
40 C.F.R. § 798.6050
Functional observational battery.

(a) Purpose. In the assessment and evaluation of the potential human health effects of substances, it may be
necessary to test for neurotoxic effects. Substances that have been observed to cause neurotoxic signs (e.g.,
convulsions, tremors, ataxia) in other toxicity tests, as well as those having a structural similarity to
known neurotoxicants, should be evaluated for neurotoxicity. The functional observational battery is a
noninvasive procedure designed to detect gross functional deficits in young adults resulting from exposure
to chemicals and to better quantify neurotoxic effects detected in other studies. This battery of tests is not
intended to provide a detailed evaluation of neurotoxicity. It is designed to be used in conjunction with
neuropathologic evaluation and/or general toxicity testing. Additional functional tests may be necessary to
assess completely the neurotoxic potential of a chemical.

(b) Definitions. (1) Neurotoxicity is any adverse effect on the structure or function of the central and/or
peripheral nervous system related to exposure to a chemical substance.

(2) A toxic effect is an adverse change in the structure or function of an experimental animal as a result of
exposure to a chemical substance.

(c) Principle of the test method. The material is administered by an appropriate route to laboratory rodents. The
animals are observed under carefully standardized conditions with sufficient frequency to ensure the
detection of behavioral and/or neurologic abnormalities, if present. Various functions that could be
affected by neurotoxicants are assessed during each observation period.

(d) Test procedures—(1) Animal selection—(i) Species and strain. The laboratory rat or mouse is recommended.
Although information will generally be lacking, whenever possible the choice of species should take into
consideration such factors as the comparative metabolism of the chemical and species sensitivity to the
toxic effects of the test substance, as evidenced by the results of other studies. The potential for combined
studies should also be considered. Standard strains should be used.

(ii) Age. Young adult animals (at least 42 days old for the rat or mouse) shall be used.

(iii) Sex. (A) Equal numbers of animals of each sex are required for each dose level.
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