COORDINATED FRAMEWORK FOR THE REGULATION OF THE
PRODUCTS OF BIOTECHNOLOGY-- 1986

Four principles

. The products of recombinant DNA technology will not differ
fundamentally from unmodified organisms or from conventional
products

. Product, not process, should be regulated, and regulation should be
risk-based

. Regulation should be directed toward the intended end use for
products, and should be conducted on a case-by-case basis

Framework
The Coordinated Framework documented specific regulatory roles for:

Department of Agriculture
. Animal and Plant Health Inspection Service
. Food Safety Inspection Service

Environmental Protection Agency

Health and Human Services
. National Institutes of Health
. Food and Drug Administration

The Coordinated Framework also directed each agency to focus on its
existing regulations to ascertain their appropriateness to the products of
biotechnology.
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