Part I, Article 5 (9 VAC 5-50-400 et seq.)), to

which the site or a source at the site is newly subject, Merck will either

plan to implement the regulation as written by the compliance date, or
adjust the site-wide emissions caps as follows:

a. Merck shall determine the reduction in total actual emissions that
would result from complying with the regulation on the compliance
date. The total reduction will be based on the site’s operations and
production rate corresponding to the time period defined by the highest
emission point (HEP) or another more appropriate emission rate, as
agreed upon by the regulatory administering agency and Merck.

b. Proposed adjustment of site-wide emission caps: site-wide emission
caps will be proposed to be adjusted as follows:

i. The SO; cap reduced by the reduction in total actual emissions of
SO; that would result from complying with the new regulation

ii. The PM-10 cap reduced by the reduction in total actual emissions of
PM-10 that would result from complying with the new regulation

iii. The NOx cap reduced by the reduction in total actual emissions of
NOx that would result from complying with the new regulation

! A regulation promulgated under the Clean Air Act Title I or Virginia Air Pollution Control Law covering only those
pollutants listed in Section 1.1 of this permit.
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iv. The total emissions cap reduced by the reduction in total actual
emissions of CO or VOCs, as appropriate, that would result from
complying with the new regulation

c. Approval of cap adjustment:

1. Merck will submit the emission reduction determination and
rationale to the regulatory administering agency for review and
approval on a date prior to the compliance date of the regulation
which is no later than 120 days for new regulations, or no later than
90 days for existing regulations to which the site or a source at the
site is newly subject. Merck shall provide additional documentation
of the reduction estimate in a timely manner if requested. If Merck
fails to comply with the requirements of this paragraph, Merck shall
comply with the regulation as written. .

ii. The emission reduction determination will be considered approved
by the administering agency unless Merck is notified in writing
within 60 days of the initial notification provided in (i).

iii. If the regulation is administered by EPA under a Federal
Implementation Plan (CAA Section 110) or if it is an NSPS other
than Subpart Kb (40 CFR 60.110b et seq.), Merck shall implement
the regulation as written by the compliance date if: (1) EPA
determines that compliance with the regulation instead of a cap
adjustment is necessary for achieving the objectives of the
regulation, and (2) EPA notifies Merck in writing within 60 days of
the initial notification provided in (i).

iv. Except as provided in paragraph 1.2.2(c)(iii), if it does not agree
with Merck’s estimate provided in (c)(i), the administering agency
shall provide an alternate reduction estimate based on the site’s
operations and production rate as described in (a) and accepted
emission estimation methods described in Table 4.3.

v. Except as provided in paragraph 1.2.2(c)(iii), the parties will seek
agreement on the reduction estimate that represents the reduction
that would be effected by the regulation. Until an agreement is
reached, the site shall operate with the site-wide emissions caps
reduced by the amount determined by Merck in (a) and (b), and shall
be deemed to be in compliance with the regulation.

vi. Except as provided in paragraphs 1.2.2(c)(iii) and (v), if the parties
have not obtained agreement on the appropriate reduction estimate
within three months of the administering agency’s response in
(c)(ii), Merck shall have the option of either: adjusting the site-wide
emissions caps by amounts determined by the administering agency
in (c)(iv), or complying with the regulation as written no later than a
date agreed upon by the parties which shall be no later than 12
months after the compliance date of the regulation.

d. The site-wide emissions caps will be reduced as described in (b).

2 If the regulation is NSPS Subpart Kb including associated provisions of Subpart A, subparagraph (iii) would not
apply.
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e. The adjustments to the site-wide emissions caps will represent
compliance with the regulation.

1.2.3. Adjustments for Hazardous Air Pollutant (HAP) Regulations

No adjustment of the emissions caps shall be required when complying

with applicable HAP regulations.’

1.3.  Operating under the Emissions Caps
1.3.1.

a. The site’s actual emissions of criteria pollutants shall not exceed the
total emissions cap established in subsections 1.1 and 1.2.

b. The site’s actual emissions of SO,, PM-10, and NO, shall not exceed
the individual pollutant caps established in subsections 1.1 and 1.2.

c. Compliance with the total emissions cap and individual pollutant caps
shall be determined by comparing the specific cap to the 12-month
rolling total for that cap. Compliance with the total emissions cap and
individual pollutant caps shall be determined within one month of the
end of each month based on the prior 12 months. Merck shall use the
calculation techniques identified in Table 4.3 to calculate site-wide
actual criteria pollutant emissions.

1.3.2. Installation of controls for significant modifications and significant new
installations

a. Subsection 1.3.2 applies to significant modifications and significant
new installations. Significant modifications for the purposes of this
section are defined as changes to an existing process unit that result in
an increase of the potential emissions of the process unit after
consideration of existing controls of more than the significance levels
listed in Subsection 1.3.2 (b). 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
Subsection 1.3.2 (b). For purposes of this section potential emissions
means process unit point source emissions that would be generated by
the process unit operating at its maximum capacity.

b. Significance levels for determining significant modifications and
significant new installations:

40 TPY VOC
100 TPY CO
40 TPY NO,
40 TPY SO,

15 TPY PM-10

c. For any significant modification or significant new installation Merck
shall install at the process unit emission controls, pollution prevention
or other technology that represents good environmental engineering
practice in the pharmaceutical or batch processing industry, based on
the emission characteristics (flow, variability, pollutant properties, etc.)
of the process unit. Examples of emission controls that meet this
requirement include, but are not limited to:

A state or federal regulation promulgated under the Clean Air Act Title IIL.
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- condensation for high concentration VOC streams

- thermal oxidation for low concentration high flow VOC streams

- carbon adsorption for low concentration low flow VOC streams

- water or caustic scrubbing for acid gases and water soluble
compounds

- water or acid scrubbing for caustic gases

- dust collection (bag filters) or other particle removal for
particulates

- low NOy technology for significant NO, combustion sources

Operation of listed control equipment .

Merck shall continue to operate the emissions control equipment listed in

Table 1.3.3 as follows: the 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 operation and maintenance program based on
manufacturers’ specifications and good engineering practice.

Prohibition on emissions trading

Emission reductions of criteria pollutants listed in Sections 1.1 and 1.2

shall not be credited for trade or sale to any other site. Nor shall Merck

increase its allowable emissions through acquisition of emissions credits
from the open market or from any other site.

Prohibition for acid rain opt-in program

Merck shall not participate in the acid rain program under the “opt-in”

provisions of Clean Air Act Section 410.

Control requirements for certain units

a. Units that would otherwise be subject to requirements in 40 CFR 264
Subpart AA (40 CFR 264.1030 et seq.), or 40 CFR 265 Subpart AA (40
CFR 265.1030 et seq.), shall be controlled with a secondary brine
condenser or thermal oxidizer, and monitored as specified in Section 4.

b. Merck shall continue its maintenance and repair program (that resulted
in the site-specific emission factors referenced in Table 4.3) for all
equipment components (valves, flanges, pumps, compressors, sampling
connections) that are in contact with VOCs and/or volatile organics
(volatile organics as defined in 40 CFR 264 and 265).

¢. Merck shall install and maintain covers with no visible holes, gaps, or
other open spaces on all containers that would otherwise be regulated
under 40 CFR 264 Subpart CC (40 CFR 264.1080 et seq.), or 40 CFR
265 Subpart CC (40 CFR 265.1080 et seq.).

d. Merck shall install covers with no visible holes, gaps, or other open
spaces on all storage/accumulation tanks that would otherwise be
subject to the tank provisions of 40 CFR 264 Subpart CC (40 CFR
264.1080 et seq.), or 40 CFR 265 Subpart CC (40 CFR 265.1080 et
seq.). Fixed-roof tanks may be equipped with one or more
conservation vents. ‘

e. Merck shall install covers with no visible holes, gaps, or other open
spaces on hazardous waste treatment tanks that would otherwise be
subject to the treatment tank provisions of 40 CFR 264 Subpart CC
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(40 CFR 264.1080 et seq.), or 40 CFR 265 Subpart CC (40 CFR
265.1080 et seq.). Such tanks shall either be equipped with a floating
roof, or be vented to a brine condenser or thermal oxidizer and
monitored as specified in Section 4.

2. Powerhouse Conversion

2.1.

2.2.

2.3.

2.4.

Commitment to Convert Powerhouse

Merck shall convert the site’s steam-generating powerhouse from burning coal as

the primary fuel to natural gas as primary fuel and either #2 fuel oil or propane as

backup fuel. The new boilers shall be equipped with low NO, technology.

Timeframe for conversion

The conversion shall take place according to the following schedule:

2.2.1. Merck expects to contract with a boiler manufacturer for two natural
gas-fired boilers within six months of the effective date of the PSD permit.
A contract for purchase of two natural gas-fired boilers shall be made no
later than 12 months after the effective date of the PSD permit.

2.2.2. Merck expects to complete the powerhouse conversion 18 months after the
effective date of the PSD permit. Completion of the powerhouse
conversion shall take place no later than 30 months after the effective date
of the PSD permit.

Merck shall provide the following information to the project signatories:

2.3.1. Notification within 30 days after commencement of powerhouse
conversion

2.3.2. Notification within 30 days after completion of powerhouse conversion.

2.3.3. Notification that stack test of the powerhouse has been performed, and an
estimate based on that stack test of the actual emission reductions
achieved from the conversion.

Regulatory Compliance for the Powerhouse

2.4.1. This PSD permit is deemed to be the preconstruction permit for the
powerhouse conversion project described in this section for purposes of
Major New Source Review Permitting and Minor New Source Review
Permitting (40 CFR 52.21 and VA Air Regulations 9 VAC 5 Chapter 50,
Part I, Article 4 (9 VAC 5-50-240 et seq.), 9 VAC 5-80-10, 9 VAC
5-80-11, 9 VAC 5 Chapter 80, Part II, Article 8 (9 VAC 5-80-1700 et
seq.), and 9 VAC 5-20-160).

2.4.2. Compliance with this permit shall be deemed to be compliance with all
requirements of 40 CFR 60 Subpart Db (40 CFR 60.40b et seq.) and 9
VAC 5 Chapter 50, Part I, Article 5 (9 VAC 5-50-400 et seq.).

3. Compliance with State and Federal Regulations and Air Permits under the PSD permit.
This permit allows Merck to construct or modify emission units at the site. Any such
permitted activities would not be subject to any further PSD, NSR or minor NSR
preconstruction permitting requirements for the pollutants as specified in Sections 3.2 and

-3.3.
3.1.

This permit replaces all other pre-construction permits issued to the site prior to
November 9, 2000, including:



Merck & Co., Inc.
Registration Number: 80524

3.2

Page 7

Process Permit Date
Sludge Dryer 07/17/2000
MK-991 Process 11/24/1997
CRIXIVAN® Process 01/21/2000
Lovastatin Process 08/20/1997
Fire Pump Diesel Generator 02/28/1996
Powerhouse Diesel Generator 09/09/1994
Sterile Bulk Pharmaceutical Facility Centrifuge (Cefoxitin) 09/03/1993
Pharmaceutical Film Tablet Coating Pan 07/31/1992
Efrotomycin Process 06/07/1988
Primaxin Manufacturing 08/25/1983
Powerhouse 01/28/1982
Waste Disposal Incinerator 08/12/1981
Cefoxitin Process 10/27/1976
Activated Sludge Incinerator 05/28/1976
MPMD Pharmaceutical Tablet Manufacturing 06/16/1975
MK-476 Process ' 01/11/2000
Two Internal Combustion Engines (Tank Farm Fire Suppression) 09/27/1999

03/07/2000

Emergency compressor Unit

(Expiration date of 12/31/2000)

Building 5 temporary emergency generator

08/31/2000

(Expiration date of 12/31/2000)

Major New Source Review (NSR) Permitting and Registration

Compliance with this permit shall be deemed to satisfy all requirements of the
major NSR permitting and registration regulations (40 CFR 52.21, 40 CFR
52.2420 as it pertains to major NSR permitting and registration, and VA Air

Regulations 9 VAC S Chapter 50, Part II, Article 4 (9 VAC 5-50-240 et seq.), 9
VAC 5 Chapter 80, Part II, Article 8 (9 VAC 5-80-1700 et seq.), 9 VAC 5-80-30,
and 9 VAC 5-20-160) for pollutants listed in Section 1.1 and particulate matter
(PM), but not for particulate matter regulated as PM-2.5.
Other Regulations for Which the PSD permit Constitutes Compliance
Compliance with this permit shall be deemed to satisfy all requirements of the
following regulations for all pollutants except Lead, except particulate matter
regulated as PM-2.5, and except any new criteria pollutants listed by EPA in 40
CFR 52.21(b)(23)(i) after issuance of this permit:
3.3.1. Minor NSR Permitting and Registration
40 CFR 52.2420 as it pertains to minor NSR permitting and registration,
and VA Air Regulations 9 VAC 5 Chapter 50, Part II, Article 4 (9 VAC
5-50-240 et seq.), 9 VAC 5-80-10, 9 VAC 5-80-11, and 9 VAC 5-20-160
'3.3.2. Standards of Performance for Stationary Sources
VA Air Regulations 9 VAC 5 Chapter 50, PartII, Article 4 (9 VAC
5-50-240 et seq.) , and 40 CFR 52.2420, as it pertains to 9 VAC 5-50-240
et seq., standards of performance for stationary sources
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3.3.3. Virginia Air Toxics Rule
VA Air Regulations 9 VAC 5 Chapter 40, PartII, Article 3 (9 VAC
5-40-160 et seq.) and 9 VAC 5 Chapter 50, Part II, Article 3 (9 VAC
5-50-160 et seq.)
3.3.4. Notification, Records, and Reporting
VA Air Regulations 9 VAC 5-40-50 and 9 VAC 5-50-50, and 40 CFR
52.2420 as it pertains to 9 VAC 5-40-50 and 9 VAC 5-50-50, notification,
records and reporting.
3.3.5. Emission Standards for General Process Operations, Incinerators, and Fuel
Buming Equipment
VA Air Regulations 9 VAC 5 Chapter 40, Part II, Article 4 (9 VAC
5-40-240 et seq.), 9 VAC 5 Chapter 40, Part II, Article 7 (9 VAC
5-40-730 et seq.), and 9 VAC 5 Chapter 40, Part I1, Article 8 (9 VAC
5-40-880 et seq.), and 40 CFR 52.2420 as it pertains to VA Air o
Regulations 9 VAC 5 Chapter 40, Part II, Article 4, 9 VAC 5 Chapter 40,
Part II, Article 7, and 9 VAC 5 Chapter 40, Part II, Article 8, Emission
Standards for General Process Operations, Incinerators, and Fuel Burning
Equipment
3.3.6. Compliance and Monitoring
VA Air Regulations 9 VAC 5-40-20, 9 VAC 5-40-21, 9 VAC 5-40-22, 9
VAC 5-40-40, 9 VAC 5-40-41 and 9 VAC 5-50-40, and 40 CFR 52.2420,
as it pertains to 9 VAC 5-40-20, 9 VAC 5-40-21, 9 VAC 5-40-22, 9 VAC
5-40-40, 9 VAC 5-40-41 and 9 VAC 5-50-40, compliance and monitoring
3.3.7. RCRA Organic Air Emissions Standards
40 CFR 264 Subparts AA and BB (40 CFR 264.1030 et seq. and 264.1050
et seq.), and 40 CFR 265 Subparts AA and BB (40 CFR 265.1030 et seq.
and 265.1050 et seq.)
Regulations for Which This Permit Constitutes Compliance for Certain Provisions
Compliance with this permit shall be deemed to satisfy certain requirements of the
following regulations for all pollutants, except Lead, except particulate matter
regulated as PM-2.5, and except any new criteria pollutants listed by EPA in 40
CFR 52.21(b)(23)(i) after issuance of this permit. Merck shall continue to comply
with other sections of these rules as specified in the regulations. These regulations
and the portions for which the PSD permit constitutes compliance are specified
below. '
3.4.1. Standards of Performance for New Stationary Sources (NSPS)
The PSD permit constitutes compliance with 40 CFR 60 Subpart Kb (40
CFR 60.110b et seq.), 40 CFR 60 Subpart A (40 CFR 60.1 et seq.), VA
Air Regulations 9 VAC 5 Chapter 50, Part II, Article 5 (9 VAC 5-50-400
et seq.), and 40 CFR 52.2420 as it pertains to VA Air Regulations 9 VAC
5 Chapter 50, Part II, Article 5, for new and existing bulk volatile organic
liquid storage vessels (including petroleum liquid storage vessels) that
would otherwise only be subject to notification, recordkeeping and
reporting requirements.
3.4.2. Title V Permitting
a. Monitering Requirements: Monitoring requirements specified in
Section'4 of the PSD permit shall constitute compliance with any
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applicable monitoring requirements in 40 CFR 71.6(a)(3) and 9 VAC
5-80-110 E that would be applicable to provisions of this permit.

b. Recordkeeping and Reporting Requirements: Recordkeeping and
reporting requirements specified in Section 4 of the PSD permit shall
constitute compliance with recordkeeping and reporting requirements
that would be applicable to provisions of the PSD permit in 40 CFR
71.6(a)(3)(ii), 40 CFR 71.6(a)(3)(iii)(A), 9 VAC 5-80-110.F.1, and 9
VAC 5-80-110.F.2.a

CERCLA and EPCRA Emergency Release Reporting (40 CFR 302, 40

CFR 355.40) _

Emissions in compliance with this permit are “federaily permitted

releases” for purposes of release reporting under Section 103(a) of the

Comprehensive Environmental Response, Compensation and Liability Act

(CERCLA) and Section 304 of the Emergency Planning and Community

Right-To-Know Act (EPCRA).

Facility and control equipment maintenance or malfunction compliance

VA Air Regulations 9 VAC 5-20-180 and 9 VAC 5-50-20, and 40 CFR

52.2420 as it pertains to 9 VAC 5-20-180 and 9 VAC 5-50-20, facility and

control equipment maintenance or malfunction compliance (except for

visible emissions and odor).

Control Programs

VA Air Regulations 9 VAC 5-20-170, and 40 CFR 52.2420 as it pertains

to 9 VAC 5-20-170, Control Programs (except for visible emissions and

odor).

Compliance, Monitoring and Performance Testing

VA Air Regulations 9 VAC 5-40-30, 9 VAC 5-50-30, and 40 CFR

52.2420 as it pertains to 9 VAC 5-40-30 and 9 VAC 5-50-30, Compliance,

Monitoring and Performance Testing (all except 9 VAC 5-40-30B and 9

VAC 5-50-30B, which subject emission testing to approved guidelines)

RCRA Organic Air Emissions Standards for Tanks and Containers

40 CFR 264 Subpart CC (40 CFR 264.1080 et seq.), and 40 CFR 265

Subpart CC (40 CFR 265.1080 et seq.), except for provisions applicable to

surface impoundments.

Compliance with the terms of this permit shall not relieve Merck of its obligation
to comply with applicable local, State or Federal laws and regulations not
addressed in this section.

Violation of a term of this permit shall not constitute a violation of regulations
listed in this section for which the permit constitutes compliance.

Monitoring, Recordkeeping and Reporting
Merck shall comply with the monitoring, recordkeeping and reporting requirements
specified in Table 4.2. Monitoring, recordkeeping and reporting as prescribed in this
section shall constitute the basis for Merck’s certification of compliance with the
-provisions of this PSD permit pursuant to Title V.
Reporting Tiers:

4.1.

4.1.1.

Tier I requirements are in effect whenever the actual criteria pollutant
emissions for the last 12 months are determined to be greater than 0% and
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less than 75% of the total emission cap, and during the startup period of
the permit (the period between the effective date of this section and 12
months after completion of the powerhouse conversion project).

. Except as provided in 4.1.1, Tier II requirements are in effect whenever

the actual criteria pollutant emissions for the last 12 months are
determined to be equal to or greater than 75% and less than 90% of the
total emission cap.

Except as provided in 4.1.1, Tier III requirements are in effect whenever
the actual criteria pollutant emissions for the last 12 months are
determined to be equal to or greater than 90% of the total emission cap.

Except as provided in 4.11, Tier I, II and III monitoring, recordkeeping and
reporting requirements for SO,, PM-10, NO,, CO and VOCs are found in Table

4.2.

Emission Calculation Techniques

4.3.1.

4.3.2.

4.3.3.

Table 4.3 specifies the emission calculation techniques to be used for each

emission type at the site.

Adjustment to the PM-10 Emission Cap: Upon completion of the

powerhouse stack test required in Table 4.2, the PM-10 emission cap shall

be adjusted as follows:

a. Merck shall submit the stack test results to VADEQ for confirmation
that the test was performed correctly.

b. The powerhouse’s condensable PM-10 emission rate shail be
determined as: the sum of (1) the quantity of condensable PM-10
measured while burning natural gas at full load (in Ib/day) times 345
days, and (2) the quantity of condensable PM-10 estimated while
burning backup fuel at full load (in Ib/day) times 20 days, converted to
TPY.

c. The PM-10 emission cap in 1.2.1(c) shall be increased by the
powerhouse’s condensable PM-10 emission rate as determined in (b) or
10 TPY, whichever is less. Operation of this provision shall trigger an
administrative permit modification only.

If the AP-42 emission factors described in Table 4.3 are updated, and the

project signatories fail to agree upon appropriate changes needed to

incorporate these updated factors into the permit as provided in Section

6.1.1, VADEQ may at its discretion initiate the following actions:

a. Describe to the project stakeholders in writing that use of the updated
AP-42 emission factor is important for the technical validity of the
site’s emission calculations.

b. Obtain from Merck: 1) confirmation that the emission source(s) at the
site are the same type of sources as those for which the AP-42 emission
factor applies, and (2) agreement on how the emissions caps, HEP and
current actual emissions should be adjusted to reflect the updated
emission factor.

c. Provided that agreement is reached in (b), initiate the permit

modification procedure to incorporate the change into the permit.
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Monthly Requirements:
4.4.1. Beginning on the first day of each month, Merck shall perform the
monitoring, recordkeeping and reporting requirements in Table 4.2
according to the reporting tier determined by the 12-month rolling total of
criteria pollutant emissions of the period ending two calendar months prior
to that date. The monthly calculations specified in Table 4.2 shall cover
the period which ended one calendar month prior to that date.
4.4.2. Example
a. By 2/1/97 calculate the 12-month rolling total of criteria pollutant
emissions for 1/1/96 through 12/31/96.

b. Assume 1/1/96-12/31/96 emissions total equals 80% of total emissions
cap.

c. Assume Tier I requirements were in effect 1/97 and prior. _

d. For the month of March 1997, Tier II monitoring, recordkeeping and
reporting requirements would be in effect.

e. Twelve-month rolling total including the first month of Tier II data
(from 3/97) will be calculated by 5/1/97 for period 4/1/96 through
3/31/97.

Annual and Semi-Annual Requirements:

4.5.1. On September 1 of each year, Merck shall submit a semi-annual report for
the six-month period ending June 30th if any tier reached during that
period required a semi-annual report.

4.5.2. OnMarch 1 of each year, Merck shall submit a semi-annual report for the
six-month period ending December 31st if any tier reached during that
period required a semi-annual report.

4.5.3. On March 1 of each year, Merck shall submit an annual report for the
12-month period ending December 31st.

Reports required in this section shall be submitted to the project signatories.

Reports specified in Section 4.5 shall contain certification by the site’s

responsible official that to his belief, based on reasonable inquiry, the information

submitted in the report is true, accurate, and complete.

Records required in this section shall be retained on site for at least five years.

Annual Progress Report

In addition to the reports otherwise required in the section, Merck shall submit to

the project stakeholders and to other parties an annual progress report. This report

shall include a summary of the site’s actual emissions and site-wide emission
caps, emissions reduced as a result of the PSD permit, and other information
about the site and the operation of the PSD permit.

Adherence to Continuous Monitoring Requirements

This paragraph applies to each of the monitoring systems required by this permit.

" Adherence to the requirement to monitor continuously shall be demonstrated by

either 4.10.1 or 4.10.2.

4.10.1. Collection of at least 90% of the data required to be collected by the
permit during any one month, or

4.10.2. Collection of less than 90% of the data required to be collected by the
permit during any one month, and either
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a. verification and documentation through independent means
sufficient to establish that the control device was operating
properly during the period that the monitoring system failed to
collect data, or

b. the assumption for the purpose of emission calculations that the
control device was not operating during the period that the
monitoring system failed to collect data.

HAP Monitoring and Emission Testing Requirements Under CAA Section 112(d)
4.11.1. Compliance with monitoring requirements required for a particular control
device under an applicable CAA 112(d) regulation shall constitute
compliance with any Section 4 monitoring requirement applicable to that

device.

4.11.2. Compliance with emission testing requirements required for a particular
control device under an applicable CAA 112(d) regulation shall constitute
compliance with any Section 4 emission testing requirement applicable to
that device.

In addition to the requirements in Section 3.4.4 for visible emissions and odor, the

VADEQ shall be notified of each event involving malfunction or bypass of a

control device listed in Table 1.3.3 or any new control device installed pursuant to

Section 1.3.2, if the total criteria pollutant emissions resulting from such event are

expected to exceed 5% of the total emissions cap. This notification shall be

provided no later than four (4) daytime business hours after the determination of
applicability of this section is made.

Phase In of PSD Permit Terms

5.1

5.2

5.3.

All sections of the PSD permit are effective upon the effective date of this permit

except:

5.1.1. Section I: Site-wide Emissions Caps

5.1.2. Section 3: Compliance with State and Federal Regulations and Air Permits
under the PSD Permit

5.1.3. Section 4: Monitoring, Recordkeeping and Reporting

Sections 1, 3 and 4 of the PSD permit are effective on the first day of the month

12 months after completion of the powerhouse conversion project or after written

notification is provided by Merck to the project stakeholders, whichever is sooner.

If Sections 1, 3, and 4 of this permit become effective prior to 12 months after

completion of the powerhouse conversion project pursuant to Section 5.2, Merck

shall conduct a performance test on any control device installed pursuant to

Section 1.3.2, excluding condensers and conservation vents. Such performance

test shall be conducted within 180 days of the start-up of the unit. This condition

shall cease to be applicable once Section 1.2.1 becomes effective.

Periodic Review of the PSD Permit

The PSD permit shall be periodically reviewed as specified in this section. Changes to

. the PSD permit shall be made either: after full consent of the project signatories and
subject to the permit modification procedures promulgated in Merck’s site-specific rule,
or pursuant to PSD permit modification procedures generally applicable to all PSD
permits. Changes to the PSD permit other than those described below are not subject to
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review except as otherwise agreed to by full consent of the project signatories.
Discussion of issues brought by the project stakeholders relating to the PSD permit may
occur as needed.

Five-Year Periodic Review

Within three months of the five year anniversary of the completion of the
powerhouse conversion project and every five years thereafter, the project
stakeholders shall reconvene to review whether any of the following changes to
the PSD permit are required.

6.1.

6.1.1.

6.1.5.

6.1.6.

6.1.7.

Significant changes in calculation methods -- Current state-of-the-art
emission estimation techniques are used to calculate emissions from the
site. These methods and their application to the site’s emission sources
are specified in Table 4.3. If significant changes are made to these
methods, or new methods are identified that are determined to be
appropriate for emission sources at the site, adjustments to the site’s" "
emissions caps, HEP and current actual emissions may be considered,
depending on the nature and extent of the new methods or changes to the
current emission estimation techniques.

. Change in list of criteria pollutants or National Ambient Air Quality

Standards (NAAQS)- If EPA adds, deletes, or modifies the list of criteria
pollutants or NAAQSs, adjustments to the site’s emissions caps, HEP,
current actual emissions, and other changes to the PSD permit may be
considered, depending on the reason for the change and its impact on the
site’s emission totals. If changes are made to incorporate the revision,
Section 1 will also be revised to reflect the addition, deletion or
modification of the pollutant.

. Review of examples of control technology in 1.3.2(c) -- Controls listed in

Subsection 1.3.2(c) represent good environmental engineering practice
with regard to controlling air pollutants. Changes to this list may be
considered, including evaluation of new control technology, to ensure that
the section continues to represent good environmental engineering
practice.

4. Adequacy of Section 4 requirements - Section 4 (Monitoring,

recordkeeping and reporting requirements) may be reviewed to ensure that
it provides information necessary to evaluate the site’s performance under
the agreement. This section also may be reviewed to identify overlapping
Or unnecessary requirements.

Review Procedure for New Criteria Pollutant Regulations - Subsection
1.2.2(c) describes the review and approval procedure for the emissions cap
adjustment for new regulations. This procedure may be evaluated and
changes to the procedure considered in order to facilitate timely and
appropriate adjustments.

Review of Termination Criteria -- Section 8 specifies criteria subject to
which the PSD permit would be terminated. These criteria may be
evaluated and changes considered as deemed necessary.

Review of Modeling for Short Term PM-10 and SO, emissions -- Prior to
the five-year review, Merck shall submit to the project stakeholders
information necessary to perform short term PM-10 and SO, NAAQS
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modeling, similar in extent and detail to the modeling performed for the
permit support documentation. This information shall include but not be
limited to the current plant configuration with information on building
locations and dimensions, information on emission sources including stack
dimensions, exit gas parameters, and emission rates for actual operating
conditions and worst case short-term (3 and 24-hour) operating conditions.
If major changes have been made at the site not reflected in the most
recent modeling analysis, Merck shall perform an updated modeling
analysis if requested by EPA or VADEQ.

Review of the Determination that the Area is NO,- Limited for Ozone
Formation -- If any project stakeholders present technical papers or studies
that change the generally recognized determination that the area near the
site, including the Shenandoah National Park, is NOy-limited for ozone
formation, changes to terms of the PSD permit may be considered.
Review of Periodic Review Criteria -- Section 6 specifies criteria by
which the PSD permit shall be periodically reviewed. These criteria may
be evaluated and changes considered as deemed necessary.

Review Triggered by Emission Levels

6.2.1.

Review of Air Quality Related Values (AQRVs)

a. Trigger for AQRV Assessment: The AQRV assessment specified in
this subsection shall be triggered upon either of the following events:

i. After installation of any individual new process or process
modification that results in a net increase in the site’s actual VOC
emissions of 100 TPY or more. Net increase means the sum of
emission increases and decreases occurring at the site resulting from
the new or modified installation.

ii. After the first time the site-wide VOC emissions exceed two times
the baseline (Table 1.1) VOC level (i.e., if site-wide VOC emissions
reach 816 TPY).

b. AQRV Assessment: If an AQRYV assessment is triggered in (a), VOC
emission increases shall be reviewed to determine whether they are the
cause of or significantly contribute to adverse impacts on any AQRVs
at the Class I area (Shenandoah National Park). Merck shall be
responsible for performing the assessment of VOC impacts on AQRVs
using demonstrated methods for such assessments.

c. Mitigation Measures: If the project signatories agree that Merck’s VOC
emissions are the cause of adverse impacts on any AQRVs at the Class
[ area (Shenandoah National Park), Merck shall implement mitigation
measures that are agreed to by the project signatories.

. Review of Non-HAP VOCs -- No later than three months after the

site-wide VOC emissions reach 125% of the baseline (Table 1.1) VOC

level (i.e., if site-wide VOC emissions reach 510 TPY):

a. Merck shall provide to the project stakeholders the list of non-HAP
VOCs that were emitted from the facility in the previous 12 months.
EPA shall conduct a review of the scientific literature for any new
information on the health effects of these compounds and provide such
information to the project stakeholders.
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b. Merck shall conduct a site-wide modeling assessment of non-HAP
VOC emissions yielding average property line concentrations. These
modeling results shall be compared to the Significant Ambient Air
Concentrations (SAAC) established in the Virginia Air Regulations (9
VAC 5 Chapter 40, Part II, Article 3 (9 VAC 5-40-160 et seq.) and 9
VAC 5 Chapter 50, Part II, Article 3 (9 VAC 5-50-160 et seq.) except
the most recent Threshold Limit Values published by the ACGIH shall
be used in the SAAC calculations. If this assessment predicts an
exceedance of the SAAC for any of the modeled substances, Merck
shall either:

i. Demonstrate to the VADEQ’s satisfaction that the applicable SAAC
is inappropriate for the substance in question by showing that the
emissions from the site produce no endangerment of human health;
or :

ii. Implement changes at the site resulting in ambient concentrations of
the substance that are below the SAAC or resulting in such other
ambient concentrations acceptable to the VADEQ.

Any actions pursuant to (i) or (ii) to resolve any SAAC exceedance

shall be initiated within four months of reaching the VOC level that

triggered this subsection, and communicated to the project
stakeholders.

c. Subsequent assessments specified in (a) and (b) shall be conducted if
site-wide VOC emissions increase further whenever such incremental
increases exceed 100 TPY (i.e., at VOC levels of 610 TPY, 710 TPY,
810 TPY, etc.). If 9 VAC 5 Chapter 40 Part II Article 3 or 9 VAC 5
Chapter 50 Part II Article 3 of the Virginia Air Regulations are
significantly modified or rescinded, the project stakeholders shall
consider an alternative system upon which to base this periodic
evaluation. Unless the project signatories agree to change or eliminate
this system, the requirements of this subsection shall remain in effect.

Duration of the PSD Permit
The PSD permit shall continue to be in effect unless terminated as specified in Section 8

orll.

Termination of the PSD Permit
8.1.  The PSD permit may be terminated as provided in 8.2 through 8.4 upon written
notice for the following reasons only:
8.1.1. If the EPA or VADEQ determines that continuation of the PSD permit is
an imminent and substantial endangerment to public health or welfare, or
‘ the environment.
« 8.1.2. If Merck knowingly falsifies emissions data.
8.1.3. If Merck fails to implement the powerhouse conversion project in
accordance with Section 2.
8.1.4. If Merck receives four consent orders or two judgments adverse to Merck
arising from non-compliance with this permit in a five year period that are
deemed material.
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8.1.5. If the total emissions cap is exceeded.

8.1.6. Upon full consent of all project signatories.

8.1.7. For other reasons not specified in Section 8.1 for which VADEQ has
statutory authority to terminate the permit.

Force majeure exemption from Section 8.1.

8.2.1. A force majeure is defined as any event arising from causes not reasonably
foreseeable and beyond the control of Merck, which cannot be overcome
by due diligence and which delays or prevents performance by a date or
manner required by this PSD permit.

8.2.2. Such force majeure events shall not cause termination of the PSD permit,
providing that Merck complies with the notification requirements in 8.2.3.

8.2.3. Within seven calendar days after it becomes aware of an event which
Merck claims constitutes a force majeure exemption from Subsection 8.1,
Merck shall notify EPA and VADEQ. This notification shall include the
estimated time anticipated for the delay, its cause, measures taken or to be
taken to prevent or minimize the delay, and the estimated timetable for the
implementation of these measures.

In the event of termination as specified in Subsection 8.1, the VADEQ or EPA

shall provide the project signatories with written notice of its intent to terminate

the PSD permit. Within 30 calendar days of Merck’s receipt of this notice, Merck
may take corrective action to remedy the cause of the termination. If this remedy

(which may include a corrective action plan and schedule) is deemed acceptable

by the regulatory agency that provided written notice of its intent to terminate the

permit, the action to terminate the PSD permit shall be withdrawn. Otherwise, the

PSD permit is terminated as provided in Subsection 8.4.

If the notice of intent to terminate is not withdrawn by the enforcing agency as

provided in Subsection 8.3, the agreement shall be terminated in the following

manner:

8.4.1. Merck shall submit a revised Title V application under the then-applicable
Title V program no later than 12 months after the notice of intent to
terminate, or within some other reasonable shorter time period as agreed to
by the Title V-implementing agency and Merck (called the interim
period).

8.4.2. During this interim period Merck shall meet with the Title
V-implementing agency to agree upon the appropriate applicable
requirements to be included in the Title V application and draft permit.

8.4.3. During this interim period Merck shall abide by all terms of the PSD
permit that are in effect at that time. If the site’s actual 12-month rolling
total of criteria pollutant emissions equals or exceeds the total emissions
cap, increases of these emissions shall be allowed only with prior approval
from the permitting authority(ies) and receipt of any necessary
preconstruction permits.

8.4.4. Once the revised Title V permit application is submitted and deemed
complete, the Title V-implementing agency shall issue an order stipulating
that the site shall operate under the requirements as specified in the Title V
application and in compliance with all applicable requirements. Upon
issuance of the order the PSD permit would be terminated.
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Termination of the PSD permit does not cancel Merck’s obligation to complete
any corrective actions relating to non-compliance under the PSD permit.

Inspection and Entry

9.1.

9.2

9.3.

Upon presentation of credentials and other documents as may be required by law,

Merck shall allow authorized representatives of EPA and VADEQ to perform the

following:

9.1.1. Enter upon the site

9.1.2. Have access to and copy at reasonable times any records that must be kept
under the conditions of the PSD permit

9.1.3. Have access at reasonable times to batch and other plant records needed to
verify emissions

9.1.4. Inspect at reasonable times any facilities, equipment (including monitoring
and control equipment), practices, or operations required under the PSD
permit

9.1.5. Sample or monitor any substances or parameters at any location, during
operating hours, for the purpose of assuring PSD permit compliance or as
otherwise authorized by the Clean Air Act.

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 PSD permit violation and assessment

of civil penalties.

Such site, facility and equipment access, and sampling and monitoring shall be

subject to Merck safety and industrial hygiene procedures, and Food and Drug

Administration and Good Manufacturing Practice requirements in force at the

site.

Reservation of Rights

10.1.

10.2.

10.3.

10.4.

Except as expressly provided in this PSD permit:

10.1.1. Each project signatory reserves all rights and defenses it may have, and

10.1.2. Nothing herein shall prevent EPA or VADEQ from taking administrative
enforcement measures or seeking legal or equitable relief to enforce the
terms of the PSD permit, including but not limited to the right to seek
injunctive relief, and imposition of statutory penalties, fines and/or
punitive damages.

Nothing herein shall be construed to limit the rights of EPA or VADEQ to

undertake any criminal enforcement activity against Merck or any person.

Nothing herein shall be construed to limit the authority of EPA or VADEQ to

undertake any actions in response to conditions which present an imminent and

substantial endangerment to public health or welfare, or the environment.

* Nothing herein shall be construed to limit Merck's rights to administrative and

judicial appeal of termination actions in accordance with 9 VAC 5 Chapter 170,
Part VIII of the State Air Pollution Control Board Regulations for the Control and
Abatement of Air Pollution.

Transfer of Ownership

11.1.

The terms of the PSD permit are transferable to a new owner upon sale of the site.
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11.2. In the event of any change in ownership or control of the site, Merck shall notify
the project stakeholders in writing no later than 10 days after the change. The
notification shall include the name, address, telephone number of the transferee in
interest, and the date of the transfer.

11.3.  For the first 12 months after change in ownership or control of the site, the new
owner shall submit the monthly 12-month rolling total of criteria pollutant
emissions to the project signatories, in the same manner as specified in Section 4.

11.4.  Within 12 months of the change in ownership or control of the site, the PSD
permit shall be reviewed as specified in Section 6. Such review shall also include
an affirmative renewal of the PSD permit by the project signatories. Affirmative
renewal means that the PSD permit shall continue to be in effect if all project
signatories (excluding Merck and including the new owner/operator) agree that
the PSD permit should continue; otherwise, the PSD permit shall be termmated as
specified in Subsection 8.4.

Definitions for Terms in the PSD Permit

12.1.  12-Month Rolling Total: The 12-month rolling total for an individual pollutant or
the total of Section 1.1 pollutants is calculated on a monthly basis as the sum of
all actual emissions of the respective pollutant(s) from the previous 12 months.

12.2.  Completion of powerhouse conversion: the date upon which the new boilers are
operational. This determination shall be made by Merck based on the boiler
manufacturer’s installation, startup and shakedown specifications.

12.3.  Compliance date: the date upon which the site is required to take action in order
to comply with a new regulation or a regulation to which it is newly subject.

12.4. Highest Emission Point (HEP): The highest 12-month rolling total of criteria
pollutant emissions from the site since 12 months after completion of the
powerhouse conversion project.

12.5. Process unit: (a) manufacturing equipment assembled to produce a single
intermediate or final product, or (b) any combustion device.

12.6. Project stakeholders: employees of the project signatories to the Final Project

Agreement, plus other parties as follows:

12.6.1. up to three other community representatives shall be included as
nominated by the Rockingham County Board of Supervisors, and agreed
to by full consent of the project signatories to the Final Project Agreement.
Community representatives are defined as local government and or
community residents with an ongoing stake in the project, and

12.6.2. up to one representative from a regional public interest group shall be
included as nominated by any project signatory and agreed to by full
consent of the project signatories.

12.7.  Responsible official: (1) The president, secretary, treasurer, or vice-president of
' the business entity in charge of a principal business function, or any other person
who performs similar policy or decision-making functions for the business entity;
or (2) A duly authorized representative of such business entity if the
representative is responsible for the overall operation of one or more

manufacturing, production, or operating facilities applying for or subject to a

permit and either (i) the facilities employ more than 250 persons or have gross

annual sales or expenditures exceeding $25 million (in second quarter 1980
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dollars), or (ii) the authority to sign documents has been assigned or delegated to
such representative in accordance with procedures of the business entity.
Signatories to the Final Project Agreement or project signatories: The U.S.
Environmental Protection Agency (EPA), the Virginia Department of
Environmental Quality (VADEQ), the Department of the Interior Federal Land
Manager (FLM), the Rockingham County Board of Supervisors, and Merck &
Co., Inc. All correspondence required by this PSD permit shall be directed to the
individual representatives for each of these project signatories listed in Table
12.8. This table may be revised upon written notification to the project
signatories.

Site: 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.
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Table 1.1
Actual Criteria Pollutant Emissions from the Stonewall Site
Pollutant 1992 Actual 1993 Actual Average of 1992 | Emission Cap
Emissions (TPY) | Emissions (TPY) | and 1993 (TPY) | Established in
Subsection 1.2.1
SO, 714 723 719 539
NO 293 290 291 262
CO 44 42 43 NA
PM-10 42 42 42 42
VOC 442 374 408 NA
Total criteria 1535 1471 1503 1202
emissions ‘
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Table 1.3.3.
Operation of Listed Control Equipment

Emission Unit Control Device Pollutant

General requirement for all air pollution control (APC) equipment: Maintain APC
equipment in proper working order

Diesel generator NOx control NOy

Sludge Dryer Dust collector (DC-609) PM-10
Venturi scrubber (VS-390) PM-10

Sludge incinerator Venturi scrubber (SCB-290) PM-10

Solvent Recovery Venturi/packed bed scrubber in VOCs
solvent recovery (SCR-1000)

CRIXIVAN® Fabric filter boxes (Finishing) (VF- | PM-10
121, VF-185)

Thermal oxidizer (TOU-2542) VOCs
Scrubber (SCR-2546)

Secondary brine condensers in VOCs
solvent recovery (CN-102, CN-

505/506, CN-702)

Lovastatin Bulk storage tank conservation vent | VOCs
Secondary brine condensers in VOCs
solvent recovery (CN-203) and
Building 43 (CN-911)




191 19Y31y ®© 0} 191) JOMO]
‘b uonoag ut pauyyap se 1913 Suioday Hodoy | e woy SuiBueys jo yiuow suo unpim 1'V
~ ‘podax £q pa1orod A[jenuue
Yiuow yoes 10j  uoljoag ul pauyap se 1on Jurpodoy uodoy Alquoy -1uag Ajenuuy [ o1y
(sremoe pue deaqns/des usamiaq 90UAIYJIP SANRINUIND)
nurad 4Sd o ues sours yoaford 1y WIOIJ paonpal SUOISSIWD Ajjenuue
01-Nd PuB *ON TQS pue suoissiwa juejnjjod eusn [ejo uodoy Ayiuop -1ueg Ajenuuy 6V
(sfemoe pue deaqns/des ussmiaq 30USIIIP)
Wodarse| souis 199(o1d Ty woxy paonpai suoissiwo Ajjenuue
01-Nd Pue QN ZQg pue suoissiua juenjjod eLaLd le10], uoday A[yiuopy -1wag A|jenuuy 8V
"Hodar £q pa1aa0d yuow yoes 10y A]9Andadsar ‘suoissiuo Kjjenuue A[jenuue
Q0A PU® ‘0D ‘01-Ad *ON ‘20§ 101 Surjjo yyuour-g | Hoday A[yuop -lwas -fwss L'V
"Hodar £q pa12A0d Yiuow yoes 10§ Ajjenuue Ajenuue
Suoissiwa yuenjjod eI SpIm 3)is [e10} Suljjor uowr-g | uodoy Ayuopy ~Iwag ~-1wag Q'Y
"y UOn03g ul pauyap se 191 Juisodar yuauiny p1039y Ayruopy A[auopy AqiuoN S’V
ddH waun) p1oooy | Ajpuoy |  Apuoy | Ao | by
des o[-Nd ‘ded *QN ‘des QS ‘des suorssiws [gjo], pI023Yy A[quop A|puopy Aquopy £V
A12An92dsal suoissis HOA B
PUE ‘0D ‘01-Wd ON %08 3pis anis [ej0} 3uijjo1 yuow-z | p1033y Alquop Alyruopy Alqiuo (A4 -
suole[noed
Suoisstwo jueinjjod 119115 Spim s [ejo} Suijjor Yuow-g | plooay Aquopy Ajguopy Ajyauopy 1'V dep
suolssiuy juenjjoq
BLIILLD) IPIM-NS
'Y uopdayg
y10dayyy A>uanbaayg | Louanbaay | A>uanbaay jan
judwdainbay PL033Y/1031UOJAl |  [II 91 JIEEINS JECIN A uolssiuyy

7T 98ey
$2S08 :1oquinN uonensigoy
ouj 0D 2 YOI

sjuawaainbayy 3ugproday pue Jurdasypaodray ‘Surioyuopy
valqel




"pardajas K3ojouysay oy 10§ uonjeuejdxo

ue dpn[oul “o'g ¢’ | Ut pIAISI| SPoYIdUW 34} JO U0 Jou

St pakojdus poyyaw oY) §1 "Z'¢’ | JO Siuawannbas oy} 190w 0)
pakojdwa £3ojouyoay 19110 10 uonuaaaid uonnjjod ‘sjonuod
ay) pue ‘(Z'¢"| Ul pauijap se) uoniejjeISUL Mau juedsiyudis

uone[[eISul Mau
juedijiudis 10 uonesIjIpour RO IudIs

10 uonjestjipow Juedtyudis ayy Suiquossp podai ywqng unodoy Aue jo uoperado Joshep sy UM | LI'V
: suone[[eisu]
s{oAaf aoueoliudis *q g ¢’ | 19881 uone[jeISUl MOU uone[[eIsul Mau Tel
10 uonjeoijipout ss3201d oy} 1ayaym Suuiundap suoenoe) P1023y 10 uoneoyyipow Aue jo uonerddouodny | 9]’y | uonodssqng
Tl
alewso uonoasqng £q pannbar se jusunsnipe
10] siseq pue ‘3)ex UoISSIWS djewwfe 10 JgH ‘uonendal deo 10] pa1os[as uonendal mau Jo
woly Burynsas uonodnpal yueinjjod e (€103 poday uoday | arep souerdwos 03 zoud sfep 061 10021 | SI'V
‘7T’ 1 uondasqng 1apun des ysnfpe 1o
ud)jim se uonjendal yuswajdul 03 19Y1oYM UOISIOAP PI0IAY pi0oay | uonendar mau jo apep soueijdwoo uodn) | HI'V
yusunsn(pe 1oy uonsuedxs pue Kjjenuue
‘sdes jenpialpui o ded suoissiws [ejo) 0} sjusunsnlpe Auy uoday Aqiuoy ~Weg Aenuuy | €'Y
sjuawsnipe
sdes jenpiaiput 10 ded suoissiwa [ejo3 03 sjusunsnlpe Auy p1oo9y A|yuo Kjypuop Ao |  ZI'V dep
(panuiuod)
suoysstuy IPI-INS
| 1y uoy3g
_ yr0dayy/ Kouanbaag | Aduanbasyg | LHusnbaay nun
: yudwdainbay P1023)/1031U0 A 11 431 L I 431 L 91, uolssyuy

sjuawaainbay Supaoday pue Surdaaypaoday ‘Burio)iucjyl

€7 98ey
b7S08 12qunN uonensiday
"ou[ 0D % YW

(panupuod) 7'y 3jqeL,




“70S pue *ON pouad s19)owieIed

‘01-JAd JO $321n0s 10J sindut Suijapowt pue siojaweled yoels podoy aw} a|qeuoseal uryjim ysanbai uodn 1TV 3uijapoy
"1e2A snoiaaxd 9y} 19A0 pajerado

(£°€7] S1qE [ Ul pajsi| 321A9P [OLUOD YIBS Jey) S} JUIID] podoy Ajenuuy Ajjenuuy Ajenuuy | oz'vy A v

el

s[onuo)

‘3unesado st jjun suoissiws pajjonuods ayy ajiym Surersdo passt]

Jou st "¢'¢"1 S1qe.L ul pajsyj juswdinba [oxuod swiy p1ovay p1029y guio8uQ 3uto8uQ duoduQ |  61'V | Jo uonesadg
“Juawdinba paryipow
10 M3u J0 9991d Yyoea woy pantws jueinjjod eLILS Yors Jjo
SUOISSIWS [€10} 9y} pUe ‘UONEIIPOUI IO UOLR[[RISUI MIU 1)
Yitm pajerdosse juswdinbs jonuos uonnjjod e ‘ans yued oy
U0 UOHEoy1pow 10 UoKe|jE)SUl M3U 1) JO UOIEI0] ‘SIaquunu

uoniesynuapt juswdinbs ‘payipow 10 pojpeisur juswdmba uonjejelsur mau
Mau jo souanbas pue ad4y ayy Suimoys wieigelp onewoayos Juedy1usis Jo uonesyipous juesyudis
€ :uoneunojut 3uimojjoy ay; Suipiaoxd podai yuqng ‘poday Aue jo uoyesado jo sAep sy ulynm | 81'V .

(panunjuod)

SUOISSIWY IPIAA-NS

'V uondng

110dayyy Aduanbaig | Ad>uanbasyg | A>uanbaiy nun
Juawaanbay P1033Y/10)tuo 111 _LL 11 19LL I19LL uoyssiury

syuaurdinbay uptoday pue Suidaaypiosay ‘Surioyuopy

T 93eq
¥7S08 “dquinN uonensiday
ouf 0D % Yo1W

(panunuod) 7'y agqe .




93esn |anj pue 510}oBJ UOISSIW UO Paseq SsuoIssiwyg p1023Y Alyuoy Ajyiuopy Ajyjuo 6d
P1039Y nup
pasn [any jo ad£y pue junowry pue JO)}UON Ajyiuopy Alyuoy AyauoN g'd | [1odnyoeg

Kjjenuue
[9ny dnyjoeq pue sed [einjeu Sulwing sw) JusdIag poday Ayuo -1ueg Kjenuuy L'g
jony dnyjoeq pue sed jeinjeu Suruing swiny JuadISg P10y Ajpuoy Aippuoy Ajuo od
a8esn [ang pue s10)o8] A[jenuue
uolissiwd ‘WHd/IWNAD *ON ‘1591 Jor)S U0 paseq suolssIwg uodoy. A[qiuop -Iues Ajpenuuy s'd
a8esn [any pue s10)08)
uolssiu ‘INFd/INFD *ON ‘1593 jOr)S U0 paseq suolssiwy pioday AjyuopN Ajyiuopy AjqauoN vd
p1029Y
pasn [an§ jo junowe pue adA |, pue JOJIUON Ajuopy Alpuopy Ajquoy t'd
P10y

SINHd 10 SNFD Buisn Aj1oedo pue QN pue Jojiuoly | Ajsnonunuo) | Ajsnonuyuo) | Ajsnonuyuo) 7d
s1op10g
pailg-seD
suoissiwa jueinjjod eua)ud Ajnuenb oy 3593 yoeys unojiog lojuojy | uoIsIoAUOD asnoyamod Jo sAep 08| UIYNM 1'd [eIyeN
ISNOIIMOJ
1g uopIs

1oday/ Aduanbaiy | Aduanbaiy | Aduonbaiy nun
Juauainbay P10y /101 U0 A 111 4311, II 431 L | EEIR N uoissiury

sjuawaainbay Sunuodoy pue Suidaaypiroday ‘Gurropuopy

gz aded
¥TS08 1quinN uonensi3ay
ouj o)) 2 YW

(panunuod) T'p Aqe L




PANPUO sem 1sa) 1011d 21 Igm 1apun a0t Jo dAnruasaidal s a1e suonipuod Sunesado pue s|o1UOD UOISSIUD

a0 ey papiaozd 159y mou © Jo aoejd uy pasn aq Aew 111 131 ], Sunoeas o) tond s1eak ¢ uey) ssouw ou pauutoyaad 1s9) yoers y -awn 1511) 9y} 10J ]} 121, Suryoeas jo sypuolll ¢ UIYI AN v
indy3noiy)
oisem pue 93esn [91y ‘}s3) JOr)S UO paseq SUOISSIW] p1023y A(puoy 60
indy3nouiy
Sisem pue a3esn [9ny ‘}s3) J0B)S UO Paseq SUOISSIF] p1029y Ajqiuopy 8D
SUOISSIWD
Jueinjjod eusyuo Ajuenb o0} 3593 yoels uLopIag J0JIUON awy-suQ LD
ndy3nomy) sysem Ajjenuue
pue a3esn [a1y ‘S10J0BJ UOISSIWS UO paseq suoissug podoy -lwag 9D
ndy3noay) a1sem
pue d3esn [31y ‘S10}0kJ UOISSIWA UO Paseq suolssiwg P1029Y A[quopy 30
mdySnoiy; aysem JoJIuoN Alqiuopy A[qiuopy L e)
pasn [any Jo ad4£) pue junoury JOJIUON AIqiuoy A[guoy €D
a|npayos
uoijeado pue $10j08y UOISSIUIS UO PIseq SUOISSIUIY ynoday Ajjenuuy (49
a|npayos
"'0lje1ado pue $10J08) UOISSIWS UO PIseq SUOISSIWE plooay Ajypuop )
J0jerdujouy a3pnjs
:D U0I)IIS
y10dayyy Aduanbaxy | Aduanbaayg | Aduanbaay nupn
Judwdainbay P1093Y/10}UOA LII 291, II #91], J J2LL uoissjury

sjuawaainbay 3unaoday pue Juidaaypioday ‘Surtopuoy
(panupuod) 7'y Jqe ],

97 29ey
$7S08 Iequunp uonensiday
oU[ 0D 79 YOI




paSueyd us3q Jou Joresauafy
sey Joimoejnuew oY) Aq 3os se Sunwi jeulSuo jeyy AJUaA JO}UON Kjjenuuy Ajjenuuy Ajjenuuy L'd | asnoyiamod
Ajenuue
agesn jony pue 10joej UOISSILUD UO Paseq SuoIssIwuyg yodoy A[quopy -1uag 9'd
o3esn |an) pue 10Joej UOISSIUII UO PIseq SUOISSIUIE p1029y Kyiuopy Kjuop sd
p1oo9y
pasn janj Jo 2dA} pue junoury PUR J0JIUON Ajyiuoy Alyuoy y'a
p1023y
uonesado yo swnt |, pue JO}UON Ajypuoy AjguoN £d
"910W 10 sAep 9AY 10} Jlun
e jo uonjeiado Suunbai jusas pajnpayos-uou Aue pue
9]npayds uoijesado ‘s10joej UOISSIUWD UO paseq SUOISSIWY uodoy Ajjenuuy cd
*210W 10 SAEp 9A1J 10§ JuN Siajlogq
® Jo uonelado Suunbai yusAs pajnpayss-uou Aue pue paitg
a|npayos uoneIado ‘s10)oej UOISSIWS UO paseq SUOISSIug VAL N AjyjuoN 1'd | -SeD [eImeN
$.10)BI9UI5) Aduadrowy
1@ uonRg
y10dayy/ Aduanbaiy | Aouanbaiy | Aduanbaiy nun
judwaanbay P1033Y/1031UOJA] 111 43LL 11 J3LL JECINA uojssiury

sjuawaainbay Suptodayy pue Suidaaypioday ‘Sunro)uoy

LT 23ed
7508 Jequuny uonensigay
OUf 0D 2 YOW

(panunuod) 7'y 3jqe L,




(m~aq | sjdurexs 99s) s10)9ej uolssiwa 901nos juiod 1oj siseq yoday Ajjenuuy Ajenuuy Ajjenuuy 8'd
suoljes1jIpow K|jenuue
ssao01d uo paseq 10308} uoissIws 0} safueyd Jo Alewwng noday -1 Ajenuuy Ld
sjun Ajenuue
uononpoud Jo 19quInu pue J0joej UOISSIWS UO Paseq suolssiuyg yodoy Ajypuoy -1Weg Ajjenuuy 9d
syun
uononpoud Jo Jaquinu pue 10j08) UOISSIWS UO paseq suolssiuyg p1oo9y Apuopy A[quoN A[guopy SH
p1o29y
syun uononpoid jo roquunp pue JOJIUON Alyuop Alyuopy A[yiuoy i
SUOIeNUIOUO0D P1029y
jusmsuod HOA pue ainyeradwa) ‘mopj jusnpjur JLMM pue JojIuo A[Quoy Aqiuopy Aypuoy ¢l
§10J08] UOISSIWD $53001d JUaLIND UIRJUIR]] ploday Ajypuop Alypuop A[guopy zd
10Jogj uoIssiwa ay) J93)Je Jey) ssadoid ay} 03 saguey) p1039y Ayuo Aquo Apjyuoy 1'd
snun)
$S33014 uoponpo.ly
:q uonIg
yrodayyy Kduanbaay | Aouanbaay | Aouanbaayg nun
yudwadaInbay PAOIY/IONUOIAl |  J1I 231, JTECINA I BLL uoissyug

sjudwaLinbay 3untodayy pue 3uidaarypioday ‘Suio)juoiy

8¢ aded
¥ZS08 H1aquinN uonensidoy
"oul 0D 7% Yo

(ponupuod) 7'y 31qe L,




nun uononpoid/q 7's6 [e10],
£0 80t-V.L 08

[4) SOI-VL 14

0c 101-3d ¢

S§°C 101-34 C

1'0 101-5Y |

JquinN

(doys/qq) suoissiwg DOA | @1 19SSIA dag

:$S90014 Yorg 10,
10)0B,] UOISSIUIF JUSA SS9001{ I0J Siseq

1 sjdurexg
Sunyies1g yue ], ‘Suif1q wnnoep
‘uone[INSI§ WNNoeA ‘UolN|OAF] seD) ‘jeay ‘doamg
seD) ‘uonenceaq ‘[14 :1s1] Suimojoy sy wi papnjout uonerado
Jou suonjesado jtun 10§ Apnys uoneIyLIDA Jojoej uoissiwyg p1029yg jun mau jo dn-pre)s jo sAep g1 WIYIM 6'd

(panunuod) syu)

§S30014 uondnpotyg

1 uondRsg

110dayy Aduanbaay Kduanbaay Kduanbaay yun
judwaainbay P1023Y/10}1Uo N HI 43LL 11 331 L I 3L uoissiury

syuauinbayy uptoday pue Suidiarypiosay ‘Suriopuopy
(panunuod) 7'y JqeL

6C 938eyg
bTS08 -1oqunN uonensidoy
duf 0D 79 Yol




doup aunssaid [enuaiayyip pue moyj pinbrg

yoreq

p1029y Jadaoug | [1°d
(9¥$z-90S)
dosp ainssaud [enuaiajyip pue moyy pinbiy lojiuop Ajsnonunuo)d | 014 19qquIds NVAIXTID
p1023Yy (z¥ST-NOL) 19zIpIX0
ainjeroduiay soquueyd uonsnquior) pue JO}UON Asnonunuo) | 64 [etidl NV AIXTIO
4areq
1931y sso1oe doip ainssaxd {enuaisyiq p1029y Jodaoup | g4
(S81-dA “1T1-4A) (Burystuy)
491[Yy ssoroe doip sinssaid jenuaisgjig JOJIUOIN |HEPRNERRENIE > FrasiR | A[snonunuo)) | /£ 1911y dUqe) o NVAIXTED
mo[j pinbyy pue doip anssaig P1029y | Aep 1ad 20uQ | Aepiad 2ouQ | Aepradaoug | 94
(06Z-9DS) 10qqn1os
mo[y pinbif pue doip ainssaig lojiuopy | Asnonunuo) | Ajsnonunuo) | Ajsnonunuo)y | ¢ LINJUSA Jojelauroul a3pn|S
moyj pinbi| pue doip ainssaig p1023y | Aep 1ad 90uQ | AepiadaouQ | Aepiadaoug | ¢4
(06€-SA) 19qqnuos
moly pinbi| pue doip ainssaig 10)iuojy | Ajsnonuyuo) | Ajsnonunuo)) | Ajsnonuguo) | ¢4 umuaa 1241 a3pn|S
doup anssaid fenuaiagjiq p1003y | Aepad 9ouQ | Aepiad aouQ | Aepsadaoug | z'd
(609-00)
doip a1nssaid fenuaiogyiq lojuojy | Aisnonunuo)) | Ajsnonunuo) | Ajsnonuguoy | ' | 10193]j00 isnp 1eki(g 53pnS
jyuowrdinby
[o13u0D) JuElnjjod BLINID
4 uond3g
310dayy/ Aduanbaay Kduanbaayg Kduanbaayg nun
JudwaIInbay P1023Y/10)1UOJA 111 J491L H 131, I 131 uolssiuy

0¢ 23eq
7508 :19quinN uonensidoy
ouf ©0) % oI

syudwinbay Suntoday pue 3uidaaypioday ‘Buriojiuopy
(panupuod) 7'y 3jqe |,




T yoreq
Hd pue moy pinbi p1009Yy |! (AR R0 e Jadaoug | 1Z°d
(00S€-4OS v£9-¥DS)
Hd pue mop pinbiy JOJIUOIA Ksnonunuo) | 0z'4 | 10qqruos paq payoed edopiqie)
Jje
ainjesadwo) Joqureyd uoKsnquo)) P09y lod Mo:On 6l'd
(00s€-3Y)
aJnjesadws) J9quBYD UOHSNQUIO)) JOJIUOIA Ksnonunuo) | 81°4 19zIpixo [eunay) edopiqie)
doxp yoreq
2.nssaid |eljuaisjjip pue moyj pinbiy p1029y Jod2oug | L1°d
(0001-40S)
doip 19qqnIds paq payoed/umusa
210ss31d [B1US1S)JIp pue molj pinbig 10jIUON . e A[snonunuo) | 91°d K19A0031 JUSA[OS
a1mje1aduugy 1ix9 Juej00d pue yoreq yojeq yoreq
MO[J Juejood 10 sinjeladws) Jodea Jixg 0 (Va N | 1ad 90uQ 1ad 20uQ Jdasup | s1°d
(116-ND)
| ¢ Suipjing pue (€0Z-ND)
ammersadwa) 319 juejood pue K19A09321 JUSA]OS UI J9SUSPUOD
MO]J Jue[009 10 amnjeraduro) Jodea Jixg Jojiuoly | Ajsnonunuoy) | Ajsnonunuo) | Ajsnonunuo) | H1°d auLq ATEUOD3S UNJR)SBAOT]
aimyeradway 11x3 Jue[00d pue yoreq yoleq yoreq
MO[j Juej00d JO s1myesodwa) Jodea Jixy P1029Yy 1ad 90uQ 1ad 20uQ sdaoup | €1°d
(z0L-ND
‘905-ND ‘50$-ND ‘Z01-ND)
aime1aduwa) 11xa juejood pue KI9A0031 JUIAJOS UI SIISUSPUOD
MO[J Jue[009 10 axnjeiadwa) Jodea Jixg Jojyuoy | Aisnonuguo)) | Ajsnonuyuo)) | Ajsnonuyuo) | zi'g | 9uuq Arepuodsss @Z<>.~NEU
(panupuod) yuswdinby
[onuo) yueinjiod e
:J U01IS
110dayyy Kduanbaay Aduanbaayg Kduanbaay nun
yudwaainbay P03} /10)IUOJA III J31L II 431, [ I31L uolsspuy

1€ 98ey
Y7508 :19qunN uonensiday
U] “0) @ Yo

s)yudurdainbay 3unioday pue 3uidadypioaay ‘Suriopuoy
(panuyuod) 7'y 3jqe,




"§9¢C Pue y97 YD O Ul paUYIPp SY

ok SR yuuad ayy
piodooy [ JO "T’€’1 Japun pappe SI9ZIpIX0o
alnjeraduis) Joquieyds uonsnquio) pue 101luoN Pk g Ajsnonunuo) | 87°4 JeuLtay) S1Ajeied-uou MaN
armyeraduioy yojeq yareq yoreq
13]1N0 JUB[00D pue MO}j JuBjOO)) Pi023y lad 20uQ Jad a0uQ pdaovug | LT
smjeradus) ynuuad oYy Jo 7'E'1
J31IN0 jJuB|00J pue MO]J Juej00) Jojiuojy | Asnonunuo)) | Ajsnonunuo)) | Ajsnonupuo) | 9z’ | JI9pun pIappe SIASUIPUOD MIN
JU9A uoljeAIasuod :Kyoedes
isd 0£0°0 2A0qe 10 18 Jumos {28 0000 1=<sYue) o8eI0ls
21nssald JUdA UOLBAIISUOD AJLID A lojuo Kjjenuuy Ajjenuuy Ajjenuuy | ¢z°4 | qInq O1uedlio a[1ejoA pue DOA
19ZIpIX0
[ewIay) € Aq pajjonuod yy
uedqng 69z 10 YV Hedqng
p1095y ¥9Z Y4 0F Iopun pojen3ar
aInjeladwo) Jaquieyo uoysnquio)) pue JOJIUOA o g Asnonunuo) | 7 4| 99 9SiMIay)o pjnom jey) siun)
ainjesaduo) yoreq yoreq yoreq
J3[IN0 jJuej00d pue Mofj Juejoo) PI009Yy 13d 203uQ 1ad 203uQ JadasuQ | €74
19suspuod © Aq pa[[oNu0d YV
uedqng 9z 10 v wedqng
amjeradwo) ] ¥9¢ 4D OF 1opun pajejn3ar
J2[IN0O JUB[00D pue MOj Jue[00)) 10jiuofy | Asnonunuo) | Ajsnonunuo) | Aisnonupuo) | gz d | 99 9SIMISYI0 pinom Jey) syiun
(panunuod) yusmdinby
[onjuo) yueynjjod elNLY
: UoIdIg
yodayy Aduanbaag | Aduanbary | Aduanbaay nuan
Juduwainbayy PA023Y/10JIUCA] 111 231, II 4911, I PDIL uolssiwyg

7€ 93eq
vTS08 HoquinN uonensiday
ouf “0D % YO

syuduwdInbay Supsoday pue Suidaaypaodray ‘Surtoyuociy
(panupuod) 7'y 3lqe],




yoreq

13)]1j ssoaoe ainssaid [enuaigpjiq p1023Yy Jad2ouQ | 9¢'d
ynuusd
oy jo 'g'¢’| Jopun pappe
1911y sso1oe aunssaid [enuALRYI JOJIUOIN Ajsnonunuo) | ¢€°d SuI)SAS UOIJI2[[0D ISNP MIN
uone1dusgai 1aye apkd nuuad oYy jo "z¢"| 1opun
aimeladwsa) paq uoqied pue uonelsus§al p1029Y uonerouadal pappe swaisAs uondiospe
Suunp mo}j ssewr wWNIpaW UOLRISUSTIY pue J0}IUO]N 1adaouQ | pg'd uoqIed 9AnRIUSSaI MON

Yaeq
Jojesipui aoueuniojrad uogre) pI029Y lad20uQ | g€'d
(1ojeo1pUt
y3noiypjesiq lo ‘saydgjeq jo 1oquunu
‘@wiy sutjuo “3-9) 10jed1pur aouruLIO)jIod dnyress jenur nuuad oy
pue ‘ojel y3nonpesiq uo paseq s iun jo sAep JO "Z°€’1 Iapun pappe swaIsAs
9]945 uonetousdai ajeudordde ysiqeisg P1039Yy 09 UMM | cEd uondiospe uoqred MIN
ainssaxd yoyeq

[ENUSISYIP pUB MOJJ Jajem JOQQNIOS p1009Yy daoup | 1€d
amssaid yuuad o3 Jo '€’
JBHUSISJIP pUB MOJ ISJeM JOQQNIOS JOJIUOIN Asnonuyuo) | og'd 1opun pappe s13qqILas MIN
nuuad oy
"Paq 1sA[e)ed SsoIoe 9sEaIIUL pi1029y JO 'T°E’| 19pUN Pappe SIAZIPIXO
ainjeradud) pue armeradwo) Jojuf pUE J0}IUOJA Asnonuguo) | 67°d [euuay) SuAered MIN
(panunuod) judwdinby
[013uo)) juelnjjod BLINLL)
: UonNS

yodayyy fuanbasy | Aduanbaay | Adusnbaay nuan
Judurdainbay P1023Y/1031UO A 111 431, LI 421 4L uolssyury

€¢ 98ed
¥ZS08 112qunN uonensigay
ouf 0D 3 YW

s)uawainbay 3upaoday pue 3uidaayproday ‘duriojuoy
(panunuod) T'p dqe},




uorjesausdal 1aye 9194> 9194d
a1meraduwo) paq uoqies pue uonersusJal p1029y | uonersusdar | uonerausdor 9)is je swdlsAs uondiospe
Suunp moy ssew wnipow uoneIdusgay pue JojIuo 1ad 3ouQ 1ad 90uQ Sy'd uoqled sAneIsuddal [y
4oreq Yoreq
lojesipul soueunioprad uoqre) p10o3y 1ad 20uQ Jad asuQ v'd
(F0re01pWI
y3noyniesiq 1o ‘sayoreq jo Joquinu
‘awn surfuo “3-9) 101ed1pUI SoURULIONIAd
pue ‘aje1 y3noxyyyealq uo paseq dnue)s [enun as e
91942 uoyelauadal ojendordde ysijqeisyg plo2ay s Jiun jo sAep 09 UM gb'd | swoysAs uopdiospe uoqed ||y
ainssaxd yojeq yojeq
[B1JUSIOJJIP pUB MO[J I9JEM IOQQNIOS ploday Jad a0uQ Iod 30uQ wrd
ainssaxd
[EHUAISfJIp pUE MO]J I9jeM IoqqnIog Jojiuopy | Ajsnonuyuo) | Ajsnonunuo) Iv'd 9JIs Je SIaqqruas ||V
"Paq 1sA[ejed ssoloe aseardul p1029Yy als je
a1nyesadws) pue aunjeradws) ojuf pue Jojyuoly | Ajsnonunuo)) | Ajsnonugyuo)) Ob'd | SIozIpIxo jeuusyy onkjered ||V
p1o29y 911S J& SIOZIPIXO
anjeladwa} J3queyd uonsnquo)) pue Jojuopy | A[snonunuo) | Ajsnonunuo)) 6t'd JeuLay) onAjeles-uod ||y
armeraduwo) yojeq yojeq
19]IN0 JUB[00D pUB MO[J JUB[00)) p1023y Jad 20uQ Jod 953uQ 8€d
SOOA 41
amjerodwo) 0008 < SUOISSIWD Paj[onuodUN
13]INO JUBJO0D pUB MO}J JUB[00)) Jojiuoly | Afsnonunuo) | Ajsnonunuo) LEd YiIM 9IS e JI9SUapuod yory
(panunuod) yuawudinby
[onpuo) yueinjjod BLINLY)
J uondIg
yodayy Auanbarg | Adouwanbaiy | Adouanboay nupn
juauwanbay P1023Y/10) U0\l LI 431 11 421, I 91 uorssiury

€ 23eqd
¥TS08 “aqunN uonensidoy
ouf 0D 2 Yo

s)uawdInbay 3unioday pue Suidaayprosay ‘Suioyuopy
(panunuod) 7'y 3qe ],




"pa1onpuod sem 1533 Joud a1 yorym

1apun asoy Jo aanejuasardal |ns a1e suonpuod Sunesado pue sjonuod uoIsSILD 21y ey paptaoid 1531 mau e jo asejd ur pasn aq Kew f1f 191, Suryoear oy toud s1eak ¢ uey) siow
ou paunioyrod 359 Yoels v “juswdinbs mau 105 uoneiado JO JUIWIDUIUNNOD JO Sstpuow ¢ unpim pue yuswdinbs Funsixs Joj Sw 151y S 10§ 11 1911, Buryoear Jo sypuowt g UM

153} 39e)S 1O [00) uUoIRNI|RD
Suussui3us yim ssueunioprad

p1oooy s
w3)sAs UoL99]j0d Jsnp uLyuo)) pue JOJIUoN gu-3up $S°4 | e swoysAs uonoa|jod isnp 1y
159) yoels A
10 [00) uonE|Nd[es SuLLauISuS YIMm P1099y] s e
Sdueuwiojiod widlsAs uoqres uuyuo)) pue JOJIUORN | Qwn-3uQ £6°d | swoysAs uondiospe uoqIed ||y
153} jjoe)s 10 [0o} uonenofes Suudouidus p1029Yy
MM 90UBULIOLd 19qqIuos uLIyuo)) pue Jojluop QSuIn-suQg sd 9IS Je SIaqqruds [V
suolssiws jueinjjod eLsLo p1099Yy
SUIULISIAP O} JIUN UO }S3) YOB)S ULIOJD] PUB JOJIUOWN |  duIy-3uQ 16°4 9IS JB SISZIPIXO Jeulsy) ||y
$JOA 14/91 000¥
1531 %238 10 |00} UOnENO[es SuLssuiSus P1099Yy < Suoiss{wa pajjonuocoun
YllM 90UBLLIONISd 19SUSPUOD ULIUO)) PUB JOJUOIN | dwl-d3uQ 0S°'d YILM IS Je SIOSUIPUOI ||V
amjeiaduws) yoreq

1310 JUB[00D puB MO[j Jue[00)) p1029Yy Iad 90uQ 6v'd
SDOA 14/91 000
aimerodws) < SUOISSIU? pajjonuodun
J3[IN0 JuBj00J pue MO[J JUBj00)) Jojiuopy | Ajsnonunuo) e 8y'd YL OJIS J& JOSUSPUOD Yoeg

4areq Yoreq

19}jy ssoioe ainssaxd jenuazoyyiq P1029Yy Iad 20uQ Iad 90uQ Ly'd
s
19)1y ssotoe ainssaid jenuaiagyiq Jojiuoy | Asnonunyuo) Ajsnonurjuo) Op'd | 1B SuIvISAs UoI93[0D ISNP ||V
(panupuod) yuawdinbyg
[onuo) jyuejnjjod el
:J uonIISg

1odayy Aduanbaay fHuanbaayg | Aduanbaayg nun
judwaInbay P1023Y/10)juo A 111 431, I 431L I 9311 uorssjwy

¢ 9deq
¥ZS08 “1aquinN uonensigay
U] “0) 3 YOI

(penunuod) 7'y 3jqe,

s)udwd.ynbay upnsoday pue 3uwidaaypiroray ‘Surioyiuopy




Merck & Co., Inc.
Registration Number: 80524
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Table 4.3
Calculation Techniques Used to Determine Site-Wide Emissions’

Emission Sources Methods of Calculation
vVOC SO, PM-10 NO, co

Process Vents 1,2 2 2 2 2
Internal Combustion Sources | 2,6,7 | 2,6,7 | 2.,6,7 2,6,7 | 26,7
External Combustion Sources 2,6,9 2,6,9 2,6,9 2,6,8,9 | 2,69
Natural Gas-Fired Boilers 2,6,10 | 2,6,10 [ 2,6,10 |2,6,8,10] 2,6,10

VOC Bulk Storage Tanks 1,2,6 2 2 2 2

Solvent Recovery 2,4 2 2 2 2

Equipment Leaks 2,3 2 2 2 2

Wastewater Treatment 2,5 2 2 2 2

Key to Methods of Calculation:

1. 1978 Control Techniques Guideline (CTG), EPA; 1994 Alternative Control Techniques (ACT),
EPA

Engineering Calculations

Site-Specific Emissions Factors based on site-generated monitoring data approved for use by the
VADEQ.

4. B-JAC Condenser Model

5. Toxchem Model, approved for use by the EPA

6. EPA AP-42 Emissions Factors. (5" Edition, 1995)

7. Vendor Emission Data.
8
9.
1

we

. Actual NO, data from CEMs or PEMs.
Available stack test data from comparable sources.
0. Stack test performed on unit.

" For additional information about emission calculation techniques, please refer to the permit support document.
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Registration Number: 8052-

Page 3~
Table 12.8
Individual Signatory Representatives
[Name [Title [Affiliation ddress elephone
s. Judith Eix;ctor, Air PA Region I (3AT00) 215-566-2050
Fatz iation and 41 Chestnut Street v
Toxics Division hiladelphia, PA
19107
.R. }Regional Director |Valley Regional Office [4411 Early Rd. _ [540-574-7800
radley irginia Department of [P.O. Box 3000
hewning vironmental Quality arrisonburg, VA
801-9519
Christine L. [Chief, Air ational Park Service  [P.O. Box 25287  [303-969-2074
Shaver esources enver, CO 80225
ivision
. Michael [Chairman ockingham County .0.Box 1252,  [540-433-5626
A. Breeden oard of Supervisors arrisonburg, VA
801 '
IMr. Tedd Jett [Environmental vironmental .0.Box 7 540-298-4869
ngineering ngineering Department [Elkton, VA
anager erck & Co., Inc. 827-0007
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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) The requirements of section 169A
of the Clean Air Act are not met, be-
cause the plan does not include approv-
able procedures for protection of visi-
bility in mandatory Class I Federal
areas.

(b) Regulation for visibility moni-
toring. The provisions of §52.26 are
hereby incorporated and made a part of
the applicable plan for the State of Vir-
ginia.

(c) Long-term strategy. The provisions
of §52.29 are hereby incorporated and
made part of the applicable plan for
the State of Virginia.

(50 FR 28553, July 12, 1985, as amended at 52
FR 45137, Nov. 24, 1987}

§52.2453 Requirements for state im-
plementation plan revisions relat-
ing to new motor vehicles.

Virginia must comply with the re-
quirements of §51.120 with respect to
the portion of Virginia that in 1990 was
located in the Consolidated Metropoli-
tan Statistical Area containing the
District of Columbia.

[60 FR 4738, Jan. 24, 1995]

§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-
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ter with an aerodynamic diameter less
than 10 microns (PM). 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 matcter
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 poliutant 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

(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
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(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
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.

(i) 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-

40 CFR Ch. | (7-1-00 Edition)

ameter less than 10 microns, and sulfur
dioxide.

(ii) Individual poilutant 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,o shall not
exceed the respective individual pollut-
ant cap established pursuant to para-
graph (d) of this section.

(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
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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 PMie.

(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
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.

§52.2454

(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,.

(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 compiete.

(4) Any records required by the per-
mit shall be retained on site for at
least five years.

(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
standard or:

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

ambient air quality
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(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
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;

(ii) Have access to and copy, at rea-
sonable times, any records that must

40 CFR Ch. | (7-1-00 Edition)

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
permitc;

(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
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;

660



Environmental Protection Agency

(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
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-
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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.

(0) Delegation of authority. (1) The Ad-
ministrator shall have the authority to
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
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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 identification of
plan section.

(a) This section identifies the origi-
nal “‘Air Implementation Plan for the
State of Virginia” and all revisions
submitted by Virginia that were feder-
ally approved prior to March 1, 2000.

(b) The plan was officially submitted
on January 30, 1972.

(¢) The plan revisions listed below
were submitted on the dates specified.

(1) Miscellaneous non-regulatory ad-
ditions and errata to the plan sub-
mitted on May 4., 1972, by the Virginia
Air Pollution Control Board.

(2) Revisions to control strategy for
particulate matter, section IV, Rules 3
and 7 of the Virginia Air Pollution
Control Regulations. and public avail-
ability of emission data regulation sub-
mitted June 30, 1972, by the Governor.

(3) Revisions to nitrogen dioxide con-
trol strategy regulations section 705.05
of the Virginia Air Pollution Control
Regulations. submitted July 26, 1972,
by the Governor.

40 CFR Ch. | (7-1-00 Edition)

(4) Miscellaneous non-regulatory ad-
ditions to the plan submitted on Feb-
ruary 14, 1973, by the Governor.

(5) Transportation control plan for
National Capital AQCR submitted
April 11, 1973, by the Governor.

(6) Amendments to the National Cap-
ital AQCR Transportation Control Plan
submitted on May 30, 1973, by the Gov-
ernor.

(7) Amendments to the National Cap-
ital AQCR Transportation Control Plan
submitted on July 11, 1973, by the Gov-
ernor.

(8) Amendments to the National Cap-
ital AQCR Transportation Control Plan
submitted on July 9, 1973. by the Gov-
ernor.

(9) Miscellaneous non-regulatory ad-
ditions to the plan submitted on Au-
gust 10, 1973, by the Governor.

(10) Revision to plan setting forth
control strategy for particulate matter
in the State Capital AQCR submitted
August 20, 1973, by the Governor.

(11) Indirect Source Review plan was
submitted December 6. 1973, by the
State Air Pollution Control Board.

(12) Revisions to air quality stand-
ards for sulfur oxides section 3.703 of
the Commonwealth of Virginia's Regu-
lations for the Control and Abatement
of Air Pollution, submitted February
12, 1974, by the Virginia Air Pollution
Control Board.

(13) AQMA designations were sub-
mitted on May 7, 1974 by the Governor
of the State of Virginia.

(14) Revision deleting preface to the
State air pollution control regulations
submitted May 24, 1974 by the Virginia
Air Pollution Control Board.

(15) An amendment to Section 2.05(a)
(Variances) former Section 2.01(f) of
the Commonwealth of Virginia Regula-
tions for the Control and Abatement to
Air Pollution submitted on August 14,
1975 by the Commonwealth Secretary
of Commerce and Resources.

(16) A variance to allow the operation
of the Alexandria City Incinerator in
excess of the federally approved partic-
ulate emission limitations for inciner-
ators until December 31. 1979, by the
Commonwealth Secretary of Commerce
and Resources.

(17) Amendment to section 7.02 (Epi-
sode Determination) [former sections
6.01(b), 6.701(b)] of the Commonwealth
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COMMONWEALTH OF VIRGINIA
STATE AIR POLLUTION CONTROL BOARD

9 VAC 5 CHAPTER 190.
VARIANCE FOR MERCK STONEWALL PLANT.

9 VAC 5-190-10.  Applicability and designation of affected facility.

9 VAC 5-190-20.  Definitions.

9 VAC 5-190-30. Site-wide emissions caps.

9 VAC 5-190-40. Major New Source Review permitting and registration
requirements.

9 VAC 5-190-50.  Other regulatory requirements.

9 VAC 5-190-60. Certain emissions standards, permitting, and other
requirements.

9 VAC 5-190-70. Federal operating permits.

9 VAC 5-190-80. PSD permit issuance and modifications.

9 VAC 5-190-90. Transfer of ownership.

9 VAC 5-190-100. Applicability of future regulation amendments.

9 VAC 5-190-110. Documents incorporated by reference.

9 VAC 5-190-10. Applicability and designation of affected faci]ity.

The affected facility to which the provisions of this chapter apply is the Merck
Stonewall Plant.

9 VAC 5-190-20. Definitions.

A. For the purpose of this chapter or any associated orders issued by the
board, the words or terms shall have the meaning given them in subsection C of this
section.

B. As used in this chapter, all terms not defined herein shall have the meaning

given them in 9 VAC 5 Chapter 10 (9 VAC 5-10-10 et seq.), unless otherwise required by
context.

C. Terms Defined.
"Code" means the Code of Virginia.

"DEQ" means the Department of Environmental Quality, an agency of the
Commonwealth described in § 10.1-1183 of the Code.

"Emissions caps" means the site-wide limitations on the rate of emissions of
criteria pollutants established and identified as emissions caps in 9 VAC 5-190-30.

"EPA" means The United States Environmental Protection Agency.
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"Merck" refers to Merck & Co., Inc., a New Jersey corporation authorized to
conduct business in Virginia and the owner/operator of a plant (the Stonewall Plant),
located at Route 340 South, in Elkton, Virginia.

"Order" means the order granting this variance.

"PM1o" means particulate matter with an aerodynamic diameter less than or
equal to a nominal 10 micrometers as measured by the applicable reference method or
an equivalent method.

"PSD permit" means the Prevention of Significant Deterioration permit
issued to Merck and Co., Inc., Stonewall Plant, pursuant to the Order.

"Regional Director" means the Director of the Valley Regional Office of the
Department of Environmental Quality located in Harrisonburg, Virginia.

"SAPCB Regulations" means 9 VAC 5 Chapters 10 through 80.

"Site" and "Facility" and "Stonewall Plant" mean the contiguous property at
Route 340 South, Elkton, Virginia, under common control by Merck & Co., Inc., and its
successors in ownership.

"VAC" or "9 VAC" means Title 9 of the Virginia Administrative Code. This
title comprises the environmental regulations for the Commonweaith of Virginia, including
the regulations of the State Air Pollution Control Board.

"Variance" means this chapter.
9 VAC 5-190-30. Site-wide emissions caps.

A. On or after the date that Merck provides written notification to the DEQ that
it accepts and will operate under the provisions of this chapter and Sections 1, 3 and 4 of
the PSD permit, no owner or other person shall cause or permit to be discharged into the

" atmosphere from the affected facility any emissions in excess of the following site-wide
emissions caps:

The total criteria pollutant emissions cap (total emissions cap) shali be 1503 tons
per year (tpy). The criteria pollutants included in the cap are as follows: ozone (using
volatile organic compounds (VOCs) as surrogate), sulfur dioxide (SO-), particulate matter
(PM1), carbon monoxide (CO), and oxides of nitrogen (NOx). The emissions caps for
individual criteria pollutants shall be as follows:

1. For SO., the emissions cap shall be 719 tpy.

2. For PM1o, the emissions cap shall be 42 tpy.
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3. For NOx, the emissions cap shall be 291 tpy.

B. On or after the earlier of (i) the completion date of the powerhouse
conversion project if Merck has provided the written notification pursuant to subsection A
of this section or (i) the first day of the month 12 months after completion of the
powerhouse conversion project, no owner or other person shall cause or permit to be
discharged into the atmosphere from the affected facility any emissions in excess of the
following site-wide emissions caps:

The total criteria pollutant emissions cap (total emissions cap) shall be 1202 tons
per year (tpy). The criteria pollutants included in the cap are as follows: ozone (using
volatile organic compounds (VOCs) as surrogate), sulfur dioxide (SO2), particulate matter
(PMs0), carbon monoxide (CO), and oxides of nitrogen (NOx). The emissions caps for
individual criteria pollutants shall be as follows:

1. For SO, the emissions cap shall be 539 tpy.
2. For PM1o, the emissions cap shall be 42 tpy.
3. For NOx, the emissions cap shall be 262 ipy.

C. Upon completion of the stack test for the powerhouse required by Table 4.2
of the PSD permit, the emissions cap for PM+¢ prescribed in subsection B of this section
may be adjusted by the DEQ based on the results of the stack test and in accordance
with Section 4.3.2 of the PSD permit.

9 VAC 5-190-40. Major New Source Review permitting and registration requirements.

A. This section applies in lieu of regulatory requirements for the following
pollutants: ozone (using volatile organic compounds as surrogate), sulfur dioxide,
particulate matter, particulate matter (PM10), carbon monoxide, and oxides of nitrogen.
This section is not intended to provide an alternate method of compliance for any future
regulatory requirements designed to address particulate matter with aerodynamic

"diameter less than or equal to a nominal 2.5 microns (PM2s).

B. For the pollutants cited in subsection A of this section, compliance with this
chapter and the PSD permit shall constitute compliance with the following provisions of
the SAPCB regulations:

9 VAC 5-20-160.
9 VAC 5 Chapter 50, Part I, Article 4 (3 VAC 5-50-240 et seq.).

9 VAC 5 Chapter 80, Part Il, Article 8 (3 VAC 5-80-1700 et seq.).
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9 VAC 5 Chapter 80, Part II, Article 9 (9 VAC 5-80-2000 et seq.).
9 VAC 5-190-50. Other regulatory requirements.

A. This section applies in lieu of regulatory requirements for all pollutants
except: lead, particulate matter regulated as PMz 5, or any criteria pollutant which is listed
in the definition of "Significant” in 9 VAC 5-80-1710 C by an amendment adopted after
November 15, 1997.

B. For the pollutants cited in subsection A of this section, compliance with this
chapter and the PSD permit shall constitute compliance with the following provisions of
the SAPCB regulations:

1. Pertaining to minor new source review permitting and registration:
9 VAC 5-20-160.
9 VAC 5 Chapter 50, Part |l, Article 4 (9 VAC 5-50-240 et seq.).
9 VAC 5-80-10.
9 VAC 5-80-11.
2. Pertaining to standards of performance for stationary sources:
9 VAC 5 Chapter 50, Part li, Article 4 (9 VAC 5-50-240 et seq.).
3. Pertaining to the Virginia Air Toxics Program requirements:

9 VAC 5 Chapter 40, Part Il, Article 3 (9 VAC 5-40-160 et seq.).

9 VAC 5 Chapter 50, Part Il, Article 3 (9 VAC 5-50-160 et seq.).

4. Pertaining to notification, records, and reporting requirements:
9 VAC 5-40-50.
9 VAC 5-50-50.
5 Pertaining to emission standards for general process operations,

incinerators, an-d fuel burning equipment:
9 VAC 5-40-22.

9 VAC 5 Chapter 40, Part I, Article 4 (9 VAC 5-40-240 et seq.).
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9 VAC 5 Chapter 40, Part |l, Article 7 (9 VAC 5-40-730 et seq.).
9 VAC 5 Chapter 40, Part lI, Article 8 (9 VAC 5-40-880 et seq.).
6. Pertaining to compliance and monitoring requirements:
9 VAC 5-40-20.
9 VAC 5-40-21.
9 VAC 5-40-40.
9 VAC 5-40-41.
9 VAC 5-50-40.
9 VAC 5-190-60. Certain emissions standards, permitting, and other requirements.

A. This section applies in lieu of regulatory requirements for all pollutants
except: lead, particulate matter regulated as PMz s, or any criteria pollutant which is listed
in the definition of "Significant” in 9 VAC 5-80-1710 C by an amendment adopted after
November 15, 1997.

B. For the pollutants cited in subsection A of this section, compliance with this
chapter and the PSD permit shall constitute compliance with the following provisions of
the SAPCB regulations:

1. Pertaining to standards of performance for new stationary sources:
a. For the natural gas-fired boilers installed in accordance with
Section 2.1 of the PSD permit, compliance with that permit shall constitute compliance
with all requirements of 9 VAC 5 Chapter 50, Part I, Article 5 (9 VAC 5-50-400 et seq.).
b. For any new and existing bulk volatile organic liquid storage
"vessels (including petroleum liquid storage vessels) that would otherwise only be subject
to notification, recordkeeping and reporting requirements, compliance with the PSD
permit shall constitute compliance with 9 VAC 5 Chapter 50, Part |, Article 5 (9 VAC 5-
50-400 et seq.).
2. Pertaining to control programs:

9 VAC 5-20-170, except for visible emissions and odor.

3. Pertaining to facility and control equipment maintenance or
malfunction, except for visible emissions and odor:
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9 VAC 5-20-180.
9 VAC 5-50-20.
4. Pertaining to compliance, monitoring, and performance testing:
9 VAC 5-40-30, all except 9 VAC 5-40-30 B.
9 VAC 5-50-30, all except 9 VAC 5-50-30 B.

C. Should any regulation of the board become applicable to the Stonewall
Plant after November 15, 1997 that establishes requirements for any of the criteria
poliutants listed in 9 VAC 5-190-30, Merck may choose to comply directly with the
requirements of these new regulations or to make commensurate reductions in applicable
emission caps in accordance with Section 1.2.2 of the PSD permit.

9 VAC 5-190-70. Federal operating permits.

A. Merck shall be subject to the provisions of 9 VAC 5 Chapter 80, Part I,
Articie 1 (9 VAC 5-80-50 et seq.) except as follows:

1. Compliance with monitoring requirements specified in Section 4 of
the PSD permit shall constitute compliance with any monitoring requirements in 9 VAC 5-
80-110 E that would be applicable to provisions of the PSD permit.

2. Compliance with recordkeeping and reporting requirements specified
in Section 4 of the PSD permit shall constitute compliance with any recordkeeping and
reporting requirements in 9 VAC 5-80-110 F 1 and 9 VAC 5-80-110 F 2 a that would be
applicable to the PSD permit.

3. The PSD permit and documentation submitted in obtaining the PSD
permit are deemed sufficient for the permit application requirements pertaining to the
applicable requirements in the PSD permit. For applicable requirements outside of the
PSD permit, Merck shall submit information on standard forms provided by DEQ, or in

"accordance with instructions accompanying those forms, or as otherwise acceptable to
DEQ.

4. Merck's initial federal operating permit application need not list
equipment, emissions or applicable requirements as of the time of application, but rather
as of the conditions representative of the PSD permit.

5. Merck's initial federal operating permit application compliance
certification need not be based on applicable requirements as of the time of application,
but rather as of the conditions representative of the PSD permit, expressed as a future
commitment to meet those requirements if they are not in effect at the time of application.
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6. If all of the provisions of the PSD permit have not become effective
by January 10, 2000, Merck shall submit a revised application for a federal operating
permit which shall list all equipment, emissions and applicable requirements as they exist
at that time, and shall make the applicable compliance certification in accordance with
those current requirements.

B. Merck shall be subject to the provisions of 9 VAC 5 Chapter 80, Part |1,
Article 2 (9 VAC 5-80-310 et seq.) and shall provide DEQ with emission inventory update
information sufficient to allow DEQ to assess permit program fees.

9 VAC 5-190-80. PSD permit issuance and modifications.

A. DEQ shall issue and modify the PSD permit in accordance with the
procedures set forth in subsections B through D of this section. Public participation
activities associated with issuance of the PSD permit which were conducted prior to
November 15, 1997 shall be considered applicable toward meeting the requirements of
this section. DEQ shall specify within the PSD permit the conditions under which the PSD
permit may be modified.

B. DEQ shall provide for public participation prior to, issuing the PSD permit. At
a minimum, DEQ shall:

1. Make available for public inspection in at least one location in the
area of the site the information submitted by the permittee, the DEQ's analysis of the
effect on air quality including the preliminary determination, and a copy or summary of
any other materials considered in making the preliminary determination;

2. Notify the public by advertisement in a newspaper of general
circulation in the area of the site of the application, the preliminary determination, and of
the opportunity for comment at a public hearing as well as written public comment;

3. Provide a 30-day period for submittal of public comment;

4. Send a copy of the notice of public comment to the following: the
"EPA Administrator, through the appropriate Regional 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 governing body whose lands may be
affected by emissions from the site; and

5. Provide opportunity for a public hearing for interested persons to
appear and submit written or oral comments on the air quality impact of the site, the
control technology required, and other appropriate considerations.

C. For any change that does not meet the criteria for an administrative permit

modification established in subdivision D 1 of this section, DEQ shall provide an
opportunity for public participation consistent with the provisions of subsection B of this
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section prior to processing the permit modification.

D. The following provisions govern administrative permit modifications:
1. An administrative permit modification 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 PSD permit, or provides a similar minor administrative change
at the site;

C. Requires more frequent monitoring, recordkeeping, or
reporting by the permittee;

d. Allows for a change in ownership or operational control of a
source where DEQ determines that no other change in the permit is necessary, provided
that a written agreement containing a specific date for transfer of permit responsibility,
coverage, and liability between the current and new pemmittee has been submitted to
DEQ.

e. Updates the emission calculation methods specified in the
permit, provided that the change does not also involve a change to any site-wide
emissions cap.

f. Changes the monitoring, recordkeeping, or reporting
requirements for equipment that has been shutdown or is no longer in service; or

g. Any other change that is stipulated in the PSD permit as
qualifying as an administrative permit modification, provided that the permit condition
which includes such stipulation has already undergone public participation in accordance
with subsection B of this section.

2. DEQ may make an administrative permit modification consistent with
“the following procedures:

a. DEQ shall take final action on any request for an
administrative permit modification within 60 days from receipt of the request, and may
incorporate such changes without providing notice to the public, provided that DEQ
designates any such permit revisions as having been made pursuant to this Paragraph.

b. DEQ shall submit a copy of the revised permit to the EPA
Administrator.

c. Merck may implement the changes addressed in the request
for an administrative permit modification immediately upon submittal of the request to
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DEQ.
9 VAC 5-190-90. Transfer of ownership.

A. The terms of this chapter and the PSD permit are transferable to a new
owner upon saie of the site in accordance with provisions specified by the PSD permit.

B. In the case of a transfer of ownership of the site, the new owner shall
comply with this chapter and the PSD permit. The new owner shall notify the DEQ of the
change in ownership within 30 days of the transfer and shall comply with the
requirements of 9 VAC 5-190-80 C.

C. In the case of a name change of the site, the owner shall comply with this
chapter and the PSD permit. The owner shall notify the DEQ of the change in source
name within 30 days of the name change and shall comply with the requirements of 9
VAC 5-190-80 C.

9 VAC 5-190-100. Applicability of future regulation amendments.

Subsequent amendments to the SAPCB regulations to which this chapter applies
shall not apply to the Stonewall Plant unless and until the board amends this chapter to
specifically address the applicability of the regulatory amendments to the facility. In any
action to amend this chapter, the board shall, to the maximum extent possible, preserve
the operating flexibility and regulatory simplification achieved by the Merck XL project and
justified by the superior environmental performance it provides.

9 VAC 5-190-110. Documents incorporated by reference.

A. The United States Environmental Protection Agency Regulations on
Approval and Promulgation of Implementation Plans (40 CFR Part 52) and Standards of
Performance for New Stationary Sources (40 CFR Part 60), as indicated in subsection B
of this section, are incorporated by reference into this chapter as amended by the word or
phrase substitutions given in subsection C of this section.

B. The following documents (October 8, 1997, 62 FR 52622) from the United
States Environmental Protection Agency are incorporated herein by reference:

1. 40 CFR 52.2454: Prevention of significant deterioration of air quality
for Merck & Co., Inc.'s Stonewall Plant in Elkton, Virginia.

2. 40 CFR 60.1: Applicability.
3. 40 CFR 60.49b: Reporting and recordkeeping requirements.

4, 40 CFR 60.112b: Standard for volatile organic compounds (VOC).
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C. Word or phrase substitutions.
In all the standards designated in subsection B of this section, substitute:
1. "Board" for "Administrator”.

2. "Board" for "U.S. Environmental Protection Agency".

HISTORICAL NOTES:

Effective Date: November 15, 1997
Promulgated: November 15, 1997
Amended: January 1, 1998

INOPD\REG\VAC\CH190-MRK
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January 8, 1999 T , MERCK

Fiui;

Manufacturing Division

Ms. Sharon Foley

Virginia Department of Environmental Quality
Valley Regional Office

4411 Early Road

P. 0. Box 1129

Harrisonburg, VA 22801-1129

RE: Registration No. 20524, Merck & Co., Inc. (Stonewall Plant), Submission of Revisions to the
Complete Title V Operating Permit Application to Address the National Emission Standards for
Pharmaceutical Production ( Pharmaceutical MACT)

Dear Ms. Foley:

As you requested by your letter dated September 30, 1998 we are hereby revising applicable sections of our Title V
operating permit application to address the subject NESHAP requirements (see Attachment I summarizing the
revised pages). As indicated in your letter the Merck Stonewall Plant may be subject to the Pharmaceutical MACT,
making it an applicable requirement under the Title V operating permit program. For “existing sources” this new
rule establishes September 21, 2001 as the date when the source must be in full compliance with the applicable
standards. Therefore, unlike other sources which may require immediate compliance upon becoming newly
subject to an existing MACT standard, the Pharmaceutical MACT carries this future compliance date for existing
sources subject to the rule. The enclosed amended application has been prepared to reflect this distinction. Our site
is currently reviewing this new rule in light of our current operations to make applicability determinations and plan
for future compliance. We understand that in order to construct and operate a new major affected source at our site,
we may need to obtain pre-construction approval and revise our Title V permit application for appropriate Title V
permit action. The form and substance of this pre-construction approval at Stonewall is the subject of ongoing
discussions between Merck, EPA and DEQ in light of the unique circumstances associated with our Project XL PSD
permit.

We have completed these revisions to our Title V permit application as an existing source to include the sections of
the Pharmaceutical MACT which may become applicable to our operations. Due to the complexity of this new rule,
the complexity of our batch processes, and the significant time remaimng until the stipulated compliance date, we
anticipate resolving specific applicability requirements for all our affected processes in the Precompliance Report,
due on March 21, 2001. We believe the information provided in these revisions to the application is sufficient to
enable the development of appropriate Title V permit “place-holder” language detailing future compliance
requirements. We believe this approach is consistent with the manner in which USEPA is incorporating the
Pharmaceutical MACT requirements into Title V application for our Barceloneta Plant in Puerto Rico. We also
believe it is consistent with the accuracy and completeness determinations to which we are able to certify at this
time.



LETTER, MS. SHARON FOLEY

VIRGINIA DEPARTMENT OF ENVIRONMENTAL QUALITY - VRO
TITLE V OPERATING PERMIT APPLICATION REVISIONS

PAGE 2

We would be glad to meet with you to discuss the information provided in these revisions to the application and
discuss the placeholder language which EPA has agreed to use in the Title V permit for our Barceloneta facility at
your convenience.

Should you have any questions, please contact either Tedd Jett at (540) 298-4869 or Scott Alexander at (540) 298-
4110.

Sincerely,

/;I.:'z.-.»-u._k 73 T— Xg;,\.\ N
Donald T. Kremer
Plant Manager



Attachment I

Summary of Title V Operating Permit Revisions
Merck & Co., Inc (Stonewall Plant)

Form Title Remove Pages Insert Pages
Contents and Documentation Certification Page (i) Page (i)
General Information Page 1 Page 1
Stack/Fugitive Emissions Parameters and Page 9 Page 9
Vent/Exhaust Data
Air Pollution Control Equipment Page 10 Page 10
Annual Air Pollutant Emissions Page 12 Page 12

Page 1 of 3 (Page 14, Sheet Page 1 of 3 (Page 14, Sheet

Applicable Requirements Nos. 1-3) Nos. 1-4)

Page 2 of 3 (Page 15, Sheet Page 2 of 3 (Page 15, Sheet
Applicable Requirements Nos. 1 -3) Nos. 1 - 3)

Page 3 of 3 (Page 16, Sheet Page 3 of 3 (Page 16, Sheet
Applicable Requirements Nos. 1 - 3) Nos. 1 -4)
Attachment I, List of Reference Documents Attachment I Attachment I
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COMMONWEALTH OF VIRGINIA
Department of Environmental Quality

AIR OPERATING PERMIT APPLICATION

General Information
CHECK ALL FORMS THAT APPLY AND LIST ALL ATTACHED DOCUMENTS.
For each page, indicate in the blank the quantity of copies attached.

_1 CONTENTS, and DOCUMENT CERTIFICATION, this page

__ INSIGNIFICANT EMISSION UNITS/ACTIVITIES, page 18
1_GENERAL INFORMATION, page 1

__ COMPLIANCE CERTIFICATION, Page 1 of 3, page 19
_1_ GENERAL INFORMATION, continued, page 2

__ COMPLIANCE CERTIFICATION, Page 2 of 3, page 20
___ FUEL-BURNING EQUIPMENT, etc., page 3

__ COMPLIANCE CERTIFICATION, Page 3 of 3, page 01

__ PROCESSING, etc., page 4

___ VOCs in INKS, COATINGS, STAINS, and ADHESIVES, page §
__HAPs in INKS, COATINGS, STAINS, and ADHESIVES, page 6
___ INCINERATORS for LIQUID and/or SOLID WASTE, page 7

___ LOADING RACKS and OIL-WATER SEPARATORS, page 8

_1_STACK/FUGITIVE EMISSIONS PARAMETERS, page 9

LIST ATTACHED DOCUMENTS:
_1_AIR POLLUTION CONTROL EQUIPMENT, page 10

_MAP __ FACILITY SITEPLAN __ PROCESS FLOW DIAGRAM/SCHEMATIC
___ AIR POLLUTION CONTROL/SUPPLEMENTAL INFORMATION, page 11
__MSDS _ ESTIMATED EMISSIONS CALCULATIONS __STACK TESTS
_1_ANNUAL AIR POLLUTANT EMISSIONS, page 12 __ SUGGESTED DRAFT PERMIT __LISTING OF CROSS-REFERENCES
POLLUTANTS for which THIS SOURCE is MAJOR, page 13 __ STATEMENT AND VERIFICATION OF CONFIDENTIAL INFORMATION

APPLICABLE REQUIREMENTS, Page 1 of 3, page 14 Attachment |, List of Referenced Documents

4
_3 APPLICABLE REQUIREMENTS, Page 2 of 3, page 15
_4_ APPLICABLE REQUIREMENTS, Page 3 of 3, page 18

___ STREAMLINING APPLICABLE REQUIREMENTS, page 17

DOCUMENT CERTIFICATION FORM
(see other side for instructions)
| certify under penalty of law that this document and all attachments {as noted above] were prepared under my direction or supervision in
accordance with a system designed to assure that qualified personnel properly gather and evaluate the information submitted. Based on my inquiry
of the person or persons who manage the system, or those persons directly responsible for gathering and evaluating the information, the information
submitted is, to the best of my knowledge and belief, trus, accurate, and complete. | am aware that there are significant penaities for submitting
false information, including the possibility of fine and imprisonment for knowing violations.

SIGNATURE: — i DATE: 1/,' //') S
Eereded 77 X

COMPANY _ Merck & Co., Inc.

PRINTED NAME: Donald T. Kremer REGISTRATION NUMBER: _20524

TITLE: Plant Manager TELEPHONE NUMBER: 540-298-1211

Reference: Regulations, 9 VAC 5-80-80.G). See reverse of this form for instructions.

DEQ Form 805 6/16/97 Page i win ,_‘. LI E '
- g )P -VALL
H:\environ\lammany\Title V\Title V Application 8lank Form.doc
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INS JCTIONS FOR CHECKING THE CONTEN. _IST

Under the section on page i entitled "General Information," indicate to the left of each page title the number
of sheets of the Form page which have been included in the application package being submitted. Since each page of
Form 805 may not apply to your particular facility, each sheet of the submitted application package needs to be
numbered, in the lower right corner. Attachments for the application package are to be listed in the area provided
under "General Information."

One of the attachments listed in the "General Information” section on page i is a "suggested draft permit."
This is not required for initial Title V permits; it is optional. However, the Reguilations require a suggested draft permit
as part of the application package for minor permit modifications (see 9 VAC 5-80-210.C.2.), group processing of
minor permit modifications (see § 9 VAC 5-80-220.B.2.), and significant permit modifications (see 9 VAC 5-80-
230.B.2.). For the permit modifications indicated, suggested draft language is necessary only to illustrate the change
sought in the permit language. There is no need to submit an entire new permit application or entire draft permit
when changing just a few provisions.

In the case of applications covering large facilities, it is permissible to fill out entire forms for individual process
areas as well as to list all process areas in order on one form with multiple page copies. This is not to be confused
with making separate applications covering a single facility.

Note: while the applicable requirements indicated in this Application will be used to assist in permit
preparation, the application will not be incorporated by reference into the resulting permit.

DOCUMENT CERTIFICATION FORM
INSTRUCTIONS FOR USE

The Regulations require that certain documents submitted to the Board or the Department be signed by a
responsible official with certification that the information contained in the statement is accurate to the best
knowledge of the individual certifying the statement. Documents covered by this requirement include, but are not
limited to, permit applications, registrations, emission statements, emission testing and monitoring reports, or
compliance certifications. The certification should include the full name, title, signature, date of signature, and
telephone number of the responsible official. A responsible official is defined as follows {(Regulations, 9 VAC 5-80-
60.C.):

1. For a business entity, such as a corporation, association or cooperative, a responsible official is either:

{a) the president, secretary, treasurer, or a vice-president of the business entity in charge of a principal
business function, or any other person who performs similar policy or decision-making functions for the
business entity; or

{b) a duly authorized representative of such business entity if the representative is responsible for the
overall operation of one or more manufacturing, production, or operating facilities applying for or subject to a
permit and either (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 procedures of the business entity.

2. For a partnership or sole proprietorship, a responsible official is a general partner or the proprietor,
respectively.

3. For a municipality, state, federal, or other public agency, a responsible official is either a principal executive
officer or ranking elected official. A principal executive officer of a federal agency includes the chief
executive officer having responsibility for the overall operations of a principal geographic unit of the agency.

The certification, text of which is specified in the Regulations (9 VAC 5-80-80.G.2.), is required with all application

submittals. Other information submitted in the course of making an application complete is also subject to
certification.

DEQ Form 805 6/16/97 Page ii



PLEASE READ CAREFULL.

This is an application form for a federal air operating permit pursuant to Rule 8-5 (cited as Chapter 80, Part Il,
Article 1, 9 VAC 5-80-50 et seq.) of the Virginia Regulations for the Control and Abatement of Air Pollution
(hereinafter "Regulations”). The staff of the Department of Environmental Quality (DEQ) reviews all permit
applications to determine compliance with the Regulations. The evaluation of a permit application is a detailed and
lengthy process, so your application should be submitted in accordance with the established application schedule.
Once an application is determined to be complete, you are covered by the "application shield," provided the
application was received on time. An “"application shield" protects the applicant from enforcement action for failure to
have an operating permit, until the Department takes final action on the permit application (see Regulations, 9 VAC 5-
80-80.F.) (The application shield does not allow construction of a new or modified emission unit in the absence of a
permit to construct under 9 VAC 5-80-10, 5-80-20, or 5-80-30, formerly § 120-08-01, -02, or -03 of the
Regulations.) To expedite the permit application and review process, please supply the information requested on the
attached forms accurately and completely.

A complete application must include:
1. FORM 805 Air permit application form (Form 805), including Document Certification Form
2. MAP Source location map.

3. CONFIDENTIAL Justification for claiming confidentiality of any information in the application
INFORMATION or attachments, based on the criteria given on page iv of this form
JUSTIFICATION

4. CALCULATIONS Sample calculations of emission estimates, and justification of control technology to
demonstrate compliance with applicable requirements.

5. ALTERNATIVE If desired, furnish information separately (or on duplicate forms) to explain any

SCENARIOS alternative operating scenarios for which you are applying. An alternative operating
scenario means operating under different applicable requirements from normal
operation. For example, printing with water-based inks, without emission controls,
might be the normal operation in a printing plant, but printing with oil-based inks
would involve the use of emission controls under applicable requirements. (See
Regulations, 9 VAC 5-80-90.H. and 5-80-110.J.) Additional guidance is given in the
instructions for Page 2, "General Information, Continued” of this Form.

6. PROCESS Give SIC code and narrative description of process; provide a process flow diagram for
DESCRIPTION complex, sequential processes.

7. OTHER DATA Site plans, building dimensions, stack locations if required.

The initial determination of application completeness is based upon "administrative completeness.” This means that
the appropriate sections of the form have been filled in and submitted, along with required attachments. During the
evaluation of the application, questions about its completeness or correctness may arise based on technical
considerations. The reviewer may ask the applicant for further information even after the application is deemed
complete. Failure to respond to a request for more information may result in loss of the application shield described
above (Regulations, 9 VAC 5-80-80.F.6.).

INSTRUCTIONS ARE PROVIDED FOR EACH PAGE OF THE FORM. If you require assistance in completing this
application, please contact the regional office for your area. You may contact the regional office to make sure you
are using the most up-to-date version of the form; but prior versions, properly updated, are acceptable. The
completed application form should be submitted to the regional office. There is no need to copy or return instruction
pages.

ITISA VIOLATION OF STATE REGULATIONS TO OPERATE A SOURCE DF AIR EMISSIONé‘
WITHOUT OBTAINING AN OPERATING PERMIT, IF SUCH A PERMIT IS REQUIRED A
[Note: This form is available in WordPerfect 5.1+, format.]
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CONFIDENTIAL INFORMATION

Under the Virginia Freedom of Information Act (Virginia Code Chapter 21, 8§88 2.1-340 et seq.), all information
submitted by the applicant to the Department is available to anyone requesting the information unless the information
is considered confidential (proprietary).

Confidential information. To be exempt from disclosure under the Freedom of Information Act, the material must be
accepted by the Department as confidential in nature. Confidential information must meet the following criteria:

1. Information for which the company has been taking and will continue to take measures to protect the
confidentiality;

2. Information that has not been and is not presently reasonably obtainable without the company's
consent by private citizens or other firms through legitimate means other than discovery based on a
showing of special need in a judicial or quasi-judicial proceeding;

3. Information which is not publicly available from sources other than the company; and

4. Information the disclosure of which would cause substantial harm to the company.

{Regulations, 9 VAC 5-20-150, formerly § 120-02-30.)
Note: it may be necessary for the Department or the source to share confidential information with EPA. Where the
Department provides such information, it will make a claim of confidentiality; where the source provides the

information, the source will claim confidentiality. The information will be safeguarded by EPA as well as the
Department in accordance with Title 40, Code of Federal Regulations, Parts 2 and 70 (see Part 70, § 70.4(j)(1)}).

Confidential information includes, but is not limited to, trade secrets.

Trade secrets. A "trade secret" is defined as information, including but not limited to, a formula, pattern, compilation,
program, device, method, technique, or process, that:

1. Derives independent economic value, actual or potential, from not being generally known to, and not
being readily ascertainable by proper means by, other persons who can obtain economic value from its
disclosure or use, and

2. Is the subject of efforts that are reasonable under the circumstances to maintain its secrecy.
(See Virginia Code 88 59.1-336 et seq.)

Distinction. The distinction between confidential information and a trade secret is that disclosure of a trade
secret can give rise to a private legal action and remedy based on the vaiue of the secret, whereas disclosure of
confidential information does not. It is possible, however, for the same item of information to qualify as both
confidential and a trade secret. Therefore, if you wish to keep certain information confidential, please indicate this
information as such by marking the pages confidential and submitting, as an attachment, the specific justification for
each case based on the criteria. Please note that emissions information cannot be marked as confidential. Also,
prepare and submit a copy of the appropriate confidential pages with confidential information removed, so that the
Department’s public records indicate the fact that some confidential information was submitted.

The Department staff will review the material to determine its confidentiality and inform you in writing Qf the
o -~
determination. ~. “__‘!,_?};;&J .1;' =R

If you have any questions, please contact the DEQ regional office to which tr:E..abplica'tion is submitted.
18 1999
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COMMONWEALTH OF VIRGINIA, DEPARTMENT OF ENVIRONMENTAL QUALITY
TITLE V AIR OPERATING PERMIT APPLICATION GENERAL INFORMATION:

DATE REGISTRATION NUMBER AIRS IDENTIFICATION NUMBER

April 30, 1998 20524
Revised Date 1/8/99

TITLE V PERMIT ACTION SOUGHT (Note: see instructions for this page):
M INITIAL OPERATING PERMIT

O RENEWAL OF OPERATING PERMIT (current permit expiration date: )

0O SIGNIFICANT PERMIT MODIFICATION -- describe:

0O MINOR PERMIT MODIFICATION -- describe:

O Administrative Permit Amendment (Includes change of address; for ownership change, please contact the
appropriate DEQ Regional Office for information needed.)

SOURCE/FACILITY NAME: PARENT COMPANY, IF ANY:
Merck & Co., Inc. {Stonewall Plant) Merck & Co., Inc.

OWNER AND MAILING ADDRESS:
Merck & Co., Inc.

One Merck Drive

PO Box 100

Whitehouse Station, NJ 08889-0100

OPERATOR AND MAILING ADDRESS, if different from owner:
Merck & Co., Inc.

Highway 340 South

P. 0. Box 7

Elkton, VA 22827-0007

TELEPHONE NUMBER: UNDERLINE OR CIRCLE THE NAMES OF FEDERAL TAX ID NUMBER:
OTHER STATES AND/OR THE DISTRICT
540-298-1211 OF COLUMBIA WITHIN 50 MILES OF 22-1109110

YOUR FACILITY (if any):

WV PA MD DC DE NC TN KY

EXACT SOURCE LOCATION - INCLUDE NAME OF CITY (COUNTY) AND FULL STREET ADDRESS OR DIRECTIONS:
4 miles South of Elkton on Virginia Route 340 - Rockingham County

PERSON TO CONTACT ON AIR POLLUTION MATTERS - NAME AND TITLE: PHONE NUMBER:
540-298-4869

Mr. Tedd H. Jett, P.E. FAX NUMBER, IF AVAILABLE:
Manager, Environmental Engineering

INTERNET'E-MAIL, IF AVAILABLE:

IS THE FACILITY TO BE PERMITTED AS A PORTABLE PLANT? YES __ NO_v  IFYES, ATTACH FIRST LOCATION FOR ITS OPERATION.

DESCRIBE THE PRODUCTS MANUFACTURED AND/OR SERVICES PERFORMED AT THIS FACILITY (use attachments if :

Manufactures various pharmaceutical intermediates and products.

LIST THE STANDARD INDUSTRIAL CLASSIFICATION (SIC) CODE(S) FOR THE FACILITY: JAN 1 ¢

218 13[3] |2183]4 Id.

PRIMARY SICota Form 805 6/16/97 Page 1 FILE;




GENERAL INFORMATION INSTRUCTIONS
REGISTRATION NUMBER - Provide the official state identification number assigned to your facility by the Department.

AIRS IDENTIFICATION NUMBER - Provide, if available, the AIRS identification number assigned to your facility by the Department. The AIRS identification
number consists of the State 2-digit identification {i.e., 51 for Virginia), 3-digit FIPS County Code and the 4- or 5-digit Plant Number.

PERMIT ACTION SOUGHT - check the appropriate box{es). NOTE: The Title V permit program, and these forms, involve a detailed delineation of currently
applicable emission limits and other requirements. Any request to increase emission limits, or relax other requirements, must be made as an application for a
permit to modify pursuant to 9 VAC 5-80-10, 5-80-20, or 5-80-30 (formerly §§5 120-08-01, 120-08-02, or 120-08-03) of the Regulations. In certifying to
the application on page i, the signer certifies knowledge of this requirement and entries on this page which accord with it.

1. "INITIAL OPERATING PERMIT" means that you are applying for an operating permit.
*Note: If you are applying for a permit to construct or modify a facility, as opposed to operating it, please contact the appropriate DEQ
regional office and ask for a copy of Form 7.

2. *"RENEWAL OF OPERATING PERMIT" means that you have an operating permit which will expire in approximately six months and wish to
renew it.

3. "SIGNIFICANT PERMIT MODIFICATION" refers to a significant change in an existing permit. See 9 VAC 5-80-190 and 5-80-230 of the
Regulations. Briefly describe the modification, using additional sheets if necessary.

4, “MINOR PERMIT MODIFICATION" refers to a minor change in an existing permit. See 9 VAC 5-80-190 and 5-80-210 of the Regulations.
Briefly describe the modification, using additional sheets if necessary.

5. » Administrative Permit Amendment” refers to a correction of minor errors, change of address/ownership, requirements for

more frequent monitoring or reporting, or other matters; see 9 VAC 5-80-200.
COMPANY AND DIVISION NAME - list the official company name and the division if applicable.
PARENT COMPANY - give the name of the parent company, if there is one.
OWNER AND MAILING ADDRESS - list the mailing address of the owner of the facility on this application.
OPERATOR AND MAILING ADDRESS, if different from owner - fill in if the facility is operated by a person or entity other than the owner.
TELEPHONE NUMBER - list the phone number at the facility.
UNDERLINE OR CIRCLE THE NAMES OF OTHER STATES WITHIN 50 MILES - the Department is required to notify states within 50 miles of a source when a
permit is to be written for the source (see 9 VAC 5-80-60.C and 5-80-280.B. of the Regulations). This information will enable the Department to complete
its work. Please underline or circle the name(s) of the state(s) and/or District of Columbia within 50 miles of your facility.
FEDERAL TAX IDENTIFICATION NUMBER - indicate the company's federal tax identification number here.
EXACT SOURCE LOCATION - give the facility location indicating street address or directions to the facility. Provide either or both of the following: a map
pinpointing the exact source location and showing where the plant property boundaries are; a plant layout with dimensions of all buildings (height, length,
width) at the facility indicating all stack and emission point locations by stack or reference number. The DEQ regional office may waive requirements for a
map and/or plant layout if sufficient documentation already exists in agency files.
PERSON TO CONTACT ON AIR POLLUTION MATTERS - provide the name and title of the person to contact on air pollution matters.
PHONE NUMBER - phone number of the contact person.

FAX PHONE NUMBER - Contact person’s fax machine, if available. (Note: See Below.)

INTERNET E-MAIL - contact person's electronic mail address, if available.

IS THE FACILITY TO BE PERMITTED AS A PORTABLE PLANT? - indicate whether the facility can be moved from the current (or proposed) location at a
future date. State the first location of the facility; to the extent possible, add anticipated locations within the coming five years. Also indicate when an
existing air permit was issued, if applicable.

DESCRIBE THE PRODUCTS MANUFACTURED/SERVICED - indicate the type of business in which this facility is engaged, listing products produced and/or
services performed. Use attachments if necessary.

SIC CODE(S) - provide all 4-digit Standard Industrial Classification Code(s) for this facility and for the processi(es). Indicate the primary SIC code in the first
set of blocks. Use attachments if necessary for additional SIC codes.

NOTES ON SHADING THROUGHOUT THE FORM: A shaded column means that filling in the information is optional with the applicant, but it may be
beneficial to complete the column to extend the coverage of the permit shield. A shaded heading alone, without the column, me
sometimes optional and sometimes required; read the instructions to determine which. The optional pages all have ,s;haged,,, M
"Optional Page 1," etc. t i

DEQ Form 805 6/16/97 Page 1 Instructions
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Attachment I
Merck & Co., Inc.
Virginia Title V Permit Application
List of Referenced Documents’

1. Project XL PSD Permit, 1/7/98.
2. Project XL PSD Permit Support Document, 9/26/97.
3. Registration and Support Information dated 4/18/96 for Carbidopa.
4. Project XL Federal Site-Specific Rule, 62 FR 52622-52642; 10/8/97.
5. Project XL SAPCB Order Granting a Variance, 9/11/97.
6. Project XL Variance Regulation for Merck Stonewall Plant (9 VAC 5 Chapter 190)

7. Title V Implementation Issues Letter, VADEQ (Mr. Chewning) to Merck (Mr. Jett), 9/5/97.

8. Letter, Tedd H. Jett to Sharon Foley, **1997 Emissions for Title V Fee Assessment,” 11/19/98.

H:\lammary\Title V\Title V Attachment I.doc
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' For the purposes of submission of this Title V Permit Application, Merck & Co., Inc., deems any and all
confidential supporting information previously submitted to the VADEQ in conjunction with these
referenced documents as confidential and exempt from the Freedom of Information Act, Chapter 21,
Section 2.1-3.40.



Merck & Co., Inc.

AT LT PO. Box 7
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€9 MERCK

Manufacturing Division

Mr. R. Bradley Chewning

Regional Director

Virginia Department of Environmental Quality, Valley Regional Office
4411 Early Road

P.O.Box 1129

Harrisonburg, VA 22801

RE: Submittal of Title V Operating Permit Application for Merck & Co., Inc. - Stonewall Facility

Dear Mr. Chewning:

Enclosed is the Title V Operating Permit Application for the Stonewall facility of Merck & Co..
Inc. (Stonewall) located near Elkton, Virginia. Three copies of our application are included with
this submittal. The purpose of this letter is to outline the organization and content of the
application and to explain a number of issues we have addressed and assumptions we have made
in preparing the application. Please let us know if you have a different understanding of these
issues or questions regarding this application generally, so that we can work together to resolve
them prior to permit issuance.

1. Overview of the Merck Stonewall Plant

The Merck Stonewall facility is a batch pharmaceutical and chemical manufacturing plant located
near Elkton in Rockingham County. The main products made at the plant include Avermectin
and Lovastatin intermediates, Mefoxin®, Primaxin®, Carbidopa, and CRIXIVAN®, These
products are manufactured using biological fermentation, organic synthesis, and pharmaceutical
finishing processes. In addition to our manufacturing facilities, the Stonewall plant is supported
by a coal fired power plant, two waste incinerators. a wastewater treatment plant, and bulk
storage tanks for raw materials and process wastes. Construction to convert the power plant to
natural gas is presently underway.

2. Application Organization

A. Overview of the Application
To facilitate presentation of the applicable requirements and other required information, we have
entered the Virginia Title V application forms intc our computer system. In doing so, we were

careful not to omit any aspect or information contained in the original forms. The version of the
forms that we used was DEQ Form 8035 dated 6/16/97.
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Please note that the information in this Title V permit application was developed for the limited
purpose of complying with the requirements associated with this application (i.e., identifying
current and future applicable requirements), and such information is not intended and may not be
suitable for other purposes. We request that DEQ not incorporate this application by reference
into our Title V operating permit as a set of applicable requirements.

B. Regulatory Guidance Used in Preparing the Application

In preparing the application, we have relied on the following regulations, guidance documents,
and rule interpretations obtained from the Virginia Department of Environmental Quality (DEQ):

e DEQ’s Title V Operating Permit Regulations, Federal Operating Permits for Stationary
Sources, contained in 9 VAC 5 Chapter 80 Article 1 of the Commonwealth of Virginia
Regulations for Control and Abatement of Air Pollution.

e DEQ’s Permit Program Fees for Stationary Sources, contained in 9 VAC 5 Chapter 80 Part II
Article 2 of the Commonwealth of Virginia Regulations for Control and Abatement of Air
Pollution.

DEQ’s instructions for Title V Permit Applications dated 6/16/97.
DEQ’s Supplemental Instructions & Reference Materials for Federal Air Operating Permits
in Virginia dated September, 1997.

e A guidance letter from DEQ to Merck outlining Title V application requirements unique to
Merck resulting from Project XL, dated 9/5/97.

e A guidance letter from DEQ to Merck summarizing how CAM and MACT should be
addressed in the Title V permit application, dated 2/18/98.

3. Identification and Recordation of Applicable Requirements
A. Relationship of the Title V Operating Permit to Existing Permits

The Merck Stonewall facility has several air quality permits issued by the DEQ that regulate air
emissions from the plant’s operations. Between the time of Merck’s Title V permit application
submittal and issuance of the plant's Title V permit, it is expected that the terms and conditions of
the plant’s Project XL PSD permit will be fully implemented. All of the plant’s existing air
permits will be rescinded at that time, as required by the Project XL PSD permit. For that reason,
and per agreement with the DEQ, Merck’s application looks ahead and includes applicable
requirements that are expected to be in effect under Project XL at the time of Title V permit
issuance. Current applicable requirements that will not be applicable after the existing
preconstruction permits are rescinded are not addressed in the application, as provided for in
DEQ’s 9/5/97 guidance letter.
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B. Assumptions regarding Existing Operations and Sources Under Construction

Several pharmaceutical and chemical production processes at Merck’s Stonewall facility are
either currently being modified or may be constructed or modified before Title V permit issuance.
These projects include:

e Powerhouse conversion to natural gas
CRIXIVAN® expansion
e MK-991 process construction

In addition, due to the dynamic nature of our industry it is likely that other projects not presently
identified will be implemented prior to issuance of Merck’s Title V operating permit. We request
that the DEQ notify Merck prior to initiating final review of our Title V permit application. That
way we will be able to update our application to reflect current plant operations and incorporate
any new applicable requirements that have been implemented since our original submittal.

C. Emissions Data Contained in Permit Application

The emissions data contained in our Title V application, which are largely incorporated by
reference from Project XL documentation on file with the DEQ, are based on one or more of the
following: stack tests, vendor guarantees, engineering calculations, sampling results, and/or EPA
emission factors available at the time we prepared the application. The emissions data referenced
in the application are intended solely to comply with the Virginia Title V operating permit
program and are not intended to be used for any other purpose now or in the future.

4. Monitoring and Recordkeeping Requirements

The Virginia Title V operating permit program provides that operating permits should include
“periodic monitoring” requirements in cases where an applicable requirement does not currently
require periodic testing or monitoring. DEQ’s 9/5/97 guidance to Merck stated that the
monitoring specified in the Project XL PSD permit will fulfill Virginia’s Title V periodic
monitoring requirements for the pollutants and emissions units regulated by the XL permit.

In an additional guidance letter concerning Merck’s Title V application content, on 2/18/98 DEQ
agreed that the monitoring specified in the Project XL PSD permit also satisfied Compliance
Assurance Monitoring (CAM) requirements for the criteria pollutants regulated under Project
XL. The XL permit does not regulate hazardous air pollutants. However, the CAM rule is only
applicable to specified HAP emitting units not subject to a standard proposed after November 15
1990 pursuant to Section 111 or 112 of the Act (see 40 CFR 64.2). None of our HAP emitting
sources are presently subject to any HAP emission limitations or standards. When they become
subject to the Pharmaceutical MACT rule, which was proposed on April 2, 1997, they will still
not be subject to CAM due to the exemption for sources subject to proposed MACT standards.
MACT monitoring is intended to supersede CAM; sources will not be subject to both.
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5. Application Certifications

A few of the certification issues we have considered are noted below. Please let us know if you
have any questions or if your understanding of the certification requirements differs from ours.
In its compliance certification, Merck is certifying its intent to comply with the Project XL PSD
permit requirements that are expected to be in place at the time of permit issuance, per DEQ
guidance.

A. Reasonable Inquiry

Merck understands that the certifications contained on Page i and Page 21 of Form 805 require
Merck to exercise reasonable inquiry in: (1) identifying applicable requirements that will apply to
the facility after implementation of Project XL; (2) executing the certifications that accompany
the permit application; and (3) providing other information to be submitted with the application.
While this inquiry requires reasonable efforts to identify such applicable requirements, Merck
understands that the inquiry does not require reconsideration of previous applicability
determinations made internally by Merck or in conjunction with DEQ.

Merck identified applicable requirements for the Stonewall facility by reviewing relevant
provisions of the Project XL PSD permit and appropriate federal and state requirements relevant
to this facility. In executing the certifications contained in this application, Merck has certified
based on information and belief formed after reasonable inquiry that the application is true,
accurate, and complete as of the time that the certifications were signed. Such certifications are
based on emissions data, calculations, and/or other information as of the date such information
was generated.

B. Certification as to Compliance with All Applicable Requirements at the Time of
Permit Issuance

Compliance with applicable requirements is noted beginning on page 14 of the application. Most
of the future applicable requirements to which Merck is certifying its intent to comply are
contained in the Project XL PSD permit, which is incorporated by reference. The other
applicable requirements which are listed individually comprise present and future applicable
requirements for which the XL permit will not constitute alternate compliance. Since the
certification on page 21 of Form 805 encompasses the entire application, then by executing the
certifications we are certifying our intent to be in compliance with all applicable requirements at
the time our Title V operating permit is issued.

If all of the provisions of the Project XL PSD permit, which contains most of the plant’s future
applicable requirements, have not become effective by January 10, 2000, Merck will submit a
revised Title V application on or before that date. The revised application will contain a listing of
all requirements applicable as of the date of its submittal, including associated monitoring,
recordkeeping, and reporting requirements.
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C. Responsible Official

The certifications contained on Pages i and 21 of Form 805 require the signatory to meet the
definition of “responsible official” as defined in 9 VAC 5-80-60. Since Merck is a corporation,
the responsible official for the Stonewall facility may be an authorized representative of a
corporate officer if the representative is responsible for the overall operation of a manufacturing
facility, provided the facility employs more than 250 persons. The plant manager is the
designated responsible official for the Stonewall facility because: (1) he or she has been
delegated responsibility for overall plant operations; and (2) the Stonewall facility employs over
250 people.

D. Personal Knowledge of the Responsible Official

The application requires that the responsible official execute the certifications to the best of his or
her knowledge. We understand this provision to mean that the certifications contained in the
application are not meant to imply that the responsible official has literally read the entire permit
application and all supporting documentation. Rather, we understand that the certifications
require the responsible official to make a reasonable review of the permit application and
supporting documentation and, in conducting that review, the responsible official may rely on
plant and other personnel, qualified engineering consultants, and legal assistance.

Prior to signing the certifications contained in this application, I was informed of Merck’s
obligation to prepare and submit an operating permit application and of the principal elements
that must comprise the application. I also received reports on the content of the application from
those who prepared it, and inquired of them as to the application’s truth, accuracy, and
completeness. These activities are believed to constitute reasonable inquiry by the responsible
official.

6. Permit Shield

Section 9 VAC 5-80-140 of the Virginia Regulations for the Control and Abatement of Air
Pollution provides that the DEQ may issue permits with a permit shield - i.e., a term providing
that compliance with applicable requirements included in an operating permit will be considered
to be compliance with the corresponding applicable federal and state requirements. Additionally,
if it is determined during the permitting process that certain applicable requirements do not apply
to the facility and the determination is recorded in a Title V permit with a permit shield provision,
then the source is shielded during the term of the permit from claims that it is required to comply
with any provision for which such a negative determination is recorded in the permit. The permit
shield must be expressly included as a term in permits to which it will apply. We request that
DEQ include a permit shield provision in the Stonewall Title V permit. To facilitate the
development of an accurate and comprehensive permit shield provision, we have included a list
of requirements determined not to apply to the Merck Stonewall facility on Optional Page 3 of
this application.
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In sum, the applicable requirements listed in the application in combination with the list of non-
applicable requirements contained on Optional Page 3 should provide a comprehensive picture of
the requirements that do and do not apply to our facility for permit shield purposes. Please call us
with any questions or if you care to discuss any of our determinations.

7. Operational Flexibility

The pharmaceutical industry is extremely competitive and dynamic, which requires our Stonewall
facility to have significant manufacturing flexibility. DEQ has worked with us in the past to
ensure our air permits provide us with operational flexibility, yet still provide for compliance
with the Clean Air Act and Virginia air quality regulations. It is our hope that through the Title V
process, we can continue to work together to ensure that the Merck Stonewall plant remains
competitive in the pharmaceutical marketplace and that Title V does not unnecessarily undermine
the flexibility we have all worked hard to obtain under Project XL.

8. Application Shield

The Virginia Title V operating permit program provides that sources that submit timely and
complete operating permit applications are authorized to operate until the time that DEQ issues
an operating permit to the facility — i.e., the facility will be authorized to operate under the
application shield. We have worked hard to ensure that the enclosed application is complete and
have submitted the application by the application due date for the Merck Stonewall facility. If,
however, you find that any aspect of this application may be incomplete, please let us know as
soon as possible so we can move to quickly address your concerns.

We look forward to working with the Department in the development of Merck’s Title V
operating permit. As indicated, Merck would appreciate the opportunity to review the draft
permit prior to issuance by DEQ. Please contact Tedd H. Jett of our Environmental Department
(540-298-4869) if you or your staff have any questions.

Sincerely,

Domciel | Kearan

Donald T. Kremer
Plant Manager

Enclosures
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COMMONWEALTH OF VIRGINIA
Department of Environmental Quality

>

MAY 6 1998

AIR OPERATING PERMIT APPLICATION

General Information
CHECK ALL FORMS THAT APPLY AND LIST ALL ATTACHED DOCUMENTS.
For each page, indicate in the blank the quantity of copies attached.

1_CONTENTS, and DOCUMENT CERTIFICATION, this page

_1_ INSIGNIFICANT EMISSION UNITS/ACTIVITIES, page 18
_1_ GENERAL INFORMATION, page 1
1 COMPLIANCE CERTIFICATION, Page 1 of 3, page 19

1_GENERAL INFORMATION, continued, page 2

1 COMPLIANCE CERTIFICATION, Page 2 of 3, page 20

_1_ FUEL-BURNING EQUIPMENT, etc., page 3
1 COMPLIANCE CERTIFICATION, Page 3 of 3, page 2|

1_PROCESSING, etc., page 4

0 POTENTIAL TO EMIT WORKSHEET; OpHONa!, PAGS duwrs s vurs bt e ad

0 VOCs in INKS, COATINGS, STAINS, and ADHESIVES, page 5

G NSENIFTCARS AETVITES WORKSHEE Botisna nae -
_0_HAPs in INKS, COATINGS, STAINS, and ADHESIVES, page 6 -0 INSIGNIFIC CTIVITES WORKSHEET, Optional.page.2.

e g e e e e e e ——
_1_INCINERATORS for LIQUID and/or SOLID WASTE, page 7 1 "REGUIREMENTS that do.not APPLY, Dptions! page 3. .. castimamn e .- ]
0 LOADING RACKS and OIL-WATER SEPARATORS, page 8 0" VOC/PETROLEUM LIQUID STORAGE TANKS WORKSHEET, Optioal, pages. 4.6,

1_STACK/FUGITIVE EMISSIONS PARAMETERS, page 9

LIST ATTACHED DOCUMENTS:
1_AIR POLLUTION CONTROL EQUIPMENT, page 10

X MAP __FACILITY SITE PLAN __ PROCESS FLOW DIAGRAM/SCHEMATIC
_O_ AIR POLLUTION CONTROL/SUPPLEMENTAL INFORMATION, page 11

__MSDS __ ESTIMATED EMISSIONS CALCULATIONS __ STACK TESTS
_1_ ANNUAL AIR POLLUTANT EMISSIONS, page 12 __ SUGGESTED DRAFT PERMIT __LISTING OF CROSS-REFERENCES
_1_POLLUTANTS for which THIS SOURCE is MAJOR, page 13 __ STATEMENT AND VERIFICATION OF CONFIDENTIAL INFORMATION
_3 APPLICABLE REQUIREMENTS, Page 1 of 3, page 14 Attachment |, List of Referenced Documents
_3 APPLICABLE REQUIREMENTS, Page 2 of 3, page 15 Attachment I, HCI and HF Emission Calculations

APPLICABLE REQUIREMENTS, Page 3 of 3, page 16

3
0 STREAMLINING APPLICABLE REQUIREMENTS, page 17

DOCUMENT CERTIFICATION FORM

{see other side for instructions)
| certify under penalty of law that this document and all attachments [as noted above] were prepared under my direction or supervision in
accordance with a system designed to assure that qualified personnel properly gather and evaluate the information submitted. Based on my inquiry
of the person or persons who manage the system, or those persons directly responsible for gathering and evaluating the information, the information
submitted is, to the best of my knowledge and belief, true, accurate, and complete. | am aware that there are significant penalties for submitting

false information, including the possibility of fine and imprisonment for knowing violations. / / N
SIGNATURE: Deotit —— wa‘._ DATE: 576 [08

v T COMPANY _ Merck & Co., Inc.
PRINTED NAME: Donald T. Kremer ‘REGISTRATION NUMBER: _20524
TITLE: Plant Manager TELEPHONE NUMBER: 540-298-1211

Reference: Regulations, 9 VAC 5-80-80.G}. See reverse of this form for instructions.
DEQ Form BOS 6/16/97 Page i
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IN®  "JCTIONS FOR CHECKING THE CONTEM LIST

Under the section on page i entitled "General Information,” indicate to the left of each page title the number
of sheets of the Form page which have been included in the application package being submitted. Since each page of
Form 805 may not apply to your particular facility, each sheet of the submitted application package needs to be
numbered, in the lower right corner. Attachments for the application package are to be listed in the area provided
under "General Information.”

One of the attachments listed in the "General Information” section on page i is a "suggested draft permit."
This is not required for initial Title V permits; it is optional. However, the Regulations require a suggested draft permit
as part of the application package for minor permit modifications {see 9 VAC 5-80-210.C.2.), group processing of
minor permit modifications (see § 9 VAC 5-80-220.B.2.), and significant permit modifications {see 9 VAC 5-80-
230.B.2.). For the permit modifications indicated, suggested draft language is necessary only to illustrate the change
sought in the permit language. There is no need to submit an entire new permit application or entire draft permit
when changing just a few provisions.

In the case of applications covering large facilities, it is permissible to fill out entire forms for individual process
areas as well as to list all process areas in order on one form with multiple page copies. This is not to be confused
with making separate applications covering a single facility.

Note: while the applicable requirements indicated in this Application will be used to assist in permit
preparation, the application will not be incorporated by reference into the resulting permit.

DOCUMENT CERTIFICATION FORM
INSTRUCTIONS FOR USE

The Regulations require that certain documents submitted to the Board or the Department be signed by a
responsible official with certification that the information contained in the statement is accurate to the best
knowledge of the individual certifying the statement. Documents covered by this requirement include, but are not
limited to, permit applications, registrations, emission statements, emission testing and monitoring reports, or
compliance certifications. The certification should include the full name, title, signature, date of signature, and
telephone number of the responsible official. A responsible official is defined as follows (Regulations, 9 VAC 5-80-
60.C.):

1. For a business entity, such as a corporation, association or cooperative, a responsible official is either:

(a) the president, secretary, treasurer, or a vice-president of the business entity in charge of a principal
business function, or any other person who performs similar policy or decision-making functions for the
business entity; or

(b) a duly authorized representative of such business entity if the representative is responsible for the
overall operation of one or more manufacturing, production, or operating facilities applying for or subject to a
permit and either (i) the facilities employ more than 250 persons or have gross annual sales or expenditures
exceeding $25 million (in second quarter 1980 dollars), or (i) the authority to sign documents has been
assigned or delegated to such representative in accordance with procedures of the business entity.

2. For a partnership or sole proprietorship, a responsible official is a general partner or the proprietor,
respectively.

3. For a municipality, state, federal, or other public agency, a responsible official is either a principal executive
officer or ranking elected official. A principal executive officer of a federal agency includes the chief
executive officer having responsibility for the overall operations of a principal geographic unit of the agency.

The certification, text of which is specified in the Regulations (9 VAC 5-80-80.G.2.), is required with all application

submittals.  Other information submitted in the course of making an application complete is also subject to
certification.

DEQ Form 805 6/16/37 Page ii



PLEASE READ CAREFULL.

This is an application form for a federal air operating permit pursuant to Rule 8-5 (cited as Chapter 80, Part II,
Article 1, 9 VAC 5-80-50 et _seq.) of the Virginia Regulations for the Control and Abatement of Air Poliution
{hereinafter "Regulations"). The staff of the Department of Environmental Quality (DEQ) reviews all permit
applications to determine compliance with the Regulations. The evaluation of a permit application is a detailed and
lengthy process, so your application should be submitted in accordance with the established application schedule.
Once an application is determined to be complete, you are covered by the "application shield," provided the
application was received on time. An "application shield" protects the applicant from enforcement action for failure to
have an operating permit, until the Department takes final action on the permit application (see Regulations, 9 VAC 5-
80-80.F.) (The application shield does not allow construction of a new or modified emission unit in the absence of a
permit to construct under 9 VAC 5-80-10, 5-80-20, or 5-80-30, formerly $§ 12?&;% -Ogp f)l'g ph\g‘t’ne
Regulations.) To expedite the permit application and review process, please supply the ‘nf&fb SnVrégdested-oly/the
attached forms accurately and completely. ~ L

A complete application must include: MAY € 1998

1. FORM 805 Air permit application form (Form 805}, including Document Cenifig[qjjpn Form

2. MAP Source location map. Fil.i:

O, LM A B, Sl

3. CONFIDENTIAL Justification for claiming confidentiality of any information in the application
INFORMATION or attachments, based on the criteria given on page iv of this form
JUSTIFICATION

4, CALCULATIONS Sample calculations of emission estimates, and justification of control technology to
demonstrate compliance with applicable requirements.

5. ALTERNATIVE If desired, furnish information separately (or on duplicate forms) to explain any

SCENARIOS alternative operating scenarios for which you are applying. An alternative operating
scenario means operating under different applicable requirements from normal
operation. For example, printing with water-based inks, without emission controls,
might be the normal operation in a printing plant, but printing with oil-based inks
would involve the use of emission controls under applicable requirements. (See
Regulations, 9 VAC 5-80-90.H. and 5-80-110.J.) Additional guidance is given in the
instructions for Page 2, "General Information, Continued” of this Form.

6. PROCESS Give SIC code and narrative description of process; provide a process flow diagram for
DESCRIPTION complex, sequential processes.

7. OTHER DATA Site plans, building dimensions, stack locations if required.

The initial determination of application completeness is based upon "administrative completeness.” This means that
the appropriate sections of the form have been filled in and submitted, along with required attachments. During the
evaluation of the application, questions about its completeness or correctness may arise based on technical
considerations. The reviewer may ask the applicant for further information even after the application is deemed
complete. Failure to respond to a request for more information may result in loss of the application shield described
above (Regulations, 9 VAC 5-80-80.F.6.).

INSTRUCTIONS ARE PROVIDED FOR EACH PAGE OF THE FORM. If you require assistance in completing this
application, please contact the regional office for your area. You may contact the regional office to make sure you
are using the most up-to-date version of the form; but prior versions, properly updated, are acceptable. The
completed application form should be submitted to the regional office. There is no need to copy or return instruction
pages.

IT/S A VIOLATION OF STATE REGULATIONS TO OPERATE A SOURCE OF AIR EMISSIONS
WITHOUT OBTAINING AN OPERATING PERMIT, IF SUCH A PERMIT IS REQUIRED
[Note: This form is available in WordPerfect 5.1, format.]
DEQ Form 805 6/16/97 Page jii



CONFIDENTIAL INFORMATION

Under the Virginia Freedom of Information Act (Virginia Code Chapter 21, §§ 2.1-340 et seq.), all information
submitted by the applicant to the Department is available to anyone requesting the information unless the information
is considered confidential {proprietary).

Confidential information. To be exempt from disclosure under the Freedom of Information Act, the material must be
accepted by the Department as confidential in nature. Confidential information must meet the following criteria:

1. Information for which the company has been taking and will continue to take measures to protect the
confidentiality;

2. Information that has not been and is not presently reasonably obtainable without the company's
consent by private citizens or other firms through legitimate means other than discovery based on a
showing of special need in a judicial or quasi-judicial proceeding;

3. Information which is not publicly available from sources other than the company; and

4, Information the disclosure of which would cause substantial harm to the company.

{(Regulations, 9 VAC 5-20-150, formerly § 120-02-30.)
Note: it may be necessary for the Department or the source to share confidential information with EPA. Where the
Department provides such information, it will make a claim of confidentiality; where the source provides the

information, the source will claim confidentiality. The information will be safeguarded by EPA as well as the
Department in accordance with Title 40, Code of Federal Regulations, Parts 2 and 70 (see Part 70, § 70.4(j)(1)).

Confidential information includes, but is not limited to, trade secrets.

Trade secrets. A "trade secret" is defined as information, including but not limited to, a formula, pattern, compilation,
program, device, method, technique, or process, that:

1. Derives independent economic value, actual or potential, from not being generally known to, and not
being readily ascertainable by proper means by, other persons who can obtain economic value from its
disclosure or use, and

2. Is the subject of efforts that are reasonable under the circumstances to maintain its secrecy.
(See Virginia Code 8§ 59.1-336 et seq.)

Distinction. The distinction between confidential information and a trade secret is that disclosure of a trade
secret can give rise to a private legal action and remedy based on the value of the secret, whereas disclosure of
confidential information does not. It is possible, however, for the same item of information to qualify as both
confidential and a trade secret. Therefore, if you wish to keep certain information confidential, please indicate this
information as such by marking the pages confidential and submitting, as an attachment, the specific justification for
each case based on the criteria. Please note that emissions information cannot be marked as confidential. Also,
prepare and submit a copy of the appropriate confidential pages with confidential information removed, so that the
Department’s public records indicate the fact that some confidential information was submitted.

The Department staff will review the material to determine its confidentiality and inform you in writing of the
determination.

If you have any questions, please contact the DEQ regional office to which the application is submitted.

DEQ Form 805 6/16/97 Page iv



COMMONWEALTH OF VIRGINIA, DEPARTMENT OF ENVIRONMENTAL QUALITY
TITLE V AIR OPERATING PERMIT APPLICATION GENERAL INFORMATION:

DATE ) REGISTRATION NUMBER Ai_§§'IDENT:I'FICATIOIN_E.NUMBER

April 30, 1998 20524

TITLE V PERMIT ACTION SOUGHT (Note: see instructions for this page):

M INITIAL OPERATING PERMIT

0O RENEWAL OF OPERATING PERMIT (current permit expiration date: )

0O SIGNIFICANT PERMIT MODIFICATION -- describe:

0 MINOR PERMIT MODIFICATION -- describe:

[J Administrative Permit Amendment (Includes change of address; for ownership change, please contact the

appropriate DEQ Regional Office for information needed.)

SOURCE/FACILITY NAME: PARENT COMPANY, IF ANY:
Merck & Co., Inc. {Stonewall Plant) Merck & Co., Inc.

o Y
OWNER AND MAILING ADDRESS: A ;.‘5,"-«*}.'-‘? TY "V
Merck & Co., Inc. i A S fu.«L}: f
One Merck Drive B oY
PO Box 100

Whitehouse Station, NJ 08889-0100 MAY € 1998

OPERATOR AND MAILING ADDRESS, if different from owner: T
Merck & Co., Inc. v e
Highway 340 South i,

R,
P.O.Box 7

Elkton, VA 22827-0007

B i

TELEPHONE NUMBER: UNDERLINE OR CIRCLE THE NAMES OF FEDERAL TAX ID NUMBER:

OTHER STATES AND/OR THE DISTRICT

540-298-1211 OF COLUMBIA WITHIN 50 MILES OF 22-1109110

YOUR FACILITY (if any):

@PA MD DC DE NC TN KY

EXACT SOURCE LOCATION - INCLUDE NAME OF CITY (COUNTY) AND FULL STREET ADDRESS OR DIRECTIONS:
4 miles South of Elkton on Virginia Route 340 - Rockingham County

PERSON TO CONTACT ON AIR POLLUTION MATTERS - NAME AND TITLE: PHONE NUMBER:

540-298-4869

Mr. Tedd H. Jett, P.E. FAX NUMBER, IF AVAILABLE:
Manager, Environmental Engineering -

INTERNET E-MAIL, [F AVAILABLE:

IS THE FACILITY TO BE PERMITTED AS A PORTABLE PLANT? YES __ NO_¥  IFYES, ATTACH FIRST LOCATION FOR ITS OPERATION.

DESCRIBE THE PRODUCTS MANUFACTURED AND/OR SERVICES PERFORMED AT THIS FACILITY (use attachments if necessary):

Manufactures various pharmaceutical intermediates and products.

LIST THE STANDARD INDUSTRIAL CLASSIFICATION (SIC) CODE(S) FOR THE FACILITY:

2

8 1313 21813 /4

PRIMARY SICDEQ Form 805 6/16/97 Page 1




GENERAL INFORMATION INSTRUCTIONS
REGISTRATION NUMBER - Provide the official state identification number assigned to your facility by the Department.

AIRS IDENTIFICATION NUMBER - Provide, if available, the AIRS identification number assigned to your facility by the Department. The AIRS identification
number consists of the State 2-digit identification (i.e., 51 for Virginia), 3-digit FIPS County Code and the 4- or 5-digit Plant Number.

PERMIT ACTION SOUGHT - check the appropriate box{es). NOTE: The Title V permit program, and these forms, involve a detailed delineation of currently
applicable emission limits and other requirements. Any request to increase emission limits, or relax other requirements, must be made as an application for a
permit to modify pursuant to 9 VAC 5-80-10, 5-80-20, or 5-80-30 (formerly §§ 120-08-01, 120-08-02, or 120-08-03) of the Regulations. In certifying to
the application on page i, the signer certifies knowledge of this requirement and entries on this page which accord with it.

1. "INITIAL OPERATING PERMIT" means that you are applying for an operating permit.
*Note: If you are applying for a permit to construct or modify a facility, as opposed to operating it, please contact the appropriate DEQ
regional office and ask for a copy of Form 7.

2. "RENEWAL OF OPERATING PERMIT" means that you have an operating permit which will expire in approximately six months and wish to
renew it.

3. "SIGNIFICANT PERMIT MODIFICATION" refers to a significant change in an existing permit. See 9 VAC 5-80-190 and 5-80-230 of the
Regulations. Briefly describe the modification, using additional sheets if necessary.

4. "MINOR PERMIT MODIFICATION" refers to a minor change in an existing permit. See 8 VAC 5-80-190 and 5-80-210 of the Regulations.
Briefly describe the modification, using additional sheets if necessary.

5. "Administrative Permit Amendment” refers to a correction of minor errors, change of address/ownership, requirements for

more frequent monitoring or reporting, or other matters; see 9 VAC 5-80-200.
COMPANY AND DIVISION NAME - list the official company name and the division if applicable.
PARENT COMPANY - give the name of the parent company, if there is one.
OWNER AND MAILING ADDRESS - list the mailing address of the owner of the facility on this application.
OPERATOR AND MAILING ADDRESS, if different from owner - fill in if the facility is operated by a person or entity other than the owner.
TELEPHONE NUMBER - list the phone number at the facility.
UNDERLINE OR CIRCLE THE NAMES OF OTHER STATES WITHIN 50 MILES - the Department is required to notify states within 50 miles of a source when a
permit is to be written for the source (see 9 VAC 5-80-60.C and 5-80-290.B. of the Regulations). This information will enable the Department to complete
its work. Please underline or circle the name(s) of the state(s) and/or District of Columbia within 50 miles of your facility.
FEDERAL TAX IDENTIFICATION NUMBER - indicate the company's federal tax identification number here.
EXACT SOURCE LOCATION - give the facility location indicating street address or directions to the facility. Provide either or both of the following: a map
pinpointing the exact source location and showing where the plant property boundaries are; a plant layout with dimensions of all buildings (height, length,
width) at the facility indicating all stack and emission point locations by stack or reference number. The DEQ regional office may waive requirements for a
map and/or plant layout if sufficient documentation already exists in agency files.
PERSON TO CONTACT ON AIR POLLUTION MATTERS - provide the name and title of the person to contact on air pollution matters.
PHONE NUMBER - phone number of the contact person.

FAX PHONE NUMBER - Contact person’s fax machine, if available. (Note: x4 See Below.)

INTERNET E-MAIL - contact person's electronic mail address, if available.

IS THE FACILITY TO BE PERMITTED AS A PORTABLE PLANT? - indicate whether the facility can be moved from the current {(or proposed) location at a
future date. State the first location of the facility; to the extent possible, add anticipated locations within the coming five years. Also indicate when an
existing air permit was issued, if applicable.

DESCRIBE THE PRODUCTS MANUFACTURED/SERVICED - indicate the type of business in which this facility is engaged, listing products produced and/or
services performed. Use attachments if necessary.

SIC CODE(S) - provide all 4-digit Standard Industrial Classification Code(s) for this facility and for the process(es). Indicate the primary SIC code in the first
set of blocks. Use attachments if necessary for additional SIC codes.

NOTES ON SHADING THROUGHOUT THE FORM: A shaded column means that filling in the information is optional with the applicant, but it may be
beneficial to complete the column to extend the coverage of the permit shield. A shaded heading alone, without the column, means that the information is
sometimes optional and sometimes required; read the instructions to determine which. The optional pages alt have shaded § R and are identified as
"Optional Page 1," etc.

DEQ Form 805 6/16/97 Page 1 Instructions



COMMONWEALTH OF VIRGINIA, DL ATMENT OF ENVIRONMENTAL QUALIT"
TITLE V AIR OPERATING PERMIT APPLICATION GENERAL INFORMATION, continued:

COMPANY NAME DATE REGISTRATION
) NUMBER

Merck & Co., Inc. April 30, 1998 20524

Cross-referenced information. Does this application cross-reference information from other applications or documents?
M YES O NO If "yes," please cite, on a separate sheet, the documents to which reference was made; attach copies of
any documents referenced which are not currently on file at DEQ.

Process description (also attach a process flow diagram)

Products and SIC Code The Stonewall Plant manufactures various pharmaceutical intermediates and products, SIC
Codes 2833 and 2834.

Process - see note below.

Process Steps - see note below.

g
s
it
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e
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Emission units - See note below.

The information required for these items is addressed in the Project XL PSD Permit and various support documents
listed in Attachment I.

Emission Unit Description

Alternative Operating Scenarios.

OO Check here if you are applying for Alternative Operating Scenarios with respect to part or all of your facility.
Piease read "Overall instructions for alternative operating scenarios” on the back of this page. Alternative operating
scenarios may be described within the form or on duplicate form pages (see instructions), or on separate sheets.

Acid Rain Sources.
O Check here if your facility is an Acid Rain source subject to the provisions of Rule 8-7 {9 VAC 5-80-360 through

5-80-700) of the Regulations and to Title IV of the Clean Air Act. Please attach the separate EPA Form, "Phase Il Permit
Application” (see instructions).

DEQ Farm 805 6/16/97 Page 2



G.  RAL INFORMATION, continued INSTRUC NS

CROSS-REFERENCED INFORMATION - Pursuant to EPA's White Paper Il (March 5, 1996), an applicant may cross-reference
existing information relied upon, or provided, in an application (White Paper Il, pages 34-36). The other information must
exist and be available to the DEQ, EPA, and the public; the citation must give enough information to allow for its retrieval.
In the case of an earlier permit or a permit application, it may be appropriate to include an additional copy to facilitate the
Department's procurement of the information to which reference was made. In the case of laws, regulations, etc., a
reasonably precise citation will be sufficient. Cross-referencing should be done on a separate sheet of paper.

PROCESS DESCRIPTION - Complete a process description for each distinct production area of the facility. (The facility may
include multiple processes and products, muitiple products from one process, or one product resulting from multiple
processes. If there are alternative operating scenarios, list these separately. Use multiple copies of this page if necessary,
or replicate the entire Form as suggested in the instructions for the Contents and Certification page. Attach one or more
diagrams to show material flow, identifying which pieces of equipment are involved with specific stages, feed materials,
product materials, intermediate materials, and by-products, and showing where emissions to the air resuit.

Products and SIC Code - indicate the products, if any, resulting from each process. These may or may not be final
products; they could be materials or component packages that go on to the next process for further work. Moreover, a
process could exist which does not produce a separate product.

Process - Briefly describe each process which emits air poliutants. Indicate how emission units in the process are
connected.

Explanation: A “"process" as such is not defined in the Regulations. For purposes of air permitting, a
process is considered to be the operation of one or more pieces of machinery or equipment, using fuels and/or other raw
materials, which is unified or inter-connected, and which emits air pollutants. Two or more processes may have the same
SIC code. The exact nature of a process may be a trade secret and identified as confidential information in the application;
see page iv, "Confidential Information.” Considerations for determining separate processes include SIC codes, physical
layout, raw materials flow, etc. Support facilities such as power plants and wastewater plants serving multiple processes
should be listed as separate processes.

Process steps - In simple terms, describe how the units of the process are connected.

Emission units - Assign a unique emissions unit identification number or other designation, and list each unit or
emitting activity, including control equipment, even if it has no applicable requirement. Assign emissions unit identifications
for each alternative operating scenario and indicate in the description that it is an alternative operating scenario.
Insignificant emission units or activities may be excluded from this list.

Emission unit description - Explain briefly the function of each emission unit relative to the overall process. Where
multiple units perform the same function, they may be grouped together for purposes of this description.

Overall instructions for alternative operating scenarios - As indicated on page ii ("Please read carefully”), item 5 of
this Form, an alternative operating scenario means operating under different applicable requirements from normal operation.
The Regulations do not limit the ways in which the concept can be used. Accordingly, two approaches are acceptable for
applying for alternative operating scenarios: (1) list each scenario on a separate line, and assign a unit reference number and
scenario number combination that is unique for each scenario, such as "Unit 6, Alt. 1," "Unit 6, Alt. 2," etc. If the
alternative scenario is interrelated with others, explain the relationship, using attachments if necessary; (2) use duplicate
forms or form sheets to indicate the alternative scenario.

Acid rain sources - A limited number of Title V sources are also "affected sources” under the acid rain provisions of
Title IV of the Clean Air Act. Please check the box if your facility is an affected source as defined in 9 VAC 5-80-60.C of
the Regulations. If it is, the applicable requirements may be referenced or described on page 14, "Applicable Requirements”
as well as on the EPA Phase Il permit application form (OMB No. 2060-0258). Affected sources emitting NO, are required
to submit their Title IV applications to DEQ by January 1, 1998. )

DEQ Form 805 6/16/97 Page 2 Instructions
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- VA DEQ FORM 805 APPLICATION CODES

Code A - Equipment

BOILER TYPE:

. Pulverized coal - wet bottom

. Pulverized coal - dry bottom

. Pulverized coal - cyclone furnace
. Spreader stoker

. Chain or traveling grate stoker

. Underfeed stoker

. Hand-fired coal

. Qil, tangentially fired

. Oil, horizontally fired (except rotary cup)
10. Gas, tangentially fired

11. Gas, horizontally fired

12. Wood with flyash reinjection
13. Wood without flyash reinjection
14. Other (specify)

STATIONARY ENGINE TYPE:

15. Combustion turbine

16. Internal combustion engine

17. Other (specify)

OTHER COMBUSTION UNITS:

18. Oven/kiln

19. Rotary kiln

20. Process furnace

99. Other (specify)

OCONOOO DL WN=

Code B - Usage
1. Steam production

2. Drying/curing

3. Space heating

4. Process heat

5. Food processing

6. Electrical generation
7. Mechanical work
99. Other (specify)

Code C - Incinerator Type

1. Rotary kiln

2. Mass burn/refuse-derived fuel
3. Crematory

4. Single chamber

5. Multiple chamber

99. Other (specify)

Code D - Waste Type

. Paper

. Regulated medical waste
. Municipal

. Animal

. Crematory

. Industrial

99. Other (specify)

ONhWN-=

Code E - Type of Loading

1. Overhead loading - splash fill, normal service

2. Overhead loading - submerged fill, normal service
3. Bottom loading - normal service

4. Overhead loading - splash fill, balanced service

5. Overhead loading - submerged fill, balanced
service

6. Bottom loading - balanced service

Code F - Hatch Vapor Closure
1. None, open to air

2. Emco - Wheaton

3. OPW

Code F - Hatch Vapor Closure (continued)
4, Chiksan - LTV
99. Other (specify)

Code G - Type of Enclosure
1. Open

2. Partially open

3. Floating roof

4, Sealed cover

Code H - Vent/Stack Configuration

1. Unobstructed vertical discharge

2. Obstructed vertical discharge (e.g., raincap)

3. Horizontal or downward discharge (e.g., T-stack)
99. Other (specify)

Code | - Air Pollution Control Equipment Type

. Settling chamber
. Cyclone
. Muiticyclone
. Cyclone scrubber
. Orifice scrubber
. Mechanical scrubber
. Venturi scrubber
a. fixed throat
b. variable throat
. Mist eliminator
. Electrostatic precipitator
a. hot side
b. cold side
¢. high voltage
d. low voltage
e. single stage
f. two stage
g. other (specify)

NO DL WN =

o m

10. Filter
a. baghouse e
b. other (specify) S

11. Catalytic afterburner
12. Direct flame afterburner
13. Absorber
a. packed tower
b. spray tower
c. tray tower
d. venturi
e. other {specify)
14, Adsorber
a. activated carbon
b. molecular sieve
c. activated alumina
d. silica gel
e. other {specify)
15. Condenser (specify)
99. Other (specify)

Code J - Seal Type
EXTERNAL

1. Metallic shoe
a. primary only
b. shoe-mounted secondary
¢. rim-mounted secondary
2. Liquid-mounted resilient, weather shield
3. Vapor-mounted resilient, primary only
4. Liquid-mounted resilient, primary only
a. external

Do not return this page with the completed appiication.



Code J - Seal Type (continued)
b. interna!
5. Liquid-mounted resilient secondary
a. external
b. internal
6. Vapor-mounted resilient, primary only
a. external
b. internal
7. Vapor-mounted resilient, rim-mounted secondary
a. external
b. internal
99. Other (specify)

Code K - Emission Estimate Method

(provide sample calculations including assumed
control efficiency of control equipment to support
reported values)

1. Stack test (include a copy, or reference by date a
report previously provided to DEQ)

2. Material balance (cite previously submitted data
or include sample of calculations)

3. Emission factor {identify source and include
sample of calculations)

4, Predictive emission model

5. CEM data (cite previously submitted data or
include a copy of summary)

99. Other (describe)

Code L - Fee Exemption Basis

1. Carbon monoxide emissions

2. VOC HAP emissions already included as VOC

emissions for this unit

3. PM,, HAP emissions already included as PM,q

emissions  for this unit

4. PM,o-sized lead emissions already included as

PM,o emissions for this unit

5. Title VI pollutants (chlorofluorocarbons and other

stratospheric ozone-depleting
classified as VOCs or

substances), not also
HAPs'

6. Air pollutant regulated only under § 112(r} of the
CAA’ * Listing of these pollutants on page _ ,
"Annual Air Pollutant Emissions” is optional.

Code M - Coating Use
1. Large appliance coatings
2. Magnet wire coatings
3. Auto and light duty truck coatings
a. Prime coat
b. Guidecoat
c. Topcoat
d. Final repair
e. Anti-chip
f. Anti-chip extreme performance
g. Anti-chip visible surface
4. Aerospace industries coating
5. Magnetic tape coating
6. Can coatings
a. Base/overvarnish
b. Internal body/external ends
c. Three-piece can, side seam
d. End seals
7. Metal coil coating
8. Non-printing paper/fabric coating
9. Publication printing inks and coatings
10. Packaging printing inks and coatings

11. Vinyl coatings

12. Metal furniture coatings

13. Plastic parts and products coating
14. Miscellaneous metal parts coatings

Code M - Coating Use (continued)

a. Clear coatings
b. Air-dried coatings
c. Extreme performance coatings
d. Other coatings

15. Flatwood paneling coatings
a. printed hardwood/particleboard
b. Natural finish hardwood/plywood
¢. Class Il hardboard

16. Paper and other webs

17. Shipbuilding and ship repair coating

18. Wood furniture coating

19. Flexographic ink

20. Lithographic ink

21. Rotogravure ink

22. Adhesives - describe:

23. Other coatings

Code N - Storage Tank Type
1. Vertical, fixed roof

2. Horizontal

3. External, floating roof

4. Internal, floating roof

5. Underground

Code O - Source of Tank Contents
. Pipeline

. Rail car

. Tank truck

. Ship or barge

. Process

. Other (specify)

O P WN =

Code P - VOC Control Method
1. Low-VOC coatings
a. High solids coatings
b. Low solvent coatings
c. Waterborne coatings
d. Powder coatings
e. UV light/electron beam-cured coatings
. Electrodeposited waterborne coatings
2. Increased solids transfer efficiency
3. Carbon adsorption
4. Incineration
5. Enclosures - partia! %
or capture efficiency %
6. Other (describe)

-

Do not return this page with the completed application.
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Attachment I
Merck & Co., Inc.
Virginia Title V Permit Application
List of Referenced Documents’

1. Project XL PSD Permit, 1/7/98.
2. Project XL PSD Permit Support Document, 9/26/97.
3. Registration and Support Information dated 4/18/96 for Carbidopa.
4. Project XL Federal Site-Specific Rule, 62 FR 52622-52642; 10/8/97.
5. Project XL SAPCB Order Granting a Variance, 9/11/97.
6. Project XL Variance Regulation for Merck Stonewall Plant (9 VAC 5 Chapter 190)

7. Title V Implementation Issues Letter, VADEQ (Mr. Chewning) to Merck (Mr. Jett), 9/5/97.

8. Letter, Tedd H. Jett to Sharon Foley, “1996 Emissions for Title V Fee Assessment,” 6/23/97.

H:\lammary\Title V\Title V Attachment I.doc
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! For the purposes of submission of this Title V Permit Application, Merck & Co., Inc., deems any and all
confidential supporting information previously submitted to the VADEQ in conjunction with these
referenced documents as confidential and exempt from the Freedom of Information Act, Chapter 21,
Section 2.1-3.40.



Attachment I1
Merck & Co., Inc.
Virginia Title V Permit Application
Sample Calculations
HCI and HF Emissions from Coal Combustion

HCI Emissions from Coal Combustion

Emission factor for spreader-stoker boilers = 1.9 Ib HCI emitted per ton of coal
combusted (2),

1.9 IbHCI x 1ton x 46,800 tons burned in 1996 = 44.5 tons HCI emitted
1 ton coal 2000 Ib

HF Emissions from Coal Combustion

Emission factor for spreader-stoker boilers = 0.23 Ib HF emitted per ton of coal
combusted (a),

0.231bHCl x 1ton x 46,800 tons burned in 1996 = 5.4 tons HF emitted
1 ton coal 2000 Ib

FYBQ-VALLESS

MAY 6 1998

(@ EPA Guidance Document 600/7-85-041, “Hydrogen Chloride and Hydrogen Fluoride
Emission Factors for the NAPAP Emission Inventory”, October, 1985.
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APPENDIX G
CHECKLIST FOR A COMPLETE APPLICATION

This checklist does not need to be included with the application being submitted to the VDEQ. It
should be noted that circumstances may arise during the permit review process which require the
Department to request additional information from the applicant prior to the application being
considered complete. Therefore, the Department reserves the right to request additional
information as needed during the permit review process.

1. Was document signed by a responsible official? (Form 805 page i)

2. Were the calculations upon which emission estimates and process rates are based included
with application? (Form 805 pages 3-9)

The Project XL PSD Permit and associated support materials are substituted for this
information in accordance with DEQ guidance letter dated September 5, 1997 (see Item
2.b.(4)). Other sample calculations are attached (Attachment 1) which supplement those
calculations not otherwise addressed in XL supporting documentation.

3. Was an equipment listing of significant units, including size, type and rated capacity included
with application? (Form 805 pages 3-9)

The Project XL PSD Permit and associated support materials are substituted for this
information in accordance with DEQ guidance letter dated September 5. 1997 (see Item
2.b.(2)).

4. Was pollution control equipment listed with efficiency or operational parameters? (Form 805
pages 10-11)

For equipment used to control criteria pollutants the Project XL PSD Permit and associated
support materials are substitutued for this information in accordance with DEQ guidance
letter dated September 5, 1997 (see Item 2.c). Existing equipment used to control non-
criteria pollutants for which there is an existing [state only] applicable requirement (HCL) is
addressed on page 10.

5. Are all emissions for which a source is major and all emissions of regulated air pollutants
listed? (Form 805 pages 12-13)

Page 12 of the application cites a letter dated 6/23/97 from Jett to Folev attesting to the
accuracy of the 1996 air emissions update for Title V fee assessment. Page 13 provides the
list of criteria pollutants and hazardous air pollutants for which the source is major.

6. Was a list insignificant activities provided? (Form 805 page 18)

The Project XL PSD Permit and associated support materials are substituted for this
information in accordance with DEQ guidance letter dated September 5, 1997 (see tem
2.b.(3)).

7. If any compliance certification questions on Form 805 page 19 are answered “NO.” is the
compliance plan section filled out? (Form 805 pages 20-21)

All certification questions were answered “yes”. P "‘*-,ﬁ,'-‘\-? ,_f.LY ‘. *P{,f
i
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10.

11.

12.

13.

14.

15.

APPENDIX G
CHECKLIST FOR A COMPLETE APPLICATION (Continued)

Is the compliance certification signed by a responsible official? (Form 805 page 21)

Was general facility information provided? (Form 805 pages 1-2)

Page | provides all the requested general information. For the additional general
information requested on Page 2, the Project XL PSD Permit and associated support
materials are substituted in accordance with DEQ guidance letter dated September 5, 1997
(see ltem 2.c.).

If any pages are marked “confidential information,” was justification provided for
determining that the information is confidential? (Form 805 page iv)

There are no items marked “confidential information” in the Title V application. Confidential
documents previously submitted to DEQ which are referenced in the application, however,
remain confidential and exempt from the Freedom of Information Act, Chapter 21, Section
2.1-3.40.

Enclosed site map with latitude and longitude or UTM coordinates? (Form 805 page iii)

A source location map is attached to the application.

Enclosed site plan with building dimensions, property and fence lines, and vent and stack
locations? (Form 805 page iii)

The Project XL PSD Permit and associated support materials are substituted for this
information in accordance with DEQ guidance letter dated September 5, 1997 (see Item 2.c.).

Enclosed process flow diagram? (Form 805 page iii)

The Project XL PSD Permit and associated support materials are substituted for this
information in accordance with DEQ guidance letter dated September 5, 1997 (see Item 2.c.).

Was a description of all monitoring devices and activities, reporting requirements provided?
(if required) Form 805 page 15-17

The Project XL PSD Permit and associated support materials are substituted for this
information in accordance with DEQ guidance letter dated September 5, 1997 (see Item 2.a. -
2.c.).

Provided a description of or reference to any applicable test method for determining
compliance with an applicable requirement (i.e., monitoring, recordkeeping, and reporting

requirements)?

The Project XL PSD Permit and associated support materials are substituted for this
information in accordance with DEQ guidance letter dated September 5, 1997 (see Item 2.a. -

2.c.).
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16.

17.

18.

19.

20.

21.

22.

23.

APPENDIX G

CHECKLIST FOR A COMPLETE APPLICATION (Continued)

Completed the general information section of the form by indicating the quantities of copies
of each page attached to the final application package? (Form 805 page i)

Completed.

If this is an affected source, have you included the use of nationally standardized forms for
acid rain portions of permit applications and compliance plans, as required by regulations

promulgated under Title IV of the CAA. (Form 805 page 2)

Not Applicable.

Was the emission data verified in regards to the permitting fees? (Form 805 page 12)

Page 12 of the application cites a letter dated 6/23/97 from Jett to Foley attesting to the
accuracy of the 1996 air emissions update for Title V fee assessment. Page |3 provides the
list of criteria pollutants and hazardous air pollutants for which the source is major.

Was all pertinent information provided which showed how compliance was demonstrated for

each applicable requirement?

The XL PSD Permit is the set of future applicable requirements to which the site will be
demonstrating compliance in accordance with its terms and conditions. The basis for
compliance for listed applicable requirements for which the XL PSD Permit does not

constitute compliance is indicated on page 16 (Section | through 3).

Was information on work practice standards, limitations on source operations for regulated

air pollutants provided? (Form 805 pages 3-4, 7-8, 10, 14, 19)

As indicated above, each of the above cited pages in Form 805 was completed in accordance

with DEQ guidance letter dated September 5, 1997.

Was information related to stack height provided? (Form 805 page 9)

The Project XL PSD Permit and associated support materials are substituted for this
information in accordance with the DEQ guidance letter dated September 5, 1997 (see Item

2.c.).

Was an explanation of any proposed exemptions from otherwise applicable requirements, as
well as from streamlined requirements provided? (Form 805 pages 12, 18)

Pages 12 and 18 provide an explanation and reference Jor the information addressed in
accordance with the DEQ guidance letter dated September 5, 1997 (see Items 2.b.(4) and

2.b.(3), respectively.

Was a statement of methods used for determining compliance, including monitoring,
recordkeeping, and reporting requirements and test methods, provided? (Form 805 pages 19-

21)

The facility is certifying compliance with applicable requirements in accordance with the

DEQ guidance letter dated September 5, 1997(see Items 4.a. - 4.c. ).
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25,

26.

27.

28.

29.

APPENDIX G
CHECKLIST FOR A COMPLETE APPLICATION (Continued)

Was a schedule of submission of compliance certified progress reports during the permit term
provided? (Form 805 pages 19-21)

Not Applicable.

Included information on alternative operating scenarios? (if applicable) (Form 805 page 2)
The facility is not requesting alternative operating scenarios.

Provided the following information to the extent it is needed to determine or regulate
emissions: fuels, fuel use, raw materials, production rates, and operating schedules? (Form

805 pages 3-9)

As indicated above. each of the above cited pages in Form 805 was completed in accordance
with theDEQ guidance letter dated September 5, 1997 (see Item 2.b. (2), and 2.c..

Included a brief description, for all applicable requirements that will become effective during
the permit term, including the effective date that the source will meet such requirements on a

timely basis? (Form 805 page 14)

Page 14 (sheets | through 3) was completed in accordance with the DEQ guidance letter
dated September 5, 1997 (see Item 3.).

Completed all appropriate pages of the permit application, according to the instructions?
All appropriate pages have been completed.
Has the source’s Title V fee been paid for the currently applicable term?

The facility has paid Title V fees for the current term.
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