
40 C.F.R. § 725.67
Applications to exempt new microorganisms from this part.

(a) Submission. (1) Any manufacturer or importer of a new microorganism may request, under TSCA section
5(h)(4), an exemption, in whole or in part, from this part by sending a Letter of Application in the manner
set forth in § 725.25(c).

(2) General provisions. The Letter of Application should provide information to show that any activities affected
by the requested exemption will not present an unreasonable risk of injury to health or the environment. This
information should include data described in the following paragraphs.

(i) The effects of the new microorganism on health and the environment.

(ii) The magnitude of exposure of human beings and the environment to the new microorganism.

(iii) The benefits of the new microorganism for various uses and the availability of substitutes for such uses.

(iv) The reasonably ascertainable economic consequences of granting or denying the exemption, including
effects on the national economy, small business, and technological innovation.
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