
40 C.F.R. § 160.81
Standard operating procedures.

(a) A testing facility shall have standard operating procedures in writing setting forth study methods that
management is satisfied are adequate to insure the quality and integrity of the data generated in the course
of a study. All deviations in a study from standard operating procedures shall be authorized by the study
director and shall be documented in the raw data. Significant changes in established standard operating
procedures shall be properly authorized in writing by management.
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