
45 C.F.R. § 2509.20
What is a “significant” guidance document?

(a) The term “significant guidance document” means a guidance document that will be disseminated to
regulated entities or the general public and that may reasonably be anticipated:

(1) To lead to an annual effect on the economy of $100 million or more or adversely affect in a material way the
U.S. economy, a sector of the U.S. economy, productivity, competition, jobs, the environment, public health or
safety, or state, local, or tribal governments or communities;
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