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&716.10 Studies to be reported.

(@) In general, health and safety studies, as defined in &16.3, on any substance or
listed mixture listed in §16.120, that are unpublished are reportable, i.e., must be
submitted or listed. However, this requirement has limitations according to the nature
of the material studied, so that:

(1) All studies of substances and listed mixtures are reportable. However, in the case
of physical and chemical properties, only those studies listed in £16.50 must be
submitted.

(2) Studies of mixtures known to contain substances or listed mixtures listed in
§716.120 are reportable except for studies of physical and chemical properties and the
studies exempted at §16.20(a)(6) (i) through (vi).

(3) Studies of substances or listed mixtures that a person who is reporting has
manufactured, imported, or processed or proposed to manufacture, import, or process
only as impurities are not generally reportable under &16.20(a)(9).

(4) Underlying data, such as medical or health records, individual files, lab notebooks,
and daily monitoring records supporting studies do not have to be submitted initially.
EPA may request underlying data later under §716.40.

(b) [Reserved]



