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connections, and, if necessary, flow-
inducing devices that transport gas or
vapor from an emission point to a
control device or back into the process.

CN—Abbreviation for total cyanide.
COD—Chemical oxygen demand

(COD)—A nonconventional bulk
parameter that measures the total
oxygen-consuming capacity of
wastewater. This parameter is a measure
of materials in water or wastewater that
are biodegradable and materials that are
resistant (refractory) to biodegradation.
Refractory compounds slowly exert
demand on downstream receiving water
resources. Certain of the compounds
measured by this parameter have been
found to have carcinogenic, mutagenic,
and similar adverse effects, either singly
or in combination. It is expressed as the
amount of oxygen consumed by a
chemical oxidant in a specific test.

Combustion device—An individual
unit of equipment, including but not
limited to, an incinerator or boiler, used
for the thermal oxidation of organic
hazardous air pollutant vapors.

Condensate—Any material that has
condensed from a gaseous phase into a
liquid phase.

Continuous discharge—Discharge that
occurs without interruption throughout
the operating hours of the facility.

Control Techniques Guidance
(CTG)—A document prepared to
provide State and local air pollution
authorities with an information base for
proceeding with analysis of Reasonably
Available Control Technology (RACT) to
meet Clean Air Act statutory
requirements.

Controlled-release discharge—A
discharge that occurs at a rate that is
intentionally varied to accommodate
fluctuations in receiving stream
assimilative capacity or for other
reasons.

Conventional pollutants—The
pollutants identified in section 304(a)(4)
of the Clean Water Act and the
regulations thereunder (i.e., biochemical
oxygen demand (BOD5), total suspended
solids (TSS), oil and grease, fecal
coliform and pH).

CWA—Clean Water Act. The Federal
Water Pollution Control Act
Amendments of 1972 (33 U.S.C. 1251 et
seq.), as amended, inter alia, by the
Clean Water Act of 1977 (Pub. L. 95–
217) and the Water Quality Act of 1987
(Pub. L. 100–4).

Daily discharge—The discharge of a
pollutant measured during any calendar
day or any 24-hour period that
reasonably represents a calendar day for
purposes of sampling. For pollutants
with limitations expressed in units of
mass, the daily discharge is calculated
as the total mass of the pollutant

discharged over the day. For pollutants
with limitations expressed in other
units of measurement, the daily
discharge is calculated as the average
measurement of the pollutant over the
day.

Direct discharger—A facility that
discharges or may discharge treated or
untreated process wastewaters, non-
contact cooling waters, or non-process
wastewaters (including stormwater
runoff) into waters of the United States.

Effluent—Wastewater discharges.
Effluent limitation—Any restriction,

including schedules of compliance,
established by a State or the
Administrator on quantities, rates, and
concentrations of chemical, physical,
biological, and other constituents which
are discharged from point sources into
waters of the United States, the waters
of the contiguous zone, or the ocean.

Emission—Passage of air pollutants
into the atmosphere via a gas stream or
other means.

Emission point—Any location within
a source from which air pollutants are
emitted, including an individual
process vent, an opening within a
wastewater collection and treatment
system, or an open piece of process
equipment.

EOP effluent—Final plant effluent
discharged to waters of the United
States or to a POTW.

EOP treatment—End-of-pipe
treatment facilities or systems used to
treat process wastewaters, non-process
wastewaters (including stormwater
runoff) after the wastewaters have left
the process area of the facility and prior
to discharge. End-of-pipe treatment
generally does not include facilities or
systems where products or by-products
are separated from process wastewaters
and returned to the process or directed
to air emission control devices.

EPA—The U.S. Environmental
Protection Agency.

General Provisions—General
Provisions for national emission
standards for hazardous air pollutants
and other regulatory requirements
pursuant to section 112 of the Clean Air
Act, as amended November 15, 1990.
The General Provisions, located in
subpart A of part 63 of title 40 of the
Code of Federal Regulations, codify
procedures and criteria to implement
emission standards for stationary
sources that emit (or have the potential
to emit) one or more of the 189
chemicals listed as hazardous air
pollutants in section 112(b) of the Clean
Air Act as amended in 1990. EPA
published the NESHAP General
Provisions in the Federal Register on
March 16, 1993 (59 FR 12408). The term
General Provisions also refers to the

General Provisions for the effluent
limitations guidelines and standards
proposed today, to be located at 40 CFR
part 439.

Fermentation—A chemical change
induced by a living organism or
enzyme, specifically bacteria or the
microorganisms occurring in unicellular
plants such as yeast, molds, or fungi.
Process operations that utilize
fermentation to manufacture
pharmaceutically active ingredients
define subcategory A (40 CFR 439,
subpart A).

HAP—Hazardous Air Pollutant. Any
of the 189 chemicals listed under
section 112(b) of the Clean Air Act.

HON—Hazardous Organic NESHAP.
As used in this notice, it refers to the
standard published by EPA for the
Synthetic Organic Chemical
Manufacturing Industry (SOCMI) on
April 22, 1994 (59 FR 19402).

Incinerator—An enclosed combustion
device that is used for destroying
organic compounds. Auxiliary fuel may
be used to heat waste gas to combustion
temperatures. Any energy recovery
section present is not physically formed
into one manufactured or assembled
unit with the combustion section;
rather, the energy recovery section is a
separate section following the
combustion section and the two are
joined by ducts or connections carrying
flue gas.

Indirect discharger—A facility that
discharges or may discharge
wastewaters into a publicly owned
treatment works.

Individual drain system—The system
used to convey process wastewater
streams away from the pharmaceutical
manufacturing process equipment or
tank, or process wastewater collection
and treatment system unit. The term
includes all process drains and junction
boxes, together with their associated
sewer lines and other junction boxes,
manholes, sumps and lift stations. The
individual drain system is designed to
segregate the vapors within the system
from other drain systems. A separate
storm sewer system, which is a drain
and collection system designed and
operated for the purpose of collecting
storm runoff at a facility, and which is
segregated from all other individual
drain systems, is excluded from this
definition.

In-plant Control Technologies—These
include controls or measures applied
within the manufacturing process to
reduce or eliminate pollutant and
hydraulic loadings; these also include
technologies, such as steam stripping
and cyanide destruction, applied
directly to wastewater generated by
manufacturing processes.


