§725.232

rights, or establishes a joint venture
where the commercial entity holds pat-
ent or licensing rights; or

(iii) Any other situation in which the
commercial entity intends to obtain an
immediate or eventual commercial ad-
vantage for the commercial entity and/
or the researcher.

(2) Research and development activi-
ties that are not funded directly by a
commercial entity, if the researcher
intends to obtain an immediate or
eventual commercial advantage. Indi-
cations that the researcher intends to
obtain an immediate or eventual com-
mercial advantage may include, but
are not limited to:

(i) The research is directed toward
developing a commercially viable im-
provement of a product already on the
market; or

(ii) The researcher has sought or is
seeking commercial funding for the
purpose of developing a commercial ap-
plication; or

(iii) The researcher or university has
sought or is seeking a patent to protect
a commercial application which the re-
search is developing; or

(iv) Other evidence that the re-
searcher is aware of a commercial ap-
plication for the research and has di-
rected the research toward developing
that application.

(c) Certain research and development
activities involving microorganisms
subject to jurisdiction under the Act
are exempt from reporting under this
part. A person conducting research and
development activities which meet the
conditions for the exemptions de-
scribed in §§725.232, 725.234, or 725.238 is
exempt from TERA reporting under
this subpart.

(d) A microorganism is not exempt
from reporting under subpart D of this
part if any amount of the microorga-
nism, including as part of a mixture, is
processed, distributed in commerce, or
used, for any commercial purpose other
than research and development.

(e) Quantities of the inactivated
microorganism, or mixtures or articles
containing the inactivated microorga-
nism, remaining after completion of re-
search and development activities may
be disposed of as a waste in accordance
with applicable Federal, State, and
local regulations.
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(f) A person who manufactures, im-
ports, or processes a microorganism
solely for research and development is
not required to comply with the re-
quirements of this section if:

(1) The person is manufacturing a mi-
crobial pesticide identified in
§172.45(c), or

(2) The person is manufacturing a mi-
crobial pesticide for which an Experi-
mental Use Permit is required, pursu-
ant to §172.3; or

(3) The person is manufacturing a mi-
crobial pesticide for which a notifica-
tion or an Experimental Use Permit is
not required to be submitted.

§725.232 Activities subject to the juris-
diction of other Federal programs
or agencies.

This part does not apply to any re-
search and development activity that
meets all of the following conditions.

(a) The microorganism is manufac-
tured, imported, or processed solely for
research and development activities.

(b) There is no intentional testing of
a microorganism outside of a struc-
ture, as structure is defined in §725.3.

(c)(1) The person receives research
funds from another Federal agency,
and the funds are awarded on the con-
dition that the research will be con-
ducted in accordance with the relevant
portions of the NIH Guidelines, or

(2) A Federal agency or program oth-
erwise imposes the legally binding re-
quirement that the research is to be
conducted in accordance with relevant
portions of the NIH Guidelines.

§725.234 Activities conducted inside a
structure.

A person who manufactures, imports,
or processes a microorganism is not
subject to the reporting requirements
under subpart D of this part if all of
the following conditions are met:

(@) The microorganism is manufac-
tured, imported, or processed solely for
research and development activities.

(b) The microorganism is used by, or
directly under the supervision of, a
technically qualified individual, as de-
fined in §725.3. The technically quali-
fied individual must maintain docu-
mentation of the procedures selected to
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comply with paragraph (d) of this sec-
tion and must ensure that the proce-
dures are used.

(c) There is no intentional testing of
a microorganism outside of a struc-
ture, as structure is defined in §725.3.

(d) Containment and/or inactivation
controls. (1) Selection and use of con-
tainment and/or inactivation controls
inside a structure for a particular
microorganism shall take into account
the following:

(i) Factors relevant to the organism’s
ability to survive in the environment.

(ii) Potential routes of release in air,
solids and liquids; in or on waste mate-
rials and equipment; in or on people,
including maintenance and custodial
personnel; and in or on other orga-
nisms, such as insects and rodents.

(iii) Procedures for transfer of mate-
rials between facilities.

(2) The technically qualified individ-
ual’s selection of containment and/or
inactivation controls shall be approved
and certified by an authorized official
(other than the TQI) of the institution
that is conducting the test prior to the
commencement of the test.

(3) Records shall be developed and
maintained describing the selection
and use of containment and/or inac-
tivation controls, as specified Iin
§725.235(c). These records, which must
be maintained at the location where
the research and development activity
is being conducted, shall be submitted
to EPA upon written request and with-
in the time frame specified in EPA’s
request.

(4) Subsequent to EPA review of
records in accordance with paragraph
(d)(3) of this section, changes to the
containment/inactivation controls se-
lected under paragraph (d)(1) of this
section must be made upon EPA order.
Failure to comply with EPA’s order
shall result in automatic loss of eligi-
bility for an exemption under this sec-
tion.

(e) The manufacturer, importer, or
processor notifies all persons in its em-
ploy or to whom it directly distributes
the microorganism, who are engaged in
experimentation, research, or analysis
on the microorganism, including the
manufacture, processing, use, trans-
port, storage, and disposal of the
microorganism associated with re-

§725.235

search and development activities, of
any risk to health, identified under
§725.235(a), which may be associated
with the microorganism. The notifica-
tion must be made in accordance with
§725.235(b).

§725.235 Conditions of exemption for
activities conducted inside a struc-
ture.

(a) Determination of risks. To deter-
mine whether notification under
§725.234(e) is required, the manufac-
turer, importer, or processor must do
one of the following:

(1) For research conducted in accord-
ance with the NIH Guidelines, the man-
ufacturer, importer, or processor must
meet the conditions laid out at IV-B-4-
d of the NIH Guidelines; or

(2) For all other research conducted
in accordance with §725.234, the manu-
facturer, importer, or processor must
review and evaluate the following in-
formation to determine whether there
is reason to believe there is any risk to
health which may be associated with
the microorganism:

(i) Information in its possession or
control concerning any significant ad-
verse reaction of persons exposed to
the microorganism which may reason-
ably be associated with such exposure.

(i) Information provided to the man-
ufacturer, importer, or processor by a
supplier or any other person con-
cerning a health risk believed to be as-
sociated with the microorganism.

(iii) Health and environmental ef-
fects data in its possession or control
concerning the microorganism.

(iv) Information on health effects
which accompanies any EPA rule or
order issued under TSCA section 4, 5,
or 6 of the Act that applies to the
microorganism and of which the manu-
facturer, importer, or processor has
knowledge.

(b) Notification to employees and oth-
ers. (1) The manufacturer, importer, or
processor must notify the persons iden-
tified in §725.234(e) by means of a con-
tainer labeling system, conspicuous
placement of notices in areas where ex-
posure may occur, written notification
to each person potentially exposed, or
any other method of notification which
adequately informs persons of health
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