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CHEMICAL IMPORT AND EXPORT REQUIREMENTS
FOR CERTIFICATION AND NOTIFICATION UNDER
TOXIC SUBSTANCES CONTROL ACT AND U.S. CUSTOMS

If you import or export chemicals in any amount (e.g., suit case samples) you must comply with
certification requirements of the Toxic Substances Control Act (TSCA) and U.S. Customs. Certification
and notification requirements pertain to chemicals and new microorganisms used in R&D activities.

Importation of Chemicals

U.S. Customs import regulations require importers of chemical substances and mixtures to certify on
the invoice at the port of entry that either:

a. The shipment or sample is subject to TSCA and complies with all applicable rules and orders
thereunder; or
b. The shipment or sample is not subject to TSCA.

Under the TSCA import regulations, if the imported sample will be used in a commercial endeavor, a
Premanufacturing Notice (PMN) must be submitted to EPA 90 days in advance of import if the chemical
is not on the TSCA inventory list (a copy of the list is maintained by the ORNL TSCA Coordinator).

TSCA requires certification for substances which are imported and received by mail or commercial
carrier. If certain requirements are met small quantities of chemicals used solely for noncommercial R&D
may be exempted from PMN and Significant New Use Rule (SNUR) reporting requirements. Contact
the ORNL TSCA Coordinator for guidance.

Exportation of Chemicals to Other Countries

EPA must be notified if a chemical to be shipped to another country is on the EPA restricted list. A copy
of this restricted list is maintained by the ORNL TSCA coordinator.

Who to Contact

If you have questions concerning shipping chemicals to other countries or receiving them from other
countries, please contact Sandra Kennedy at 576-0240.

$70,000 fine for violations.

Rad isotopes are exempt.



NEW MICROORGANISM R&D USE, IMPORT, AND EXPORT
REPORTING REQUIREMENTS UNDER THE TOXIC
SUBSTANCES CONTROL ACT AND U.S. CUSTOMS

In April 1997, EPA published final rules which implemented its screening program for “new
microorganisms” under Section 5 of the Toxic Substances Control Act. New microorganisms are those
microorganisms formed by combining genetic material from organisms in different genera (intergeneric).
These new microorganisms have certain reporting requirements under TSCA and there are some
exceptions.

Reporting Requirements

Persons intending to use intergeneric microorganisms for commercial purposes in the United States
are required to submit a Microbial Commercial Activity Notice (MCAN) to EPA at least 90 days before
each use. EPA has 90 days to review the submission in order to determine whether the use presents
an unreasonable risk to human health or the environment. The rule also addresses intergeneric
microorganisms used in R&D for commercial purposes and creates a vehicle for reporting on testing of
new microorganisms in the environment, a TSCA Experimental Release Application (TERA). A TERA is
required to be submitted to EPA at least 60 days prior to initiating field trials.

Exemptions

Intergeneric microorganisms used in R&D in contained structures are exempt from EPA reporting
requirements, if researchers maintain records demonstrating eligibility. One example would be
following NIH Guidelines. Certain intergeneric microorganisms in R&D field testing are also exempt.

Importation to Other Countries

If the purpose for importation is R&D, then no reporting to EPA is required; however, a certification
statement is required at customs. A written statement that the shipment is subject to TSCA and meets
requirements or is not subject to TSCA must be provided to customs.

Exportation to Other Countries

If the microorganisms are produced solely for export purposes, no EPA reporting is required.
Exportation of microorganisms for R&D purposes is also exempt from EPA reporting.

Who to Contact

If you have questions concerning TSCA requirements involving reporting, shipping to, or receiving
from other countries “new microorganisms,” please contact TSCA Coordinators Charles Phillips at
576-5048 or Terry Allmond at 576-5976.



