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Satisfying data requirements.

(a) General policy. The Agency will determine whether the data submitted or cited to fulfill the data
requirements specified in this part are acceptable. This determination will be based on the design and
conduct of the experiment from which the data were derived, and an evaluation of whether the data fulfill
the purpose(s) of the data requirement. In evaluating experimental design, the Agency will consider
whether generally accepted methods were used, sufficient numbers of measurements were made to achieve
statistical reliability, and sufficient controls were built into all phases of the experiment. The Agency will
evaluate the conduct of each experiment in terms of whether the study was conducted in conformance with
the design, good laboratory practices were observed, and results were reproducible. The Agency will not
reject data merely because they were derived from studies which, when initiated, were in accordance with
an Agency-recommended protocol, even if the Agency subsequently recommends a different protocol, as
long as the data fulfill the purposes of the requirements as described in this paragraph.
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