
40 C.F.R. § 725.255
Information to be included in the TERA.

(a) To review a TERA, EPA must have sufficient information to permit a reasoned evaluation of the health and
environmental effects of the planned test in the environment. The person seeking EPA approval must
submit all information known to or reasonably ascertainable by the submitter on the microorganism(s)
and the research and development activity, including information not listed in paragraphs (c), (d), and (e)
of this section that the person believes will be useful for EPA's risk assessment. The TERA must be in
writing and must include at least the information described in the following paragraphs.

(b) When specific information is not submitted, an explanation of why such information is not available or not
applicable must be included.
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