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Section |-C: General Applicability

Section I-C-1. The NIH Guidelines are applicable to:

Section I-C-1-a. All recombinant DNA research within the United States (U.S.) or its territories
that is within the category of research described in either Section I-C-1-a-(1) or Section I-C-1-a-

(2).

Section I-C-1-a-(1). Research that is conducted at or sponsored by an institution that receives
any support for recombinant DNA research from NIH, including research performed directly by
NIH. An individual who receives support for research involving recombinant DNA must be
associated with or sponsored by an institution that assumes the responsibilities assigned in the
NIH Guidelines.

Section I-C-1-a-(2). Research that involves testing in humans of materials containing
recombinant DNA developed with NIH funds, if the institution that developed those materials
sponsors or participates in those projects. Participation includes research collaboration or
contractual agreements, not mere provision of research materials.

Section I-C-1-b. All recombinant DNA research performed abroad that is within the category of
research described in either Section I-C-1-b-(1) or Section I-C-1-b-(2).

Section I-C-1-b-(1). Research supported by NIH funds.

Section I-C-1-b-(2). Research that involves testing in humans of materials containing
recombinant DNA developed with NIH funds, if the institution that developed those materials
sponsors or participates in those projects. Participation includes research collaboration or
contractual agreements, not mere provision of research materials.

Section I-C-1-b-(3). If the host country has established rules for the conduct of recombinant DNA
research, then the research must be in compliance with those rules. If the host country does not
have such rules, the proposed research must be reviewed and approved by an NIH-approved
Institutional Biosafety Committee or equivalent review body and accepted in writing by an
appropriate national governmental authority of the host country. The safety practices that are
employed abroad must be reasonably consistent with the NIH Guidelines.



