AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Environmental Protection Agency

(2) A submitter shall not proceed
with the research and development ac-
tivity described in the TERA unless
and until EPA provides written ap-
proval of the TERA. A submitter may
receive early approval if a review is
completed in less than 60 days.

(b) EPA decision regarding proposed
TERA activity. (1) A decision con-
cerning a TERA under this subpart will
be made by the Administrator, or a
designee.

(2) If EPA determines that the pro-
posed research and development activ-
ity for the microorganism does not
present an unreasonable risk of injury
to health or the environment, EPA will
notify the submitter that the TERA is
approved and that the submitter can
proceed with the proposed research and
development activity described in the
TERA.

(3) EPA may include requirements
and conditions in its approval of the
TERA that would be stated in the
TERA approval under paragraph (c) of
this section.

(4) If EPA concludes that it cannot
determine that the proposed research
and development activity described in
the TERA will not present an unrea-
sonable risk of injury to health or the
environment, EPA will deny the TERA
and will provide reasons for the denial
in writing.

(c) TERA approval. (1) A TERA ap-
proval issued by EPA under this sec-
tion is legally binding on the TERA
submitter.

(2) When EPA approves a TERA, the
submitter must conduct the research
and development activity only as de-
scribed in the TERA and in accordance
with any requirements and conditions
prescribed by EPA in its approval of
the TERA.

(3) Any person who fails to conduct
the research and development activity
as described in the TERA and in ac-
cordance with any requirements and
conditions prescribed by EPA in its ap-
proval of the TERA under this section,
shall be in violation of sections 5 and 15
of the Act and be subject to civil and
criminal penalties under section 16 of
the Act.

§725.288

§725.288 Revocation or modification
of TERA approval.

(a) Significant questions about risk. (1)
If, after approval of a TERA under this
subpart, EPA receives information
which raises significant questions
about EPA’s determination that the
activity does not present an unreason-
able risk of injury to health or the en-
vironment, EPA will notify the sub-
mitter in writing of those questions.

(2) The submitter may, within 10
days of receipt of EPA’s notice, provide
in writing additional information or
arguments concerning the significance
of the questions and whether EPA
should modify or revoke the approval
of the TERA.

(3) After considering any such infor-
mation and arguments, EPA will de-
cide whether to change its determina-
tion regarding approval of the TERA.

(i) If EPA determines that the activ-
ity will not present an unreasonable
risk of injury to health or the environ-
ment, it will notify the submitter in
writing. To make this finding, EPA
may prescribe additional conditions
which must be followed by the sub-
mitter.

(ii) If EPA determines that it can no
longer conclude that the activity will
not present an unreasonable risk of in-
jury to health or the environment, it
will notify the submitter in writing
that EPA is revoking its approval and
state its reasons. In that event, the
submitter must terminate the research
and development activity within 48
hours of receipt of the notice in accord-
ance with directions provided by EPA
in the notice.

(b) Evidence of unreasonable risk. (1) If,
after approval of a TERA under this
subpart, EPA determines that the pro-
posed research and development activ-
ity will present an unreasonable risk of
injury to health or the environment,
EPA will notify the submitter in writ-
ing and state its reasons.

(2) In the notice, EPA may prescribe
additional safeguards to address or re-
duce the risk, or may instruct the sub-
mitter to suspend the research and de-
velopment activities.

(3) Within 48 hours, the submitter
must implement the instructions con-
tained in the notice. The submitter

547



§725.300

may then submit additional informa-
tion or arguments concerning the mat-
ters raised by EPA and whether EPA
should modify or revoke the approval
of the TERA in accordance with para-
graph (a)(2) of this section.

(4) EPA will consider the information
and arguments in accordance with
paragraph (a)(3) of this section.

(5) Following consideration of the in-
formation and arguments under para-
graph (a)(3) of this section, if EPA noti-
fies the submitter that the R&D activ-
ity must be suspended or terminted,
the submitter may resume the activity
only upon written notice from EPA
that EPA has approved resumption of
the activity. In approving resumption
of an activity, EPA may prescribe addi-
tional conditions which must be fol-
lowed by the submitter.

(c) Modifications. If, after approval of
a TERA under this subpart, the sub-
mitter concludes that it is necessary to
alter the conduct of the research and
development activity in a manner
which would result in the activity
being different from that described in
the TERA agreement and any condi-
tions EPA prescribed in its approval,
the submitter must inform the EPA
contact for the TERA and may not
modify the activity without the ap-
proval of EPA.

Subpart F—Exemptions for Test
Marketing

§725.300 Scope and purpose.

(a) This subpart describes exemptions
from the reporting requirements under
subpart D of this part for test mar-
keting activities involving microorga-
nisms.

(b) In lieu of complying with subpart
D of this part, persons described in
§725.305 may submit an application for
a test marketing exemption (TME).

(c) Submission requirements specific
for TME applications are described at
§725.350.

(d) Data requirements for TME appli-
cations are set forth in §725.355.

(e) EPA review procedures specific
for TMEs are set forth in §725.370.

(f) Subparts A through C of this part
apply to any submission under this
subpart.
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§725.305 Persons who may apply
under this subpart.
A person identified in this section

may apply for a test marketing exemp-
tion. EPA may grant the exemption if
the person demonstrates that the
microorganism will not present an un-
reasonable risk of injury to health or
the environment as a result of the test
marketing. A person may apply under
this subpart for the following test mar-
keting activities:

(a) A person who intends to manufac-
ture or import for commercial purposes
a new microorganism.

(b) A person who intends to manufac-
ture, import, or process for commercial
purposes a microorganism identified in
subpart M of this part for a significant
new use.

§725.350 Procedural requirements for
this subpart.

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 applications submitted under
this subpart:

(a) Prenotice consultation. EPA
strongly suggests that for a TME, the
applicant contact EPA for a prenotice
consultation regarding eligibility for a
TME.

(b) When to submit a TME application.
Each person who is eligible to apply for
a TME under this subpart must submit
the application at least 45 calendar
days before the person intends to com-
mence the test marketing activity.

(c) Recordkeeping. Each person who is
granted a TME must comply with the
recordkeeping requirements of §725.65.
In addition, any person who obtains a
TME must retain documentation of
compliance with any restrictions im-
posed by EPA when it grants the TME.
This information must be retained for 3
years from the final date of manufac-
ture or import under the exemption.

§725.355 Information to be included in
the TME application.

(@) To review a TME application,
EPA must have sufficient information
to permit a reasoned evaluation of the
health and environmental effects of the
planned test marketing activity. The
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