
40 C.F.R. § 160.35
Quality assurance unit.

(a) A testing facility shall have a quality assurance unit which shall be responsible for monitoring each study
to assure management that the facilities, equipment, personnel, methods, practices, records, and controls
are in conformance with the regulations in this part. For any given study, the quality assurance unit shall
be entirely separate from and independent of the personnel engaged in the direction and conduct of that
study. The quality assurance unit shall conduct inspections and maintain records appropriate to the study.

(b) The quality assurance unit shall:

(1) Maintain a copy of a master schedule sheet of all studies conducted at the testing facility indexed by test
substance, and containing the test system, nature of study, date study was initiated, current status of each
study, identity of the sponsor, and name of the study director.
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