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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
Office of Air Quality Planning and Standards
Research Triangle Park, North Carolina 27711

DATE: February 6, 1981

SUBJECT: Storage Tank Vapor Balance Requirements at Synthesized
Pharmaceutical Products Manufacture Facilities

FROM: Darryl D. Tyler, Acting Director
Control Programs Development Division (MD-15)

TO: Director, Air and Hazardous Materials Division, Regions I-X

It has been brought to my attention that, in some instances, States are
excluding the requirement for storage tank vapor balance from the Group II
Synthesized Pharmaceutical Products Manufacture regulation. The primary
reasons cited are that vapor recovery regulations are not required for the
tank trucks nor for facilities loading pharmaceutical VOC into tank trucks;
hence, enforcement of the vapor balance requirement would perhaps be
difficult.

The Synthesized Pharmaceutical Products Manufacture CTG includes a
recommended guideline (P. 1-6) that storage tanks greater than 2000 gallons
and storing VOC with a vapor pressure greater than 28 kPa (4.1 PSI) at 20
degrees Celsius be equipped with a vapor balance system or equivalent system
that is at least 90 percent effective in reducing emissions except where tanks
are equipped with floating roofs, vapor recovery, or equivalent. This
guideline does not apply to transfer of VOC from one in-plant location to
another.

The Emission Standards and Engineering Division included the
pharmaceutical storage tank vapor balance requirement in the CTG because,
theoretically (assuming saturated vapors), a 50 percent reduction of VOC
emissions to the atmosphere would result if the storage tanks were vapor
balanced since venting would only occur at the facility where the liquid VOC
is loaded into the tank truck. Without vapor balance, VOC vapor would be
vented from (1) the storage tank at the pharmaceutical plant during the tank
truck unloading operation and (2) the tank truck during loading of liquid VOC
at the loading facility (assuming that ambient air drawn into the tank truck
during unloading operations becomes saturated with VOC).

It is our opinion that inclusion of the pharmaceutical storage tank
vapor balance requirement in the State regulations is desirable. However, if a
State determines that it is unreasonable for certain plants to incorporate a
vapor balance system because of the technical reasons listed above and
subsequently exempts such systems in the regulations, EPA should not
disapprove the SIP for the exemption. Care must be taken to ensure that no
emission reduction credit is allowed if this provision is not included in the
pharmaceutical regulations.



Should you have further questions on this, please call me at 629-5251 or
Brock Nicholson or Bill Polalase of my staff at 629-5516.

cc: Chief, Air Programs Branch, Regions I-—X
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