§725.250

§725.250 Procedural requirements for
the TERA.

General requirements for all submis-
sions under this part are contained in
subparts A through C of this part. In
addition, the following requirements
apply to TERAs submitted under this
subpart:

(a) When to submit the TERA. Each
person who is eligible to submit a
TERA under this subpart must submit
the TERA at least 60 calendar days be-
fore the person intends to initiate the
proposed research and development ac-
tivity.

(b) Contents of the TERA. Each per-
son who submits a TERA under this
subpart must provide the information
and test data described in §§725.255 and
725.260. In addition, the submitter must
supply sufficient information to enable
EPA to evaluate the effects of all ac-
tivities for which approval is re-
quested.

(c) A person may submit a TERA for
one or more microorganisms and one or
more research and development activi-
ties, including a research program.

(d) EPA will either approve the
TERA, with or without conditions, or
disapprove it under procedures estab-
lished in this subpart.

(e) The manufacturer, importer, or
processor who receives a TERA ap-
proval must comply with all terms of
the approval, as well as conditions de-
scribed in the TERA, and remains lia-
ble for compliance with all terms and
conditions, regardless of who conducts
the research and development activity.
Any person conducting the research
and development activity approved
under the TERA must comply with all
terms of the TERA approval, as well as
the conditions described in the TERA.

(f) Recordkeeping. Persons submit-
ting a TERA must comply with the
recordkeeping requirements of §725.65.
In addition, the following requirements
apply to TERAs:

(1) Each person submitting a TERA
under this part must retain docu-
mentation of information contained in
the TERA for a period of 3 years from
the date that the results of the study
are submitted to the Agency.

(2) Summaries of all data, conclu-
sions, and reports resulting from the
conduct of the research and develop-
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ment activity under the TERA must be
submitted to the EPA address identi-
fied in §725.25(c) within 1 year of the
termination of the activity.

§725.255 Information to be included in
the TERA.

(@) 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 infor-
mation 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 ap-
plicable must be included.

(c) Persons applying for a TERA,
must include the submitter identifica-
tion and microorganism identity infor-
mation required for MCANs in
§725.155(c), (d)(1), and (d)(2).

(d) Persons applying for a TERA
must submit phenotypic and ecological
characteristics information required in
§725.155(d)(3) as it relates directly to
the conditions of the proposed research
and development activity.

(e) Persons applying for a TERA
must also submit the following infor-
mation about the proposed research
and development activity:

(1) A detailed description of the pro-
posed research and development activity.
(i) The objectives and significance of
the activity and a rationale for testing
the microorganisms in the environ-
ment.

(if) Number of microorganisms re-
leased (including viability per volume
if applicable) and the method(s) of ap-
plication or release.

(iii) Characteristics of the test
site(s), including location, geo-
graphical, physical, chemical, and bio-
logical features, proximity to human
habitation or activity, and description
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