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§723.50 Chemical substances manufac-
tured in quantities of 10,000 Kkilo-
grams or less per year, and chem-
ical substances with low environ-
mental releases and human expo-
sures.

(a) Purpose and scope. (1) This section
grants an exemption from the
premanufacture notice requirements of
section 5(a)(1)(A) of the Toxic Sub-
stances Control Act (15 TU.S.C.
2604(a)(1)(A)) for the manufacture of:

(i) Chemical substances manufac-
tured in quantities of 10,000 kilograms
or less per year.

(ii) Chemical substances with low en-
vironmental releases and human expo-
sures.

(2) To manufacture a new chemical
substance under the terms of this ex-
emption a manufacturer must:

(i) Submit a notice of intent to man-
ufacture 30 days before manufacture
begins, as required under paragraph (e)
of this section.

(ii) Comply with all other provisions
of this section.

(3) This section does not apply to
microorganisms subject to part 725 of
this chapter.

(b) Definitions. The following defini-
tions apply to this subpart.

(1) Act means the Toxic Substances
Control Act (15 U.S.C. 2601 et seq).

(2) Consumer means a private indi-
vidual who uses a chemical substance
or any product containing the chemical
substance in or around a permanent or
temporary household or residence, dur-
ing recreation, or for any personal use
or enjoyment.

(3) Environment has the same mean-
ing as in section 3 of the Act (15 U.S.C.
2602).

(4) Environmental transformation prod-
uct means any chemical substance re-
sulting from the action of environ-
mental processes on a parent com-
pound that changes the molecular iden-
tity of the parent compound.

(6) Metabolite means a chemical enti-
ty produced by one or more enzymatic
or nonenzymatic reactions as a result
of exposure of an organism to a chem-
ical substance.

(6) Serious acute effects means human
disease processes or other adverse ef-
fects that have short latency periods
for development, result from short-
term exposure, or are a combination of
these factors and that are likely to re-
sult in death, severe or prolonged inca-
pacitation, disfigurement, or severe or
prolonged loss of the ability to use a
normal bodily or intellectual function
with a consequent impairment of nor-
mal activities.

() Serious chronic effects means
human disease processes or other ad-
verse effects that have long latency pe-
riods for development, result from
long-term exposure, are long-term ill-
nesses, or are a combination of these
factors and that are likely to result in
death, severe or prolonged incapacita-
tion, disfigurement, or severe or pro-
longed loss of the ability to use a nor-
mal bodily or intellectual function
with a consequent impairment of nor-
mal activities.

(8) Significant environmental effects
means:

(i) Any irreversible damage to bio-
logical, commercial, or agricultural re-
sources of importance to society;

(ii) Any reversible damage to biologi-
cal, commercial, or agricultural re-
sources of importance to society if the
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damage persists beyond a single gen-
eration of the damaged resource or be-
yond a single year; or

(iii) Any known or reasonably antici-
pated loss of members of an endangered
or threatened species. Endangered or
threatened species are those species
identified as such by the Secretary of
the Interior in accordance with the En-
dangered Species Act, as amended (16
U.S.C. 1531).

(9) Site means a contiguous property
unit. Property divided only by a public
right-of-way is one site. There may be
more than one manufacturing plant on
a single site.

(10) The terms byproduct, EPA, im-
porter, impurity, known to or reasonably
ascertainable, manufacture, manufac-
turer, new chemical substance, person,
possession or control, and test data have
the same meanings as in §720.3 of this
chapter.

(c) Exemption categories. Except as
provided in paragraph (d) of this sec-
tion, this exemption applies to:

(1) Any manufacturer of a new chem-
ical substance manufactured in quan-
tities of 10,000 kilograms or less per
year under the terms of this exemp-
tion.

(2) Any manufacturer of a new chem-
ical substance satisfying all of the fol-
lowing low environmental release and
low human exposure eligibility cri-
teria:

(i) Consumers and the general popu-
lation. For exposure of consumers and
the general population to the new
chemical substance during all manu-
facturing, processing, distribution in
commerce, use, and disposal of the sub-
stance:

(A) No dermal exposure.

(B) No inhalation exposure (except as
described in paragraph (c)(2)(iv) of this
section.

(C) Exposure in drinking water no
greater than a 1 milligram per year (es-
timated average dosage resulting from
drinking water exposure in streams
from the maximum allowable con-
centration level from ambient surface
water releases established under para-
graph (c)(2)(iii) of this section or a
higher concentration authorized by
EPA under paragraph (c)(2)(iii) of this
section).
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(ii) Workers. For exposure of workers
to the new chemical substance during
all manufacturing, processing, dis-
tribution in commerce, use and dis-
posal of the substance:

(A) No dermal exposure (this cri-
terion is met if adequate dermal expo-
sure controls are used in accordance
with applicable EPA guidance).

(B) No inhalation exposure (this cri-
terion is considered to be met if ade-
quate inhalation exposure controls are
used in accordance with applicable
EPA guidance).

(iii) Ambient surface water. For ambi-
ent surface water releases, no releases
resulting in surface water concentra-
tions above 1 part per billion, cal-
culated using the methods prescribed
in §§721.90 and 721.91, unless EPA has
approved a higher surface water con-
centration supported by relevant and
scientifically valid data submitted to
EPA in a notice under paragraph (e) of
this section on the substance or a close
structural analogue of the substance
which demonstrates that the new sub-
stance will not present an unreason-
able risk of injury to aquatic species or
human health at the higher concentra-
tion.

(iv) Incineration. For ambient air re-
leases from incineration, no releases of
the new chemical substance above 1
microgram per cubic meter maximum
annual average concentration, cal-
culated using the formula:

(kg/day of release after treatment) multi-
plied by (number of release days per year)
multiplied by (9.68 x 10-6) micrograms per
cubic meter.

(v) Land or groundwater. For releases
to land or groundwater, no releases to
groundwater, to land, or to a landfill
unless the manufacturer has dem-
onstrated to EPA’s satisfaction in a
notice under paragraph (e) of this sec-
tion that the new substance has neg-
ligible groundwater migration poten-
tial.

(d) Chemical substances that cannot be
manufactured under this exemption. A
new chemical substance cannot be
manufactured under this section, not-
withstanding satisfaction of the cri-
terion of paragraphs (c)(1) or (c)(2) of
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this section, if EPA determines, in ac-
cordance with paragraph (g) of this sec-
tion, that the substance, any reason-
ably anticipated metabolites, environ-
mental transformation products, or by-
products of the substance, or any rea-
sonably anticipated impurities in the
substance may cause, under antici-
pated conditions of manufacture, proc-
essing, distribution in commerce, use,
or disposal of the new chemical sub-
stance:

(1) Serious acute (lethal or sublethal)
effects.

(2) Serious chronic (including car-
cinogenic and teratogenic) effects.

(3) Significant environmental effects.

(e) Eremption notice. (1) A manufac-
turer applying for an exemption under
either paragraph (c)(1) or (c)(2) of this
section must submit an exemption no-
tice to EPA at least 30 days before
manufacture of the new chemical sub-
stance begins. Exemption notices and
modifications must be submitted to
EPA on EPA Form No. 7710-25 via CDX
using e-PMN software in the manner
set forth in this paragraph. See 40 CFR
720.40(a)(2)(ii) for information on how
to obtain e-PMN software. Notices and
any related support documents, must
be generated and completed (via CDX)
using e-PMN software. See 40 CFR
720.40(a)(2)(ii) for information on how
to obtain e-PMN software.

(2) The notice shall contain the infor-
mation described below, pursuant to
the referenced provisions of §720.45.

(i) Manufacturer identity.

(i1) Chemical identity (§720.45(a)).

(iii) Impurities (§720.45(b)).

(iv) Known synonyms or trade names
(§720.45(c)).

(v) Byproducts (§720.45(d)).

(vi) Production volume (§720.45(e)).
(A) Manufacturers submitting an ex-
emption application under paragraph
(c)(1) of this section will be assumed to
be manufacturing at an annual produc-
tion volume of 10,000 kilograms. Manu-
facturers who intend to manufacture
an exempted substance at annual vol-
umes of less than 10,000 kilograms and
wish EPA to conduct its risk assess-
ment based upon such lesser annual
production level rather than a 10,000-
kilograms level, may so specify by
writing the lesser annual production
volume in the appropriate box on the
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PMN form and marking the adjacent
binding option box. Manufacturers who
opt to specify annual production levels
below 10,000 kilograms and who mark
the production volume binding option
box shall not manufacture more than
the specific annual amount of the ex-
empted substance unless a new exemp-
tion notice for a higher (up to 10,000
kgs) manufacturing volume is sub-
mitted and approved pursuant to this
section.

(B) Manufacturers submitting an ex-
emption under paragraph (c)(2) of this
section shall list the estimated max-
imum amount to be manufactured dur-
ing the first year of production and the
estimated maximum amount to be
manufactured during any 12-month pe-
riod during the first 3 years of produc-
tion.

(vii) Description of intended cat-
egories of use (§720.45(f)).

(viii) For manufacturer-controlled
sites, the manufacturer shall supply
identity of manufacturing sites, proc-
ess descriptions, and worker exposure
and environmental release information
(§720.45(g)); for sites not controlled by
the manufacturer, processing and use
operation descriptions, estimated num-
ber of processing and use sites, and
worker exposure/environmental release
information (§720.45(h)). A manufac-
turer applying for an exemption under
paragraph (c)(1) of this section need
not provide information on worker ex-
posure and environmental release ref-
erenced in paragraphs (e)(2)(viii) of this
section if such information is not
known or not readily available to the
manufacturer. To assist in reporting
this information, manufacturers may
obtain a copy of EPA’s Guidance for
Reporting Occupational Exposure and
Environmental Release Information
under 40 CFR 723.50, available from the
Environmental Assistance Division at
the address listed in paragraph (e)(1) of
this section. Where worker exposure
and environmental release information
is not supplied by the manufacturer,
EPA will generally apply ‘‘bounding es-
timates’ (i.e., exposure estimates high-
er than those incurred by persons in
the population with the highest expo-
sure) to account for uncertainties in
actual exposure and release scenarios.
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(ix) Type and category of notice. The
manufacturer must clearly indicate on
the first page of the PMN form that the
submission is a “T'SCA section 5(h)(4)
exemption notice,” and must indicate
whether the notice is being submitted
under paragraph (c)(1) or (c)(2) of this
section. Manufacturers of chemical
substances that qualify for an exemp-
tion under both paragraph (c)(1) and
(c)(2) of this section may apply for ei-
ther exemption, but not both.

(x) Test data (§720.50).

(xi) Certification. In addition to the
certifications required in EPA form
7710-25, the following certifications
shall be included in notices under this
section. The manufacturer must certify
that:

(A) The manufacturer intends to
manufacture or import the new chem-
ical substance for commercial pur-
poses, other than in small quantities
solely for research and development,
under the terms of this section.

(B) The manufacturer is familiar
with the terms of this section and will
comply with those terms.

(C) The new chemical substance for
which the notice is submitted meets all
applicable exemption conditions.

(D) For substances manufactured
under paragraph (c)(1) of this section,
the manufacturer intends to commence
manufacture of the exempted sub-
stance for commercial purposes within
1 year of the date of the expiration of
the 30-day review period.

(xii) Sanitized copy of notice. (A) The
manufacturer must make all claims of
confidentiality in accordance with
paragraph (1) of this section. If any in-
formation is claimed confidential, the
manufacturer must submit a second
copy of the notice, with all information
claimed as confidential deleted, in ac-
cordance with paragraph (1)(3) of this
section.

(B) If the manufacturer does not pro-
vide the second copy, the submission
will be considered incomplete.

(3) Incomplete notices. If EPA receives
a submission which does not include all
of the information required under this
paragraph (e) of this section, the sub-
mission will be determined to be in-
complete by EPA. When a submission
for a new chemical substance has been
determined to be incomplete, a manu-
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facturer reapplying for an exemption
for the new chemical substance must
submit a new exemption notice con-
taining all the information required
under this paragraph (e) of this section
including a certification page con-
taining an original dated signature;
partial submissions sent to EPA to
supplement notices declared incom-
plete will not be accepted. Photocopied
pages from previously submitted ex-
emption forms will be accepted pro-
vided that the certifications page con-
tains an original dated signature.

(f) Multiple exemption holders. (1) A
manufacturer who intends to manufac-
ture a substance for which an exemp-
tion under this section was previously
approved may apply for an exemption
under paragraph (c)(1) or (c)(2) of this
section; however, EPA will not approve
any subsequent exemption application
under paragraph (c)(1) of this section
unless it can determine that the poten-
tial human exposure to, and environ-
mental release of, the new chemical
substance at the higher aggregate pro-
duction volume will not present an un-
reasonable risk of injury to human
health or the environment.

(2)(i) If EPA proposes to deny an ex-
emption application for a substance for
which another manufacturer currently
holds an exemption, and that proposed
denial is based exclusively on the cu-
mulative human exposure or environ-
mental release of the substance which
precludes the EPA from determining
that the subsequent applicant’s activi-
ties will not present an unreasonable
risk of injury to human health or the
environment, the EPA will notify the
first exemption holder that it must,
within 21 days of its receipt of EPA’s
notice, either:

(A) Provide a new certification that
it has commenced, or that it will com-
mence, manufacture of the new chem-
ical substance under this section with-
in 1 year of the expiration of its exemp-
tion review period; or

(B) Withdraw its exemption for the
new chemical substance.

(ii) If the first exemption holder does
not respond to the EPA’s notice under
paragraph (f)(2)(i) of this section with-
in the prescribed time period, EPA
shall issue a notice of ineligibility to
the first exemption holder under the
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provisions of paragraph (h)(2) of this
section.

(g) Review period. (1) EPA will review
the notice submitted under paragraph
(e) of this section to determine whether
manufacture of the new chemical sub-
stance is eligible for the exemption.
The review period will end 30 days after
receipt of the notice by the TSCA Doc-
ument Control Officer. To provide addi-
tional time to address any unresolved
issues concerning an exemption appli-
cation, the exemption applicant may,
at any time during the review period,
request a suspension of the review pe-
riod pursuant to the provisions of
§720.75(b) of this chapter.

(2) Upon expiration of the 30-day re-
view period, if EPA has taken no ac-
tion, the manufacturer may consider
its exemption approved and begin to
manufacture the new chemical sub-
stance under the terms described in its
notice and in this section.

(h) Notice of ineligibility—(1) During
the review period. If the EPA determines
during the review period that manufac-
ture of the new chemical substance
does not meet the terms of this section
or that there are issues concerning tox-
icity or exposure that require further
review which cannot be accomplished
within the 30-day review period, EPA
will notify the manufacturer by tele-
phone that the substance is not eligi-
ble. This telephone notification will
subsequently be confirmed by certified
letter that identifies the reasons for
the ineligibility determination. The
manufacturer may not begin manufac-
ture of the new chemical substance
without complying with section 5(a)(1)
of the Act or submitting a new notice
under paragraph (e) of this section that
satisfies EPA’s concerns.

(2) After the review period. (1)(A) If at
any time after the review period speci-
fied in paragraph (g) of this section the
Assistant Administrator for the Office
of Chemical Safety and Pollution Pre-
vention (‘‘the Assistant Adminis-
trator’”) makes a preliminary deter-
mination that manufacture of the new
chemical substance does not meet the
terms of this section, the Assistant Ad-
ministrator will notify the manufac-
turer by certified letter that EPA be-
lieves that the new chemical substance
does not meet the terms of the section.
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(B) The manufacturer may continue
to manufacture, process, distribute in
commerce, and use the substance after
receiving the notice under paragraph
(h)(2)(i)(A) of this section if the manu-
facturer was manufacturing, proc-
essing, distributing in commerce, or
using the substance at the time of the
notification and if the manufacturer
submits objections or an explanation
under paragraph (h)(2)(ii) of this sec-
tion. Manufacturers not manufac-
turing, processing, distributing in com-
merce, or using the substance at the
time of the notification may not begin
manufacture until EPA makes its final
determination under paragraph
(h)(2)(iii) of this section.

(ii) A manufacturer who has received
notice under paragraph (h)(2)(i)(A) of
this section may submit, within 15
days of receipt of written notification,
detailed objections to the determina-
tion or an explanation of its diligence
and good faith efforts in attempting to
comply with the terms of this section.

(iii) The Assistant Administrator will
consider any objections or explanation
submitted under paragraph (h)(2)(ii) of
this section and will make a final de-
termination. The Assistant Adminis-
trator will notify the manufacturer of
the final determination by telephone
within 15 days of receipt of the objec-
tions or explanation, and subsequently
by certified letter.

(iv) If the Assistant Administrator
determines that manufacture of the
new chemical substance meets the
terms of this section, the manufacturer
may continue or resume manufacture,
processing, distribution in commerce,
and use in accordance with the terms
of this section.

(v) If the Assistant Administrator de-
termines that manufacture of the new
chemical substance does not meet the
terms of this section and that the man-
ufacturer did not act with due dili-
gence and in good faith to meet the
terms of this section, the manufacturer
must cease any continuing manufac-
ture, processing, distribution in com-
merce, and use of the new chemical
substance within 7 days of the written
notification under paragraph (h)(2)(iii)
of this section. The manufacturer may
not resume manufacture, processing,
distribution in commerce, and use of



§723.50

the new chemical substance until it
submits a notice under section 5(a)(1)
of the Act and part 720 of this chapter
and the notice review period has ended.

(vi) If the Assistant Administrator
determines that manufacture of the
new chemical substance does not meet
the terms of this section and that the
manufacturer acted with due diligence
and in good faith to meet the terms of
this section, the manufacturer may
continue manufacture, processing, dis-
tribution in commerce, and use of the
new chemical substance if:

(A) It was actually manufacturing,
processing, distributing in commerce,
or using the chemical substance at the
time it received the notification speci-
fied in paragraph (h)(2)(i)(A) of this
section.

(B) It submits a notice on the new
chemical substance under section
5(a)(1) of the Act and part 720 of this
chapter within 15 days of receipt of the
written notification under paragraph
(h)(2)(iii) of this section. Such manu-
facture, processing, distribution in
commerce, and use may continue un-
less EPA takes action under section
5(e) or 5(f) of the Act.

(3) Action under this paragraph does
not preclude action under sections 7,
15, 16, or 17 of the Act.

(1) Additional information. If the man-
ufacturer of a new chemical substance
under the terms of this exemption ob-
tains test data or other information in-
dicating that the new chemical sub-
stance may not qualify under terms of
this section, the manufacturer must
submit these data or information to
EPA within 15 working days of receipt
of the information. If, during the no-
tice review period specified in para-
graph (g) of this section, the submitter
obtains possession, control, or knowl-
edge of new information that materi-
ally adds to, changes, or otherwise
makes significantly more complete the
information included in the notice, the
submitter must send that information
to the address listed on the notice form
within 10 days of receiving the new in-
formation, but no later than 5 days be-
fore the end of the notice review pe-
riod. The new submission must clearly
identify the submitter and the exemp-
tion notice to which the new informa-
tion is related. If the new information
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becomes available during the last 5
days of the notice review period, the
submitter must immediately inform its
EPA contact for that notice by tele-
phone.

(j) Changes in manufacturing site, use,
human exposure and environmental re-
lease controls, and certain manufacturing
volumes. (1) Except as provided in para-
graph (j)(6) of this section, chemical
substances manufactured under this
section must be manufactured at the
site or sites described, for the uses de-
scribed, and under the human exposure
and environmental release controls de-
scribed in the exemption notice under
paragraph (e) of this section.

(2) Where the manufacturer lists a
specific physical form in which the new
chemical substance will be manufac-
tured, processed, and/or used, the man-
ufacturer must continue manufac-
turing, processing, and/or using the
new chemical substance in either the
same physical form described in the
notice under paragraph (e), or in a
physical form which will not increase
the human exposure to or environ-
mental release of the new chemical
substance over those exposures or re-
leases resulting from the specified
physical form (e.g., a manufacturer
which specifies that the new chemical
substance will be produced in a non-
volatile liquid form generally may not
change to a respirable powder form).

(3) The annual production volume of
chemical substances manufactured
under paragraph (c)(1) of this section
for which the manufacturer designated
a binding annual production volume
pursuant to paragraph (e)(2)(vi) of this
section must not exceed that des-
ignated volume.

(4) Any person who manufactures a
new chemical substance under para-
graph (c)(1) or (c)(2) of this section
must comply with the provisions of
this section, including submission of a
new notice under paragraph (e) of this
section, before:

(i) Manufacturing the new chemical
substance at a site that was not ap-
proved in a previous exemption notice
for the substance, except as provided in
paragraph (j)(6) of this section.
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(ii) Manufacturing the new chemical
substance for a use that was not ap-
proved in a previous exemption notice
for the substance.

(iii) Manufacturing the new chemical
substance without employing the
human exposure and environmental re-
lease controls approved in a previous
exemption notice for the substance.

(iv) Manufacturing the new chemical
substance in a physical form different
than that physical form approved in a
previous exemption notice for the sub-
stance and which form may increase
the human exposure to, or environ-
mental release of, the new chemical
substance over those exposures or re-
leases resulting from the physical form
approved in the previous notice.

(v) Manufacturing the chemical sub-
stance in annual production volumes
above any volume designated by the
manufacturer as binding under para-
graph (e)(2)(vi) of this section in a pre-
vious exemption notice for the sub-
stance.

(5) In an exemption notice informing
EPA of a change in site, use, or worker
protection, or environmental release
controls, the manufacturer is not re-
quired to provide all of the same infor-
mation submitted to EPA in a previous
exemption notice for that chemical
substance. The new exemption notice,
however, must indicate the identity of
the new chemical substance; the manu-
facturer’s name; the name and tele-
phone number of a technical contact;
and location of the new site, new work-
er protection or environmental release
controls, and new use information. The
notice must also include the EPA-des-
ignated exemption number assigned to
the previous notice and a new certifi-
cation by the manufacturer, as de-
scribed in paragraph (e)(2)(xi) of this
section.

(6)(1) A manufacturer may, without
submitting a new notice, manufacture
the new chemical substance at a site
not listed in its exemption application
under the following conditions:

(A) the magnitude, frequency, and
duration of exposure of individual
workers to the new chemical substance
at the new manufacturing site is equal
to, or less than, the magnitude, fre-
quency, and duration of exposure of the
individual workers to the new chemical
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substance at the manufacturing site
for which the EPA performed its origi-
nal risk-assessment pursuant to the
original exemption notice; and

(B) Either (I) at the new manufac-
turing site, the manufacturer does not
release to surface waters any of the
new chemical substance, or any waste
streams containing the new chemical
substance; or (2) at the new manufac-
turing site, the manufacturer main-
tains surface water concentrations of
the chemical substance, resulting from
direct or indirect discharges from the
manufacturing site, at or below 1 part
per billion, or at or below an alter-
native concentration level approved by
the Agency in writing or under the pro-
cedures described in paragraph
(c)(2)(iii) of this section, using the
water concentration calculation meth-
od described at §§721.90 and 721.91.

(ii) The manufacturer shall notify
EPA of any new manufacturing site no
later than 30 days after the commence-
ment of manufacture of the new chem-
ical substance under the exemption at
the new manufacturing site as follows:

(A) The notification must contain
the EPA-designated exemption number
to which the notification applies, man-
ufacturer identity, the street address
of the new manufacturing site, the date
on which manufacture commenced at
the new site, the name and telephone
number of a technical contact at the
new site, any claim of confidentiality,
and a statement that the notification
is an amendment to the original ex-
emption application under the terms of
this section.

(B) The notification must be sub-
mitted electronically to EPA via CDX
as a support document to the original
notification. Prior to submission to
EPA via CDX, such notices must be
generated and completed using the e-
PMN software. See 40 CFR
720.40(a)(2)(ii) for information on how
to access the e-PMN software.

(k) Customer notification. (1) Manufac-
turers of new chemical substances de-
scribed in paragraphs (¢)(1) and (c¢)(2) of
this section must notify processors and
industrial users that the substance can
be used only for the uses specified in
the exemption notice at paragraph (e)
of this section. The manufacturer must
also inform processors and industrial



§723.50

users of any controls specified in the
exemption notice. The manufacturer
may notify processors and industrial
users by means of a container labeling
system, written notification, or any
other method that adequately informs
them of use restrictions or controls.

(2) A manufacturer of a new chemical
substance described in paragraph (c)(2)
of this section may distribute the
chemical substance only to other per-
sons who agree in writing to not fur-
ther distribute the substance until it
has been reacted, incorporated into an
article, or otherwise rendered into a
physical form or state in which envi-
ronmental releases and human expo-
sures above the eligibility criteria in
paragraph (c)(2) of this section are not
likely to occur.

(3) If the manufacturer learns that a
direct or indirect customer is proc-
essing or using the new substance in
violation of use restrictions or without
imposing prescribed worker protection
or environmental release controls, the
manufacturer must cease distribution
of the substance to the customer or the
customer’s supplier immediately un-
less the manufacturer is able to docu-
ment each of the following:

(i) That the manufacturer has, within
5 working days, notified the customer
in writing that the customer has failed
to comply with the conditions specified
in this section and the exemption no-
tice under paragraph (e) of this section.

(ii) That, within 15 working days of
notifying the customer of the non-
compliance, the manufacturer received
from the customer, in writing, a state-
ment of assurance that the customer is
aware of the terms of this section and
the exemption notice and will comply
with those terms.

(4) If, after receiving a statement of
assurance from a customer under para-
graph (k)(3)(ii) of this section, the
manufacturer obtains knowledge that
the customer has again failed to com-
ply with any of the conditions specified
in this section or the exemption notice,
the manufacturer shall cease supplying
the new chemical substance to that
customer and shall report the failure
to comply to EPA within 15 days of ob-
taining this knowledge. Within 30 days
of its receipt of the report, EPA will
notify the manufacturer whether, and
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under what conditions, distribution of
the chemical substance to the cus-
tomer may resume.

(1) Confidentiality. (1) If the manufac-
turer submits information to EPA
under this section which the manufac-
turer claims to be confidential business
information, the manufacturer must
clearly identify the information at the
time of submission to EPA by brack-
eting, circling, or underlining it and
stamping it with “CONFIDENTIAL” or
some other appropriate designation.
Any information so identified will be
treated in accordance with the proce-
dures in part 2 of this chapter. Any in-
formation not claimed confidential at
the time of submission may be made
available to the public without further
notice.

(2)(1) Any person who asserts a claim
of confidentiality for chemical identity
under this paragraph (1) must provide a
generic chemical name that is only as
generic as necessary to protect the
confidential chemical identity of the
particular chemical substance. The
name should reveal the specific chem-
ical identity to the maximum extent
possible.

(ii) The generic name provided by the
manufacturer will be subject to EPA
review and approval in accordance with
the procedures specified in §720.85(b)(6)
of this chapter. The generic name pro-
vided by the submitter or an alter-
native selected by EPA under these
procedures will be placed on a public
list of substances exempt under this
section.

(3) If any information is claimed con-
fidential, the manufacturer must sub-
mit a second copy of the notice with all
information claimed as confidential de-
leted. EPA will place the second copy
in the public file.

(m) Exemptions granted under super-
seded regulations. Manufacturers hold-
ing exemptions granted under the su-
perseded requirements of this section
(as in effect on May 26, 1995) shall ei-
ther continue to comply with those re-
quirements (including the production
volume limit) or apply for a new ex-
emption pursuant to this section. EPA
will not accept requests to amend ex-
emptions granted under the superseded
requirements; manufacturers wishing
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to amend such exemptions must sub-
mit a new exemption under paragraph
(e) of this section. If a new exemption
for a new chemical substance is grant-
ed under this exemption to the manu-
facturer holding an exemption under
the superseded requirements, the ex-
emption under the superseded require-
ments for such substance shall be void.

(n) Recordkeeping. (1) A manufacturer
of a new chemical substance under
paragraph (c) of this section must
maintain the records described in this
paragraph at the manufacturing site or
site of importation for a period of 5
years after their preparation.

(2) The records must include the fol-
lowing to demonstrate compliance with
this section:

(i) Records of annual production vol-
ume and import volume.

(ii) Records documenting compliance
with the applicable requirements and
restrictions of paragraphs (c), (e), (f),
(h), (i), (j), and (k) of this section.

(3) Any person who manufactures a
new chemical substance under the
terms of this section must, upon re-
quest of a duly designated representa-
tive of EPA, permit such person at all
reasonable times to have access to and
to copy records kept under paragraph
(n)(2) of this section.

(4) The manufacturer must submit
the records listed in paragraph (n)(2) of
this section to EPA upon request. Man-
ufacturers must provide these records
within 15 working days of receipt of
such request.

(o) Compliance. (1) Failure to comply
with any provision of this section is a
violation of section 15 of the Act (15
U.S.C. 2614).

(2) Submitting materially misleading
or false information in connection with
the requirements of any provision of
this section is a violation of this sec-
tion and therefore a violation of sec-
tion 15 of the Act (15 U.S.C. 2614).

(3) Violators may be subject to the
civil and criminal penalties in section
16 of the Act (156 U.S.C. 2615) for each
violation.

(4) EPA may seek to enjoin the man-
ufacture or processing of a chemical
substance in violation of this section,
or act to seize any chemical substance
manufactured or processed in violation
of this section, or take other action
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under the authority of section 7 of the
Act (15 U.S.C. 2606) or section 17 of the
Act (156 U.S.C. 1616).

[60 FR 16346, Mar. 29, 1995, as amended at 60
FR 34465, July 3, 1995; 62 FR 17932, Apr. 11,
1997; 64 FR 31989, June 15, 1999; 71 FR 33642,
June 12, 2006; 756 FR 787, Jan. 6, 2010; 77 FR
46292, Aug. 3, 2012; 78 FR 72828, Dec. 4, 2013; 80
FR 42746, July 20, 2015]

§723.175 Chemical substances used in
or for the manufacture or proc-
essing of instant photographic and
peel-apart film articles.

(a) Purpose and scope. (1) This section
grants an exemption from the
premanufacture notice requirements of
section 5(a)(1)(A) of the Toxic Sub-
stances Control Act (15 TU.S.C.
2604(a)(1)(A)) for the manufacture and
processing of new chemical substances
used in or for the manufacture or proc-
essing of instant photographic and
peel-apart film articles. This section
does not apply to microorganisms sub-
ject to part 725 of this chapter.

(2) To manufacture a new chemical
substance under the terms of this ex-
emption, a manufacturer of instant
photographic or peel-apart film arti-
cles must:

(i) Submit an exemption notice when
manufacture begins under paragraph (i)
of this section.

(ii) Comply with certain require-
ments to limit exposure to the new
chemical substance under paragraphs
(e) through (h) of this section.

(iii) Comply with all recordkeeping
requirements under paragraph (j) of
this section.

(iv) Remit the applicable fee specified
in §700.45(c) of this chapter.

(b) Definitions—(1) Act means the
Toxic Substances Control Act (15
U.S.C. 2601 et seq.).

(2) An article
item—

(i) Which is formed to a specific
shape or design during manufacture;

(ii) Which has end use function(s) de-
pendent in whole or in part upon its
shape or design during end use; and

(iii) Which has either no change of
chemical composition during its end
use or only those changes of composi-
tion which have no commercial purpose
separate from that of the article and
that may occur as described in §710.2 of

is a manufactured
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this chapter except that fluids and par-
ticles are not considered articles re-
gardless of shape or design.

(3) The terms byproduct, EPA, impuri-
ties, person, and site have the same
meanings as in §710.3 of this chapter.

(4) The term category of chemical sub-
stances has the same meaning as in sec-
tion 26(c)(2) of the Act (156 U.S.C. 2625).

(5) The terms chemical substance, dis-
tribute in commerce, distribution in com-
merce, environment, manufacture, new
chemical substance, and process have the
same meanings as in section 3 of the
Act (15 U.S.C. 2602).

(6) Director of the Office of Pollution
Prevention and Toxics means the Direc-
tor of the EPA Office of Pollution Pre-
vention and Toxics or any EPA em-
ployee designated by the Office Direc-
tor to carry out the Office Director’s
functions under this section.

(7) The term exemption -category
means a category of chemical sub-
stances for which a person(s) has ap-
plied for or been granted an exemption
under section 5(h)(4) of the Act (15
U.S.C. 2604).

(8) The term instant photographic film
article means a self-developing photo-
graphic film article designed so that
all the chemical substances contained
in the article, including the chemical
substances required to process the film,
remain sealed during distribution and
use.

(9) Intermediate means any chemical
substance which is consumed in whole
or in part in a chemical reaction(s)
used for the intentional manufacture of
another chemical substance.

(10) Known to or reasonably ascertain-
able means all information in a per-
son’s possession or control, plus all in-
formation that a reasonable person
similarly situated might be expected to
possess, control, or know, or could ob-
tain without unreasonable burden or
cost.

(11) The term peel-apart film article
means a self-developing photographic
film article consisting of a positive
image receiving sheet, a light sensitive
negative sheet, and a sealed reagent
pod containing a developer reagent and
designed so that all the chemical sub-
stances required to develop or process
the film will not remain sealed within
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the article during and after the devel-
opment of the film.

(12) Photographic article means any
article which will become a component
of an instant photographic or peel-
apart film article.

(13) Special production area means a
demarcated area within which all man-
ufacturing, processing, and use of a
new chemical substance takes place,
except as provided in paragraph (f) of
this section, in accordance with the re-
quirements of paragraph (e) of this sec-
tion.

(14) Test data means:

(i) Data from a formal or informal
study, test, experiment, recorded ob-

servation, monitoring, or measure-
ment.

(ii) Information concerning the ob-
jectives, experimental methods and

materials, protocols, results, data anal-
yses (including risk assessments), and
conclusions from a study, test, experi-
ment, recorded observation, moni-
toring, or measurement.

(15) Used in or for the manufacturing or
processing of an instant photographic or
peel-apart film article, when used to de-
scribe activities involving a new chem-
ical substance, means the new chem-
ical substance—

(i) Is included in the article; or

(ii) Is an intermediate to a chemical
substance included in the article or is
one of a series of intermediates used to
manufacture a chemical substance in-
cluded in the article.

(16) Wet mixture means a water or or-
ganic solvent-based suspension, solu-
tion, dispersion, or emulsion used in
the manufacture of an instant photo-
graphic or peel-apart film article.

(c) Exemption category. The exemption
category includes new chemical sub-
stances used in or for the manufacture
or processing of instant photographic
or peel-apart film articles which are
manufactured and processed under the
terms of this section.

(d) Applicability. This exemption ap-
plies only to manufacturers of instant
photographic or peel-apart film arti-
cles who:

(1) Manufacture the new chemical
substances used in or for the manufac-
ture or processing of the instant photo-
graphic or peel-apart film articles.
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(2) Limit manufacture and processing
of a new chemical substance to the
site(s) listed in the exemption notice
for that new chemical substance sub-
mitted under paragraph (i) of this sec-
tion.

(3) Comply with the requirements of
paragraphs (e), (f), (g), (h), and (j) of
this section.

(4) Do not distribute in commerce or
use a peel-apart film article containing
a new chemical substance until submis-
sion of a premanufacture notice under
section 5(a)(1)(A) of the Act (15 U.S.C.
2604) and until the review period for the
notice has ended without EPA action
to prevent distribution or use.

(e) Conditions of manufacture and proc-
essing in the special production area. All
manufacturing, processing, and use op-
erations involving the new chemical
substance must be performed in a spe-
cial production area under the condi-
tions set forth in this paragraph until
the new chemical substance has been
incorporated into a wet mixture, pho-
tographic article, or instant photo-
graphic or peel-apart film article.

(1) Exposure limits. In the special pro-
duction area, the ambient air con-
centration of the new chemical sub-
stance during manufacture, processing,
and use cannot exceed an 8-hour time
weighted average (TWA) of 10 ppm for
gases and vapors and 50 pg/m3 for par-
ticulates, with an allowable TWA ex-
cursion of 50 percent above those con-
centrations for a duration of 30 min-
utes or less.

(2) Respiratory protection—(i) Res-
pirator requirement. Except as specified
in paragraph (e)(2)(ii) of this section,
each person in the special production
area must wear an appropriate res-
piratory protection device to protect
against dusts, fumes, vapors, and other
airborne contaminants, as described in
29 CFR 1910.134. Selection of an appro-
priate respirator must be made accord-
ing to the guidance of American Na-
tional Standard Practices for Res-
piratory Protection Z88.2-1969 and the
NIOSH Certified Equipment List, U.S.
Department of Health and Human
Services, NIOSH publication No. 80-144.

(i1) Waiver of respirator requirement.
Employees are not required to wear
respirators if monitoring information
collected and analyzed in accordance
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with paragraph (e)(3) of this section
demonstrates that the ambient 8-hour
TWA concentration of the new chem-
ical substance in the area is less than
1 ppm for gases and vapors and 5 ug/ms3
for particulates with an allowable TWA
excursion of b0 percent above these
concentrations for a duration of 30
minutes or less.

(ii1) Quantitative fit test. Each res-
pirator must be issued to a specific in-
dividual for personal use. A quan-
titative fit test must be performed for
each respirator before its first use by
that person in a special production
area.

(3) Monitoring—(i) When to monitor.
(A) When suitable sampling and ana-
lytic methods exist, periodic moni-
toring in accordance with this para-
graph must be done to ensure compli-
ance with the exposure limits of para-
graphs (e)(1) and (e)(2)(ii) of this sec-
tion.

(B) When suitable sampling and ana-
lytic methods do not exist, compliance
with the exposure limits of paragraph
(e)(1) and the requirements of para-
graph (e)(10) of this section must be de-
termined by an evaluation of moni-
toring data developed for a surrogate
chemical substance possessing com-
parable physical-chemical properties
under similar manufacturing and proc-
essing conditions.

(i1) Monitoring methods. A suitable air
sampling method must permit personal
or fixed location sampling by conven-
tional collection methods. A suitable
analytic method must have adequate
sensitivity for the volume of sample
available and be specific for the new
chemical substance being monitored. If
chemical-specific monitoring methods
are not available, nonspecific methods
may be used if the concentration of the
new chemical substance is assumed to
be the total concentration of chemical
substances monitored.

(iii) Monitoring frequency. (A) When
suitable air sampling and analytical
procedures are available, monitoring
must be done in each special produc-
tion area during the first three 8-hour
work shifts involving the manufacture
or processing of each new chemical
substance. Thereafter, monitoring
must be done in each special produc-
tion area for at least one 8-hour period
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per month, during a production run in
which the new chemical substance is
manufactured or processed. Samples
must be of such frequency and pattern
as to represent with reasonable accu-
racy the mean level and maximum 30-
minute level of employee exposure dur-
ing an 8-hour work shift. In monitoring
for an 8-hour work shift or the equiva-
lent, samples must be collected peri-
odically or continuously for the dura-
tion of the 8-hour work shift. Samples
must be taken during a period which is
likely to represent the maximum em-
ployee exposure.

(B) If the manufacturer demonstrates
compliance with the exposure limits
for 3 consecutive months, further mon-
itoring of the identical process must be
performed only every 6 months there-
after, unless there is a significant
change in the process, process design,
or equipment. If there is such a change,
the manufacturer must begin moni-
toring again according to the schedule
in paragraph (e)(3)(iii)(A) of this sec-
tion.

(iv) Location of monitoring. Air sam-
ples must be taken so as to ensure that
the samples adequately represent the
ambient air concentration of a new
chemical substance present in each
worker’s breathing zone.

(4) Engineering controls and exposure
safeguards. Engineering controls such
as, but not limited to, isolation, enclo-
sure, local exhaust ventilation, and
dust collection must be used to ensure
compliance with the exposure limits
prescribed in paragraph (e)(1) or
(e)(2)(ii) of this section.

(6) Training, hygiene, and work prac-
tices—(i) Training. No employee may
enter a special production area before
the completion of a training program.
The training program must be adapted
to the individual circumstances of the
manufacturer and must address: The
known physical-chemical and toxi-
cological properties of the chemical
substances handled in the area; proce-
dures for using and maintaining res-
pirators and other personal safeguards;
applicable principles of hygiene; spe-
cial handling procedures designed to
limit personal exposure to, and inad-
vertent release of, chemical sub-
stances; and procedures for responding
to emergencies or spills.

16

40 CFR Ch. | (7-1-20 Edition)

(ii) Hygiene. Appropriate standards of
hygiene must be observed by all em-
ployees handling a new chemical sub-
stance in manufacturing, processing, or
transfer operations. The manufacturer
must provide appropriate facilities for
employee changing and wash-up. Food,
beverages, tobacco products, and cos-
metics must not be allowed in special
production areas.

(iii) Work practices. Operating proce-
dures such as those related to chemical
weighing and filtering, or the charging,
discharging and clean-up of process
equipment, must be designed and con-
ducted to ensure compliance with the
exposure limits prescribed in para-
graph (e)(1) or (e)(2)(ii) of this section.
Written procedures and all materials
necessary for responding to emergency
situations must be immediately acces-
sible to all employees in a special pro-
duction area. Any spill or unantici-
pated emission must be controlled by
specially trained personnel using the
equipment and protective clothing de-
scribed in paragraph (e)(6) of this sec-
tion.

(6) Personal protection devices. All
workers engaged in the manufacture
and processing of a new chemical sub-
stance in the special production area
must wear suitable protective clothing
or equipment, such as chemical-resist-
ant coveralls, protective eyewear, and
gloves.

(T) Caution signs. Each special produc-
tion area must be clearly posted with
signs identifying the area as a special
production area where new chemical
substances are manufactured and proc-
essed under controlled conditions. Each
sign must clearly restrict entry into
the special production area to qualified
personnel who are properly trained and
equipped with appropriate personal ex-
posure safeguards.

(8) Removal for storage or transpor-
tation. A new chemical substance that
is not incorporated into a wet mixture,
photographic article, or instant photo-
graphic or peel-apart film article may
be removed from the special production
area for purposes of storage between
operational steps or for purposes of
transportation to another special pro-
duction area. Such storage or transpor-
tation must be conducted in a manner
that limits worker and environmental
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exposure through the use of engineer-
ing controls, training, hygiene, work
practices, and personal protective de-
vices appropriate to the chemical sub-
stance in question.

(9) Labeling. (i) Any new chemical
substance removed from a special pro-
duction area or stored or transported
between operational steps must be
clearly labeled. The label must show
the identity of the new chemical sub-
stance or an appropriate identification
code, a statement of any known haz-
ards associated with it, a list of special
handling instructions, first aid infor-
mation, spill control directions, and
where applicable, the appropriate U.S.
Department of Transportation nota-
tions.

(ii) No label is required if the new
chemical substance has been incor-
porated into a photographic article, or
if it is contained in a sealed reaction
vessel or pipeline, or if it has been in-
corporated into an instant photo-
graphic or peel-apart film article.

(10) Areas immediately adjacent to the
special production area. The ambient air
concentration of the new chemical sub-
stance in areas immediately adjacent
to the special production area must not
exceed the exposure limit established
in paragraph (e)(2)(ii) of this section
for waiver of respirator protection
within the special production area.
Periodic monitoring in accordance
with paragraph (e)(3) of this section
must be performed in immediately ad-
jacent areas where it is reasonable to
expect a risk of inhalation exposure.

(f) Conditions of processing outside the
special production area. A wet mixture
may be incorporated into a photo-
graphic article or an instant photo-
graphic or peel-apart film article out-
side the special production area under
the conditions listed in this paragraph:

(1) Engineering controls and exposure
safeguards. Engineering controls must
limit the exposure to a new chemical
substance contained in a wet mixture.

(2) Training, hygiene and work prac-
tices—(i) Training. Training of employ-
ees involved in the handling of wet
mixtures containing a new chemical
substance must be adapted to the indi-
vidual circumstances of the employees’
activities and must address: Proce-
dures for using personal exposure safe-
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guards, applicable principles of hy-
giene, handling procedures designed to
limit personal exposure, and proce-
dures for responding to emergencies
and spills.

(ii) Hygiene. Appropriate standards of
hygiene that limit exposure must be
observed by all employees handling wet
mixtures that contain new chemical
substances.

(iii) Work practices. Work practices
and operating procedures must be de-
signed to limit exposure to any new
chemical substance contained in wet
mixtures. Any spills or unanticipated
releases of a wet mixture must be con-
trolled by trained personnel wearing
appropriate protective clothing or
equipment such as gloves, eye protec-
tion, and, where necessary, respirators
or chemically impervious clothing.

(38) Personal protection devices. All
workers engaged in the processing of a
wet mixture containing a new chemical
substance must wear suitable protec-
tive clothing or equipment such as cov-
eralls, protective eyewear, respirators,
and gloves.

(g) Incorporation of photographic arti-
cles into instant photographic and peel-
apart film articles. A photographic arti-
cle may be incorporated into the in-
stant photographic or peel-apart film
article outside the special production
area. The manufacturer must take
measures to limit worker and environ-
mental exposure to new chemical sub-
stances during these operations using
engineering controls, training, hy-
giene, work practices, and personal
protective devices.

(h) Environmental release and waste
treatment—(1) Release to land. Process
waste from manufacturing and proc-
essing operations in the special produc-
tion area that contain a new chemical
substance are considered to be haz-
ardous waste and must be handled in
accordance with the requirements of
parts 262 through 267 and parts 122 and
124 of this chapter.

(2) Release to water. All wastewater or
discharge which contain the new chem-
ical substance must be appropriately
pretreated before release to a Publicly
Owned Treatment Works (POTW) or
other receiving body of water. In the
case of release to a POTW, the
pretreatment must prevent structural
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damage to, obstruction of, or inter-
ference with the operation of the
POTW. The treatment of direct release
to a receiving body of water must be
appropriate for the new chemical sub-
stance’s physical-chemical properties
and potential toxicity.

(3) Release to air. All process emis-
sions released to the air which contain
the new chemical substance must be
vented through control devices appro-
priate for the new chemical substance’s
physical-chemical properties and po-
tential toxicity.

(i) Erxemption notice. An exemption
notices must be submitted to EPA
when manufacture of the new chemical
substance begins.

(1) Contents of exemption notice. The
exemption notice must include the fol-
lowing information:

(1) Manufacturer and sites. The notice
must identify the manufacturer and
the sites and locations where the new
chemical substance and the instant
photographic or peel-apart film arti-
cles will be manufactured and proc-
essed.

(ii) Chemical identification. The notice
must identify the new chemical sub-
stance as follows:

(A) Class 1 substances. For chemical
substances whose composition can be
represented by a definite structural
diagram (Class 1 substances), the no-
tice must provide the chemical name
(preferably CAS or IUPAC nomen-
clature), the molecular formula, CAS
Registry Number (if available), known
synonyms (including trade names), and
a structural diagram.

(B) Class 2 substances. For chemical
substances that cannot be fully rep-
resented by a structural diagram,
(Class 2 substances), the notice must
provide the chemical name, the molec-
ular formula, the CAS Registry Num-
ber (if available), and known synonyms
(including trade names). The notice
must identify the immediate precur-
sors and reactants by name and CAS
Registry Number (if available). The no-
tice must include a partial or incom-
plete structural diagram, if available.

(C) Polymers. For a polymer, the no-
tice must identify monomers and other
reactants used in the manufacture of
the polymer by chemical name and
CAS Registry Number. The notice
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must indicate the amount of each mon-
omer used (by weight percent of total
monomer); the maximum residual of
each monomer present in the polymer;
and a partial or incomplete structural
diagram, if available. The notice must
indicate the number average molecular
weight of the polymer and characterize
the anticipated low molecular weight
species. The notice must include this
information for each typical average
molecular weight composition of the
polymer to be manufactured.

(iii) Impurities. The notice must iden-
tify the impurities that can be reason-
ably anticipated to be present in the
new chemical substance when manu-
factured under the exemption by name
and CAS Registry Number, by class of
substances, or by process or source.
The notice also must estimate the
maximum percent (by weight) of each
impurity in the new chemical sub-
stance and the percent of unknown im-
purities present.

(iv) Physical-chemical properties. The
notice must describe the physical-
chemical properties of the new chem-
ical substance. Where specific physical-
chemical data are not available, rea-
sonable estimates and the techniques
used to develop these estimates must
be provided.

(v) Byproducts. The notice must iden-
tify the name, CAS Registry number (if
available), and the volume of each by-
product that would be manufactured
during manufacture of the new chem-
ical substance.

(vi) Production volume. The notice
must include an estimate of the antici-
pated maximum annual production vol-
ume.

(vii) Test data. The notice must in-
clude all information and test data on
the new chemical substance’s health
and environmental effects that are
known to or reasonably ascertainable
by the manufacturer.

(viii) Identity of the article. The notice
must identify and describe the instant
photographic film article(s) or peel-
apart film article(s) that will contain
the new chemical substance.

(ix) Release to water. The notice must
include a description of the methods
used to control and treat wastewater
or discharge released to a POTW or
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other receiving body of water. The no-
tice must also identify the POTW or re-
ceiving body of water.

(x) Certification. The manufacturer
must certify in the notice that it is fa-
miliar with the terms of the exemption
and that the manufacture, processing,
distribution, use, and disposal of the
new chemical substance will comply
with those terms.

(xi) Fee payment ID number. The man-
ufacturer or processor must include a
payment identity number on the front
page of the notice.

(2) Duplication of information in
premanufacture mnotice. If a manufac-
turer who submits an exemption notice
under this paragraph has already sub-
mitted, or simultaneously submits, a
premanufacture notice under section
5(a)(1)(A) of the Act for the new chem-
ical substance, it may, in lieu of sub-
mitting the information required by
this paragraph, reference the required
information to the extent it is included
in the premanufacture notice. At a
minimum, the exemption notice must
identify the manufacturer and the new
chemical substance, and contain the
certification required by paragraph
(i)(1)(x) of this section.

(3) Address. The exemption notice
must be addressed to the Document
Control Office (DCO) (7407M), Office of

Pollution Prevention and Toxics
(OPPT), Environmental Protection
Agency, 1200 Pennsylvania Ave. NW,

Washington, DC 20460-0001.

(j) Recordkeeping. (1) Manufacturers
of a new chemical substance under this
exemption must keep the following
records for 30 years from the final date
of manufacture.

(1) Production records. Each manufac-
turer must maintain records of the an-
nual production volume of each new
chemical substance manufactured
under the terms of the exemption. This
record must indicate when manufac-
ture of the new chemical substance
began.

(i1) Exposure monitoring records. Man-
ufacturers must maintain an accurate
record of all monitoring required by
this section. Monitoring records may
be adapted to the individual cir-
cumstances of the manufacturer but,
at a minimum, must contain the fol-
lowing information: The chemical iden-
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tity of the new chemical substance,
date of the monitoring, the actual
monitoring data for each monitoring
location and sampling, and a reference
to or description of the collection and
analytic techniques. If the manufac-
turer does not monitor, the manufac-
turer must maintain a record of the
reasons for not monitoring and the
methods used to determine compliance
with the exposure limits of paragraph
(e)(1) of this section.

(iii) Training and exposure records. For
each employee engaged in the manu-
facture or processing of a new chemical
substance, the company must develop
and maintain a record of the worker’s
participation in required training. This
record must also demonstrate the reg-
ular use of personal exposure safe-
guards, including the results of any
personal exposure monitoring, the re-
sults of the quantitative fit test for the
worker’s personal respirator, and any
additional information related to the
worker’s occupational exposure.

(iv) Treatment records. Manufacturers
who release treated wastewater or dis-
charge containing a new chemical sub-
stance to a POTW or other receiving
body of water must maintain records of
the method of treatment.

(2) The manufacturer must make the
records listed in paragraph (j)(1) of this
section available to EPA upon written
request by the Director of the Office of
Pollution Prevention and Toxics. The
manufacturer must provide these
records within 15 working days of re-
ceipt of this request.

(k) Confidentiality. If the manufac-
turer submits information under para-
graph (i) or (j) of this section which it
claims to be confidential business in-
formation, the manufacturer must
clearly identify the information at the
time of submission to the Agency by
bracketing, circling, or underlining it
and stamping it with ‘“CONFIDEN-
TIAL” or some other appropriate des-
ignation. Any information so identified
will be treated in accordance with the
procedures in part 2 of this chapter.
Any information not claimed confiden-
tial at the time of submission will be
made available to the public without
further notice to the submitter.

(1) Amendment and repeal. (1) EPA
may amend or repeal any term of this
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exemption if it determines that the
manufacture, processing, distribution,
use, and disposal of new chemical sub-
stances under the terms of the exemp-
tion may present an unreasonable risk
of injury to health or the environment.
EPA also may amend this exemption to
enlarge the exemption category or to
reduce the restrictions or conditions of
the exemption.

(2) As required by section 5(h)(4) of
the Act, EPA will amend or repeal the
substantive terms of an exemption
granted under this part only by the for-
mal rulemaking procedures described
in section 6(c)(2) and (3) of the Act (15
U.S.C. 2605(c)).

(m) Prohibition of use of the exemption.
The Director of the Office of Pollution
Prevention and Toxics may prohibit
the manufacture, processing, distribu-
tion, use, or disposal of any new chem-
ical substance under the terms of this
exemption if he or she determines that
the manufacture, processing, distribu-
tion in commerce, use, or disposal of
the new chemical substance may
present an unreasonable risk of injury
to health or the environment.

(n) Enforcement. (1) A failure to com-
ply with any provision of this part is a
violation of section 15 of the Act (156
U.S.C. 2614).

(2) Submitting materially misleading
or false information in connection with
the requirements of any provision of
this part is a violation of this regula-
tion and therefore a violation of sec-
tion 15 of the Act (15 U.S.C. 2614).

(3) Violators may be subject to the
civil and criminal penalties in section
16 of the Act (15 U.S.C. 2615) for each
violation.

(4) EPA may seek to enjoin the man-
ufacture of a new chemical substance
in violation of this exemption or act to
seize any chemical substances manu-
factured in violation of the exemption
under the authority of section 17 of the
Act (15 U.S.C. 2616).

[83 FR 52719, Oct. 17, 2018]

§723.250 Polymers.

(a) Purpose and scope. (1) This section
grants an exemption from certain of
the premanufacture notice require-
ments of section 5(a)(1)(A) of the Toxic
Substances Control Act (15 U.S.C.
2604(a)(1)(A)) for the manufacture of
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certain polymers. This section does not
apply to microorganisms subject to
part 725 of this chapter.

(2) To manufacture a new chemical
substance under the terms of this sec-
tion, a manufacturer must:

(i) Determine that the substance
meets the definition of polymer in
paragraph (b) of this section.

(ii) Determine that the substance is
not specifically excluded by paragraph
(d) of this section.

(iii) Ensure that the substance meets
the exemption criteria of paragraph (e)
of this section.

(iv) Submit a report as required
under paragraph (f) of this section.

(v) Comply with the recordkeeping
requirements of paragraph (j) of this
section.

(b) Definitions. In addition to the defi-
nitions under section 3 of the Act, 15
U.S.C. 2602, the following definitions
apply to this part.

Act means the Toxic Substances Con-
trol Act (15 U.S.C. 2601 et seq.).

Biopolymer means a polymer directly
produced by living or once-living cells
or cellular components.

Category of chemical substances has
the same meaning as in section 26(c)(2)
of the Act (15 U.S.C. 2625).

Cationic polymer means a polymer
that contains a net positively charged
atom(s) or associated groups of atoms
covalently linked to its polymer mol-
ecule.

Chemical substance, Director, EPA, im-
porter, impurity, Inventory, known to or
reasonably ascertainable, manufacture,
manufacturer, mixture, mnew chemical,
person, possession or control, process and
test data have the same meanings as in
§720.3 of this chapter.

Equivalent weight of a functional group
means the ratio of the molecular
weight to the number of occurrences of
that functional group in the molecule.
It is the weight of substance that con-
tains one formula-weight of the func-
tional group.

Fluorotelomers means the products of
telomerization, which is the reaction of
a telogen (such as pentafluoroethyl io-
dide) with an ethylenic compound
(such as tetrafluoroethylene) to form
low molecular weight polymeric com-
pounds, which contain an array of satu-
rated carbon atoms covalently bonded
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to each other (C-C bonds) and to fluo-
rine atoms (C-F bonds). This array is
predominantly a straight chain, and
depending on the telogen used produces
a compound having an even number of
carbon atoms. However, the carbon
chain length of the fluorotelomer var-
ies widely. The perfluoroalkyl groups
formed by this process are usually, but
do not have to be, connected to the
polymer through a functionalized
ethylene group as indicated by the fol-
lowing structural diagram: (Rf-CH,CH,-
Anything).

Internal monomer unit means a mon-
omer unit that is covalently bonded to
at least two other molecules. Internal
monomer units of polymer molecules
are chemically derived from monomer
molecules that have formed covalent
bonds between two or more other mon-
omer molecules or other reactants.

Monomer means a chemical substance
that is capable of forming covalent
bonds with two or more like or unlike
molecules under the conditions of the
relevant polymer-forming reaction
used for the particular process.

Monomer Unit means the reacted form
of the monomer in a polymer.

Number-average molecular weight
means the arithmetic average (mean)
of the molecular weight of all mol-
ecules in a polymer.

Oligomer means a polymer molecule
consisting of only a few monomer units
(dimer, trimer, tetramer)

Other reactant means a molecule
linked to one or more sequences of
monomer units but which, under the
relevant reaction conditions used for
the particular process, cannot become
a repeating unit in the polymer struc-
ture.

Perfluoroalkyl carboxylate (PFAC)
means a group of saturated carbon
atoms covalently bonded to each other
in a linear, branched, or cyclic array
and covalently bonded to a carbonyl
moiety and where all carbon-hydrogen
(C-H) bonds have been replaced with
carbon-fluorine (C-F) bonds. The car-
bonyl moiety is also covalently bonded
to a hetero atom, typically, but not
necessarily oxygen (O) or nitrogen (N).

Perfluoroalkyl sulfonate (PFAS) means
a group of saturated carbon atoms
covalently bonded to each other in a
linear, branched, or cyclic array and
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covalently bonded to a sulfonyl moiety
and where all carbon - hydrogen (C-H)
bonds have been replaced with carbon -
fluorine (C-F) bonds. The sulfonyl moi-
ety is also covalently bonded to a
hetero atom, typically, but not nec-
essarily oxygen (O) or nitrogen (N).

Polyester means a chemical substance
that meets the definition of polymer
and whose polymer molecules contain
at least two carboxylic acid ester link-
ages, at least one of which links inter-
nal monomer units together.

Polymer means a chemical substance
consisting of molecules characterized
by the sequence of one or more types of
monomer units and comprising a sim-
ple weight majority of molecules con-
taining at least 3 monomer units which
are covalently bound to at least one
other monomer unit or other reactant
and which consists of less than a sim-
ple weight majority of molecules of the
same molecular weight. Such mol-
ecules must be distributed over a range
of molecular weights wherein dif-
ferences in the molecular weight are
primarily attributable to differences in
the number of monomer units. In the
context of this definition, sequence
means that the monomer units under
consideration are covalently bound to
one another and form a continuous
string within the molecule, uninter-
rupted by units other than monomer
units.

Polymer molecule means a molecule
which contains a sequence of at least 3
monomer units which are covalently
bound to at least one other monomer
unit or other reactant.

Reactant means a chemical substance
that is used intentionally in the manu-
facture of a polymer to become chemi-
cally a part of the polymer composi-
tion.

Reactive functional group means an
atom or associated group of atoms in a
chemical substance that is intended or
can reasonably be anticipated to under-
go further chemical reaction.

Reasonably anticipated means that a
knowledgeable person would expect a
given physical or chemical composition
or characteristic to occur based on
such factors as the nature of the pre-
cursors used to manufacture the poly-
mer, the type of reaction, the type of
manufacturing process, the products
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produced in polymerization, the in-
tended uses of the substance, or associ-
ated use conditions.

(c) Applicability. This section applies
to manufacturers of new chemical sub-
stances that otherwise must submit a
premanufacture notice to EPA under
§720.22 of this chapter. New substances
are eligible for exemption under this
section if they meet the definition of
“polymer”’ in paragraph (b) of this sec-
tion, and the criteria in paragraph (e)
of this section, and if they are not ex-
cluded from the exemption under para-
graph (d) of this section.

(d) Polymers that cannot be manufac-
tured wunder this section—(1) Cationic
polymers. A polymer cannot be manu-
factured under this section if the poly-
mer is a cationic polymer as defined
under paragraph (b) of this section or if
the polymer is reasonably anticipated
to become a cationic polymer in a nat-
ural aquatic environment (e.g., rivers,
lakes) unless:

(i) The polymer is a solid material
that is not soluble or dispersible in
water and will be used only in the solid
phase (e.g., polymers that will be used
as ion exchange beads), or

(ii) The combined (total) functional
group equivalent weight of cationic
groups in the polymer is equal to or
greater than 5,000.

(2) Elemental limitations. (i) A polymer
manufactured under this section must
contain as an integral part of its com-
position at least two of the atomic ele-
ments carbon, hydrogen, nitrogen, oxy-
gen, silicon, and sulfur.

(ii) A polymer cannot be manufac-
tured under this section if it contains
as an integral part of its composition,
except as impurities, any elements
other than the following:

(A) The elements listed in paragraph
(d)(2)(Q) of this section.

(B) Sodium, magnesium, aluminum,
potassium, calcium, chlorine, bromine,
and iodine as the monatomic
counterions Na =, Mg =2, Al=3 K =,
Ca=2,Cl-,Br—,orlI

(C) Fluorine, chlorine, bromine, and
iodine covalently bound to carbon.

(D) Less than 0.20 weight percent of
any combination of the atomic ele-
ments lithium, boron, phosphorus, tita-
nium, manganese, iron, nickel, copper,
zinc, tin, and zirconium.
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(3) Polymers which degrade, decompose,
or depolymerize. A polymer cannot be
manufactured under this section if the
polymer is designed or is reasonably
anticipated to substantially degrade,
decompose, or depolymerize, including
those polymers that could substan-
tially decompose after manufacture
and use, even though they are not actu-
ally intended to do so. For the purposes
of this section, degradation, decompo-
sition, or depolymerization mean those
types of chemical change that convert
a polymeric substance into simpler,
smaller substances, through processes
including but not limited to oxidation,
hydrolysis, attack by solvents, heat,
light, or microbial action.

(4) Polymers manufactured or imported
from monomers and reactants not on the
TSCA Chemical Substance Inventory. A
polymer cannot be manufactured under
this section if the polymer being manu-
factured or imported is prepared from
monomers and/or other reactants (that
are either charged to the reaction ves-
sel or incorporated in the polymer at
levels of greater than 2 weight percent)
that are not already included on the
TSCA Chemical Substance Inventory
or manufactured under an applicable
TSCA section b exemption.

(5) Water absorbing polymers with num-
ber average molecular weight (MW) 10,000
and greater. A polymer cannot be man-
ufactured under this section if the
polymer being manufactured or im-
ported is a water absorbing polymer
and has a number average MW greater
than or equal to 10,000 daltons. For pur-
poses of this section, a water-absorbing
polymer is a polymeric substance that
is capable of absorbing its weight of
water.

(6) Polymers which contain certain
perfluoroalkyl moieties consisting of a
CF3- or longer chain length. Except as
provided in paragraph (d)6)(i), after
February 26, 2010, a polymer cannot be
manufactured under this section if the
polymer contains as an integral part of
its composition, except as impurities,
one or more of the following
perfluoroalkyl moieties consisting of a
CF3- or longer chain length:
Perfluoroalkyl sulfonates (PFAS),
perfluoroalkyl carboxylates (PFACQC),
fluorotelomers, or perfluoroalkyl
moieties that are covalently bound to
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either a carbon or sulfur atom where
the carbon or sulfur atom is an inte-
gral part of the polymer molecule.

(i) Any polymer that has been manu-
factured previously in full compliance
with the requirements of this section
prior to February 26, 2010 may no
longer be manufactured under this sec-
tion after January 27, 2012.

(ii) [Reserved]

(e) Exemption criteria. To be manufac-
tured under this section, the polymer
must meet one of the following cri-
teria:

(1) Polymers with number average MW
greater than or equal to 1,000 and less
than 10,000 daltons (and oligomer content
less than 10 percent below MW 500 and
less than 25 percent below MW 1,000). (i)
The polymer must have a number aver-
age MW greater than or equal to 1,000
and less than 10,000 daltons and contain
less than 10 percent oligomeric mate-
rial below MW 500 and less than 25 per-
cent oligomeric material below MW
1,000.

(ii) The polymer cannot contain reac-
tive functional groups unless it meets
one of the following criteria:

(A) The polymer contains only the
following reactive functional groups:
carboxylic acid groups, aliphatic
hydroxyl groups, unconjugated olefinic
groups that are considered ‘‘ordi-
nary,”’(i.e., not specially activated ei-
ther by being part of a larger func-
tional group, such as a vinyl ether, or
by other activating influences, e.g.,
strongly electron-withdrawing sulfone
group with which the olefinic groups
interact), butenedioic acid groups,
those conjugated olefinic groups con-
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tained in naturally-occurring fats, oils,

and carboxylic acids, blocked
isocyanates (including ketoxime-
blocked isocyanates), thiols,
unconjugated nitrile groups, and

halogens (except that reactive halogen-
containing groups such as benzylic or
allylichalides cannot be included).

(B) The polymer has a combined
(total) reactive group equivalent
weight greater than or equal to 1,000
for the following reactive functional

groups: acidhalides; acid anhydrides;
aldehydes, hemiacetals;
methylolamides,- amines or,- ureas;

alkoxysilanes with alkoxy greater than
Cr-alkoxysilanes; allyl ethers; con-
jugated olefins; cyanates; epoxides;
imines; or unsubstituted positions
ortho or para to phenolic hydroxyl; or

(C) If any reactive functional groups
not included in paragraph (e)(1)(ii)(A)
and (B) of this section are present, the
combined (total) reactive group equiva-
lent weight, including any groups list-
ed in paragraph (e)(1)(ii)(B), is greater
than or equal to 5,000.

(2) Polymers with number average MW
greater than or equal to 10,000 (and
oligomer content less than 2 percent below
MW 500 and less than 5 percent below
MW 1,000) . The polymer must have a
number average MW greater than or
equal to 10,000 daltons and contain less
than 2 percent oligomeric material
below MW 500 and less than 5 percent
oligomeric material below MW 1000.

(3) Polyester polymers. The polymer is
a polyester as defined in paragraph (b)
of this section and is manufactured
solely from one or more of the
reactants in the following table 1:

TABLE 1—LIST OF REACTANTS FROM WHICH POLYESTER MAY BE MADE

Reactant CAS No.
Monobasic Acids and Natural Oils

Benzoic acid ............... 65-85-0
Canola oil 120962-03-0
Coconut oil 8001-31-8*
Corn oil ... 8001-30-7*
Cottonseed ol ..... 8001-29—4*
Dodecanoic acid ......... 143-07-7
Fats and glyceridic oils, anchovy .. 128952—-11-4*
Fats and glyceridic oils, babassu .. 91078-92—-1*
Fats and glyceridic oils, herring ... 68153-06-0"
Fats and glyceridic oils, menhaden 8002-50-4*
Fats and glyceridic oils, sardine ..... 93334-41-9*
Fats and glyceridic oils, oiticica ..... 8016-35-1*
Fatty acids,C6.15 and C,s-unsatd. 67701-08-0*
Fatty acids, castor-oil 61789-44—-4*
Fatty acids, coco ........ 61788-47-4*
Fatty acids, dehydrated castor-oil . 61789-45-5*
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TABLE 1—LIST OF REACTANTS FROM WHICH POLYESTER MAY BE MADE—Continued

Reactant CAS No.
Fatty acids, linseed ol 68424-45-3*
Fatty acids, safflower oil.
Fatty acids, soya ........ 68308-53—-2*
Fatty acids, sunflower oil .............. 84625-38-7*
Fatty acids, sunflower-oil, con]ugated 68953-27-5
Fatty acids, tall-oil ...... 61790-12-3*
Fatty acids, tall-oil, conjugated*.
Fatty acids, vegetable ail .............. 61788-66-7*
Glycerides, Ci6.13 and C;g-unsatd. 67701-30-8*
Heptanoic acid ......... 111-14-8
Hexanoic acid . 142-62-1
Hexanoic acid, 3,3,5- trlmethyl— ..... 3302-10-1
Linseed oil 8001-26-1*
Linseed oil, ox1d|zed 68649-95-6*
Nonanoic acid ........... 112-05-0
Oils, Cannabis*.
Oils, palm kernel ........ 8023-79-8*
QOils, perilla 68132-21-8*
Qils, walnut . 8024-09-7
Safflower oil ............... 8001-23-8*
Soybean oil 8001-22-7*
Sunflower oil 8001-21-6*
Tung oil . 8001-20-5*

Di and Tri Basic Acids:
1,2-Benzenedicarboxylic acid ....... 88-99-3
1,3-Benzenedicarboxylic acid 121-91-5
1,3-Benzenedicarboxylic acid, dimethyl ester .... 1459-93—4
1,4-Benzenedicarboxylic acid ....... 100-21-0
1,4-Benzenedicarboxylic acid, diethyl ester ...... 636-09-9
1,4-Benzenedicarboxylic acid, dimethyl ester .... 120-61-6
1,2,4-Benzenetricarboxylic acid .... 528-44-9
Butanedioic acid ........ 110-15-6
Butanedioic acid, diethyl ester ..... 123-25-1
Butanedioic acid, dimethyl ester .... 106-65-0
2-Butenedioic acid (E)— 110-17-8
Decanedioic acid ....... . 111-20-6
Decanedioic acid, diethyl ester ...... 110-40-7
Decanedioic acid, dimethyl ester .. 106-79-6
Dodecanedioic acid ..... 693-23-2
Fatty acids, Cs-unsatd., dimers ... 61788-89—4*
Heptanedioic acid ...... 111-16-0
Heptanedioic acid, dimethyl ester . 1732-08-7
Hexanedioic acid ....... . 124-04-9
Hexanedioic acid, dimethyl ester . 627-93-0
Hexanedioic acid, diethyl ester .. 141-28-6
Nonanedioic acid ....... 123-99-9
Nonanedioic acid, dimethyl ester . 1732-10-1
Nonanedioic acid, diethyl ester ..... 624-17-9
Octanedioic acid ......... (505-48-6)
Octanedioic acid, dimethyl ester ... 1732-09-8
Pentanedioic acid ...... . (110-94-1)
Pentanedioic acid, dimethyl ester . 1119-40-0
Pentanedioic acid, diethyl ester . 818-38-2
Undecanedioic acid ..... 1852-04-6
Polyols

1,3-Butanediol ... 107-88-0
1,4-Butanediol . . 110-63-4
1,4-Cyclohexanedimethanol .......... 105-08-8
1,2-Ethanediol ........... 107-21-1
Ethanol, 2,2’-oxybis- 111-46-6
1,6-Hexanediol ........... 629-11-8
1,3-Pentanediol, 2,2,4- tnmethyl- 144-19-4
1,2-Propanediol, ........ 57-55-6
1,3-Propanediol, 2,2-| bls(hydroxymethyl) ......... 115-77-5
1,3-Propanediol, 2,2-dimethyl- ..... 126-30-7
1,3-Propanediol, 2-ethyl-2-(hydroxymethyl)- . 77-99-6
1,3-Propanediol, 2-(hydroxymethyl)-2-methyl- ... 77-85-0
1,3-propanediol, 2-methyl .............. . 2163—-42-0
1,2,3-Propanetriol ...... . 56-81-5
1,2,3-Propanetriol, homopolymer 25618-55-7
2-Propen-1-ol, polymer with ethenylbenzene ..... 25119-62—-4
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TABLE 1—LIST OF REACTANTS FROM WHICH POLYESTER MAY BE MADE—Continued

Reactant CAS No.
Modifiers
Acetic acid, 2,2’-oxybis- 110-99-6
1-Butanol 71-36-3**
Cyclohexanol .............. 108-93-0
Cyclohexanol, 4,4’-(1-methylethylidene)bis- ..... 80-04-6
Ethanol, 2-(2-butoxyethoxy)- ... 112-34-5
1-Hexanol 111-27-3
Methanol, hydrolysis products with trichlorohexylsilane and trichlorophenylsilane 72318-84-4*
1-Phenanthrenemethanol, tetradecahydro-1,4a-dimethyl-7-(1-methylethyl)- 13393-93-6
Phenol, 4,4-(1-methylethylidene)bis-, polymer with 2,2- [(1-methylethylidene)bis(4,1- | 25036-25-3
phenyleneoxymethylene)] bis[oxirane].
Siloxanes and Silicones, di-Me, di-Ph, polymers with Ph silsesquioxanes, methoxy-terminated ... 68440-65-3"
Siloxanes and Silicones, di-Me, methoxy Ph, polymers with Ph silsesquioxanes, methoxy-terminated ...... 68957-04-0*
Siloxanes and Silicones, Me Ph, methoxy Ph, polymers with Ph silsesquioxanes, methoxy- and Ph-ter- | 168957-06—2*
minated.
Silsesquioxanes, Ph Pr 168037-90-1*

* Chemical substance of unknown or variable composition,complex reaction products, and biological materials (UVCB). The
CAS Registry Numbers for UVCB substances are not used in CHEMICAL ABSTRACTS and its indexes.

** These substances may not be used in a substance manufactured from fumaric or maleic acid because of potential risks as-
sociated with esters, which may be formed by reaction of these reactants.

(f) Exemption report for polymers manu-
factured under the terms of this section.
For substances exempt under para-
graphs (e)(1), (e)(2), and (e)(3) of this
section a report of manufacture or im-
port must be submitted (postmarked)
by January 31 of the year subsequent
to initial manufacture. The notice
must include:

(1) Manufacturer’s name. This includes
the name and address of the manufac-
turer and the name and telephone num-
ber of a technical contact.

(2) Number of substances manufactured.
Number of substances manufactured.
The manufacturer must identify the
number of polymers manufactured
under terms of the exemption for the
first time in the year preceding the no-
tice.

(g) Chemical identity information. For
substances exempt under paragraph (e)
of this section the manufacturer must
to the extent known to or reasonably
ascertainable by the manufacturer
identify the following and maintain the
records in accordance with paragraph
(j) of this section:

(1) A specific chemical name and CAS
Registry Number (or EPA assigned Ac-
cession Number) for each ‘‘reactant,”
as that term is defined in paragraph (b)
of this section, used at any weight in
the manufacture of the polymer. For
purposes of determining chemical iden-
tity, the manufacturer may determine
whether a reactant is used at greater
than two weight percent according to
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either the weight of the reactant
charged to the reaction vessel or the
weight of the chemically combined (in-
corporated) reactant in the polymer.
Manufacturers who choose the ‘‘incor-
porated’” method must have analytical
data, or theoretical calculations (if it
can be documented that an analytical
determination cannot be made or is not
necessary), to demonstrate compliance
with this paragraph. Reactants that in-
troduce into the polymer elements,
properties, or functional groups that
would render the polymer ineligible for
the exemption are not allowed at any
level.

(2) A representative structural dia-
gram, if possible.

(h) Certification. To manufacture a
substance under the terms of this sec-
tion, a manufacturer must as of the
date of first manufacture, make the
following certification statements and
maintain them in accordance with
paragraph (j) of this section:

(1) The substance is manufactured or
imported for a commercial purpose
other than for research and develop-
ment.

(2) All information in the certifi-
cation is truthful.

(3) The new chemical substance
meets the definition of a polymer, is
not specifically excluded from the ex-
emption in paragraph (d) of this sec-
tion, and meets the conditions of the
exemption in paragraph (e) of this sec-
tion.
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(i) Exemptions granted wunder super-
seded regulations. Manufacturers grant-
ed exemptions under the superseded re-
quirements of §723.250 (as in effect on
May 26, 1995) shall either continue to
comply with those requirements or fol-
low all procedural and recordkeeping
requirements pursuant to this section.
If an exemption holder continues to
follow the superseded regulations, the
Notice of Commencement requirements
apply and the exempt polymer will
continue to be listed on the Inventory
with exclusion criteria and exemption
category restrictions on residual mon-
omer/reactant and low molecular
weight species content limitations.

(j) Recordkeeping. (1) A manufacturer
of a new polymer under paragraphs (e)
of this section, must retain the records
described in this paragraph at the man-
ufacturing site for a period of 5 years
from the date of commencement of
manufacture or import.

(2) The records must include the fol-
lowing to demonstrate compliance with
the terms of this section:

(i) Chemical identity information as
required in paragraph (g) of this sec-
tion.

(ii) Information to demonstrate that
the new polymer is not specifically ex-
cluded from the exemption.

(iii) Records of production volume for
the first 3 years of manufacture and
the date of commencement of manufac-
ture.

(iv) Information to demonstrate that
the new polymer meets the exemption
criteria in paragraphs (e)(1), (e)(2), or
(e)(3) of this section.

(v) Analytical data, or theoretical
calculations (if it can be documented
that an analytical determination can-
not be made or is not necessary), to
demonstrate that the polymer meets
the number-average MW exemption cri-
teria in paragraphs (e)(1) or (e)(2) of
this section. The analytical tests may
include gel ©permeation chroma-
tography (GPC).vapor pressure osmom-
etry (VPO), or other such tests which
will demonstrate that the polymer
meets the number-average MW cri-
terion.

(vi) Analytical data, or theoretical
calculations (if it can be documented
that an analytical determination can-
not be made or is not necessary), to
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demonstrate that the polymer meets
the criteria in paragraphs (e)(1) or
(e)(2) of this section, meets the low MW
content criteria in paragraphs (e)(1) or
(e)(2) of this section.

(vii) If applicable, analytical data, or
theoretical calculations (if it can be
documented that an analytical deter-
mination cannot be made or is not nec-
essary) required in paragraph (g) of
this section for determining monomers
or reactants charged to the reaction
vessel at greater than 2 weight percent
but incorporated at 2 weight percent or
less in the manufactured polymer.

(viii) The certification statements as
required under paragraph (h) of this
section.

(3) The manufacturer must submit
the records listed in paragraph (j)(2) of
this section to EPA upon written re-
quest by EPA. The manufacturer must
provide these records within 15 work-
ing days of receipt of this request. In
addition, any person who manufactures
a new chemical substance under the
terms of this section, upon request of
EPA, must permit such person at all
reasonable times to have access to and
to copy these records.

(k) Submission of information. Infor-
mation submitted to EPA under this
section must be sent in writing to:
TSCA Document Control Officer, (7407),
Office of Pollution Prevention and
Toxics, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460.

(1) Compliance. (1) A person who man-
ufactures or imports a new chemical
substance and fails to comply with any
provision of this section is in violation
of section 15 of the Act (15 U.S.C. 2614).

(2) Using for commercial purposes a
chemical substance or mixture which a
person knew or had reason to know was
manufactured, processed, or distrib-
uted in commerce in violation of sec-
tion 5 of the Act is a violation of sec-
tion 15 of the Act (15 U.S.C. 2614).

(3) Failure or refusal to establish and
maintain records or to permit access to
or copying of records, as required by
this section and section 11 of the Act,
is a violation of section 15 of the Act
(15 U.S.C. 2614).

(4) Failure or refusal to permit entry
or inspection as required by section 11
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of the Act is a violation of section 15 of
the Act (15 U.S.C. 2614).

(5) Violators may be subject to the
civil and criminal penalties in section
16 of the Act (15 U.S.C. 2615) for each
violation. Persons who submit materi-
ally misleading or false information in
connection with the requirements of
any provision of this section may be
subject to penalties calculated as if
they never filed their notices.

(6) EPA may seek to enjoin the man-
ufacture or processing of a chemical
substance in violation of this section
or act to seize any chemical substance
manufactured or processed in violation
of this section or take other actions
under the authority of section 7 of the
Act (15 U.S.C. 2606) or section 17 of the
Act (15 U.S.C. 2616).

(m) Inspections. EPA will conduct in-
spections under section 11 of the Act to
assure compliance with section 5 and
this section, to verify that information
submitted to EPA under this section is
true and correct, and to audit data sub-
mitted to EPA under this section.

(n) Confidentiality. If a manufacturer
submits information to EPA under this
section which the manufacturer claims
to be confidential business informa-
tion, the manufacturer must clearly
identify the information at the time of
submission to EPA by bracketing, cir-
cling, or underlining it and stamping it
with “CONFIDENTIAL’ or some other
appropriate designation. Any informa-
tion so identified will be treated in ac-
cordance with the procedures in 40 CFR
part 2. Any information not claimed
confidential at the time of submission
may be made available to the public
without further notice.

[60 FR 16332, Mar. 29, 1995, as amended at 62
FR 17932, Apr. 11, 1997; 75 FR 4305, Jan. 27,
2010]
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Subpart A—General Provisions
and Applicability

§725.1 Scope and purpose.

(a) This part establishes all reporting
requirements under section 5 of TSCA
for manufacturers, importers, and
processors of microorganisms subject
to TSCA jurisdiction for commercial
purposes, including research and devel-
opment for commercial purposes. New
microorganisms for which manufactur-
ers and importers are required to re-
port under section 5(a)(1)(A) of TSCA
are those that are intergeneric. In ad-
dition, under section 5(a)(1)(B) of
TSCA, manufacturers, importers, and
processors may be required to report
for any microorganism that EPA deter-
mines by rule is being manufactured,
imported, or processed for a significant
new use.

(b) Any manufacturer, importer, or
processor required to report under sec-
tion 5 of TSCA (see §725.100 for new
microorganisms and §725.900 for signifi-
cant new uses) must file a Microbial
Commercial Activity Notice (MCAN)
with EPA, unless the activity is eligi-
ble for a specific exemption as de-
scribed in this part. The general proce-
dures for filing MCANs are described in
subpart D of this part. The exemptions
from the requirement to file a MCAN
are for certain kinds of contained ac-
tivities (see §§725.424 and 725.428), test
marketing activities (see §725.300), and
research and development activities
described in paragraph (c) of this sec-
tion.

(¢) Any manufacturer, importer, or
processor required to file a MCAN for
research and development (R&D) ac-
tivities may instead file a TSCA Exper-
imental Release Application (TERA)
for a specific test (see §725.250). A
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TERA is not required for certain R&D
activities; however a TERA exemption
does not extend beyond the research
and development stage, to general
commercial use of the microorganism,
for which compliance with MCAN re-
quirements is required. The TERA ex-
emptions are for R&D activities sub-
ject to other Federal agencies or pro-
grams (see §725.232), certain kinds of
contained R&D activities (see §725.234),
and R&D activities using certain listed
microorganisms (see §725.238).

(d) New microorganisms will be
added to the Inventory established
under section 8 of TSCA once a MCAN
has been received, the MCAN review
period has expired, and EPA receives a
Notice of Commencement (NOC) indi-
cating that manufacture or importa-
tion has actually begun. New micro-
organisms approved for use under a
TERA will not be added to the Inven-
tory until a MCAN has been received,
the MCAN review period has expired,
and EPA has received an NOC.

§725.3 Definitions.

Definitions in section 3 of the Act (15
U.S.C. 2602), as well as definitions con-
tained in §§704.3, 720.3, and 721.3 of this
chapter, apply to this part unless oth-
erwise specified in this section. In addi-
tion, the following definitions apply to
this part:

Consolidated microbial commercial ac-
tivity motice or consolidated MCAN
means any MCAN submitted to EPA
that covers more than one microorga-
nism (each being assigned a separate
MCAN number by EPA) as a result of a
prenotice agreement with EPA.

Containment and/or inactivation con-
trols means any combination of engi-
neering, mechanical, procedural, or bi-
ological controls designed and operated
to restrict environmental release of
viable microorganisms from a struc-
ture.

Director means the Director of the
EPA Office of Pollution Prevention and
Toxics.

Exemption request means any applica-
tion submitted to EPA under subparts
E, F, or G of this part.

General commercial use means use for
commercial purposes other than re-
search and development.
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Genome means the sum total of chro-
mosomal and extrachromosomal ge-
netic material of an isolate and any de-
scendants derived under pure culture
conditions from that isolate.

Health and safety study of a microorga-
nism or health and safety study means
any study of any effect of a microorga-
nism or microbial mixture on health or
the environment or on both, including
underlying data and epidemiological
studies, studies of occupational expo-
sure to a microorganism or microbial
mixture, toxicological, clinical, and ec-
ological, or other studies of a micro-
organism or microbial mixture, and
any test performed under the Act.
Microorganism identity is always part
of a health and safety study of a micro-
organism.

(1) It is intended that the term
“health and safety study of a micro-
organism” be interpreted broadly. Not
only is information which arises as a
result of a formal, disciplined study in-
cluded, but other information relating
to the effects of a microorganism or
microbial mixture on health or the en-
vironment is also included. Any data
that bear on the effects of a microorga-
nism on health or the environment
would be included.

(2) Examples include:

(i) Tests for ecological or other envi-
ronmental effects on invertebrates,
fish, or other animals, and plants, in-
cluding: Acute toxicity tests, chronic
toxicity tests, critical life stage tests,
behavioral tests, algal growth tests,
seed germination tests, plant growth or
damage tests, microbial function tests,
bioconcentration or bioaccumulation
tests, and model ecosystem (micro-
cosm) studies.

(ii) Long- and short-term tests of mu-
tagenicity, carcinogenicity, or
teratogenicity; dermatoxicity; cumu-
lative, additive, and synergistic effects;
and acute, subchronic, and chronic ef-
fects.

(iii) Assessments of human and envi-
ronmental exposure, including work-
place exposure, and impacts of a par-
ticular microorganism or microbial
mixture on the environment, including
surveys, tests, and studies of: Survival
and transport in air, water, and soil;
ability to exchange genetic material
with other microorganisms, ability to
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colonize human or animal guts, and
ability to colonize plants.

(iv) Monitoring data, when they have
been aggregated and analyzed to meas-
ure the exposure of humans or the en-
vironment to a microorganism.

(v) Any assessments of risk to health
and the environment resulting from
the manufacture, processing, distribu-
tion in commerce, use, or disposal of
the microorganism.

Inactivation means that living micro-
organisms are rendered nonviable.

Institutional Biosafety Committee
means the committees described in the
NIH Guidelines in section IV.B.2.

Intergeneric microorganism means a
microorganism that is formed by the
deliberate combination of genetic ma-
terial originally isolated from orga-
nisms of different taxonomic genera.

(1) The term ‘‘intergeneric micro-
organism” includes a microorganism
which contains a mobile genetic ele-
ment which was first identified in a
microorganism in a genus different
from the recipient microorganism.

(2) The term ‘‘intergeneric micro-
organism” does not include a micro-
organism which contains introduced
genetic material consisting of only
well-characterized, non-coding regu-
latory regions from another genus.

Introduced genetic material means ge-
netic material that is added to, and re-
mains as a component of, the genome
of the recipient.

Manufacture, import, or process for
commercial purposes means:

(1) To import, produce, manufacture,
or process with the purpose of obtain-
ing an immediate or eventual commer-
cial advantage for the manufacturer,
importer, or processor, and includes,
among other things, ‘‘manufacture’ or
“processing’’ of any amount of a micro-
organism or microbial mixture:

(i) For commercial distribution, in-
cluding for test marketing.

(ii) For use by the manufacturer, in-
cluding use for product research and
development or as an intermediate.

(2) The term also applies to sub-
stances that are produced coinciden-
tally during the manufacture, proc-
essing, use, or disposal of another
microorganism or microbial mixture,
including byproducts that are sepa-
rated from that other microorganism
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or microbial mixture and impurities
that remain in that microorganism or
microbial mixture. Byproducts and im-
purities without separate commercial
value are nonetheless produced for the
purpose of obtaining a commercial ad-
vantage, since they are part of the
manufacture or processing of a micro-
organism for commercial purposes.

Microbial commercial activity motice or
MCAN means a notice for microorga-
nisms submitted to EPA pursuant to
section 5(a)(1) of the Act in accordance
with subpart D of this part.

Microbial mirture means any combina-
tion of microorganisms or microorga-
nisms and other chemical substances,
if the combination does not occur in
nature and is not an article.

Microorganism means an organism
classified, using the 5-kingdom classi-
fication system of Whittacker, in the
kingdoms Monera (or Procaryotae),
Protista, Fungi, and the Chlorophyta
and the Rhodophyta of the Plantae,
and a virus or virus-like particle.

Mobile genetic element or MGE means
an element of genetic material that
has the ability to move genetic mate-
rial within and between organisms.
‘““Mobile genetic elements’ include all
plasmids, viruses, transposons, inser-
tion sequences, and other classes of ele-
ments with these general properties.

New microorganism means a micro-
organism not included on the Inven-
tory.

NIH Guidelines means the National
Institutes of Health (NIH) ‘‘Guidelines
for Research Involving Recombinant
DNA Molecules” (July 5, 1994).

Non-coding regulatory region means a
segment of introduced genetic material
for which:

(1) The regulatory region and any in-
serted flanking nucleotides do not code
for protein, peptide, or functional ribo-
nucleic acid molecules.

(2) The regulatory region solely con-
trols the activity of other regions that
code for protein or peptide molecules
or act as recognition sites for the initi-
ation of nucleic acid or protein syn-
thesis.

Small quantities solely for research and
development (or ‘‘small quantities sole-
ly for purposes of scientific experimen-
tation or analysis or research on, or
analysis of, such substance or another
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substance, including such research or
analysis for development of a product’)
means quantities of a microorganism
manufactured, imported, or processed
or proposed to be manufactured, im-
ported, or processed solely for research
and development that meet the re-
quirements of §725.234.

Structure means a building or vessel
which effectively surrounds and en-
closes the microorganism and includes
features designed to restrict the micro-
organism from leaving.

Submerged standard industrial fer-
mentation means a fermentation system
that meets all of the following condi-
tions:

(1) Enzyme production is conducted
under conditions of submerged fer-
mentation (i.e., growth of the micro-
organism occurs beneath the surface of
the liquid growth medium).

(2) Any fermentation of solid plant
material or insoluble substrates, to
which T. reesei fermentation broth is
added after the submerged standard in-
dustrial fermentation operations used
for enzyme production is completed,
may be initiated only after the inac-
tivation of the microorganism as delin-
eated in 40 CFR 725.422(d).

Submission means any MCAN or ex-
emption request submitted to EPA
under this part.

Technically qualified individual means
a person or persons:

(1) Who, because of education, train-
ing, or experience, or a combination of
these factors, is capable of under-
standing the health and environmental
risks associated with the microorga-
nism which is used under his or her su-
pervision,

(2) Who is responsible for enforcing
appropriate methods of conducting sci-
entific experimentation, analysis, or
microbiological research to minimize
such risks, and

(3) Who is responsible for the safety
assessments and clearances related to
the procurement, storage, use, and dis-
posal of the microorganism as may be
appropriate or required within the
scope of conducting a research and de-
velopment activity.

TSCA Ezxperimental Release Application
or TERA means an exemption request
for a research and development activ-
ity, which is not eligible for a full ex-
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emption from reporting under §725.232,
725.234, or 725.238, submitted to EPA in
accordance with subpart E of this part.

Well-charactericed for introduced ge-
netic material means that the fol-
lowing have been determined:

(1) The function of all of the products
expressed from the structural gene(s).

(2) The function of sequences that
participate in the regulation of expres-
sion of the structural gene(s).

(3) The presence or absence of associ-
ated nucleotide sequences and their as-
sociated functions, where associated
nucleotide sequences are those se-
quences needed to move genetic mate-
rial including linkers, homopolymers,
adaptors, transposons, insertion se-
quences, and restriction enzyme sites.

[62 FR 17932, Apr. 11, 1997, as amended at 85
FR 13772, Mar. 10, 2020]

§725.8 Coverage of this part.

(a) Microorganisms subject to this part.
Only microorganisms which are manu-
factured, imported, or processed for
commercial purposes, as defined in
§725.3, are subject to the requirements
of this part.

(b) Microorganisms automatically in-
cluded on the Inventory. Microorga-
nisms that are not intergeneric are
automatically included on the Inven-
tory.

(c) Microorganisms not subject to this
part. The following microorganisms are
not subject to this part, either because
they are not subject to jurisdiction
under the Act or are not subject to re-
porting under section 5 of the Act.

(1) Any microorganism which would
be excluded from the definition of
“‘chemical substance” in section 3 of
the Act and §720.3(e) of this chapter.

(2) Any microbial mixture as defined
in §725.3. This exclusion applies only to
a microbial mixture as a whole and not
to any microorganisms and other
chemical substances which are part of
the microbial mixture.

(3) Any microorganism that is manu-
factured and processed solely for ex-
port if the following conditions are
met:

(i) The microorganism is labeled in
accordance with section 12(a)(1)(B) of
the Act, when the microorganism is
distributed in commerce.
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(ii) The manufacturer and processor
can document at the commencement of
manufacturing or processing that the
person to whom the microorganism
will be distributed intends to export it
or process it solely for export as de-
fined in §721.3 of this chapter.

§725.12 Identification of microorga-
pisms for Inventory and other list-
1ng purposes.

To identify and list microorganisms
on the Inventory, both taxonomic des-
ignations and supplemental informa-
tion will be used. The supplemental in-
formation required in paragraph (b) of
this section will be used to specifically
describe an individual microorganism
on the Inventory. Submitters must
provide the supplemental information
required by paragraph (b) of this sec-
tion to the extent necessary to enable
a microorganism to be accurately and
unambiguously identified on the Inven-
tory.

(a) Taronomic designation. The taxo-
nomic designation of a microorganism
must be provided for the donor orga-
nism and the recipient microorganism
to the level of strain, as appropriate.
These designations must be substan-
tiated by a letter from a culture collec-
tion, literature references, or the re-
sults of tests conducted for the purpose
of taxonomic classification. TUpon
EPA’s request to the submitter, data
supporting the taxonomic designation
must be provided to EPA. The genetic
history of the recipient microorganism
should be documented back to the iso-
late from which it was derived.

(b) Supplemental information. The sup-
plemental information described in
paragraphs (b)(1) and (b)(2) of this sec-
tion is required to the extent that it
enables a microorganism to be accu-
rately and unambiguously identified.

1) Phenotypic information.
Phenotypic information means perti-
nent traits that result from the inter-
action of a microorganism’s genotype
and the environment in which it is in-
tended to be used and may include in-
tentionally added biochemical and
physiological traits.

(2) Genotypic information. Genotypic
information means the pertinent and
distinguishing genotypic characteris-
tics of a microorganism, such as the
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identity of the introduced genetic ma-
terial and the methods used to con-
struct the reported microorganism.
This also may include information on
the vector construct, the cellular loca-
tion, and the number of copies of the
introduced genetic material.

§725.15 Determining applicability
when microorganism identity or
use is confidential or uncertain.

(a) Consulting EPA. Persons intending
to conduct activities involving micro-
organisms may determine their obliga-
tions under this part by consulting the
Inventory or the microorganisms and
uses specified in §725.239 or in subpart
M of this part. This section establishes
procedures for EPA to assist persons in
determining whether the microorga-
nism or the use is listed on the Inven-
tory, in §725.239 or in subpart M of this
part.

(1) Confidential identity or use. In
some cases it may not be possible to di-
rectly determine if a specific micro-
organism is listed, because portions of
that entry may contain generic infor-
mation to protect confidential business
information (CBI). If any portion of the
microorganism’s identity or use has
been claimed as CBI, that portion does
not appear on the public version of the
Inventory, in §725.239 or in subpart M
of this part. Instead, it is contained in
a confidential version held in EPA’s
Confidential Business Information Cen-
ter (CBIC). The public versions contain
generic information which masks the
confidential business information. A
person who intends to conduct an ac-
tivity involving a microorganism or
use whose entry is described with ge-
neric information will need to inquire
of EPA whether the unreported micro-
organism or use is on the confidential
version.

(2) Uncertain microorganism identity.
The current state of scientific knowl-
edge leads to some imprecision in de-
scribing a microorganism. As the state
of knowledge increases, EPA will be de-
veloping policies to determine whether
one microorganism is equivalent to an-
other. Persons intending to conduct ac-
tivities involving microorganisms may
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inquire of EPA whether the microorga-
nisms they intend to manufacture (in-
cluding import) or process are equiva-
lent to specific microorganisms de-
scribed on the Inventory, in §725.239, or
in subpart M of this part.

(b) Requirement of bona fide intent. (1)
EPA will answer the inquiries de-
scribed in paragraph (a) of this section
only if the Agency determines that the
person has a bona fide intent to con-
duct the activity for which reporting is
required or for which any exemption
may apply.

(2) To establish a bona fide intent to
manufacture (including import) or
process a microorganism, the person
who proposes to manufacture (includ-
ing import) or process the microorga-
nism must submit the request to EPA
via CDX. Prior to submission to EPA
via CDX, such bona fide intents to man-
ufacture (including import) or process
must be generated and completed using
e-PMN software. See 40 CFR
720.40(a)(2)(ii) for information on how
to access the e-PMN software. A bona
fide intent to manufacture (including
import) or process must contain the
following information:

(i) Taxonomic designations and sup-
plemental information required by
§725.12.

(ii) A signed statement certifying
that the submitter intends to manufac-
ture (including import) or process the
microorganism for commercial pur-
poses.

(iii) A description of research and de-
velopment activities conducted with
the microorganism to date, demonstra-
tion of the submitter’s ability to
produce or obtain the microorganism
from a foreign manufacturer, and the
purpose for which the person will man-
ufacture (including import) or process
the microorganism.

(iv) An indication of whether a re-
lated microorganism was previously re-
viewed by EPA to the extent known by
the submitter.

(v) A specific description of the
major intended application or use of
the microorganism.

(c) If an importer or processor cannot
provide all the information required by
paragraph (b) of this section, because it
is claimed as confidential business in-
formation by its foreign manufacturer
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or supplier, the foreign manufacturer
or supplier may supply the information
directly to EPA.

(d) EPA will review the information
submitted by the manufacturer (in-
cluding importer) or processor under
this paragraph to determine whether
that person has shown a bona fide in-
tent to manufacture (including import)
or process the microorganism. If nec-
essary, EPA will compare this informa-
tion to the information requested for
the confidential microorganism under
§725.85(b)(3)(iii).

(e) In order for EPA to make a con-
clusive determination of the micro-
organism’s status, the proposed manu-
facturer (including importer) or proc-
essor must show a bona fide intent to
manufacture (including import) or
process the microorganism and must
provide sufficient information to estab-
lish identity unambiguously. After suf-
ficient information has been provided,
EPA will inform the manufacturer (in-
cluding importer) or processor whether
the microorganism is subject to this
part and if so, which sections of this
part apply.

(f) If the microorganism is found on
the confidential version of the Inven-
tory, in §725.239 or in subpart M of this
part, EPA will notify the person(s) who
originally reported the microorganism
that another person (whose identity
will remain confidential, if so re-
quested) has demonstrated a bona fide
intent to manufacture (including im-
port) or process the microorganism and
therefore was told that the microorga-
nism is on the Inventory, in §725.239, or
in subpart M of this part.

(g) A disclosure to a person with a
bona fide intent to manufacture (in-
cluding import) or process a particular
microorganism that the microorganism
is on the Inventory, in §725.239, or in
subpart M of this part will not be con-
sidered a public disclosure of confiden-
tial business information under section
14 of the Act.

(h) EPA will answer an inquiry on
whether a particular microorganism is
subject to this part within 30 days after
receipt of a complete submission under
paragraph (b) of this section.

[62 FR 17932, Apr. 11, 1997, as amended at 80
FR 42747, July 20, 2015]
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§725.17 Consultation with EPA.

Persons may consult with EPA, ei-
ther in writing or by telephone, about
their obligations under this part. Writ-
ten consultation is preferred. Written
inquiries should be sent to the fol-
lowing address: Environmental Assist-
ance Division (7408), Office of Pollution
Prevention and Toxics, U.S. Environ-
mental Protection Agency, 1200 Penn-
sylvania Ave., NW., Washington, DC
20460, ATTN: Biotechnology Notice
Consultation. Persons wishing to con-
sult with EPA by telephone should call
(202) 554-1404; hearing impaired TDD
(202)  554-0551 or e-mail: TSCA-
Hotline@epamail.epa.gov.

Subpart B—Administrative
Procedures

§725.20 Scope and purpose.

This subpart describes general ad-
ministrative procedures applicable to
all persons who submit MCANs and ex-
emption requests to EPA under section
5 of the Act for microorganisms.

§725.25 General
quirements.

administrative re-

(a) General. (1) Each person who is
subject to the notification provisions
of this part must complete, sign, and
submit a MCAN or exemption request
containing the information as required
for the appropriate submission under
this part. Except as otherwise pro-
vided, each submission must include
all referenced attachments. All infor-
mation in the submission (unless cer-
tain attachments appear in the open
scientific literature) must be in
English. All information submitted
must be true and correct.

(2) In addition to specific information
required, the submitter should submit
all information known to or reasonably
ascertainable by the submitter that
would permit EPA to make a reasoned
evaluation of the human health and en-
vironmental effects of the microorga-
nism and any microbial mixture or ar-
ticle that may contain the microorga-
nism.

(b) Certification. Persons submitting
MCANSs and exemption requests to EPA
under this part, and material related to
their reporting obligations under this

34

40 CFR Ch. | (7-1-20 Edition)

part, must attach the following state-
ment to any information submitted to
EPA. This statement must be signed
and dated by an authorized official of
the submitter:

I certify that to the best of my knowledge
and belief: The company named in this sub-
mission intends to manufacture, import, or
process for a commercial purpose, other than
in small quantities solely for research and
development, the microorganism identified
in this submission. All information provided
in this submission is complete and truthful
as of the date of submission. I am including
with this submission all test data in my pos-
session or control and a description of all
other data known to or reasonably ascertain-
able by me as required by 40 CFR 725.160 or
725.260.

(c) Where to submit information under
this part. MCANs and exemption re-
quests, and any support documents re-
lated to these submissions, may only
be submitted in a manner set forth in
this paragraph. MCANs and exemption
requests, and any related support docu-
ments, must be generated, completed,
and submitted to EPA (via CDX) using
e-PMN software. See 40 CFR
720.40(a)(2)(ii) for information on how
to obtain e-PMN software.

(d) General requirements for submission
of data. (1) Submissions under this part
must include the information described
in §725.155, §725.255, §725.355, or §725.455,
as appropriate, to the extent such in-
formation is known to or reasonably
ascertainable by the submitter.

(2) In accordance with §725.160 or
§725.260, as appropriate, the submission
must also include any test data in the
submitter’s possession or control and
descriptions of other data which are
known to or reasonably ascertainable
by the submitter and which concern
the health and environmental effects of
the microorganism.

(e) Agency or joint submissions. (1) A
manufacturer or importer may des-
ignate an agent to assist in submitting
the MCAN. If so, only the manufac-
turer or importer, and not the agent,
signs the certification on the form.

(2) A manufacturer or importer may
authorize another person, (e.g., a sup-
plier or a toll manufacturer) to report
some of the information required in the
MCAN to EPA on its behalf. The manu-
facturer or importer should indicate in
a cover letter accompanying the MCAN
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which information will be supplied by
another person and identify that other
person as a joint submitter where indi-
cated in their MCAN. The other person
supplying information (i.e., the joint
submitter) may submit the informa-
tion to EPA either in the MCAN or a
Letter of Support, except that if the
joint submitter is not incorporated, 1i-
censed, or doing business in the United
States, the joint submitter must sub-
mit the information to EPA in a Letter
of Support only, rather than the
MCAN. The joint submitter must indi-
cate in the MCAN or Letter of Support
the identity of the manufacturer or im-
porter. Any person who submits the
MCAN or Letter of Support for a joint
submission must sign and certify the
MCAN or Letter of Support.

(3) If EPA receives a submission
which does not include the information
required, which the submitter indicates
that it has authorized another person
to provide, the review period will not
begin until EPA receives all of the re-
quired information.

(f) Microorganisms subject to a section 4
test rule. (1) Except as provided in para-
graph (f)(3) of this section, if a person
intends to manufacture or import a
new microorganism which is subject to
the notification requirements of this
part, and the microorganism is subject
to a test rule promulgated under sec-
tion 4 of the Act before the notice is
submitted, section 5(b)(1) of the Act re-
quires the person to submit the test
data required by the testing rule with
the notice. The person must submit the
data in the form and manner specified
in the test rule and in accordance with
§725.160. If the person does not submit
the test data, the submission is incom-
plete and EPA will follow the proce-
dures in §725.33.

(2) If EPA has granted the submitter
an exemption under section 4(c) of the
Act from the requirement to conduct
tests and submit data, the person may
not file a MCAN or TERA until EPA
receives the test data.

(3) If EPA has granted the submitter
an exemption under section 4(c) of the
Act and if another person previously
has submitted the test data to EPA,
the exempted person may either sub-
mit the test data or provide the fol-
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lowing information as part of the no-
tice:

(i) The name, title, and address of the
person who submitted the test data to
EPA.

(i1) The date the test data were sub-
mitted to EPA.

(iii) A citation for the test rule.

(iv) A description of the exemption
and a reference identifying it.

(g) Microorganisms subject to a section
5(b)(4) rule. (1) If a person:

(i) Intends to manufacture or import
a microorganism which is subject to
the notification requirements of this
part and which is subject to a rule
issued under section 5(b)(4) of the Act;
and

(ii) Is not required by a rule issued
under section 4 of the Act to submit
test data for the microorganism before
the filing of a submission, the person
must submit to EPA data described in
paragraph (g)(2) of this section at the
time the submission is filed.

(2) Data submitted under paragraph
(g)(1) of this section must be data
which the person submitting the notice
believes show that the manufacture,
processing, distribution in commerce,
use, and disposal of the microorganism,
or any combination of such activities,
will not present an unreasonable risk
of injury to health or the environment.

(h) Data that need mot be submitted.
Specific data requirements are listed in
subparts D, E, F, G, and L of this part.
The following is a list of data that need
not be submitted under this part:

(1) Data previously submitted to EPA.
(i) A person need not submit any data
previously submitted to EPA with no
claims of confidentiality if the new
submission includes: the office or per-
son to whom the data were submitted;
the date of submission; and, if appro-
priate, a standard literature citation as
specified in §725.160(a)(3)(ii).

(ii) For data previously submitted to
EPA with a claim of confidentiality,
the person must resubmit the data
with the new submission and any claim
of confidentiality, under §725.80.

(2) Efficacy data. This part does not
require submission of any data related
solely to product efficacy. However, in-
cluding efficacy data will improve
EPA’s ability to assess the benefits of
the use of the microorganism. This
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does not exempt a person from submit-
ting any of the data specified in
§725.160 or §725.260.

(38) Non-U.S. exposure data. This part
does not require submission of any
data which relates only to exposure of
humans or the environment outside the
United States. This does not exclude
nonexposure data such as data on
health effects (including epidemiolog-
ical studies), ecological effects, phys-
ical and chemical properties, or envi-
ronmental fate characteristics.

(i) Fees. Persons submitting MCANs
and exemption requests to EPA under
this part are subject to the applicable
fees and conditions specified in §§700.40,
700.45(c), and 700.49 of this chapter.

[62 FR 17932, Apr. 11, 1997, as amended at 75
FR 788, Jan. 6, 2010; 78 FR 72828, Dec. 4, 2013;
83 FR 52723, Oct. 17, 2018]

§725.27 Submissions.

Each person who is required to sub-
mit information under this part must
submit the information in the form and
manner set forth in the appropriate
subpart.

(a) Requirements specific to MCANs
are described in §§725.1560 through
725.160.

(b) Requirements specific to TERAs
are described in §§725.250 through
725.260.

(¢c) Requirements specific to test
marketing exemptions (TMEs) are de-
scribed in §§725.350 and 725.355.

(d) Requirements specific to Tier I
and Tier II exemptions for certain gen-
eral commercial uses are described in
§§725.424 through 725.470.

(e) Additional requirements specific
to significant new uses for microorga-
nisms are described at §725.950.

§725.28 Notice that submission is not
required.

When EPA receives a MCAN or ex-
emption request, EPA will review it to
determine whether the microorganism
is subject to the requirements of this
part. If EPA determines that the
microorganism is not subject to these
requirements, EPA will notify the sub-
mitter that section 5 of the Act does
not prevent the manufacture, import,
or processing of the microorganism and
that the submission is not needed.
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§725.29 EPA acknowledgement of re-
ceipt of submission.

(a) EPA will acknowledge receipt of
each submission by sending a letter via
CDX or U.S. mail to the submitter that
identifies the number assigned to each
MCAN or exemption request and the
date on which the review period begins.
The review period will begin on the
date the MCAN or exemption request is
received by the Office of Pollution Pre-
vention and Toxics Document Control
Officer.

(b) The acknowledgement does not
constitute a finding by EPA that the
submission is in compliance with this
part.

[62 FR 17932, Apr. 11, 1997, as amended at 75
FR 788, Jan. 6, 2010]

§725.32 Errors in the submission.

(a) Within 30 days of receipt of the
submission, EPA may request that the
submitter remedy errors in the submis-
sion. The following are examples of
such errors:

(1) Failure to date the submission.

(2) Typographical errors that cause
data to be misleading or answers to
any questions to be unclear.

(3) Contradictory information.

(4) Ambiguous statements or infor-
mation.

(b) In the request to correct the sub-
mission, EPA will explain the action
which the submitter must take to cor-
rect the submission.

(c) If the submitter fails to correct
the submission within 15 days of re-
ceipt of the request, EPA may extend
the review period.

§725.33 Incomplete submissions.

(a) A submission under this part is
not complete, and the review period
does not begin, if:

(1) The wrong person files the sub-
mission.

(2) The submitter does not attach and
sign the certification statement as re-
quired by §725.25(b).

(3) Some or all of the information in
the submission or any attachments are
not in English, except for published sci-
entific literature.

(4) The submitter does not provide in-
formation that is required by sections
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5(d)(1)(B) and (C) of the Act and §725.160
or 725.260, as appropriate.

(5) The submitter does not provide in-
formation required by §725.25, §725.155,
§725.255, §725.355, or §725.455, as appro-
priate, or indicate that it is not known
to or reasonably ascertainable by the
submitter.

(6) The submitter has asserted con-
fidentiality claims and has failed to:

(i) Submit a second copy of the sub-
mission with all confidential informa-
tion deleted for the public file, as re-
quired by §725.80(b)(2).

(ii) Comply with the substantiation
requirements as described in §725.94.

(7) The submitter does not include
any information required by section
5(b)(1) of the Act and pursuant to a rule
promulgated under section 4 of the Act,
as required by §725.25(f).

(8) The submitter does not submit
data which the submitter believes show
that the microorganism will not
present an unreasonable risk of injury
to health or the environment, if EPA
has listed the microorganism under
section 5(b)(4) of the Act, as required in
§725.25(2).

(9) The submitter does not remit the
fees required by §700.45(c) of this chap-
ter.

(10) The submitter does not include
an identifying number and a payment
identity number.

(11) The submitter does not submit
the notice in the manner set forth in
§725.25(c).

(b)(1) If EPA receives an incomplete
submission under this part, the Direc-
tor, or a designee, will notify the sub-
mitter within 30 days of receipt that
the submission is incomplete and that
the review period will not begin until
EPA receives a complete submission.

(2) If EPA obtains additional infor-
mation during the review period for
any submission that indicates the
original submission was incomplete,
the Director, or a designee, may de-
clare the submission incomplete within
30 days after EPA obtains the addi-
tional information and so notify the
submitter.

(c) The notification that a submis-
sion is incomplete under paragraph (b)
of this section will include:
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(1) A statement of the basis of EPA’s
determination that the submission is
incomplete.

(2) The requirements for correcting
the incomplete submission.

(3) Information on procedures under
paragraph (d) of this section for filing
objections to the determination or re-
questing modification of the require-
ments for completing the submission.

(d) Within 10 days after receipt of no-
tification by EPA that a submission is
incomplete, the submitter may file
written objections requesting that EPA
accept the submission as complete or
modify the requirements necessary to
complete the submission.

(e)(1) EPA will consider the objec-
tions filed by the submitter. The Direc-
tor, or a designee, will determine
whether the submission was complete
or incomplete, or whether to modify
the requirements for completing the
submission. EPA will notify the sub-
mitter in writing of EPA’s response
within 10 days of receiving the objec-
tions.

(2) If the Director, or a designee, de-
termines, in response to the objection,
that the submission was complete, the
review period will be deemed suspended
on the date EPA declared the submis-
sion incomplete, and will resume on
the date that the submission is de-
clared complete. The submitter need
not correct the submission as EPA
originally requested. If EPA can com-
plete its review within the review pe-
riod beginning on the date of the sub-
mission, the Director, or a designee,
may inform the submitter that the
running of the review period will re-
sume on the date EPA originally de-
clared it incomplete.

(3) If the Director, or a designee,
modifies the requirements for com-
pleting the submission or concurs with
EPA’s original determination, the re-
view period will begin when EPA re-
ceives a complete submission.

(f) If EPA discovers at any time that
a person submitted materially false or
misleading statements in information
submitted under this part, EPA may
find that the submission was incom-
plete from the date it was submitted,
and take any other appropriate action.

[62 FR 17932, Apr. 11, 1997, as amended at 75
FR 788, Jan. 6, 2010; 83 FR 52723, Oct. 17, 2018]



§725.36

§725.36 New information.

(a) During the review period, if a sub-
mitter possesses, controls, or knows of
new information that materially adds
to, changes, or otherwise makes sig-
nificantly more complete the informa-
tion included in the MCAN or exemp-
tion request, the submitter must send
that information within 10 days of re-
ceiving the new information, but no
later than 5 days before the end of the
review period. The new information
must be sent in the same manner the
original notice or exemption was sent,
as described in §725.25(c)(1), (c)(2), and
(©)(3).

(b) The new submission must clearly
identify the submitter, the MCAN or
exemption request to which the new in-
formation is related, and the number
assigned to that submission by EPA, if
known to the submitter.

(c) If the new information becomes
available during the last 5 days of the
review period, the submitter must im-
mediately inform the EPA contact for
that submission by telephone of the
new information.

[62 FR 17932, Apr. 11, 1997, as amended at 75
FR 789, Jan. 6, 2010]

§725.40 Notice in the Federal Register.

(a) Filing of FEDERAL REGISTER no-
tice. After EPA receives a MCAN or an
exemption request under this part,
EPA will issue a notice in the FEDERAL
REGISTER including the information
specified in paragraph (b) of this sec-
tion.

(b) Contents of notice. (1) In the public
interest, the specific microorganism
identity listed in the submission will
be published in the FEDERAL REGISTER
unless the submitter has claimed the
microorganism identity confidential. If
the submitter claims confidentiality, a
generic name will be published in ac-
cordance with §725.85.

(2) The categories of use of the micro-
organism will be published as reported
in the submission unless this informa-
tion is claimed confidential. If con-
fidentiality is claimed, the generic in-
formation which is submitted under
§725.88 will be published.

(3) A list of information submitted in
accordance with §725.160(a), §725.255,
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§725.260, §725.355, or §725.455, as appro-
priate, will be published.

(4) The submitter’s identity will be
published, unless the submitter has
claimed it confidential.

(c) Publication of exemption decisions.
Following the expiration of the appro-
priate review period for the exemption
request, EPA will issue a notice in the
FEDERAL REGISTER indicating whether
the request has been approved or de-
nied and the reasons for the decision.

§725.50 EPA review.

(a) MCANs. The review period speci-
fied in section 5(a) of the Act for
MCANSs runs for 90 days from the date
the Document Control Officer receives
a complete submission, or the date
EPA determines the submission is com-
plete under §725.33, unless the Agency
extends the review period under section
5(c) of the Act and §725.56.

(b) Exemption requests. The review pe-
riod starts on the date the Document
Control Officer receives a complete ex-
emption request, or the date EPA de-
termines the request is complete under
§725.33, unless the Agency extends the
review period under §725.56. The review
periods for exemption requests run as
follows:

(1) TERAs. The review period for
TERASs is 60 days.

(2) TMESs. The review period for TMEs
is 45 days.

(38) Tier II exemption requests. The re-
view period for Tier II exemption re-
quests is 45 days.

§725.54 Suspension of the review pe-
riod.

(a) A submitter may voluntarily sus-
pend the running of the review period if
the Director, or a designee, agrees. If
the Director does not agree, the review
period will continue to run, and EPA
will notify the submitter. A submitter
may request a suspension at any time
during the review period. The suspen-
sion must be for a specified period of
time.

(b)(1) Request for suspension. A re-
quest for suspension may only be sub-
mitted in a manner set forth in this
paragraph. The request for suspension
also may be made orally, including by
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telephone, to the submitter’s EPA con-
tact for that notice, subject to para-
graph (c) of this section.

(2) Submission of suspension notices.
EPA will accept requests for suspen-
sion only if submitted in accordance
with this paragraph. Requests for sus-
pension, must be generated, completed,
and submitted to EPA (via CDX) using
e-PMN software. See 40 CFR
720.40(a)(2)(ii) for information on how
to obtain e-PMN software.

(c) An oral request for suspension
may be granted by EPA for a maximum
of 15 days only. Requests for longer
suspension must only be submitted in
the manner set forth in this paragraph.

(d) If the submitter has not made a
previous oral request, the running of
the notice review period is suspended
as of the date of receipt of the CDX
submission by EPA.

[62 FR 17932, Apr. 11, 1997, as amended at 75
FR 789, Jan. 6, 2010; 78 FR 72828, Dec. 4, 2013]

§725.56 Extension of the review pe-
riod.

(a) At any time during the review pe-
riod, EPA may unilaterally determine
that good cause exists to extend the re-
view period specified for MCANS, or the
exemption requests.

(b) If EPA makes such a determina-
tion, EPA:

(1) Will notify the submitter that
EPA is extending the review period for
a specified length of time and state the
reasons for the extension.

(2) For MCANs, EPA may issue a no-
tice for publication in the FEDERAL
REGISTER which states that EPA is ex-
tending the review period and gives the
reasons for the extension.

(c) The total period of the extension
may be for a period of up to the same
length of time as specified for each
type of submission in §725.50. If the ini-
tial extension is for less than the total
time allowed, EPA may make addi-
tional extensions. However, the sum of
the extensions may not exceed the
total allowed.

(d) The following are examples of sit-
uations in which EPA may find that
good cause exists for extending the re-
view period:

(1) EPA has reviewed the submission
and is seeking additional information.
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(2) EPA has received significant addi-
tional information during the review
period.

(3) The submitter has failed to cor-
rect a submission after receiving EPA’s
request under §725.32.

(4) EPA has reviewed the submission
and determined that there is a signifi-
cant possibility that the microorga-
nism will be regulated under section
5(e) or section 5(f) of the Act, but EPA
is unable to initiate regulatory action
within the initial review period.

§725.60 Withdrawal of submission by
the submitter.

(a)(1) Withdrawal of notice by the sub-
mitter. A submitter may withdraw a no-
tice during the notice review period by
submitting a statement of withdrawal
in a manner set forth in this para-
graph. The withdrawal is effective upon
receipt of the CDX submission by EPA.

(2) Submission of withdrawal notices.
EPA will accept statements of with-
drawal only if submitted in accordance
with this paragraph. Statements of
withdrawal must be generated, com-
pleted, and submitted to EPA (via
CDX) using e-PMN software. See 40
CFR 720.40(a)(2)(ii) for information on
how to obtain e-PMN software.

(b) If a manufacturer, importer, or
processor who withdrew a submission
later resubmits a submission for the
same microorganism, a new review pe-
riod begins.

[62 FR 17932, Apr. 11, 1997, as amended at 75
FR 789, Jan. 6, 2010; 78 FR 72828, Dec. 4, 2013]
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(a) General provisions. (1) Any person
who submits a notice under this part
must retain documentation of informa-
tion in the submission, including:

(i) Any data in the submitter’s pos-
session or control; and

(i1) Records of production volume for
the first 3 years of manufacture, im-
port, or processing.

(2) Any person who submits a notice
under this part must retain docu-
mentation of the date of commence-
ment of testing, manufacture, import,
or processing.

Recordkeeping.
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(3) Any person who is exempt from
some or all of the reporting require-
ments of this part must retain docu-
mentation that supports the exemp-
tion.

(4) All information required by this
section must be retained for 3 years
from the date of commencement of
each activity for which records are re-
quired under this part.

(b) Specific requirements. In addition
to the requirements of paragraph (a) of
this section, specific recordkeeping re-
quirements included in certain sub-
parts must also be followed.

(1) Additional recordkeeping require-
ments for activities conducted inside a
structure are set forth in §725.235(h).

(2) Additional recordkeeping require-
ments for TERAs are set forth in
§725.250(f).

(3) Additional recordkeeping require-
ments for TMEs are set forth in
§725.350(c).

(4) Additional recordkeeping require-
ments for Tier I exemptions under sub-
part G of this part are set forth in
§725.424(a)(5).

(5) Additional recordkeeping require-
ments for Tier II exemptions under
subpart G of this part are set forth in
§725.450(d).

(6) Additional recordkeeping require-
ments for significant new uses of
microorganisms reported under subpart
L of this part are set forth in §725.850.
Recordkeeping requirements may also
be included when a microorganism and
significant new use are added to sub-
part M of this part.

§725.67 Applications to exempt new
microorganisms from this part.

(a) Submission. (1) Any manufacturer
or importer of a new microorganism
may request, under TSCA section
5(h)(4), an exemption, in whole or in
part, from this part by sending a Let-
ter of Application in the manner set
forth in §725.25(c).

(2) General provisions. The Letter of
Application should provide information
to show that any activities affected by
the requested exemption will not
present an unreasonable risk of injury
to health or the environment. This in-
formation should include data de-
scribed in the following paragraphs.
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(i) The effects of the new microorga-
nism on health and the environment.

(ii) The magnitude of exposure of
human beings and the environment to
the new microorganism.

(iii) The benefits of the new micro-
organism for various uses and the
availability of substitutes for such
uses.

(iv) The reasonably ascertainable
economic consequences of granting or
denying the exemption, including ef-
fects on the national economy, small
business, and technological innovation.

(3) Specific requirements. In addition
to the requirements of paragraph (a)(2)
of this section, the specific information
requirements of the relevant subpart
under which the exemption is sought
should be met.

(i) Ezxemption from MCAN reporting
under subpart D. Information require-
ments are set forth in §§725.1556 and
725.160.

(ii) Exemption from TERA reporting
under subpart E. Information require-
ments are set forth in §§725.2656 and
725.260.

(iii) Listing a recipient microorganism
as eligible for exemption under subpart G.
Information regarding the following
criteria should be addressed in an ap-
plication to list a recipient microorga-
nism under §725.420:

(A) Identification and classification
of the microorganism using available
genotypic and phenotypic information;

(B) Information to evaluate the rela-
tionship of the microorganism to any
other closely related microorganisms
which have a potential for adverse ef-
fects on health or the environment;

(C) A history of safe commercial use
for the microorganism;

(D) Commercial uses indicating that
the microorganism products might be
subject to TSCA;

(E) Studies which indicate the poten-
tial for the microorganism to cause ad-
verse effects to health or the environ-
ment; and

(F) Studies which indicate the sur-
vival characteristics of the microorga-
nism in the environment.

(b) Processing of the Letter of Applica-
tion by EPA—(1) Grant of the Applica-
tion. If, after consideration of the Let-
ter of Application and any other rel-
evant information available to EPA,
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the Assistant Administrator for Chem-
ical Safety and Pollution Prevention
makes a preliminary determination
that the new microorganism will not
present an unreasonable risk of injury
to health or the environment, the As-
sistant Administrator will propose a
rule to grant the exemption using the
applicable procedures in part 750 of this
chapter.

(2) Denial of the application. If the As-
sistant Administrator decides that the
preliminary determination described in
paragraph (b)(1) of this section cannot
be made, the application will be denied
by sending the applicant a written
statement with the Assistant Adminis-
trator’s reasons for denial.

(c) Processing of the exemption—(1) Un-
reasonable risk standard. Granting a sec-
tion 5(h)(4) exemption requires a deter-
mination that the activities will not
present an unreasonable risk of injury
to health or the environment.

(i) An unreasonable risk determina-
tion under the Act is an administrative
judgment that requires balancing of
the harm to health or the environment
that a chemical substance may cause
and the magnitude and severity of that
harm, against the social and economic
effects on society of EPA action to re-
duce that harm.

(ii) A determination of unreasonable
risk under section 5(h)(4) of the Act
will examine the reasonably ascertain-
able economic and social consequences
of granting or denying the exemption
after consideration of the effect on the
national economy, small business,
technological innovation, the environ-
ment, and public health.

(2) Grant of the exemption. The exemp-
tion will be granted if the Assistant
Administrator determines, after con-
sideration of all relevant evidence pre-
sented in the rulemaking proceeding
described in paragraph (b)(1) of this
section, that the new microorganism
will not present an unreasonable risk
of injury to health or the environment.

(3) Denial of the exemption. The ex-
emption will be denied if the Assistant
Administrator determines, after con-
sideration of all relevant evidence pre-
sented in the rulemaking proceeding
described in paragraph (b)(1) of this
section, that the determination de-
scribed in paragraph (c)(2) of this sec-
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tion cannot be made. A final decision
terminating the rulemaking pro-
ceeding will be published in the FED-
ERAL REGISTER.

[62 FR 17932, Apr. 11, 1997, as amended at 75
FR 789, Jan. 6, 2010; 77 FR 46292, Aug. 3, 2012]

§725.70 Compliance.

(a) Failure to comply with any provi-
sion of this part is a violation of sec-
tion 15 of the Act (15 U.S.C. 2614).

(b) A person who manufactures or im-
ports a microorganism before a MCAN
is submitted and the MCAN review pe-
riod expires is in violation of section 15
of the Act even if that person was not
required to submit the MCAN under
§725.105.

(c) Using a microorganism which a
person knew or had reason to know was
manufactured, processed, or distrib-
uted in commerce in violation of sec-
tion 5 of the Act or this part is a viola-
tion of section 15 of the Act (15 U.S.C.
2614).

(d) Failure or refusal to establish and
maintain records or to permit access to
or copying of records, as required by
the Act, is a violation of section 15 of
the Act (15 U.S.C. 2614).

(e) Failure or refusal to permit entry
or inspection as required by section 11
of the Act is a violation of section 15 of
the Act (15 U.S.C. 2614).

(f) Violators may be subject to the
civil and criminal penalties in section
16 of the Act (156 U.S.C. 2615) for each
violation. Persons who submit materi-
ally misleading or false information in
connection with the requirements of
any provision of this part may be sub-
ject to penalties calculated as if they
never filed their submissions.

(g) EPA may seek to enjoin the man-
ufacture or processing of a microorga-
nism in violation of this part or act to
seize any microorganism manufactured
or processed in violation of this part or
take other actions under the authority
of section 7 of the Act (156 U.S.C. 2606)
or section 17 of the Act (15 U.S.C. 2616).

§725.75 Inspections.

EPA will conduct inspections under
section 11 of the Act to assure compli-
ance with section 5 of the Act and this
part, to verify that information re-
quired by EPA under this part is true



§725.80

and correct, and to audit data sub-
mitted to EPA under this part.

Subpart C—Confidentiality and
Public Access to Information

§725.80 General provisions for con-
fidentiality claims.

(a) A person may assert a claim of
confidentiality for any information
submitted to EPA under this part.
However,

(1) Any person who asserts a claim of
confidentiality for portions of the spe-
cific microorganism identity must pro-
vide the information as described in
§725.85.

(2) Any person who asserts a claim of
confidentiality for a use of a micro-
organism must provide the information
as described in §725.88.

(3) Any person who asserts a claim of
confidentiality for information con-
tained in a health and safety study of a
microorganism must provide the infor-
mation described in §725.92.

(b) Any claim of confidentiality must
accompany the information when it is
submitted to EPA.

(1) When a person submits any infor-
mation under this part, including any
attachments, for which claims of con-
fidentiality are made, the claim(s)
must be asserted by circling the spe-
cific information which is claimed and
marking the page on which that infor-
mation appears with an appropriate
designation such as ‘‘trade secret,”
“TSCA CBIL”’ or ‘“‘confidential business
information.”

(2) If any information is claimed con-
fidential, the person must submit two
copies of the document including the
claimed information.

(i) One copy of the document must be
complete. In that copy, the submitter
must mark the information which is
claimed as confidential in the manner
prescribed in paragraph (b)(1) of this
section.

(ii) The second copy must be com-
plete except that all information
claimed as confidential in the first
copy must be deleted. EPA will place
the second copy in the public file.

(iii) If the submitter does not provide
the second copy, the submission is in-
complete and the review period does
not begin to run until EPA receives the
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second in accordance with
§725.33.

(iv) Any information contained with-
in the copy submitted under paragraph
(b)(2)(ii) of this section which has been
in the public file for more than 30 days
will be presumed to be in the public do-
main, notwithstanding any assertion of
confidentiality made under this sec-
tion.

(3) A person who submits information
to EPA under this part must reassert a
claim of confidentiality and substan-
tiate the claim each time the informa-
tion is submitted to EPA.

(c) Any person asserting a claim of
confidentiality under this part must
substantiate each claim in accordance
with the requirements in §725.94.

(d) EPA will disclose information
that is subject to a claim of confiden-
tiality asserted under this section only
to the extent permitted by the Act,
this subpart, and part 2 of this title.

(e) If a submitter does not assert a
claim of confidentiality for informa-
tion at the time it is submitted to
EPA, EPA may make the information
public and place it in the public file
without further notice to the sub-
mitter.

Ccopy,

§725.85 Microorganism identity.

(a) Claims applicable to the period prior
to commencement of manufacture or im-
port for general commercial use—(1) When
to make a claim. (i) A person who sub-
mits information to EPA under this
part may assert a claim of confiden-
tiality for portions of the specific
microorganism identity at the time of
submission of the information. This
claim will apply only to the period
prior to the commencement of manu-
facture or import for general commer-
cial use.

(ii) A person who submits informa-
tion to EPA under this part must re-
assert a claim of confidentiality and
substantiate the claim each time the
information is submitted to EPA. For
example, if a person claims certain in-
formation confidential in a TERA sub-
mission and wishes the same informa-
tion to remain confidential in a subse-
quent TERA or MCAN submission, the
person must reassert and resubstan-
tiate the claim in the subsequent sub-
mission.
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(2) Assertion of claim. (i) A submitter
may assert a claim of confidentiality
only if the submitter believes that pub-
lic disclosure prior to commencement
of manufacture or import for general
commercial use of the fact that anyone
is initiating research and development
activities pertaining to the specific
microorganism or intends to manufac-
ture or import the specific microorga-
nism for general commercial use would
reveal confidential business informa-
tion. Claims must be substantiated in
accordance with the requirements of
§725.94(a).

(ii) If the submission includes a
health and safety study concerning the
microorganism and if the claim for
confidentiality with respect to the spe-
cific identity is denied in accordance
with §725.92(c), EPA will deny a claim
asserted under paragraph (a) of this
section.

(3) Development of generic name. Any
person who asserts a claim of confiden-
tiality for portions of the specific
microorganism identity under this
paragraph must provide one of the fol-
lowing items at the time the submis-
sion is filed:

(i) The generic name which was ac-
cepted by EPA in the prenotice con-
sultation conducted under paragraph
(a)(4) of this section.

(ii) One generic name that is only as
generic as necessary to protect the
confidential identity of the particular
microorganism. The name should re-
veal the specific identity to the max-
imum extent possible. The generic
name will be subject to EPA review
and approval.

(4) Determination by EPA. (i) Any per-
son who intends to assert a claim of
confidentiality for the specific identity
of a new microorganism may seek a de-
termination by EPA of an appropriate
generic name for the microorganism
before filing a submission. For this
purpose, the person should submit to
EPA:

(A) The specific
microorganism.

(B) A proposed generic name(s) which
is only as generic as necessary to pro-
tect the confidential identity of the
new microorganism. The name(s)
should reveal the specific identity of

identity of the
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the microorganism to the maximum
extent possible.

(i) Within 30 days, EPA will inform
the submitter either that one of the
proposed generic names is adequate or
that none is adequate and further con-
sultation is necessary.

(5) Use of generic name. If a submitter
claims microorganism identity as con-
fidential under paragraph (a) of this
section, and if the submitter complies
with paragraph (a)(2) of this section,
EPA will issue for publication in the
FEDERAL REGISTER notice described in
§725.40 the generic name proposed by
the submitter or one agreed upon by
EPA and the submitter.

(b) Claims applicable to the period after
commencement of manufacture or import
for general commercial use—(1) Maintain-
ing claim. Any claim of confidentiality
under paragraph (a) of this section is
applicable only until the microorga-
nism is manufactured or imported for
general commercial use and becomes
eligible for inclusion on the Inventory.
To maintain the confidential status of
the microorganism identity when the
microorganism is added to the Inven-
tory, a submitter must reassert the
confidentiality claim and substantiate
the claim in the notice of commence-
ment of manufacture required under
§725.190.

(i) A submitter may not claim the
microorganism identity confidential
for the period after commencement of
manufacture or import for general
commercial use unless the submitter
claimed the microorganism identity
confidential under paragraph (a) of this
section in the MCAN submitted for the
microorganism.

(ii) A submitter may claim the
microorganism identity confidential
for the period after commencement of
manufacture or import for general
commercial use if the submitter did
not claim the microorganism identity
confidential under paragraph (a) of this
section in any TERA submitted for the
microorganism, but subsequently did
claim microorganism identity con-
fidential in the MCAN submitted for
the microorganism.

(2) Assertion of claim. (i) A person who
believes that public disclosure of the
fact that anyone manufactures or im-
ports the microorganism for general
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commercial use would reveal confiden-
tial business information may assert a
claim of confidentiality under para-
graph (b) of this section.

(ii) If the notice includes a health
and safety study concerning the new
microorganism, and if the claim for
confidentiality with respect to the
microorganism identity is denied in ac-
cordance with §725.92(c), EPA will deny
a claim asserted under paragraph (b) of
this section.

(3) Requirements for assertion. Any per-
son who asserts a confidentiality claim
for microorganism identity must:

(i) Comply with the requirements of
paragraph (a)(3) of this section regard-
ing submission of a generic name.

(ii) Agree that EPA may disclose to a
person with a bona fide intent to manu-
facture or import the microorganism
the fact that the particular microorga-
nism is included on the confidential In-
ventory for purposes of notification
under section 5(a)(1)(A) of the Act.

(iii) Have available and agree to fur-
nish to EPA upon request the taxo-
nomic designations and supplemental
information required by §725.12.

(iv) Provide a detailed written sub-
stantiation of the claim, in accordance
with the requirements of §725.94(b).

(4) Denial of claim. If the submitter
does not meet the requirements of
paragraph (b) of this section, EPA will
deny the claim of confidentiality.

(6) Acceptance of claim. (i) EPA will
publish a generic name on the public
Inventory if:

(A) The submitter asserts a claim of
confidentiality in accordance with this
paragraph.

(B) No claim for confidentiality of
the microorganism identity as part of a
health and safety study has been de-
nied in accordance with part 2 of this
title or §725.92.

(ii) Publication of a generic name on
the public Inventory does not create a
category for purposes of the Inventory.
Any person who has a bona fide intent
to manufacture or import a microorga-
nism which is described by a generic
name on the public Inventory may sub-
mit an inquiry to EPA under §725.15(b)
to determine whether the particular
microorganism is included on the con-
fidential Inventory.
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(iii) Upon receipt of a request de-
scribed in §725.15(b), EPA may require
the submitter who originally asserted
confidentiality for a microorganism to
submit to EPA the information listed
in paragraph (b)(3)(iii) of this section.

(iv) Failure to submit any of the in-
formation required under paragraph
(b)(3)(iii) of this section within 10 cal-
endar days of receipt of a request by
EPA under paragraph (b) of this sec-
tion will constitute a waiver of the
original submitter’s confidentiality
claim. In this event, EPA may bplace
the specific microorganism identity on
the public Inventory without further
notice to the original submitter.

(6) Use of generic name on the public
Inventory. If a submitter asserts a
claim of confidentiality under para-
graph (b) of this section, EPA will ex-
amine the generic microorganism
name proposed by the submitter.

(i) If EPA determines that the ge-
neric name proposed by the submitter
is only as generic as necessary to pro-
tect the confidential identity of the
particular microorganism, EPA will
place that generic name on the public
Inventory.

(ii) If EPA determines that the ge-
neric name proposed by the submitter
is more generic than necessary to pro-
tect the confidential identity, EPA will
propose in writing, for review by the
submitter, an alternative generic name
that will reveal the identity of the
microorganism to the maximum extent
possible.

(iii) If the generic name proposed by
EPA is acceptable to the submitter,
EPA will place that generic name on
the public Inventory.

(iv) If the generic name proposed by
EPA is not acceptable to the sub-
mitter, the submitter must explain in
detail why disclosure of that generic
name would reveal confidential busi-
ness information and propose another
generic name which is only as generic
as necessary to protect the confidential
identity of the microorganism. If EPA
does not receive a response from the
submitter within 30 days after the sub-
mitter receives the proposed name,
EPA will place EPA’s chosen generic
name on the public Inventory. If the
submitter does provide the information
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requested, EPA will review the re-
sponse. If the submitter’s proposed ge-
neric name is acceptable, EPA will
publish that generic name on the pub-
lic Inventory. If the submitter’s pro-
posed generic name is not acceptable,
EPA will notify the submitter of EPA’s
choice of a generic name. Thirty days
after this notification, EPA will place
the chosen generic name on the public
Inventory.

§725.88 Uses of a microorganism.

(a) Assertion of claim. A person who
submits information to EPA under this
part on the categories or proposed cat-
egories of use of a microorganism may
assert a claim of confidentiality for
this information.

(b) Requirements for claim. A sub-
mitter that asserts such a claim must:

(1) Report the categories or proposed
categories of use of the microorganism.

(2) Provide, in nonconfidential form,
a description of the uses that is only as
generic as necessary to protect the
confidential business information. The
generic use description will be included
in the FEDERAL REGISTER notice de-
scribed in §725.40.

(c) Generic use description. The person
must submit the information required
by paragraph (b) of this section by de-
scribing the uses as precisely as pos-
sible, without revealing the informa-
tion which is claimed confidential, to
disclose as much as possible how the
use may result in human exposure to
the microorganism or its release to the
environment.

§725.92 Data from health and safety
studies of microorganisms.

(a) Information other than specific
microorganism identity. Except as pro-
vided in paragraph (b) of this section,
EPA will deny any claim of confiden-
tiality with respect to information in-
cluded in a health and safety study of
a microorganism, unless the informa-
tion would disclose confidential busi-
ness information concerning:

(1) Processes used in the manufacture
or processing of a microorganism.

(2) Information which is not in any
way related to the effects of a micro-
organism on health or the environ-
ment, such as, the name of the submit-
ting company, cost or other financial
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data, product development or mar-
keting plans, and advertising plans, for
which the person submits a claim of
confidentiality in accordance with
§725.80.

(b) Microorganism identity—(1) Claims
applicable to the period prior to com-
mencement of manufacture or import for
general commercial use. A claim of con-
fidentiality for the period prior to com-
mencement of manufacture or import
for general commercial use for the spe-
cific identity of a microorganism for
which a health and safety study was
submitted must be asserted in conjunc-
tion with a claim asserted under
§725.85(a). The submitter must substan-
tiate each claim in accordance with
the requirements of §725.94(a).

(2) Claims applicable to the period after
commencement of manufacture or import
for general commercial use. To maintain
the confidential status of the specific
identity of a microorganism for which
a health and safety study was sub-
mitted after commencement of manu-
facture or import for general commer-
cial use, the claim must be reasserted
and substantiated in conjunction with
a claim under §725.85(b). The submitter
must substantiate each claim in ac-
cordance with the requirements of
§725.94(b).

(¢) Denial of confidentiality claim. EPA
will deny a claim of confidentiality for
microorganism identity under para-
graph (b) of this section, unless:

(1) The information would disclose
processes used in the manufacture or
processing of a microorganism.

(2) The microorganism identity is not
necessary to interpret a health and
safety study.

(d) Use of generic names. When EPA
discloses a health and safety study con-
taining a microorganism identity,
which the submitter has claimed con-
fidential, and if the Agency has not de-
nied the claim under paragraph (c) of
this section, EPA will identify the
microorganism by the generic name se-
lected under §725.85.

§725.94 Substantiation requirements.

(a) Claims applicable to the period prior
to commencement of manufacture or im-
port for general commercial use—(1)
MCAN, TME, Tier I certification, and
Tier II exemption request requirements.
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Any person who submits a MCAN,
TME, Tier I certification, or Tier II ex-
emption request should strictly limit
confidentiality claims to that informa-
tion which is confidential and propri-
etary to the business.

(i) If any information in the submis-
sion is claimed as confidential business
information, the submitter must sub-
stantiate each claim by submitting
written answers to the questions in
paragraphs (c), (d), and (e) of this sec-
tion at the time the person submits the
information.

(ii) If the submitter does not provide
written substantiation as required in
paragraph (a)(1)(i) of this section, the
submission will be considered incom-
plete and the review period will not
begin in accordance with §725.33.

(2) TERA requirements. Any person
who submits a TERA, should strictly
limit confidentiality claims to that in-
formation which is confidential and
proprietary to the business. If any in-
formation in such a submission is
claimed as confidential business infor-
mation, the submitter must have avail-
able for each of those claims, and agree
to furnish to EPA upon request, writ-
ten answers to the questions in para-
graphs (d) and (e) of this section.

(b) Claims applicable to the period after
commencement of manufacture or import
for general commercial use. (1) If a sub-
mitter claimed portions of the micro-
organism identity confidential in the
MCAN and wants the identity to be
listed on the confidential Inventory,
the claim must be reasserted and sub-
stantiated at the time the Notice of
Commencement (NOC) is submitted
under §725.190. Otherwise, EPA will list
the specific microorganism identity on
the public Inventory.

(2) The submitter must substantiate
the claim for confidentiality of the
microorganism identity by answering
all of the questions in paragraphs (c),
(d), and (e) in this section. In addition,
the following questions must be an-
swered:

(i) What harmful effects to the com-
pany’s or institution’s competitive po-
sition, if any, would result if EPA pub-
lishes on the Inventory the identity of
the microorganism? How could a com-
petitor use such information given the
fact that the identity of the microorga-
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nism otherwise would appear on the
TSCA Inventory with no link between
the microorganism and the company or
institution? How substantial would the
harmful effects of disclosure be? What
is the causal relationship between the
disclosure and the harmful effects?

(ii) Has the identity of the micro-
organism been kept confidential to the
extent that competitors do not know it
is being manufactured or imported for
general commercial use by anyone?

(c) General questions. The following
questions must be answered in detail
for each confidentiality claim:

(1) For what period of time is a claim
of confidentiality being asserted? If the
claim is to extend until a certain event
or point in time, indicate that event or
time period. Explain why the informa-
tion should remain confidential until
such point.

(2) Briefly describe any physical or
procedural restrictions within the com-
pany or institution relating to the use
and storage of the information claimed
as confidential. What other steps, if
any, apply to use or further disclosure
of the information?

(3) Has the information claimed as
confidential been disclosed to individ-
uals outside of the company or institu-
tion? Will it be disclosed to such per-
sons in the future? If so, what restric-
tions, if any, apply to use or further
disclosure of the information?

(4) Does the information claimed as
confidential appear, or is it referred to,
in any of the following questions? If
the answer is yes to any of these ques-
tions, indicate where the information
appears and explain why it should
nonetheless be treated as confidential.

(i) Advertising or promotional mate-
rials for the microorganism or the re-
sulting end product?

(ii) Material safety data sheets or
other similar materials for the micro-
organism or the resulting end product?

(iii) Professional or trade publica-
tions?

(iv) Any other media available to the
public or to competitors?

(v) Patents?

(vi) Local, State, or Federal agency
public files?

(5) Has EPA, another Federal agency,
a Federal court, or a State made any
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confidentiality determination regard-
ing the information claimed as con-
fidential? If so, provide copies of such
determinations.

(6) For each type of information
claimed confidential, describe the
harm to the company’s or institution’s
competitive position that would result
if this information were disclosed. Why
would this harm be substantial? How
could a competitor use such informa-
tion? What is the causal connection be-
tween the disclosure and harm?

(7) If EPA disclosed to the public the
information claimed as confidential,
how difficult would it be for the com-
petitor to enter the market for the re-
sulting product? Consider such con-
straints as capital and marketing cost,
specialized technical expertise, or un-
usual processes.

(d) Microorganism identity and produc-
tion method. If confidentiality claims
are asserted for the identity of the
microorganism or information on how
the microorganism is produced, the fol-
lowing questions must be answered:

(1) Has the microorganism or method
of production been patented in the U.S.
or elsewhere? If so, why is confiden-
tiality necessary?

(2) Does the microorganism leave the
site of production or testing in a form
which is accessible to the public or to
competitors? What is the cost to a
competitor, in time and money, to de-
velop appropriate use conditions? What
factors facilitate or impede product
analysis?

(3) For each additional type of infor-
mation claimed as confidential, explain
what harm would result from disclo-
sure of each type of information if the
identity of the microorganism were to
remain confidential.

(e) Health and safety studies of micro-
organisms. If confidentiality claims are
asserted for information in a health or
safety study of a microorganism, the
following questions must be answered:

(1) Would the disclosure of the infor-
mation claimed confidential reveal:
confidential process information, or in-
formation unrelated to the effects of
the microorganism on health and the
environment. Describe the causal con-
nection between the disclosure and
harm.
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(2) Does the company or institution
assert that disclosure of the microorga-
nism identity is not necessary to inter-
pret any health and safety studies
which have been submitted? If so, ex-
plain how a less specific identity would
be sufficient to interpret the studies.

§725.95 Public file.

All information submitted, including
any health and safety study of a micro-
organism and other supporting docu-
mentation, will become part of the
public file for that submission, unless
such materials are claimed confiden-
tial. In addition, EPA may add mate-
rials to the public file, unless such ma-
terials are claimed confidential. Pub-
lically available docket materials are
available at the addresses in
§700.17(b)(1) and (2) of this chapter

[62 FR 17932, Apr. 11, 1997, 77 FR 46292, Aug.
3, 2012]

Subpart D—Microbial Commercial
Activities Notification Require-
ments

§725.100 Scope and purpose.

(a) This subpart establishes proce-
dures for submission of a notice to EPA
under section 5(a) of the Act for per-
sons who manufacture, import, or proc-
ess microorganisms for commercial
purposes. This notice is called a Micro-
bial Commercial Activity Notice
(MCAN). It is expected that MCANs
will in general only be submitted for
microorganisms intended for general
commercial use. Persons who manufac-
ture, import, or process a microorga-
nism in small quantities solely for re-
search and development as defined in
§725.3 are not required to submit a no-
tice to EPA. Persons who manufacture,
import, or process a microorganism for
research and development activities
that do not fit the definition of small
quantities solely for research and de-
velopment may nonetheless qualify for
more limited reporting requirements in
subpart E, including the TERA which
can be used for review of research and
development involving environmental
release.

(b) Persons subject to MCAN submis-
sion are described in §725.105.
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(c) Exclusions and exemptions spe-
cific to MCAN submissions are de-
scribed in §725.110.

(d) Submission requirements applica-
ble specifically to MCANs are described
at §725.150.

(e) Data requirements for MCANs are
set forth in §§725.155 and 725.160.

(f) EPA review procedures specific to
MCANSs are set forth in §725.170.

(g) Subparts A through C of this part
apply to any MCAN submitted under
this subpart.

§725.105

(a) Manufacturers of mew microorga-
nisms. (1) MCAN submission is required
for any person who intends to manufac-
ture for commercial purposes in the
United States a new microorganism.
Exclusions are described in §725.110.

(2) If a person contracts with a manu-
facturer to produce or process a new
microorganism and the manufacturer
produces or processes the microorga-
nism exclusively for that person, and
that person specifies the identity of the
microorganism, and controls the total
amount produced and the basic tech-
nology for the plant process, then that
person must submit the MCAN. If it is
unclear who must report, EPA should
be contacted to determine who must
submit the MCAN.

(3) Only manufacturers that are in-
corporated, licensed, or doing business
in the United States may submit a
MCAN.

(b) Importers of new microorganisms. (1)
MCAN submission is required for a per-
son who intends to import into the
United States for commercial purposes
a new microorganism. Exclusions are
described in §725.110.

(2) When several persons are involved
in an import transaction, the MCAN
must be submitted by the principal im-
porter. If no one person fits the prin-
cipal importer definition in a par-
ticular transaction, the importer
should contact EPA to determine who
must submit the MCAN for that trans-
action.

(3) Except as otherwise provided in
paragraph (b)(4) of this section, the
provisions of this subpart D apply to
each person who submits a MCAN for a
new microorganism which such person
intends to import for a commercial

Persons who must report.
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purpose. In addition, each importer
must comply with paragraph (b)(4) of
this section.

(4) EPA will hold the principal im-
porter, or the importer that EPA deter-
mines must submit the MCAN when
there is no principal importer under
paragraph (b)(2) of this section, liable
for complying with this part, for com-
pleting the MCAN, and for the com-
pleteness and truthfulness of all infor-
mation which it submits.

(c) Manufacturers, importers, or proc-
essors of microorganisms for a significant
new use. MCAN submission is required
for any person who intends to manufac-
ture, import, or process for commercial
purposes a microorganism identified as
having one or more significant new
uses in subpart M of this part, and who
intends either to engage in a des-
ignated significant new use of the
microorganism or intends to distribute
it in commerce. Persons excluded from
reporting on significant new uses of
microorganisms and additional proce-
dures for reporting are described in
subpart L of this part.

§725.110 Persons not subject to this
subpart.

Persons are not subject to the re-
quirements of this subpart for the fol-
lowing activities:

(a) Manufacturing, importing, or
processing solely for research and de-
velopment microorganisms that meet
the requirements for an exemption
under subpart E of this part.

(b) Manufacturing, importing, or
processing microorganisms for test
marketing activities which have been
granted an exemption under subpart F
of this part.

(c) Manufacturing or importing new
microorganisms under the conditions
of a Tier I or Tier II exemption under
subpart G of this part.

§725.150 Procedural requirements for
this subpart.

General requirements for all MCANs
under this part are contained in sub-
parts A through C of this part. In addi-
tion, the following requirements apply
to MCANs submitted under this sub-
part:

(a) When to submit a MCAN. A MCAN
must be submitted at least 90 calendar
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days prior to manufacturing or import-
ing a new microorganism and at least
90 calendar days prior to manufac-
turing, importing, or processing a
microorganism for a significant new
use.

(b) Section 5(b) of the Act. The sub-
mitter must comply with any applica-
ble requirement of section 5(b) of the
Act for the submission of test data.

(c) Contents of a MCAN. Each person
who submits a MCAN under this sub-
part must provide the information and
test data described in §§725.155 and
725.160.

(d) Recordkeeping. Each person who
submits a MCAN under this subpart
must comply with the recordkeeping
requirements of §725.65.

§725.155 Information to be included in
the MCAN.

(a) Each person who is required by
this part to submit a MCAN must in-
clude the information specified in para-
graphs (¢) through (h) of this section,
to the extent it is known to or reason-
ably ascertainable by that person.
However, no person is required to in-
clude information which relates solely
to exposure of humans or ecological

populations outside of the United
States.

(b) Each person should also submit,
in writing, all other information

known to or reasonably ascertainable
by that person that would permit EPA
to make a reasoned evaluation of the
health and environmental effects of the
microorganism, or any microbial mix-
ture or article, including information
on its effects on humans, animals,
plants, and other microorganisms, and
in the environment. The information
to be submitted under this subpart in-
cludes the information listed in para-
graphs (c¢) through (h) of this section
relating to the manufacture, proc-
essing, distribution in commerce, use,
and disposal of the new microorganism.

(c) Submitter identification. (1) The
name and headquarters address of the
submitter.

(2) The name, address, and office tele-
phone number (including area code) of
the principal technical contact rep-
resenting the submitter.

(d) Microorganism identity information.
Persons must submit sufficient infor-
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mation to allow the microorganism to
be accurately and unambiguously iden-
tified for listing purposes as required
by §725.12.

(1) Description of the recipient micro-
organism and the mew microorganism. (i)
Data substantiating the taxonomy of
the recipient microorganism and the
new microorganism to the level of
strain, as appropriate. In lieu of data,
EPA will accept a letter from a culture
collection substantiating taxonomy,
provided EPA, upon request to the sub-
mitter, may have access to the data
supporting the taxonomic designation.

(ii) Information on the morphological
and physiological features of the new
microorganism.

(iii) Other specific data by which the
new microorganism may be uniquely
identified for Inventory purposes.

(2) Genetic construction of the new
microorganism. (i) Data substantiating
the taxonomy of the donor organism(s).
In lieu of data, EPA will accept a letter
from a culture collection substan-
tiating taxonomy, provided EPA, upon
request to the submitter, may have ac-
cess to the data supporting the taxo-
nomic designation.

(ii) Description of the traits for
which the new microorganism has been
selected or developed and other traits
known to have been added or modified.

(iii) A detailed description of the ge-
netic construction of the new micro-
organism, including the technique used
to modify the microorganism (e.g., fu-
sion of cells, injection of DNA,
electroporation or chemical poration,
or methods used for induced mutation
and selection). The description should
include, for example, a description of
the introduced genetic material, in-
cluding any regulatory sequences and
structural genes and the products of
those genes; how the introduced ge-
netic material is expected to affect be-
havior of the recipient; expression, al-
teration, and stability of the intro-
duced genetic material; methods for
vector construction and introduction;
and a description of the regulatory and
structural genes that are components
of the introduced genetic material, in-
cluding genetic maps of the introduced
sequences.
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(3) Phenotypic and ecological character-
istics. (i) Habitat, geographical dis-
tribution, and source of the recipient
microorganism.

(ii) Survival and dissemination under
relevant environmental conditions in-
cluding a description of methods for
detecting the new or recipient micro-
organism(s) in the environment and
the sensitivity limit of detection for
these techniques.

(iii) A description of anticipated bio-
logical interactions with and effects on
target organisms and other organisms
such as competitors, prey, hosts,
symbionts, parasites, and pathogens; a
description of host range; a description
of pathogenicity, infectivity, toxicity,
virulence, or action as a vector of
pathogens; and capacity for genetic
transfer under laboratory and relevant
environmental conditions.

(iv) A description of anticipated in-
volvement in biogeochemical or bio-
logical cycling processes, involvement
in rate limiting steps in mineral or nu-
trient cycling, or involvement in inor-
ganic compounds cycling (such as pos-
sible sequestration or transformation
of heavy metals).

(e) Byproducts. A description of the
byproducts resulting from the manu-
facture, processing, use, and disposal of
the new microorganism.

(f) Total production volume. The esti-
mated maximum amount of the new
microorganism intended to be manu-
factured or imported during the first
year of production and the estimated
maximum amount to be manufactured
or imported during any consecutive 12—
month period during the first 3 years of
production. This estimate may be by
weight or volume and should include
an estimation of viability (i.e., viable
cells per unit volume or colony form-
ing units per unit dry weight).

(g) Use information. A description of
intended categories of use by function
and application, the estimated percent
of production volume devoted to each
category of use, and the percent of the
new microorganism in the formulation
for each commercial or consumer use.

(h) Worker exposure and environmental
release. (1) For sites controlled by the
submitter:

(i) The identity of sites where the
new microorganism will be manufac-
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tured, processed, or used. For purposes
of this section, the site for a person
who imports a new microorganism is
the site of the operating unit within
the person’s organization which is di-
rectly responsible for importing the
new microorganism and which controls
the import transaction. The import
site may in some cases be the organiza-
tion’s headquarters office in the United
States.

(ii) A process description of each
manufacture, processing, and use oper-
ation, which includes a diagram of the
major unit operations and conversions,
the identity and entry point of all feed-
stocks, and the identity of any possible
points of release of the new microorga-
nism from the process, including a de-
scription of all controls, including en-
gineering controls, used to prevent
such releases.

(iii) Worker exposure information,
including worker activities, physical
form of process streams which contain
the new microorganism to which work-
ers may be exposed, the number of
workers, and the duration of activities.

(iv) Information on release of the new
microorganism to the environment, in-
cluding the quantity and media of re-
lease and type of control technology
used.

(v) A narrative description of the in-
tended transport of the new microorga-
nism, including the means of transport,
containment methods to be used during
transport, and emergency containment
procedures to be followed in case of ac-
cidental release.

(vi) Procedures for disposal of any ar-
ticles, waste, clothing, or other equip-
ment involved in the activity, includ-
ing procedures for inactivation of the
new microorganism, containment, dis-
infection, and disposal of contaminated
items.

(2) For sites not controlled by the
submitter, a description of each type of
processing and use operation involving
the new microorganism, including
identification of the estimated number
of processing or use sites, situations in
which worker exposure to and/or envi-
ronmental release of the new micro-
organism will occur, the number of
workers exposed and the duration of
exposure; procedures for transport of
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the new microorganism and for dis-
posal, including procedures for inac-
tivation of the new microorganism; and
control measures which limit worker
exposure and environmental release.

§725.160 Submission of health and en-
vironmental effects data.

(a) Test data on the new microorganism
in the possession or control of the sub-
mitter. (1) Except as provided in
§725.25(h), and in addition to the infor-
mation required by §725.155(d)(3), each
MCAN must contain all test data in
the submitter’s possession or control
which are related to the effects on
health or the environment of any man-
ufacture, processing, distribution in
commerce, use, or disposal of the new
microorganism or any microbial mix-
ture or article containing the new
microorganism, or any combination of
such activities. This includes test data
concerning the new microorganism in a
pure culture or formulated form as
used or as intended to be used in one of
the activities listed above.

(2) A full report or standard lit-
erature citation must be submitted for
the following types of test data:

(i) Health effects data.

(ii) Ecological effects data.

(iii) Physical and chemical properties
data.

(iv) Environmental fate characteris-
tics.

(v) Monitoring data and other test
data related to human exposure to or
environmental release of the new
microorganism.

(3)(i) If the data do not appear in the
open scientific literature, the sub-
mitter must provide a full report. A
full report includes the experimental
methods and materials, results, discus-
sion and data analysis, conclusions,
references, and the name and address of
the laboratory that developed the data.

(ii) If the data appear in the open sci-
entific literature, the submitter need
only provide a standard literature cita-
tion. A standard literature citation in-
cludes author, title, periodical name,
date of publication, volume, and page
numbers.

(4)(1) If a study, report, or test is in-
complete when a person submits a
MCAN, the submitter must identify the
nature and purpose of the study; name
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and address of the laboratory devel-
oping the data; progress to date; types
of data collected, significant prelimi-
nary results; and anticipated comple-
tion date.

(ii) If a test or experiment is com-
pleted before the MCAN review period
ends, the person must submit the
study, report, or test, as specified in
paragraph (a)(3)(i) of this section, to
the address listed in §725.25(c) within 10
days of receiving it, but no later than
5 days before the end of the review pe-
riod. If the test or experiment is com-
pleted during the last 5 days of the re-
view period, the submitter must imme-
diately inform its EPA contact for that
submission by telephone.

(5) For test data in the submitter’s
possession or control which are not
listed in paragraph (a)(2) of this sec-
tion, a person is not required to submit
a complete report. The person must
submit a summary of the data. If EPA
so requests, the person must submit a
full report within 10 days of the re-
quest, but no later than 5 days before
the end of the review period.

(6) All test data described under para-
graph (a) of this section are subject to
these requirements, regardless of their
age, quality, or results.

(b) Other data concerning the health
and environmental effects of the mnew
microorganism that are known to or rea-
sonably ascertainable by the submitter. (1)
Except as provided in §725.25(h), and in
addition to the information required by
§725.155(c)(3), any person who submits a
MCAN must describe the following
data, including any data from a health
and safety study of a microorganism, if
the data are related to effects on
health or the environment of any man-
ufacture, processing, distribution in
commerce, use, or disposal of the
microorganism, of any microbial mix-
ture or article containing the new
microorganism, or of any combination
of such activities:

(i) Any data, other than test data, in
the submitter’s possession or control.

(ii) Any data, including test data,
which are not in the submitter’s pos-
session or control, but which are
known to or reasonably ascertainable
by the submitter. For the purposes of
this section, data are known to or rea-
sonably ascertainable by the submitter



§725.170

if the data are known to any of its em-
ployees or other agents who are associ-
ated with the research and develop-
ment, test marketing, or commercial
marketing of the microorganism.

(2) Data that must be described in-
clude data concerning the new micro-
organism in a pure culture or formu-
lated form as used or as intended to be
used in one of the activities listed in
paragraph (b)(1) of this section.

(3) The description of data reported
under paragraph (b) of this section
must include:

(i) If the data appear in the open sci-
entific literature, a standard literature
citation, which includes the author,
title, periodical name, date of publica-
tion, volume, and pages.

(ii) If the data are not available in
the open scientific literature, a de-
scription of the type of data and sum-
mary of the results, if available, and
the names and addresses of persons the
submitter believes may have possession
or control of the data.

(4) All data described in paragraph (b)
of this section are subject to these re-
quirements, regardless of their age,
quality, or results; and regardless of
whether they are complete at the time
the MCAN is submitted.

§725.170 EPA review of the MCAN.

General procedures for review of all
submissions under this part are con-
tained in §§725.28 through 725.60. In ad-
dition, the following procedures apply
to EPA review of MCANs submitted
under this subpart:

(a) Length of the review period. The
MCAN review period specified in sec-
tion 5(a) of the Act runs for 90 days
from the date the Document Control
Officer for the Office of Pollution Pre-
vention and Toxics receives a complete
MCAN, or the date EPA determines the
MCAN is complete under §725.33, unless
the Agency extends the period under
section 5(c) of the Act and §725.56.

(b) Notice of expiration of MCAN re-
view period. (1) EPA will notify the
submitter that the MCAN review pe-
riod has expired or that EPA has com-
pleted its review of the MCAN. Expira-
tion of the review period does not con-
stitute EPA approval or certification
of the new microorganism, and does
not mean that EPA may not take regu-
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latory action against the microorga-
nism in the future.

(2) After expiration of the MCAN re-
view period, in the absence of regu-
latory action by EPA under section
5(e), 5(f), or 6(a) of the Act, the sub-
mitter may manufacture or import the
microorganism even if the submitter
has not received notice of expiration.

(3) BEarly notification that EPA has
completed its review does not permit
commencement of manufacture or im-
port prior to the expiration of the 90—
day MCAN review period.

(c) No person submitting a MCAN in
response to the requirements of this
subpart may manufacture, import, or
process a microorganism subject to
this subpart until the review period, in-
cluding all extensions and suspensions,
has expired.

§725.190 Notice of commencement of
manufacture or import.

(a) Applicability. Any person who
commences the manufacture or import
of a new microorganism for nonexempt,
commercial purposes for which that
person previously submitted a section
5(a) notice under this part must submit
a notice of commencement (NOC) of
manufacture or import.

(b) When to report. (1) If manufacture
or import for nonexempt, commercial
purposes begins on or after May 27,
1997, the submitter must submit the
NOC to EPA no later than 30 calendar
days after the first day of such manu-
facture or import.

(2) If manufacture or import for non-
exempt, commercial purposes began or
will begin before May 27, 1997, the sub-
mitter must submit the NOC by May
27, 1997.

(3) Submission of an NOC prior to the
commencement of manufacture or im-
port is a violation of section 15 of the
Act.

(c) Information to be reported. The
NOC must contain the following infor-
mation: Specific microorganism iden-
tity, MCAN number, and the date when
manufacture or import commences. If
the person claimed microorganism
identity confidential in the MCAN, and
wants the identity to be listed on the
confidential Inventory, the claim must
be reasserted and resubstantiated in
accordance with §725.85(b). Otherwise,
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EPA will list the specific microorga-
nism identity on the public Inventory.

(d) How to submit. All notices of com-
mencement must be generated, com-
pleted, and submitted to EPA (via
CDX) using e-PMN software. See 40
CFR 720.40(a)(2)(ii) for information on
how to obtain e-PMN software.

[62 FR 17932, Apr. 11, 1997, as amended at 75
FR 789, Jan. 6, 2010; 78 FR 72828, Dec. 4, 2013]

Subpart E—Exemptions for Re-
search and Development Ac-
tivities

§725.200 Scope and purpose.

(a) This subpart describes exemptions
from the reporting requirements under
subpart D of this part for research and
development activities involving
microorganisms.

(b) In lieu of complying with subpart
D of this part, persons described in
§725.206 may submit a TSCA Experi-
mental Release Application (TERA) for
research and development activities in-
volving microorganisms or otherwise
comply with this subpart.

(c) Exemptions from part 725 are pro-
vided at §§725.232, 725.234, and 725.238.

(d) Submission requirements specific
for TERAS are described at §725.250.

(e) Data requirements for TERAs are
set forth in §§725.255 and 725.260.

(f) EPA review procedures specific for
TERAs are set forth in §§725.270 and
725.288.

(g) Subparts A through C of this part
apply to any submission under this
subpart.

§725.205 Persons who may
under this subpart.

(a) Commercial research and develop-
ment activities involving new micro-
organisms or significant new uses of
microorganisms are subject to report-
ing under this part unless they qualify
for an exemption under this part.

(b) Commercial purposes for research
and development means that the ac-
tivities are conducted with the purpose
of obtaining an immediate or eventual
commercial advantage for the re-
searcher and would include:

(1) All research and development ac-
tivities which are funded directly, in
whole or in part, by a commercial enti-

report
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ty regardless of who is actually con-
ducting the research. Indications that
the research and development activi-
ties are funded directly, in whole or in
part, may include, but are not limited
to:

(i) Situations in which a commercial
entity contracts directly with a univer-
sity or researcher; or

(ii) Situations in which a commercial
entity gives a conditional grant where
the commercial entity holds patent
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
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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.

(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
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under subpart D of this part if all of
the following conditions are met:

(a) 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
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 in
§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
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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-
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.

(ii) 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-
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facturer, importer,
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
risks which the manufacturer, im-
porter, or processor has reason to be-
lieve may be associated with the
microorganism, as determined under
paragraph (a) of this section.

(2) If the manufacturer, importer, or
processor distributes a microorganism
manufactured, imported, or processed
under this section to persons not in its
employ, the manufacturer, importer, or
processor must in written form:

(i) Notify those persons that the
microorganism is to be used only for
research and development purposes and
the requirements of §725.234 are to be
met.

(ii) Provide the notice of health risks
specified in paragraph (b)(1) of this sec-
tion.

(3) The adequacy of any notification
under this section is the responsibility
of the manufacturer, importer, or proc-
essor.

(c) Recordkeeping. (1) For research
conducted in accordance with the NIH
Guidelines, a person who manufac-
tures, imports, or processes a micro-
organism under this section must re-
tain the following records:

(i) Documentation that the NIH
Guidelines have been adhered to. Such
documentation shall include:

(A) For experiments subject to Insti-
tutional Biosafety Committee review,
or notification simultaneous with initi-
ation of the experiment, the informa-
tion submitted for review or notifica-
tion, along with standard laboratory
records, shall satisfy the recordkeeping
requirements specified in §725.234(d)(3).

(B) For experiments exempt from In-
stitutional Biosafety Committee re-
view or notification simultaneous with
initiation of the experiment, docu-
mentation of the exemption, along
with standard laboratory records, shall

or processor has
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satisfy the recordkeeping requirement
specified in §725.234(d)(3).

(ii) Documentation of how the fol-
lowing requirements are satisfied
under the NIH Guidelines:

(A) Copies or citations to informa-
tion reviewed and evaluated to deter-
mine the need to make any notifica-
tion of risk.

(B) Documentation of the nature and
method of notification of risk, includ-
ing copies of any labels or written no-
tices used.

(C) The names and addresses of any
persons other than the manufacturer,
importer, or processor to whom the
substance is distributed, the identity of
the microorganism, the amount dis-
tributed, and copies of the notifica-
tions required.

(2) For all other research conducted
in accordance with §725.234, a person
who manufacturers, imports, or proc-
esses a microorganism under this sec-
tion, must maintain the following
records:

(i) Records describing selection and
use of containment and/or inactivation
controls required by §725.234(d)(3) and
certification by an authorized official
required by §725.234(d)(2) for each
microorganism.

(ii) Copies or citations to informa-
tion reviewed and evaluated under
paragraph (a) of this section to deter-
mine the need to make any notifica-
tion of risk.

(iii) Documentation of the nature and
method of notification under paragraph
(b)(1) of this section, including copies
of any labels or written notices used.

(iv) The names and addresses of any
persons other than the manufacturer,
importer, or processor to whom the
substance is distributed, the identity of
the microorganism, the amount dis-
tributed, and copies of the notifica-
tions required under paragraph (b)(2) of
this section.

§725.238 Activities conducted outside
a structure.

(a) Exemption. (1) Research and devel-
opment activities involving intentional
testing in the environment of certain
microorganisms listed in §725.239 may
be conducted without prior review by
EPA if all of the conditions of this sec-
tion and §725.239 are met.
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(2) The research and development ac-
tivity involving a microorganism listed
in §725.239 must be conducted by, or di-
rectly under the supervision of, a tech-
nically qualified individual, as defined
in §725.3.

(b) Certification. To be eligible for the
exemption under this section, a manu-
facturer or importer must submit to
EPA prior to initiation of the activity
a document signed by an authorized of-
ficial containing the following infor-
mation:

(1) Name, address, and telephone
number of the manufacturer or im-
porter.

(2) Location, estimated duration, and
planned start date of the test.

(3) Certification of the following:

(i) Compliance with the conditions of
the exemption specified for the micro-
organism in §725.239.

(ii) If state and/or local authorities
have been notified of the activity, evi-
dence of notification.

(c) Recordkeeping. Persons who con-
duct research and development activi-
ties under this section must comply
with the recordkeeping requirements of
§725.65 and retain documentation that
supports their compliance with the re-
quirements of this section and the spe-
cific requirements for the microorga-
nism listed in §725.239.

§725.239 Use of specific microorga-
nisms in activities conducted out-
side a structure.

(a) Bradyrhizobium japonicum. To
qualify for an exemption under this
section, all of the following conditions
must be met for a test involving
Bradyrhizobium japonicum:

(1) Characteristics of recipient micro-
organism. The recipient microorganism
is limited to strains of Bradyrhizobium
japonicum.

(2) Modification of traits. (i) The intro-
duced genetic material must meet the
criteria for poorly mobilizable listed in
§725.421(c).

(ii) The introduced genetic material
must consist only of the following com-
ponents:

(A) The structural gene(s) of interest,
which have the following limitations:

(I) For structural genes encoding
marker sequences, the gene is limited
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to the aadH gene, which confers resist-
ance to the antibiotics streptomycin
and spectinomycin.

(2) For traits other than antibiotic
resistance, the structural gene must be
limited to the genera Bradyrhizobium
and Rhizobium.

(B) The regulatory sequences permit-
ting the expression of solely the gene(s)
of interest.

(C) Associated nucleotide sequences
needed to move genetic material, in-
cluding linkers, homopolymers, adap-
tors, transposons, insertion sequences,
and restriction enzyme sites.

(D) The vector nucleotide sequences
needed for vector transfer.

(E) The vector nucleotide sequences
needed for vector maintenance.

(3) Limitations on exposure. (i) The
test site area must be no more than 10
terrestrial acres.

(ii) The technically qualified indi-
vidual must select appropriate methods
to limit the dissemination of modified
Bradyrhizobium japonicum.

(b) Rhizobium meliloti. To qualify for
an exemption under this section, all of
the following conditions must be met
for a test involving Rhizobium meliloti:

(1) Characteristics of recipient micro-
organism. The recipient microorganism
is limited to strains of Rhizobium
meliloti.

(2) Modification of traits. (i) The intro-
duced genetic material must meet the
criteria for poorly mobilizable listed in
§725.421(c) of this part.

(ii) The introduced genetic material
must consist only of the following com-
ponents:

(A) The structural gene(s) of interest,
which have the following limitations:

(I) For structural genes encoding
marker sequences, the gene is limited
to the aadH gene, which confers resist-
ance to the antibiotics streptomycin
and spectinomycin.

(2) For traits other than antibiotic
resistance, the structural gene must be
limited to the genera Bradyrhizobium
and Rhizobium.

(B) The regulatory sequences permit-
ting the expression of solely the gene(s)
of interest.

(C) Associated nucleotide sequences
needed to move genetic material, in-
cluding linkers, homopolymers, adap-
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tors, transposons, insertion sequences,
and restriction enzyme sites.

(D) The vector nucleotide sequences
needed for vector transfer.

(E) The vector nucleotide sequences
needed for vector maintenance.

(3) Limitations on exposure. (i) The
test site area must be no more than 10
terrestrial acres.

(ii) The technically qualified indi-
vidual must select appropriate methods
to limit the dissemination of modified
Rhizobium meliloti.

§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. BEach person
who submits a TERA under this sub-
part must provide the information and
test data described in §§725.2556 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.
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(f) Recordkeeping. Persons submitting
a TERA must comply with the record-
keeping requirements of §725.65. In ad-
dition, 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-
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.

(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 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.
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(i) The objectives and significance of
the activity and a rationale for testing
the microorganisms in the environ-
ment.

(ii) 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
of site characteristics that would influ-
ence dispersal or confinement.

(iv) Target organisms (if the micro-
organism(s) to be tested has an in-
tended target), including identification
of each target organism and antici-
pated mechanism and result of inter-
action.

(v) Planned start date and duration
of each activity.

(vi) If State and/or local authorities
have been notified of the activity, evi-
dence of notification.

(2) Information on monitoring, confine-
ment, mitigation, and emergency termi-
nation procedures. (i) Confinement pro-
cedures for the activity, access and se-
curity measures, and procedures for
routine termination of the activity.

(ii) Mitigation and emergency proce-
dures.

(iii) Measures to detect and control
potential adverse effects.

(iv) Name of principal investigator
and chief of site personnel responsible
for emergency procedures.

(v) Personal protective equipment,
engineering controls, and procedures to
be followed to minimize dispersion of
the microorganism(s) by people, ma-
chinery, or equipment.

(vi) Procedures for disposal of any ar-
ticles, waste, clothing, machinery, or
other equipment involved in the exper-
imental release, including methods for
inactivation of the microorganismd(s),
containment, disinfection, and disposal
of contaminated items.

§725.260 Submission of health and en-
vironmental effects data.

Each TERA must contain all avail-
able data concerning actual or poten-
tial effects on health or the environ-
ment of the new microorganism that
are in the possession or control of the
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submitter and a description of other
data known to or reasonably ascertain-
able by the submitter that will permit
a reasoned evaluation of the planned
test in the environment. The data must
be reported in the manner described in
§725.160(a)(3) and (b)(3).

§725.270 EPA review of the TERA.

General procedures for review of all
submissions under this part are con-
tained in §§725.28 through 725.60. In ad-
dition, the following procedures apply
to EPA review of applications sub-
mitted under this subpart:

(a) Length of the review period. (1) The
review period for the TERA will be 60
days from the date the Document Con-
trol Officer for the Office of Pollution
Prevention and Toxics receives a com-
plete TERA, or the date EPA deter-
mines the TERA is complete under
§725.33, unless EPA finds good cause for
an extension under §725.56.

(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.
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(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 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
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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
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.
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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
§725.306 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.

§725.305 Persons who
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.

may apply

§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.
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(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
yvears from the final date of manufac-
ture or import under the exemption.

§725.355 Information to be included in
the TME application.

(a) 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
person seeking EPA approval must sub-
mit all information known to or rea-
sonably ascertainable by the person on
the microorganism and the test mar-
keting activity, including information
not listed in paragraphs (c), (d), and (e)
of this section that the person believes
will demonstrate that the microorga-
nism will not present an unreasonable
risk of injury to health or the environ-
ment as a result of the test marketing.
The TME application must be in writ-
ing and must include at least the infor-
mation described in paragraphs (b), (c),
(d), and (e) of this section.

(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 TME must
submit the submitter identification
and microorganism identity informa-
tion required for MCANs in §725.155(c),
(D), and (A)(2).

(d) Persons applying for a TME must
submit phenotypic and ecological char-
acteristics information required in
§725.155(d)(3) as it relates directly to
the conditions of the proposed test
marketing activity.

(e) Persons applying for a TME must
also submit the following information
about the proposed test marketing ac-
tivity:
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(1) Proposed test marketing activity. (i)
The maximum quantity of the micro-
organism which the applicant will
manufacture or import for test mar-
keting.

(ii) The maximum number of persons
who may be provided the microorga-
nism during test marketing.

(iii) The maximum number of persons
who may be exposed to the microorga-
nism as a result of test marketing, in-
cluding information regarding duration
and route of such exposures.

(iv) A description of the test mar-
keting activity, including its duration
and how it can be distinguished from
full-scale commercial production and
research and development activities.

(2) Health and environmental effects
data. All existing data regarding health
and environmental effects of the
microorganism must be reported in ac-
cordance with §725.160.

§725.370 EPA review of the TME appli-
cation.

General procedures for review of all
submissions under this part are con-
tained in §§725.28 through 725.60. In ad-
dition, the following procedures apply
to EPA review of TME applications
submitted under this subpart:

(a) No later than 45 days after EPA
receives a TME, the Agency will either
approve or deny the application.

(b) A submitter may only proceed
with test marketing activities after re-
ceipt of EPA approval.

(¢) In approving a TME application,
EPA may impose any restrictions nec-
essary to ensure that the microorga-
nism will not present an unreasonable
risk of injury to health and the envi-
ronment as a result of test marketing.

Subpart G—General Exemptions
for New Microorganisms

§725.400 Scope and purpose.

(a) This subpart describes exemptions
from reporting under subpart D of this
part, and from review under this part
altogether, for manufacturing and im-
porting of certain new microorganisms
for commercial purposes.

(b) Recipient microorganisms eligible
for the tiered exemption from review
under this part are listed in §725.420.
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(c) Criteria for the introduced ge-
netic material contained in the new
microorganisms are described in
§725.421.

(d) Physical containment and control
technologies are described in §725.422.

(e) The conditions for the Tier I ex-
emption are listed in §725.424.

(f) In lieu of complying with subpart
D of this part, persons using recipient
microorganisms eligible for the tiered
exemption may submit a Tier II ex-
emption request. The limited reporting
requirements for the Tier II exemption,
including data requirements, are de-
scribed in §§725.450 and 725.455.

(g) EPA review procedures for the
Tier II exemption are set forth in
§725.470.

(h) Subparts A through C of this part
apply to any submission under this
subpart.

§725.420 Recipient microorganisms.

The following recipient microorga-
nisms are eligible for either exemption
under this subpart:

(a) Acetobacter aceti.

(b) Aspergillus niger.

(c) Aspergillus oryzae.

(d) Bacillus licheniformis.

(e) Bacillus subtilis.

(f) Clostridium acetobutylicum.

(g) Escherichia coli K-12.

(h) Penicillium roqueforti.

(i) Saccharomyces cerevisiae.

(j) Saccharomyces uvarum.

(k) Trichoderma reesei strain QMo6a
and its derivatives used only in sub-
merged standard industrial fermenta-
tion operations as defined at 40 CFR
725.3.

(1) Bacillus amyloliquefaciens subsp.
amyloliquefaciens.

[62 FR 17932, Apr. 11, 1997, as amended at 85
FR 13772, Mar. 10, 2020]

§725.421 Introduced genetic material.

For a new microorganism to qualify
for either exemption under this sub-
part, introduced genetic material must
meet all of the criteria listed in this
section.

(a) Limited in size. The introduced ge-
netic material must consist only of the
following:

(1) The structural gene(s) of interest.

62

40 CFR Ch. | (7-1-20 Edition)

(2) The regulatory sequences permit-
ting the expression of solely the gene(s)
of interest.

(3) Associated nucleotide sequences
needed to move genetic material, in-
cluding linkers, homopolymers, adap-
tors, transposons, insertion sequences,
and restriction enzyme sites.

(4) The nucleotide sequences needed
for vector transfer.

(5) The nucleotide sequences needed
for vector maintenance.

(b) Well-characterized. For introduced
genetic material, well-characterized
means that the following have been de-
termined:

(1) The function of all of the products
expressed from the structural gene(s).

(2) The function of sequences that
participate in the regulation of expres-
sion of the structural gene(s).

(3) The presence or absence of associ-
ated nucleotide sequences and their as-
sociated functions, where associated
nucleotide sequences are those se-
quences needed to move genetic mate-
rial including linkers, homopolymers,
adaptors, transposons, insertion se-
quences, and restriction enzyme sites.

(c) Poorly mobilicable. The ability of
the introduced genetic material to be
transferred and mobilized is inac-
tivated, with a resulting frequency of
transfer of less than 108 transfer
events per recipient.

(d) Free of certain sequences. (1) The
introduced genetic material must not
contain a functional portion of any of
the toxin-encoding sequences described
in this paragraph (d).

(i) For the purposes of this section, a
functional portion of a toxin-encoding
sequence means any sequence which
codes for a polypeptide that has one of
the following effects:

(A) It directly or indirectly contrib-
utes to toxic effects in humans. Di-
rectly contributes to toxic effects in
humans means those sequences encod-
ing polypeptides that have direct tox-
icity to target cells. An example of a
sequence which directly contributes to
toxic effects in humans is one which
encodes the portion of diphtheria
toxin, listed in paragraph (d)(2) of this
section, capable of interacting with
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elongation factor 2, leading to inhibi-
tion of protein synthesis in target res-
piratory, heart, kidney, and nerve tis-
sues. Indirectly contributes to toxic ef-
fects in humans means a sequence
whose encoded polypeptide is not di-
rectly toxic to target cells, yet still ad-
versely affects humans. An example of
a sequence which indirectly contrib-
utes to toxic effects is the sequence
which encodes the portion of the botu-
linum toxin, listed in paragraph (d)(3)
of this section, capable of blocking the
release of acetylcholine from
gangliosides. Botulinum toxin affects
neuromuscular junctions by its block-
age of acetylcholine release, leading to
irreversible relaxation of muscles and
respiratory arrest.

(B) It binds a toxin or toxin precursor
to target human cells.

(C) It facilitates intracellular trans-
port of a toxin in target human cells.

(ii) While these toxins are listed
(with synonyms in parentheses) in
paragraphs (d)(2) through (d)(7) of this
section according to the source orga-
nism, it is use of the nucleotide se-
quences that encode the toxins that is
being restricted and not the use of the
source organisms. The source orga-
nisms are listed to provide specificity
in identification of sequences whose
use is restricted. Although similar or
identical sequences may be isolated
from organisms other than those listed
below in paragraphs (d)(2) through
(d)(7) of this section, these comparable
toxin sequences, regardless of the orga-
nism from which they are derived,
must not be included in the introduced
genetic material.

(2) Sequences for protein synthesis in-
hibitor.

Sequence Source Toxin Name

Corynebacterium diphtheriae
& C. ulcerans

Pseudomonas aeruginosa

Shigella dysenteriae

Diphtheria toxin

Exotoxin A

Shigella toxin (Shiga toxin,
Shigella dysenteriae type |
toxin, Vero cell toxin)

Abrin

Ricin

Abrus precatorius, seeds
Ricinus communis, seeds

(3) Sequences for neurotoxins.

Sequence Source Toxin Name

Clostridium botulinum Neurotoxins A, B, C1, D, E,
F, G (Botulinum toxins,

botulinal toxins)

Sequence Source
Clostridium tetani

Proteus mirabilis
Staphylococcus aureus
Yersinia pestis

Snake toxins
Bungarus caeruleus
Bungarus multicinctus

Crotalus spp.
Dendroaspis viridis
Naja naja varieties
Notechia scutatus
Oxyuranus scutellatus

Invertebrate toxins
Chironex fleckeri
Androctnus australis
Centruroides sculpturatus

4) Sequences
cytolysins.

Sequence Source

Bacillus alve

Bacillus cereus

Bacillus laterosporus
Bacillus thuringiensis
Clostridium bifermentans
Clostridium botulinum
Clostridium caproicum
Clostridium chauvoei
Clostridium histolyticum
Clostridium novyi
Clostridium oedematiens
Clostridium perfringens
Clostridium septicum
Clostridium sordellii
Clostridium tetani
Listeria monocytogenes
Streptococcus pneumoniae
Streptococcus pyogene

for
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Toxin Name

Tetanus toxin
(tetanospasmin)

Neurotoxin

Alpha toxin (alpha lysin)

Murine toxin

Caeruleotoxin

Beta-bungarotoxin
(phospholipase)

Crotoxin (phospholipase)

Neurotoxin

Neurotoxin

Notexin (phospholipase)

Taipoxin

Neurotoxin
Neurotoxin
Neurotoxin

oxygen labile

Toxin Name

Alveolysin
Cereolysin
Laterosporolysin
Thuringiolysin

Lysin

Lysin

Lysin

Delta-toxin
Epsilon-toxin
Gamma-toxin
Delta-toxin
Theta-toxin (Perfringolysin)
Delta-toxin

Lysin

Tetanolysin
Listeriolysin (A B)
Pneumolysin
Streptolysin O (SLO)

(5) Sequences for toxins affecting mem-

brane function.
Sequence Source

Bacillus anthracis

Bacillus cereus

Bordetella pertussis

Clostridium botulinum
Clostridium difficile
Clostridium perfringens
Escherichia coli & other
Enterobacteriaceae spp.

Legionella pneumophila
Vibrio cholerae & Vibrio
mimicus

Toxin Name

Edema factor (Factors | I1);
Lethal factor (Factors Il Ill)

Enterotoxin (diarrheagenic
toxin, mouse lethal factor)

Adenylate cyclase (Heat-la-
bile factor); Pertussigen
(pertussis toxin, islet acti-
vating factor, histamine
sensitizing factor,
lymphocytosis promoting
factor)

C2 toxin

Enterotoxin (toxin A)

Beta-toxin; Delta-toxin

Heat-labile enterotoxins (LT);
Heat-stable enterotoxins
(STa, ST1 subtypes ST1a
ST1b; also STh, STII)

Cytolysin

Cholera toxin (choleragen)

(6) Sequences that affect membrane

integrity.
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Sequence Source Toxin Name

Clostridium bifermentans & Lecithinase
other Clostridium spp
Clostridium perfringens Alpha-toxin (phospholipase
C, lecithinase); Enterotoxin
Cytolysin (phospholipase C),
Ovis toxin
(sphingomyelinase D)
Beta-lysin (beta toxin)

Corynebacterium pyogenes &
other Corynebacterium spp.

Staphylococcus aureus

(7  Sequences that are general
cytotoxins.
Sequence Source Toxin Name
Adenia digitata Modeccin

Aeromonas hydrophila Aerolysin (beta-lysin,
cytotoxic lysin)

Cytotoxin (toxin B)

Beta-toxin; Epsilon-toxin;
Kappa-toxin

Cytotoxin (Shiga-like toxin,
Vero cell toxin)

Proteases

Gamma lysin (Gamma toxin);
Enterotoxins (SEA, SEB,
SEC, SED SEE);
Pyrogenic exotoxins A B;
Toxic shock syndrome tox-

Clostridium difficile
Clostridium perfringens

Escherichia coli & other
Enterobacteriaceae spp.

Pseudomonas aeruginosa

Staphylococcus aureus

ins (TSST-1)
Staphylococcus aureus & Leucocidin (leukocidin,
Pseudomonas aeruginosa cytotoxin)

Streptococcus pyogenes Streptolysin S (SLS);

Erythrogenic toxins (scarlet
fever toxins, pyrogenic
exotoxins)

Yersinia enterocolitica Heat-stable enterotoxins (ST)

§725.422 Physical containment
control technologies.

The manufacturer must meet all of
the following criteria for physical con-
tainment and control technologies for
any facility in which the new micro-
organism will be used for a Tier I ex-
emption; these criteria also serve as
guidance for a Tier II exemption.

(a) Use a structure that is designed
and operated to contain the new micro-
organism.

(b) Control access to the structure.

(c) Provide written, published, and
implemented procedures for the safety
of personnel and control of hygiene.

(d) Use inactivation procedures dem-
onstrated and documented to be effec-
tive against the new microorganism
contained in liquid and solid wastes
prior to disposal of the wastes. The in-
activation procedures must reduce via-
ble microbial populations by at least 6
logs in liquid and solid wastes.

(e) Use features known to be effective
in minimizing viable microbial popu-
lations in aerosols and exhaust gases
released from the structure, and docu-
ment use of such features.

and
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(f) Use systems for controlling dis-
semination of the new microorganism
through other routes, and document
use of such features.

(g) Have in place emergency clean-up
procedures.

§725.424 Requirements for the Tier I
exemption.

(a) Conditions of exemption. The manu-
facture or import of a new microorga-
nism for commercial purposes is not
subject to review under this part if all
of the following conditions are met for
all activities involving the new micro-
organism:

(1) The recipient microorganism is
listed in and meets any requirements
specified in §725.420.

(2) The introduced genetic material
meets the criteria under §725.421.

(3) The physical containment and
control technologies of any facility in
which the microorganism will be man-
ufactured, processed, or used meet the
criteria under §725.422.

(4) The manufacturer or importer
submits a certification described in
paragraph (b) of this section to EPA at
least 10 days before commencing initial
manufacture or import of a new micro-
organism derived from a recipient
microorganism listed in §725.420.

(56) The manufacturer or importer
complies with the recordkeeping re-
quirements of §725.66 and maintains
records for the initial and subsequent
uses of the new microorganism that
verify compliance with the following:

(i) The certifications made in para-
graph (b) of this section.

(ii) All the eligibility criteria for the
Tier I exemption including the criteria
for the recipient microorganism, the
introduced genetic material, the phys-
ical containment and control tech-
nologies.

(b) Certification. To be eligible for the
Tier I exemption under this subpart,
the manufacturer or importer must
submit to EPA a document signed by a
responsible company official con-
taining the information listed in this
paragraph.

(1) Name and address of manufac-
turer or importer.

(2) Date when manufacture or import
is expected to begin.
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(3) The identification (genus, species)
of the recipient microorganism listed
in §725.420 which is being used to create
the new microorganism which will be
used under the conditions of the Tier I
exemption.

(4) Certification of the following:

(i) Compliance with the introduced
genetic material criteria described in
§725.421.

(ii) Compliance with the containment
requirements described in §725.422, in-
cluding the provision in paragraph
(a)(3) of this section.

(5) The site of waste disposal and the
type of permits for disposal, the permit
numbers and the institutions issuing
the permits.

(6) The certification statement re-
quired in §725.25(b). Certification of
submission of test data is not required
for the Tier I exemption.

§725.426 Applicability of the Tier I ex-
emption.

The Tier I exemption under §725.424
applies only to a manufacturer or im-
porter of a new microorganism that
certifies that the microorganism will
be used in all cases in compliance with
§§725.420, 725.421, and 725.422.

§725.428 Requirements for the Tier II
exemption.

The manufacturer or importer of a
new microorganism for commercial
purposes may submit to EPA a Tier II
exemption request in lieu of a MCAN
under subpart D of this part if all of
the following conditions are met:

(a) The recipient microorganism is
listed in and meets any requirements
specified in §725.420.

(b) The introduced genetic material
meets the criteria under §725.421.

(c) Adequate physical containment
and control technologies are used. The
criteria listed under §725.422 for phys-
ical containment and control tech-
nologies of facilities should be used as
guidance to satisfy the Tier II exemp-
tion request data requirements listed
at §725.455(d). EPA will review proposed
process and containment procedures as
part of the submission for a Tier II ex-
emption under this section.
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§725.450 Procedural requirements for
the Tier II exemption.

General requirements for all submis-
sions under this part are contained in
§725.25. In addition, the following re-

quirements apply to requests sub-
mitted under this subpart:
(a) Prenotice consultation. EPA

strongly suggests that for a Tier II ex-
emption, the submitter contact the
Agency for a prenotice consultation re-
garding eligibility for the exemption.

(b) When to submit the Tier II exemp-
tion request. Each person who is eligible
to submit a Tier II exemption request
under this subpart must submit the re-
quest at least 45 calendar days before
the person intends to commence manu-
facture or import.

(c) Contents of the Tier II exemption re-
quest. Each person who submits a re-
quest under this subpart must provide
the information described in §§725.428
and 725.455, as well as information
known to or reasonably ascertainable
by the person that would permit EPA
to determine that use of the micro-
organism, under the conditions speci-
fied in the request, will not present an
unreasonable risk of injury to health
or the environment.

(d) Recordkeeping. Each person who
submits a request under this subpart
must comply with the recordkeeping
requirements of §725.65. In addition,
the submitter should maintain records
which contain information that
verifies compliance with the following:

(1) The certifications made in the re-
quest.

(2) All the eligibility criteria for the
Tier IT exemption request including the
criteria for the recipient microorga-
nism, the introduced genetic material,
the physical containment and control
technologies.

§725.455 Information to be included in
the Tier II exemption request.

The submitter must indicate clearly
that the submission is a Tier II exemp-
tion request for a microorganism in-
stead of the MCAN under subpart D of
this part and must submit the fol-
lowing information:

(a) Submitter identification. (1) The
name and headquarters address of the
submitter.
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(2) The name, address, and office tele-
phone number (including area code) of
the principal technical contact rep-
resenting the submitter.

(b) Microorganism identity information.
(1) Identification (genus, species, and
strain) of the recipient microorganism.
Genus, species designation should be
substantiated by a letter from a cul-
ture collection or a brief summary of
the results of tests conducted for taxo-
nomic identification.

(2) Type of genetic modification and
the function of the introduced genetic
material.

(3) Site of insertion.

(4) Certification of compliance with
the introduced genetic material cri-
teria described in §725.421.

(¢) Production volume. Production vol-
ume, including total liters per year,
and the maximum cell concentration
achieved during the production proc-
ess.

(d) Process and containment informa-
tion. (1) A description of the process in-
cluding the following:

(i) Identity and location of the manu-
facturing site(s).

(ii) Process flow diagram illustrating

the production process, including
downstream separations, and indi-
cating the containment envelope

around the appropriate equipment.

(iii) Identities and quantities of feed-
stocks.

(iv) Sources and quantities of poten-
tial releases to both the workplace and
environment, and a description of engi-
neering controls, inactivation proce-
dures, and other measures which will
reduce worker exposure and environ-
mental releases.

(v) A description of procedures which
will be undertaken to prevent fugitive
emissions, i.e. leak detection and re-
pair program.

(vi) A description of procedures/safe-
guards to prevent and mitigate acci-
dental releases to the workplace and
the environment.

(2) Certification of those elements of
the containment criteria described in
§725.422 with which the manufacturer
is in compliance, including stating by
number the elements with which the
manufacturer is in full compliance.

(e) The site of waste disposal and the
type of permits for disposal, the permit
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numbers and the institutions issuing
the permits.

(f) The certification statement re-
quired in §725.25(b). Certification of
submission of test data is not required
for the Tier II exemption.

§725.470 EPA review of the Tier II ex-
emption request.

General procedures for review of all
submissions under this part are con-
tained in §§725.28 through 725.60. In ad-
dition, the following procedures apply
to EPA review of Tier II exemption re-
quests submitted under this subpart:

(a) Length of the review period. The re-
view period for the request will be 45
days from the date the Document Con-
trol Officer for the Office of Pollution
Prevention and Toxics receives a com-
plete request, or the date EPA deter-
mines the request is complete under
§725.33, unless the Agency extends the
review period for good cause under
§725.56.

(b) Criteria for review. EPA will review
the request to determine that the new
microorganism complies with §725.428
and that its manufacture, processing,
use, and disposal as described in the re-
quest will not present an unreasonable
risk of injury to health or the environ-
ment.

(c) EPA decision regarding the Tier II
exemption request. A decision con-
cerning a request under this subpart
will be made by the Administrator, or
a designee.

(d) Determination that the microorga-
nism is ineligible for a Tier II review. (1)
EPA may determine that the manufac-
turer or importer is not eligible for
Tier II review, because the microorga-
nism does not meet the criteria under
§725.428 or the Administrator, or a des-
ignee, decides that there is insufficient
information to determine that the con-
ditions of manufacture, processing,
use, or disposal of the microorganism
as described in the request will not
present an unreasonable risk to health
or the environment.

(2) If the Agency makes this deter-
mination, the Administrator, or a des-
ignee will notify the manufacturer or
importer by telephone, followed by a
letter, that the request has been de-
nied. The letter will explain reasons for
the denial.
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(3) If the request is denied, the manu-
facturer or importer may submit the
information necessary to constitute a
MCAN under subpart D of this part.

(e) Approval or denial of the Tier II ex-
emption request. (1) No later than 45
days after EPA receives a request, the
Agency will either approve or deny the
request.

(2) In approving a request, EPA may
impose any restrictions necessary to
ensure that the microorganism will not
present an unreasonable risk of injury
to health and the environment as a re-
sult of general commercial use.

(f) EPA may seek to enjoin the man-
ufacture or import of a microorganism
in violation of this subpart, or act to
seize any microorganism manufactured
or imported in violation of this section
or take other actions under the author-
ity of sections 7 or 17 of the Act.

(g) A manufacturer or importer may
only proceed after receipt of EPA ap-
proval.

Subparts H-K [Reserved]

Subpart L—Additional Procedures
for Reporting on Significant
New Uses of Microorganisms

§725.900 Scope and purpose.

(a) This subpart describes additional
provisions governing submission of
MCANs for microorganisms subject to
significant new use rules identified in
subpart M of this part.

(b) Manufacturers, importers, and
processors described in §725.105(c) must
submit a MCAN under subpart D of this
part for significant new uses of micro-
organisms described in subpart M of
this part, unless they are excluded
under §725.910 or §725.912.

(c) Section 725.920 discusses exports
and imports.

(d) Additional recordkeeping require-
ments specific to significant new uses
of microorganisms are described in
§725.950.

(e) Section 725.975 describes how EPA
will approve alternative means of com-
plying with significant new use re-
quirements designated in subpart M of
this part.

(f) Expedited procedures for promul-
gating significant new use require-
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ments under subpart M of this part for
microorganisms subject to section 5(e)
orders are discussed in §§725.980 and
725.984.

(g) This subpart L contains provi-
sions governing submission and review
of notices for the microorganisms and
significant new uses identified in sub-
part M of this part. The provisions of
this subpart L. apply to the microorga-
nisms and significant new uses identi-
fied in subpart M of this part, except to
the extent that they are specifically
modified or supplanted by specific re-
quirements in subpart M of this part.
In the event of a conflict between the
provisions of this subpart L and the
provisions of subpart M of this part,
the provisions of subpart M of this part
shall govern.

(h) The provisions of subparts A
through F of this part also apply to
subparts L and M of this part. For pur-
poses of subparts L, and M of this part,
wherever the words ‘‘microorganism”
or ‘‘new microorganism’ appear in sub-
parts A through F of this part, it shall
mean the microorganism subject to
subparts L and M of this part. In the
event of a conflict between the provi-
sions of subparts A through F and the
provisions of subparts L, and M of this
part, the provisions of subparts L. and
M of this part shall govern.

§725.910 Persons excluded from re-
porting significant new uses.

(a) A person who intends to manufac-
ture, import, or process a microorga-
nism identified in subpart M of this
part and who intends to distribute it in
commerce is not required to submit a
MCAN under subpart D of this part, if
that person can document one or more
of the following as to each recipient of
the microorganism from that person:

(1) That the person has notified the
recipient, in writing, of the specific
section in subpart M of this part which
identifies the microorganism and its
designated significant new uses, or

(2) That the recipient has knowledge
of the specific section in subpart M of
this part which identifies the micro-
organism and its designated significant
new uses, or

(3) That the recipient cannot under-
take any significant new use described
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in the specific section in subpart M of
this part.

(b) The manufacturer, importer, or
processor described in paragraph (a) of
this section must submit a MCAN
under subpart D of this part, if such
person has knowledge at the time of
commercial distribution of the micro-
organism identified in the specific sec-
tion in subpart M of this part that a re-
cipient intends to engage in a des-
ignated significant new use of that
microorganism without submitting a
MCAN under this part.

(c) A person who processes a micro-
organism identified in a specific sec-
tion in subpart M of this part for a sig-
nificant new use of that microorganism
is not required to submit a MCAN if
that person can document each of the
following:

(1) That the person does not know the
specific microorganism identity of the
microorganism being processed, and

(2) That the person is processing the
microorganism without knowledge
that the microorganism is identified in
subpart M of this part.

(@A) If at any time after com-
mencing distribution in commerce of a
microorganism identified in a specific
section in subpart M of this part, a per-
son who manufactures, imports, or
processes a microorganism described in
subpart M of this part and distributes
it in commerce has knowledge that a
recipient of the microorganism is en-
gaging in a significant new use of that
microorganism designated in that sec-
tion without submitting a MCAN under
this part, the person is required to
cease supplying the microorganism to
that recipient and to submit a MCAN
for that microorganism and significant
new use, unless the person is able to
document each of the following:

(i) That the person has notified the
recipient and EPA enforcement au-
thorities (at the address in paragraph
(d)(1)(iii) of this section), in writing
within 15 working days of the time the
person develops knowledge that the re-
cipient is engaging in a significant new
use, that the recipient is engaging in a
significant new use without submitting
a MCAN.

(ii) That, within 15 working days of
notifying the recipient as described in
paragraph (d)(1)(i) of this section, the
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person received from the recipient, in
writing, a statement of assurance that
the recipient is aware of the terms of
the applicable section in subpart M of
this part and will not engage in the sig-
nificant new use.

(iii) That the person has promptly
provided EPA enforcement authorities
with a copy of the recipient’s state-
ment of assurance described in para-
graph (d)(1)(ii) of this section. The copy
must be sent to the Director, Office of
Compliance (2221A), Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460.

(2) If EPA notifies the manufacturer,
importer, or processor that the recipi-
ent is engaging in a significant new use
after providing the statement of assur-
ance described in paragraph (d)(1)(ii) of
this section and without submitting a
MCAN under this part, the manufac-
turer, importer, or processor shall im-
mediately cease distribution to that re-
cipient until the manufacturer, im-
porter, or processor or the recipient
has submitted a MCAN under this part
and the MCAN review period has ended.

(3) If, after receiving a statement of
assurance from a recipient under para-
graph (d)(1)(ii) of this section, a manu-
facturer, importer, or processor has
knowledge that the recipient is engag-
ing in a significant new use without
submitting a MCAN under this part,
the manufacturer, importer, or proc-
essor must immediately cease distrib-
uting the microorganism to that re-
cipient and notify EPA enforcement
authorities at the address identified in
paragraph (d)(1)(iii) of this section. The
manufacturer, importer, or processor
may not resume distribution to that
recipient until any one of the following
has occurred:

(i) The manufacturer, importer, or
processor has submitted a MCAN under
this part and the MCAN review period
has ended.

(ii) The recipient has submitted a
MCAN under this part and the MCAN
review period has ended.

(iii) The manufacturer, importer, or
processor has received notice from EPA
enforcement authorities that it may
resume distribution to that recipient.
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§725.912 Exemptions.

Persons identified in §725.105(c) are
not required to submit a MCAN under
subpart D of this part for a microorga-
nism identified in subpart M of this
part, unless otherwise specified in a
specific section in subpart M, if:

(a) The person submits a MCAN for
the microorganism prior to the pro-
mulgation date of the section in sub-
part M of this part which identifies the
microorganism, and the person re-
ceives written notification of compli-
ance from EPA prior to the effective
date of such section. The MCAN sub-
mitter must comply with any applica-
ble requirement of section 5(b) of the
Act. The MCAN must include the infor-
mation and test data specified in sec-
tion 5(d)(1) of the Act. For purposes of
this exemption, the specific section in
subpart M of this part which identifies
the microorganism and §§725.3, 725.15,
725.65, 725.70, 725.75, 725.100, and 725.900
apply; after the effective date of the
section in subpart M of this part which
identifies the microorganism, §§725.105
and 725.910 apply and §725.920 continues
to apply. EPA will provide the MCAN
submitter with written notification of
compliance only if one of the following
occurs:

(1) EPA is unable to make the finding
that the activities described in the
MCAN will or may present an unrea-
sonable risk of injury to health or the
environment under reasonably foresee-
able circumstances, or

(2) EPA and the person negotiate a
consent order under section 5(e) of the
Act, such order to take effect on the ef-
fective date of the section in subpart M
of this part which identifies the micro-
organism.

(b) The person is operating under the
terms of a consent order issued under
section 5(e) of the Act applicable to
that person. If a provision of such sec-
tion 5(e) order is inconsistent with a
specific significant new use identified
in subpart M of this part, abiding by
the provision of the section 5(e) order
exempts the person from submitting a
MCAN for that specific significant new
use.

§725.920 Exports and imports.

(a) Exports. Persons who intend to ex-
port a microorganism identified in sub-
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part M of this part, or in any proposed
rule which would amend subpart M of
this part, are subject to the export no-
tification provisions of section 12(b) of
the Act. The regulations that interpret
section 12(b) appear at part 707 of this
chapter.

(b) Imports. Persons who import a
substance identified in a specific sec-
tion in subpart M of this part are sub-
ject to the import certification re-
quirements under section 13 of the Act,
which are codified at 19 CFR §§12.118
through 12.127 and 127.28(i). The EPA
policy in support of the import certifi-
cation requirements appears at part 707
of this chapter.

§725.950 Additional recordkeeping re-
quirements.

Persons submitting a MCAN for a
significant new use of a microorganism
must comply with the recordkeeping
requirements of §725.65. In addition,
the following requirements apply:

(a) At the time EPA adds a micro-
organism to subpart M of this part,
EPA may specify appropriate record-
keeping requirements. Each manufac-
turer, importer, and processor of the
microorganism shall maintain the
records for 3 years from the date of
their creation.

(b) The records required to be main-
tained under this section may include
the following:

(1) Records documenting the informa-
tion contained in the MCAN submitted
to EPA.

(2) Records documenting the manu-
facture and importation volume of the
microorganism and the corresponding
dates of manufacture and import.

(3) Records documenting volumes of
the microorganism purchased domesti-
cally by processors of the microorga-
nism, names and addresses of suppliers
and corresponding dates of purchase.

(4) Records documenting the names
and addresses (including shipment des-
tination address, if different) of all per-
sons outside the site of manufacture or
import to whom the manufacturer, im-
porter, or processor directly sells or
transfers the microorganism, the date
of each sale or transfer, and the quan-
tity of the microorganism sold or
transferred on such date.



§725.975

§725.975 EPA approval of alternative
control measures.

(a) In certain sections of subpart M of
this part, significant new uses for the
identified microorganisms are de-
scribed as the failure to establish and
implement programs providing for the
use of either: specific measures to con-
trol worker exposure to or release of
microorganisms which are identified in
such sections, or alternative measures
to control worker exposure or environ-
mental release which EPA has deter-
mined provide substantially the same
degree of protection as the specified
control measures. Persons who manu-
facture, import, or process a micro-
organism identified in such sections
and who intend to employ alternative
measures to control worker exposure
or environmental release must submit
a request to EPA for a determination
of equivalency before commencing
manufacture, import, or processing in-
volving the alternative control meas-
ures.

(b) Persons submitting a request for
a determination of equivalency to EPA
under this part must submit the re-
quest to EPA (via CDX) using e-PMN
software. See 40 CFR 720.40(a)(2)(ii) for
information on how to obtain e-PMN
software. Support documents related to
these requests must also be submitted
to EPA via CDX using e-PMN software.
A request for a determination of
equivalency must contain:

(1) The name of the submitter.

(2) The specific identity of the micro-
organism.

(3) The citation for the specific sec-
tion in subpart M of this part which
pertains to the microorganism for
which the request is being submitted.

(4) A detailed description of the ac-
tivities involved.

(5) The specifications of the alter-
native worker exposure control meas-
ures or environmental release control
measures.

(6) A detailed analysis explaining
why such alternative control measures
provide substantially the same degree
of protection as the specific control
measures identified in the specific sec-
tion in subpart M of this part which
pertains to the microorganism for
which the request is being submitted.
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(7) The data and information de-
scribed in §§725.155 and 725.160. If such
data and information have already
been submitted to EPA’s Office of Pol-
lution Prevention and Toxics, the sub-
mitter need only document that it was
previously submitted, to whom, and
the date it was submitted.

(c) Requests for determinations of
equivalency will be reviewed by EPA
within 45 days. Determinations under
this paragraph will be made by the Di-
rector, or a designee. Notice of the re-
sults of such determinations will be
mailed to the submitter.

(d) If EPA notifies the submitter
under paragraph (c) of this section that
EPA has determined that the alter-
native control measures provide sub-
stantially the same degree of protec-
tion as the specified control measures
identified in the specific section of sub-
part M of this part which pertains to
the microorganism for which the re-
quest is being submitted, the submitter
may commence manufacture, import,
or processing in accordance with the
specifications for alternative worker
exposure control measures or environ-
mental release control measures iden-
tified in the submitter’s request, and
may alter any corresponding notifica-
tion to workers to reflect such alter-
native controls. Deviations from the
activities described in the EPA notifi-
cation constitute a significant new use
and are subject to the requirements of
this part.

[62 FR 17932, Apr. 11, 1997, as amended at 75
FR 790, Jan. 6, 2010; 78 FR 72828, Dec. 4, 2013]

§725.980 Expedited procedures for
issuing significant new use rules for
microorganisms subject to section
5(e) orders.

(a) Selection of microorganisms. (1) In
accordance with the expedited process
specified in this section, EPA will issue
significant new use notification re-
quirements for each new microorga-
nism that, after MCAN review under
subpart D of this part, becomes subject
to a final order issued under section
5(e) of the Act, except for an order that
prohibits manufacture and import of
the microorganism, unless EPA deter-
mines that significant new use notifi-
cation requirements are not needed for
the microorganism.
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(2) If EPA determines that signifi-
cant new use notifications require-
ments are not needed for a microorga-
nism that is subject to a final order
issued under section 5(e) of the Act,
EPA will issue a notice in the FEDERAL
REGISTER explaining why the signifi-
cant new use requirements are not
needed.

(b) Designation of requirements. (1) The
significant new use notification and
other specific requirements will be
based on and be consistent with the
provisions included in the final order
issued for the microorganism under
section 5(e) of the Act. EPA may also
designate additional activities as sig-
nificant new uses which will be subject
to notification.

(2) Significant new use requirements
and other specific requirements des-
ignated under this section will be listed
in subpart M of this part. For each
microorganism, subpart M of this part
will identify:

(i) The microorganism name.

(ii) The activities designated as sig-
nificant new uses.

(iii) Other specific requirements ap-
plicable to the microorganism, includ-
ing recordkeeping requirements or any
other requirements included in the
final section 5(e) order.

(c) Procedures for issuing significant
new use rules—(1) Possible processes.
EPA will issue significant new use
rules (SNURs) under this section by
one of the following three processes: di-
rect final rulemaking, interim final
rulemaking, or notice and comment
rulemaking. EPA will use the direct
final rulemaking process to issue sig-
nificant new use rules unless it deter-
mines that, in a particular case, one of
the other processes is more appro-
priate.

(2) Notice in the Federal Register. FED-
ERAL REGISTER documents issued to
propose or establish significant new
uses under this section will contain the
following:

(i) The microorganism identity or, if
its specific identity is claimed con-
fidential, an appropriate generic micro-
organism name and an accession num-
ber assigned by EPA.

(ii) The MCAN number.

(iii) A summary of EPA’s findings
under section 5(e)(1)(A) of the Act for
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the final order issued under section
5(e).

(iv) Designation of the significant
new uses subject to, or proposed to be
subject to, notification and any other
applicable requirements.

(v) Any modification of subpart L. of
this part applicable to the specific
microorganism and significant new
uses.

(vi) If the FEDERAL REGISTER docu-
ment establishes a final rule, or noti-
fies the public that a final rule will not
be issued after public comment has
been received, the document will de-
scribe comments received and EPA’s
response.

(3) Direct final rulemaking. (i) EPA
will use direct final rulemaking to
issue a significant new use rule, when
specific requirements will be based on
and be consistent with the provisions
included in the final order issued for
the microorganism under section 5(e)
of the Act. EPA will issue a final rule
in the FEDERAL REGISTER following its
decision to develop a significant new
use rule under this section for a spe-
cific new microorganism.

(ii) The FEDERAL REGISTER document
will state that, unless written notice is
received by EPA within 30 days of pub-
lication that someone wishes to submit
adverse or critical comments, the rule
will be effective 60 days from the date
of publication. The written notice of
intent to submit adverse or critical
comments should state which SNUR(s)
will be the subject of the adverse or
critical comments, if several SNURs
are established through the direct final
rule. If notice is received within 30
days that someone wishes to submit
adverse or critical comments, the sec-
tion(s) of the direct final rule con-
taining the SNUR(s) for which a notice
of intent to comment was received will
be withdrawn by EPA issuing a docu-
ment in the final rule section of the
FEDERAL REGISTER, and a proposal will
be published in the proposed rule sec-
tion of the FEDERAL REGISTER. The pro-
posal will establish a 30-day comment
period.

(iii) If EPA, having considered any
timely comments submitted in re-
sponse to the proposal, decides to es-
tablish notification requirements
under this section, EPA will issue a
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final rule adding the microorganism to
subpart M of this part and designating
the significant new uses subject to no-
tification.

(4) Interim final rulemaking. (i) EPA
will use the interim final rulemaking
procedure to issue a significant new
use rule, when specific requirements
will be based on and be consistent with
the provisions included in the final
order issued for the microorganism
under section 5(e) of the Act. The
Agency will issue an interim final rule
in the FEDERAL REGISTER following its
decision to develop a significant new
use rule for a specific new microorga-
nism. The document will state EPA’s
reasons for using the interim final
rulemaking procedure.

(A) The significant new use rule will
take effect on the date of publication.

(B) Persons will be given 30 days from
the date of publication to submit com-
ments.

(ii) Interim final rules issued under
this section shall cease to be in effect
180 days after publication unless, with-
in the 180-day period, EPA issues a
final rule in the FEDERAL REGISTER re-
sponding to any written comments re-
ceived during the 30-day comment pe-
riod specified in paragraph (c)(4)(i)(B)
of this section and promulgating final
significant new use notification re-
quirements and other requirements for
the microorganism.

(5) Notice and comment rulemaking. (i)
EPA will use a notice and comment
procedure to issue a significant new
use rule, when EPA is designating addi-
tional activities which are not provi-
sions included in the final order issued
for the microorganism under section
5(e) of the Act as significant new uses
which will be subject to notification.
EPA will issue a proposal in the FED-
ERAL REGISTER following its decision to
develop a significant new use rule
under this section for a specific new
microorganism. Persons will be given
30 days to comment on whether EPA
should establish notification require-
ments for the microorganism under
this part.

(ii) If EPA, having considered any
timely comments, decides to establish
notification requirements under this
section, EPA will issue a final rule add-
ing the microorganism to subpart M of
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this part and designating the signifi-
cant new uses subject to notification.

(d) Schedule for issuing significant new
use rules. (1) Unless EPA determines
that a significant new use rule should
not be issued under this section, EPA
will issue a proposed rule, a direct final
rule, or an interim final rule within 180
days of receipt of a valid notice of com-
mencement under §725.190.

(2) If EPA receives adverse or critical
significant comments following publi-
cation of a proposed or interim final
rule, EPA will either withdraw the rule
or issue a final rule addressing the
comments received.

§725.984 Modification or revocation of
certain notification requirements.

(a) Criteria for modification or revoca-
tion. EPA may at any time modify or
revoke significant new use notification
requirements for a microorganism
which has been added to subpart M of
this part using the procedures of
§725.980. Such action may be taken
under this section if EPA makes one of
the following determinations, unless
other information shows that the re-
quirements should be retained:

(1) Test data or other information ob-
tained by EPA provide a reasonable
basis for concluding that activities des-
ignated as significant new uses of the
microorganism will not present an un-
reasonable risk of injury to health or
the environment.

(2) EPA has promulgated a rule under
section 4 or 6 of the Act, or EPA or an-
other agency has taken action under
another law, for the microorganism
that eliminates the need for significant
new use notification under section
5(a)(2) of the Act.

(3) EPA has received MCANSs for some
or all of the activities designated as
significant new uses of the microorga-
nism and, after reviewing such MCANSs,
concluded that there is no need to re-
quire additional notice from persons
who propose to engage in identical or
similar activities.

(4) EPA has examined new informa-
tion, or has reexamined the test data
or other information supporting its
finding under section 5(e)(1)(A)({i)(I) of
the Act and has concluded that a ra-
tional basis no longer exists for the
findings that activities involving the
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microorganism may present an unrea-
sonable risk of injury to health or the
environment required under section
5(e)(1)(A) of the Act.

(5) Certain activities involving the
microorganism have been designated as
significant new uses pending the com-
pletion of testing, and adequate test
data developed in accordance with ap-
plicable procedures and criteria have
been submitted to EPA.

(b) Procedures for limitation or revoca-
tion. Modification or revocation of sig-
nificant new use notification require-
ments for a microorganism that has
been added to subpart M of this part
using the procedures described in
§725.980 may occur either at EPA’s ini-
tiative or in response to a written re-
quest.

(1) Any affected person may request
modification or revocation of signifi-
cant new use notification requirements
for a microorganism that has been
added to subpart M of this part using
the procedures described in §725.980.
The request must be accompanied by
information sufficient to support the
request. Persons submitting a request
to EPA under this part must submit
the request to EPA (via CDX) using e-
PMN software. See 40 CFR
720.40(a)(2)(ii) for information on how
to obtain e-PMN software. Support
documents related to these requests
must also be submitted to EPA via
CDX using e-PMN software.

(2) The Director, or a designee, will
consider the request, make a deter-
mination whether to initiate rule-
making to modify the requirements,
and notify the requester of that deter-
mination by certified letter. If the re-
quest is denied, the letter will explain
why EPA has concluded that the sig-
nificant new use notification require-
ments for that microorganism should
remain in effect.

(3) If EPA concludes that significant
new use notification requirements for a
microorganism should be limited or re-
voked, EPA will propose the changes in
a notice in the FEDERAL REGISTER,
briefly describe the grounds for the ac-
tion, and provide interested parties an
opportunity to comment.

[62 FR 17932, Apr. 11, 1997, as amended at 75
FR 790, Jan. 6, 2010; 78 FR 72828, Dec. 4, 2013]

Pt. 745

Subpart M—Significant New Uses
for Specific Microorganisms

§725.1000 Scope.

This subpart identifies uses of micro-
organisms which EPA has determined
to be significant new uses under the
authority of section 5(a)(2) of the Toxic
Substances Control Act.

§725.1075 Burkholderia cepacia com-
plex.

(a) Microorganism and significant new
uses subject to reporting. (1) The micro-
organisms identified as the
Burkholderia cepacia complex defined as
containing the following nine species,
Burkholderia cepacia, Burkholderia
multivorans, Burkholderia stabilis,
Burkholderia vietnamiensis, Burkholderia
ambifaria, Burkholderia pyrrocinia,
Burkholderia cepacia genomovar VIII
(Burkholderia anthina), and
Burkholderia cepacia genomovars IIT
and VI are subject to reporting under
this section for the significant new
uses described in paragraph (a)(2) of
this section.

(2) The significant new use is any use
other than research and development
in the degradation of chemicals via in-
jection into subsurface groundwater.

(b) [Reserved]

[68 FR 35320, June 13, 2003]

PART 745—LEAD-BASED PAINT POI-
SONING PREVENTION IN CER-
TAIN RESIDENTIAL STRUCTURES

Subparts A-C [Reserved]
Subpart D—Lead-Based Paint Hazards

Sec.

745.61 Scope and applicability.
745.63 Definitions.

745.656 Lead-based paint hazards.

Subpart E—Residential Property Renovation

745.80
745.81
745.82

Purpose.

Effective dates.

Applicability.

745.83 Definitions.

745.84 Information
ments.

745.85 Work practice standards.

745.86 Recordkeeping and reporting require-
ments.

745.87 Enforcement and inspections.

745.88 Recognized test kits.

distribution require-



§745.61

745.89 Firm certification.
745.90 Renovator certification and dust
sampling technician certification.

745.91 Suspending, revoking, or modifying
an individual’s or firm’s certification.
745.92 Fees for the accreditation of renova-
tion and dust sampling technician train-
ing and the certification of renovation

firms.

Subpart F—Disclosure of Known Lead-
Based Paint and/or Lead-Based Paint
Hazards Upon Sale or Lease of Resi-
dential Property

745.100
745.101
745.102

Purpose.

Scope and applicability.

Effective dates.

745.103 Definitions.

745.107 Disclosure requirements for sellers
and lessors.

745.110 Opportunity to conduct an evalua-
tion.

745.113 Certification and acknowledgment
of disclosure.

745.115 Agent responsibilities.

745.118 Enforcement.

745.119 Impact on State and local require-
ments.

Subparts G-K [Reserved]

Subpart L—Lead-Based Paint Activities

745.220 Scope and applicability.

745.223 Definitions.

745.225 Accreditation of training programs:
target housing and child-occupied facili-
ties.

745.226 Certification of individuals and
firms engaged in lead-based paint activi-
ties: target housing and child-occupied
facilities.

745.227 Work practice standards for con-
ducting lead-based paint activities: tar-
get housing and child-occupied facilities.

745.228 Accreditation of training programs:
public and commercial buildings, bridges
and superstructures. [Reserved]

745.229 Certification of individuals and
firms engaged in lead-based paint activi-
ties: public and commercial buildings,
bridges and superstructures. [Reserved]

745.230 Work practice standards for con-
ducting lead-based paint activities: pub-
lic and commercial buildings, bridges
and superstructures. [Reserved]

745.233 Lead-based paint activities require-
ments.

745.235 Enforcement.

745.237 Inspections.

745.238 Fees for accreditation and certifi-
cation of lead-based paint activities.

745.239 Effective dates.

Subparts M-P [Reserved]
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Subpart Q—State and Indian Tribal
Programs

745.320 Scope and purpose.

745.323 Definitions.

745.324 Authorization of State or Tribal pro-
grams.

745.325 Lead-based paint activities:
and Tribal program requirements.

745.326 Renovation: State and Tribal pro-
gram requirements.

745.327 State or Indian Tribal lead-based
paint compliance and enforcement pro-
grams.

745.339 Effective date.

AUTHORITY: 15 U.S.C. 2605, 2607, 2681-2692
and 42 U.S.C. 4852d.

SOURCE: 61 FR 9085, Mar. 6, 1996, unless oth-
erwise noted.

Subparts A-C [Reserved]

State

Subpart D—Lead-Based Paint
Hazards

SOURCE: 66 FR 1237, Jan. 5, 2001, unless oth-
erwise noted.

§745.61 Scope and applicability.

(a) This subpart identifies lead-based
paint hazards.

(b) The standards for lead-based paint
hazards apply to target housing and
child-occupied facilities.

(c) Nothing in this subpart requires
the owner of property(ies) subject to
these standards to evaluate the prop-
erty(ies) for the presence of lead-based
paint hazards or take any action to
control these conditions if one or more
of them is identified.

§745.63 Definitions.

The following definitions apply to
part 745.

Arithmetic mean means the algebraic
sum of data values divided by the num-
ber of data values (e.g., the sum of the
concentration of lead in several soil
samples divided by the number of sam-
ples).

Chewable surface means an interior or
exterior surface painted with lead-
based paint that a young child can
mouth or chew. A chewable surface is
the same as an ‘‘accessible surface’ as
defined in 42 TU.S.C. 4851b(2)). Hard
metal substrates and other materials
that cannot be dented by the bite of a
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young child not considered
chewable.

Common area group means a group of
common areas that are similar in de-
sign, construction, and function. Com-
mon area groups include, but are not
limited to hallways, stairwells, and
laundry rooms.

Concentration means the relative con-
tent of a specific substance contained
within a larger mass, such as the
amount of lead (in micrograms per
gram or parts per million by weight) in
a sample of dust or soil.

Deteriorated paint means any interior
or exterior paint or other coating that
is peeling, chipping, chalking or crack-
ing, or any paint or coating located on
an interior or exterior surface or fix-
ture that is otherwise damaged or sepa-
rated from the substrate.

Dripline means the area within 3 feet
surrounding the perimeter of a build-
ing.

Friction surface means an interior or
exterior surface that is subject to abra-
sion or friction, including, but not lim-
ited to, certain window, floor, and stair
surfaces.

Impact surface means an interior or
exterior surface that is subject to dam-
age by repeated sudden force such as
certain parts of door frames.

Interior window sill means the portion
of the horizontal window ledge that
protrudes into the interior of the room.

Lead-based paint hazard means haz-
ardous lead-based paint, dust-lead haz-
ard or soil-lead hazard as identified in
§745.65.

Loading means the quantity of a spe-
cific substance present per unit of sur-
face area, such as the amount of lead in
micrograms contained in the dust col-
lected from a certain surface area di-
vided by the surface area in square feet
or square meters.

Mid-yard means an area of a residen-
tial yard approximately midway be-
tween the dripline of a residential
building and the nearest property
boundary or between the driplines of a
residential building and another build-
ing on the same property.

Play area means an area of frequent
soil contact by children of less than 6
years of age as indicated by, but not
limited to, such factors including the
following: the presence of play equip-

are
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ment (e.g., sandboxes, swing sets, and
sliding boards), toys, or other chil-
dren’s possessions, observations of play
patterns, or information provided by
parents, residents, care givers, or prop-
erty owners.

Residential building means a building
containing one or more residential
dwellings.

Room means a separate part of the in-
side of a building, such as a bedroom,
living room, dining room, Kkitchen,
bathroom, laundry room, or utility
room. To be considered a separate
room, the room must be separated from
adjoining rooms by built-in walls or
archways that extend at least 6 inches
from an intersecting wall. Half walls or
bookcases count as room separators if
built-in. Movable or collapsible parti-
tions or partitions consisting solely of
shelves or cabinets are not considered
built-in walls. A screened in porch that
is used as a living area is a room.

Soil sample means a sample collected
in a representative location using
ASTM E1727, ‘““‘Standard Practice for
Field Collection of Soil Samples for
Lead Determination by Atomic Spec-
trometry Techniques,” or equivalent
method.

Weighted arithmetic mean means the
arithmetic mean of sample results
weighted by the number of subsamples
in each sample. Its purpose is to give
influence to a sample relative to the
surface area it represents. A single sur-
face sample is comprised of a single
subsample. A composite sample may
contain from two to four subsamples of
the same area as each other and of
each single surface sample in the com-
posite. The weighted arithmetic mean
is obtained by summing, for all sam-
ples, the product of the sample’s result
multiplied by the number of subsam-
ples in the sample, and dividing the
sum by the total number of subsamples
contained in all samples. For example,
the weighted arithmetic mean of a sin-
gle surface sample containing 60 ug/ft2,
a composite sample (three subsamples)
containing 100 pg/ft2, and a composite
sample (4 subsamples) containing 110
pg/ft2 is 100 pg/ft2. This result is based
on the equation [60 + (3*100) + (4*110)]/
aA+3+4).

Window trough means, for a typical
double-hung window, the portion of the
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exterior window sill between the inte-
rior window sill (or stool) and the
frame of the storm window. If there is
no storm window, the window trough is
the area that receives both the upper
and lower window sashes when they are
both lowered. The window trough is
sometimes referred to as the window
“well.”

Wipe sample means a sample collected
by wiping a representative surface of
known area, as determined by ASTM
E1728, ‘‘Standard Practice for Field
Collection of Settled Dust Samples
Using Wipe Sampling Methods for Lead
Determination by Atomic Spectrom-
etry Techniques, or equivalent method,
with an acceptable wipe material as de-
fined in ASTM E 1792, ‘‘Standard Speci-
fication for Wipe Sampling Materials
for Lead in Surface Dust.”

§745.65 Lead-based paint hazards.

(a) Paint-lead hazard. A paint-lead
hazard is any of the following:

(1) Any lead-based paint on a friction
surface that is subject to abrasion and
where the lead dust levels on the near-
est horizontal surface underneath the
friction surface (e.g., the window sill,
or floor) are equal to or greater than
the dust-lead hazard levels identified in
paragraph (b) of this section.

(2) Any damaged or otherwise dete-
riorated lead-based paint on an impact
surface that is caused by impact from a
related building component (such as a
door knob that knocks into a wall or a
door that knocks against its door
frame.

(3) Any chewable lead-based painted
surface on which there is evidence of
teeth marks.

(4) Any other deteriorated lead-based
paint in any residential building or
child-occupied facility or on the exte-
rior of any residential building or
child-occupied facility.

(b) Dust-lead hazard. A dust-lead haz-
ard is surface dust in a residential
dwelling or child-occupied facility that
contains a mass-per-area concentration
of lead equal to or exceeding 10 ug/ft2
on floors or 100 pg/ft? on interior win-
dow sills based on wipe samples.

(c) Soil-lead hazard. A soil-lead hazard
is bare soil on residential real property
or on the property of a child-occupied
facility that contains total lead equal
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to or exceeding 400 parts per million
(ug/g) in a play area or average of 1,200
parts per million of bare soil in the rest
of the yard based on soil samples.

(d) Work practice requirements. Appli-
cable certification, occupant protec-
tion, and clearance requirements and
work practice standards are found in
regulations issued by EPA at 40 CFR
part 745, subpart Li and in regulations
issued by the Department of Housing
and Urban Development (HUD) at 24
CFR part 35, subpart R. The work prac-
tice standards in those regulations do
not apply when treating paint-lead haz-
ards of less than:

(1) Two square feet of deteriorated
lead-based paint per room or equiva-
lent,

(2) Twenty square feet of deteriorated
paint on the exterior building, or

(3) Ten percent of the total surface
area of deteriorated paint on an inte-
rior or exterior type of component with
a small surface area.

[66 FR 1237, Jan. 5, 2001, as amended at 84 FR
32648, July 9, 2019]

Subpart E—Residential Property
Renovation

SOURCE: 63 FR 29919, June 1, 1998, unless
otherwise noted.

§745.80 Purpose.

This subpart contains regulations de-
veloped under sections 402 and 406 of
the Toxic Substances Control Act (156
U.S.C. 2682 and 2686) and applies to all
renovations performed for compensa-
tion in target housing and child-occu-
pied facilities. The purpose of this sub-
part is to ensure the following:

(a) Owners and occupants of target
housing and child-occupied facilities
receive information on lead-based
paint hazards before these renovations
begin; and

(b) Individuals performing renova-
tions regulated in accordance with
§745.82 are properly trained; renovators
and firms performing these renovations
are certified; and the work practices in
§745.85 are followed during these ren-
ovations.

[78 FR 21758, Apr. 22, 2008]
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§745.81 Effective dates.

(a) Training, certification and accredi-
tation requirements and work practice
standards. The training, certification
and accreditation requirements and
work practice standards in this subpart
are applicable in any State or Indian
Tribal area that does not have a ren-
ovation program that is authorized
under subpart Q of this part. The train-
ing, certification and accreditation re-
quirements and work practice stand-
ards in this subpart will become effec-
tive as follows:

(1) Training programs. Effective June
23, 2008, no training program may pro-
vide, offer, or claim to provide training
or refresher training for EPA certifi-
cation as a renovator or a dust sam-
pling technician without accreditation
from EPA under §745.225. Training pro-
grams may apply for accreditation
under §745.225 beginning April 22, 2009.

(2) Firms. (i) Firms may apply for cer-
tification under §745.89 beginning Octo-
ber 22, 2009.

(ii) On or after April 22, 2010, no firm
may perform, offer, or claim to per-
form renovations without certification
from EPA under §745.89 in target hous-
ing or child-occupied facilities, unless
the renovation qualifies for one of the
exceptions identified in §745.82(a) or
(c).

(3) Individuals. On or after April 22,
2010, all renovations must be directed
by renovators certified in accordance
with §745.90(a) and performed by cer-
tified renovators or individuals trained
in accordance with §745.90(b)(2) in tar-
get housing or child-occupied facilities,
unless the renovation qualifies for one
of the exceptions identified in
§745.82(a) or (c).

(4) Work practices. (i) On or after April
22, 2010 and before July 6, 2010 all ren-
ovations must be performed in accord-
ance with the work practice standards
in §745.85 and the associated record-
keeping requirements in §745.86 (b)(6)
in target housing or child-occupied fa-
cilities, unless the renovation qualifies
for one of the exceptions identified in
§745.82(a). This does not apply to ren-
ovations in target housing for which
the firm performing the renovation has
obtained a statement signed by the
owner that the renovation will occur in
the owner’s residence, no child under

7

§745.82

age 6 resides there, the housing is not
a child-occupied facility, and the owner
acknowledges that the work practices
to be used during the renovation will
not necessarily include all of the lead-
safe work practices contained in EPA’s
renovation, repair, and painting rule.
For the purposes of this section, a child
resides in the primary residence of his
or her custodial parents, legal guard-
ians, and foster parents. A child also
resides in the primary residence of an
informal caretaker if the child lives
and sleeps most of the time at the care-
taker’s residence.

(ii) On or after July 6, 2010, all ren-
ovations must be performed in accord-
ance with the work practice standards
in §745.85 and the associated record-
keeping requirements in §745.86(b)(1)
and (b)(6) in target housing or child-oc-
cupied facilities, unless the renovation
qualifies for the exception identified in
§745.82(a).

(6) The suspension and revocation
provisions in §745.91 are effective April
22, 2010.

(b) Renovation-specific pamphlet. Be-
fore December 22, 2008, renovators or
firms performing renovations in States
and Indian Tribal areas without an au-
thorized program may provide owners
and occupants with either of the fol-
lowing EPA pamphlets: Protect Your
Family From Lead in Your Home or Ren-
ovate Right: Important Lead Hacard In-
formation for Families, Child Care Pro-
viders and Schools. After that date, Ren-
ovate Right: Important Lead Hacard In-
formation for Families, Child Care Pro-
viders and Schools must be used exclu-
sively.

(c) Pre-Renovation Education Rule.
With the exception of the requirement
to use the pamphlet entitled Renovate
Right: Important Lead Hazard Informa-
tion for Families, Child Care Providers
and Schools, the provisions of the Pre-
Renovation Education Rule in this sub-
part have been in effect since June
1999.

[78 FR 21758, Apr. 22, 2008, as amended at 75
FR 24818, May 6, 2010]

§745.82 Applicability.

(a) This subpart applies to all renova-
tions performed for compensation in
target housing and child-occupied fa-
cilities, except for the following:
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(1) Renovations in target housing or
child-occupied facilities in which a
written determination has been made
by an inspector or risk assessor (cer-
tified pursuant to either Federal regu-
lations at §745.226 or a State or Tribal
certification program authorized pur-
suant to §745.324) that the components
affected by the renovation are free of
paint or other surface coatings that
contain lead equal to or in excess of 1.0
milligrams/per square centimeter (mg/
cm?2) or 0.5% by weight, where the firm
performing the renovation has ob-
tained a copy of the determination.

(2) Renovations in target housing or
child-occupied facilities in which a cer-
tified renovator, using an EPA recog-
nized test kit as defined in §745.83 and
following the kit manufacturer’s in-
structions, has tested each component
affected by the renovation and deter-
mined that the components are free of
paint or other surface coatings that
contain lead equal to or in excess of 1.0
mg/cm? or 0.5% by weight. If the com-
ponents make up an integrated whole,
such as the individual stair treads and
risers of a single staircase, the ren-
ovator is required to test only one of
the individual components, unless the
individual components appear to have
been repainted or refinished sepa-
rately.

(3) Renovations in target housing or
child-occupied facilities in which a cer-
tified renovator has collected a paint
chip sample from each painted compo-
nent affected by the renovation and a
laboratory recognized by EPA pursuant
to section 405(b) of TSCA as being capa-
ble of performing analyses for lead
compounds in paint chip samples has
determined that the samples are free of
paint or other surface coatings that
contain lead equal to or in excess of 1.0
mg/cm?2 or 0.5% by weight. If the com-
ponents make up an integrated whole,
such as the individual stair treads and
risers of a single staircase, the ren-
ovator is required to test only one of
the individual components, unless the
individual components appear to have
been repainted or refinished sepa-
rately.

(b) The information distribution re-
quirements in §745.84 do not apply to
emergency renovations, which are ren-
ovation activities that were not
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planned but result from a sudden, un-
expected event (such as non-routine
failures of equipment) that, if not im-
mediately attended to, presents a safe-
ty or public health hazard, or threatens
equipment and/or property with signifi-
cant damage. Interim controls per-
formed in response to an elevated blood
lead level in a resident child are also
emergency renovations. Emergency
renovations other than interim con-
trols are also exempt from the warning
sign, containment, waste handling,
training, and certification require-
ments in §§745.85, 745.89, and 745.90 to
the extent necessary to respond to the
emergency. Emergency renovations are
not exempt from the cleaning require-
ments of §745.85(a)(5), which must be
performed by certified renovators or
individuals trained in accordance with
§745.90(b)(2), the cleaning verification
requirements of §745.85(b), which must
be performed by certified renovators,
and the recordkeeping requirements of
§745.86(b)(6) and (b)(7).

[73 FR 21758, Apr. 22, 2008, as amended at 75
FR 24818, May 6, 2010; 76 FR 47938, Aug. 5,
2011]

§745.83 Definitions.

For purposes of this part, the defini-
tions in §745.103 as well as the fol-
lowing definitions apply:

Administrator means the Adminis-
trator of the Environmental Protection
Agency.

Child-occupied facility means a build-
ing, or portion of a building, con-
structed prior to 1978, visited regularly
by the same child, under 6 years of age,
on at least two different days within
any week (Sunday through Saturday
period), provided that each day’s visit
lasts at least 3 hours and the combined
weekly visits last at least 6 hours, and
the combined annual visits last at least
60 hours. Child-occupied facilities may
include, but are not limited to, day
care centers, preschools and Kkinder-
garten classrooms. Child-occupied fa-
cilities may be located in target hous-
ing or in public or commercial build-
ings. With respect to common areas in
public or commercial buildings that
contain child-occupied facilities, the
child-occupied facility encompasses
only those common areas that are rou-
tinely used by children under age 6,
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such as restrooms and cafeterias. Com-
mon areas that children under age 6
only pass through, such as hallways,
stairways, and garages are not in-
cluded. In addition, with respect to ex-
teriors of public or commercial build-
ings that contain child-occupied facili-
ties, the child-occupied facility encom-
passes only the exterior sides of the
building that are immediately adjacent
to the child-occupied facility or the
common areas routinely used by chil-
dren under age 6.

Cleaning wverification card means a
card developed and distributed, or oth-
erwise approved, by EPA for the pur-
pose of determining, through compari-
son of wet and dry disposable cleaning
cloths with the card, whether post-ren-
ovation cleaning has been properly
completed.

Component or building component
means specific design or structural ele-
ments or fixtures of a building or resi-
dential dwelling that are distinguished
from each other by form, function, and
location. These include, but are not
limited to, interior components such
as: Ceilings, crown molding, walls,
chair rails, doors, door trim, floors,
fireplaces, radiators and other heating
units, shelves, shelf supports, stair
treads, stair risers, stair stringers,
newel posts, railing caps, balustrades,
windows and trim (including sashes,
window heads, jambs, sills or stools
and troughs), built in cabinets, col-
umns, beams, bathroom vanities,
counter tops, and air conditioners; and
exterior components such as: Painted
roofing, chimneys, flashing, gutters
and downspouts, ceilings, soffits, fas-
cias, rake boards, cornerboards, bulk-
heads, doors and door trim, fences,
floors, joists, lattice work, railings and
railing caps, siding, handrails, stair ris-
ers and treads, stair stringers, col-
umns, balustrades, windowsills or
stools and troughs, casings, sashes and
wells, and air conditioners.

Dry disposable cleaning cloth means a
commercially available dry, electro-
statically charged, white disposable
cloth designed to be used for cleaning
hard surfaces such as uncarpeted floors
or counter tops.

Firm means a company, partnership,
corporation, sole proprietorship or in-
dividual doing business, association, or
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other business entity; a Federal, State,
Tribal, or local government agency; or
a nonprofit organization.

HEPA vacuum means a vacuum clean-
er which has been designed with a high-
efficiency particulate air (HEPA) filter
as the last filtration stage. A HEPA fil-
ter is a filter that is capable of cap-
turing particulates of 0.3 microns with
99.97% efficiency. The vacuum cleaner
must be designed so that all the air
drawn into the machine is expelled
through the HEPA filter with none of
the air leaking past it. HEPA vacuums
must be operated and maintained in ac-
cordance with the manufacturer’s in-
structions.

Interim controls means a set of meas-
ures designed to temporarily reduce
human exposure or likely exposure to
lead-based paint hazards, including
specialized cleaning, repairs, mainte-
nance, painting, temporary contain-
ment, ongoing monitoring of lead-
based paint hazards or potential haz-
ards, and the establishment and oper-
ation of management and resident edu-
cation programs.

Minor repair and maintenance activities
are activities, including minor heating,
ventilation or air conditioning work,
electrical work, and plumbing, that
disrupt 6 square feet or less of painted
surface per room for interior activities
or 20 square feet or less of painted sur-
face for exterior activities where none
of the work practices prohibited or re-
stricted by §745.85(a)(3) are used and
where the work does not involve win-
dow replacement or demolition of
painted surface areas. When removing
painted components, or portions of
painted components, the entire surface
area removed is the amount of painted
surface disturbed. Jobs, other than
emergency renovations, performed in
the same room within the same 30 days
must be considered the same job for
the purpose of determining whether the
job is a minor repair and maintenance
activity.

Painted surface means a component
surface covered in whole or in part
with paint or other surface coatings.

Pamphlet means the EPA pamphlet
titled Renovate Right: Important Lead
Hazard Information for Families, Child
Care Providers and Schools developed
under section 406(a) of TSCA for use in
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complying with section 406(b) of TSCA,
or any State or Tribal pamphlet ap-
proved by EPA pursuant to 40 CFR
745.326 that is developed for the same
purpose. This includes reproductions of
the pamphlet when copied in full and
without revision or deletion of mate-
rial from the pamphlet (except for the
addition or revision of State or local
sources of information). Before Decem-
ber 22, 2008, the term ‘‘pamphlet’ also
means any pamphlet developed by EPA
under section 406(a) of TSCA or any
State or Tribal pamphlet approved by
EPA pursuant to §745.326.

Person means any natural or judicial
person including any individual, cor-
poration, partnership, or association;
any Indian Tribe, State, or political
subdivision thereof; any interstate
body; and any department, agency, or
instrumentality of the Federal Govern-
ment.

Recognized test kit means a commer-
cially available kit recognized by EPA
under §745.88 as being capable of allow-
ing a user to determine the presence of
lead at levels equal to or in excess of
1.0 milligrams per square centimeter,
or more than 0.5% lead by weight, in a
paint chip, paint powder, or painted
surface.

Renovation means the modification of
any existing structure, or portion
thereof, that results in the disturbance
of painted surfaces, unless that activ-
ity is performed as part of an abate-
ment as defined by this part (40 CFR
745.223). The term renovation includes
(but is not limited to): The removal,
modification or repair of painted sur-
faces or painted components (e.g.,
modification of painted doors, surface
restoration, window repair, surface
preparation activity (such as sanding,
scraping, or other such activities that
may generate paint dust)); the removal
of building components (e.g., walls,
ceilings, plumbing, windows); weather-
ization projects (e.g., cutting holes in
painted surfaces to install blown-in in-
sulation or to gain access to attics,
planing thresholds to install weather-
stripping), and interim controls that
disturb painted surfaces. A renovation
performed for the purpose of con-
verting a building, or part of a build-
ing, into target housing or a child-oc-
cupied facility is a renovation under
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this subpart. The term renovation does
not include minor repair and mainte-
nance activities.

Renovator means an individual who
either performs or directs workers who
perform renovations. A certified ren-
ovator is a renovator who has success-
fully completed a renovator course ac-
credited by EPA or an EPA-authorized
State or Tribal program.

Training hour means at least 50 min-
utes of actual learning, including, but
not limited to, time devoted to lecture,
learning activities, small group activi-
ties, demonstrations, evaluations, and
hands-on experience.

Wet disposable cleaning cloth means a
commercially available, pre-moistened
white disposable cloth designed to be
used for cleaning hard surfaces such as
uncarpeted floors or counter tops.

Vertical containment means a vertical
barrier consisting of plastic sheeting or
other impermeable material over scaf-
folding or a rigid frame, or an equiva-
lent system of containing the work
area. Vertical containment is required
for some exterior renovations but it
may be used on any renovation.

Wet mopping system means a device
with the following characteristics: A
long handle, a mop head designed to be
used with disposable absorbent clean-
ing pads, a reservoir for cleaning solu-
tion, and a built-in mechanism for dis-
tributing or spraying the cleaning solu-
tion onto a floor, or a method of equiv-
alent efficacy.

Work area means the area that the
certified renovator establishes to con-
tain the dust and debris generated by a
renovation.

[63 FR 29919, June 1, 1998, as amended at 73
FR 21758, Apr. 22, 2008; 76 FR 47938, Aug. 5,
2011]

§745.84 Information distribution re-
quirements.

(a) Renovations in dwelling units. No
more than 60 days before beginning
renovation activities in any residential
dwelling unit of target housing, the
firm performing the renovation must:

(1) Provide the owner of the unit with
the pamphlet, and comply with one of
the following:

(i) Obtain, from the owner, a written
acknowledgment that the owner has
received the pamphlet.
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(ii) Obtain a certificate of mailing at
least 7 days prior to the renovation.

(2) In addition to the requirements in
paragraph (a)(1) of this section, if the
owner does not occupy the dwelling
unit, provide an adult occupant of the
unit with the pamphlet, and comply
with one of the following:

(i) Obtain, from the adult occupant, a
written acknowledgment that the oc-
cupant has received the pamphlet; or
certify in writing that a pamphlet has
been delivered to the dwelling and that
the firm performing the renovation has
been unsuccessful in obtaining a writ-
ten acknowledgment from an adult oc-
cupant. Such certification must in-
clude the address of the unit under-
going renovation, the date and method
of delivery of the pamphlet, names of
the persons delivering the pamphlet,
reason for lack of acknowledgment
(e.g., occupant refuses to sign, no adult
occupant available), the signature of a
representative of the firm performing
the renovation, and the date of signa-
ture.

(ii) Obtain a certificate of mailing at
least 7 days prior to the renovation.

(b) Renovations in common areas. No
more than 60 days before beginning
renovation activities in common areas
of multi-unit target housing, the firm
performing the renovation must:

(1) Provide the owner with the pam-
phlet, and comply with one of the fol-
lowing:

(i) Obtain, from the owner, a written
acknowledgment that the owner has
received the pamphlet.

(ii) Obtain a certificate of mailing at
least 7 days prior to the renovation.

(2) Comply with one of the following. (1)
Notify in writing, or ensure written no-
tification of, each affected unit and
make the pamphlet available upon re-
quest prior to the start of renovation.
Such notification shall be accom-
plished by distributing written notice
to each affected unit. The notice shall
describe the general nature and loca-
tions of the planned renovation activi-
ties; the expected starting and ending
dates; and a statement of how the oc-
cupant can obtain the pamphlet and a
copy of the records required by
§745.86(c) and (d), at no cost to the oc-
cupants, or
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(ii) While the renovation is ongoing,
post informational signs describing the
general nature and locations of the
renovation and the anticipated comple-
tion date. These signs must be posted
in areas where they are likely to be
seen by the occupants of all of the af-
fected units. The signs must be accom-
panied by a posted copy of the pam-
phlet or information on how interested
occupants can review a copy of the
pamphlet or obtain a copy from the
renovation firm at no cost to occu-
pants. The signs must also include in-
formation on how interested occupants
can review a copy of the records re-
quired by §745.86(c) and (d) or obtain a
copy from the renovation firm at no
cost to the occupants.

(3) Prepare, sign, and date a state-
ment describing the steps performed to
notify all occupants of the intended
renovation activities and to provide
the pamphlet.

(4) If the scope, locations, or expected
starting and ending dates of the
planned renovation activities change
after the initial notification, and the
firm provided written initial notifica-
tion to each affected unit, the firm per-
forming the renovation must provide
further written notification to the
owners and occupants providing revised
information on the ongoing or planned
activities. This subsequent notification
must be provided before the firm per-
forming the renovation initiates work
beyond that which was described in the
original notice.

(c) Renovations in child-occupied facili-
ties. No more than 60 days before begin-
ning renovation activities in any child-
occupied facility, the firm performing
the renovation must:

(1)(i) Provide the owner of the build-
ing with the pamphlet, and comply
with one of the following:

(A) Obtain, from the owner, a written
acknowledgment that the owner has
received the pamphlet.

(B) Obtain a certificate of mailing at
least 7 days prior to the renovation.

(ii) If the child-occupied facility is
not the owner of the building, provide
an adult representative of the child-oc-
cupied facility with the pamphlet, and
comply with one of the following:

(A) Obtain, from the adult represent-
ative, a written acknowledgment that
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the adult representative has received
the pamphlet; or certify in writing that
a pamphlet has been delivered to the
facility and that the firm performing
the renovation has been unsuccessful
in obtaining a written acknowledgment
from an adult representative. Such cer-
tification must include the address of
the child-occupied facility undergoing
renovation, the date and method of de-
livery of the pamphlet, names of the
persons delivering the pamphlet, rea-
son for lack of acknowledgment (e.g.,
representative refuses to sign), the sig-
nature of a representative of the firm
performing the renovation, and the
date of signature.

(B) Obtain a certificate of mailing at
least 7 days prior to the renovation.

(2) Provide the parents and guardians
of children using the child-occupied fa-
cility with the pamphlet, information
describing the general nature and loca-
tions of the renovation and the antici-
pated completion date, and informa-
tion on how interested parents or
guardians of children frequenting the
child-occupied facility can review a
copy of the records required by
§745.86(c) and (d) or obtain a copy from
the renovation firm at no cost to the
occupants by complying with one of
the following:

(i) Mail or hand-deliver the pamphlet
and the renovation information to each
parent or guardian of a child using the
child-occupied facility.

(ii) While the renovation is ongoing,
post informational signs describing the
general nature and locations of the
renovation and the anticipated comple-
tion date. These signs must be posted
in areas where they can be seen by the
parents or guardians of the children
frequenting the child-occupied facility.
The signs must be accompanied by a
posted copy of the pamphlet or infor-
mation on how interested parents or
guardians of children frequenting the
child-occupied facility can review a
copy of the pamphlet or obtain a copy
from the renovation firm at no cost to
the parents or guardians. The signs
must also include information on how
interested parents or guardians of chil-
dren frequenting the child-occupied fa-
cility can review a copy of the records
required by §745.86(c) and (d) or obtain
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a copy from the renovation firm at no
cost to the parents or guardians.

(3) The renovation firm must prepare,
sign, and date a statement describing
the steps performed to notify all par-
ents and guardians of the intended ren-
ovation activities and to provide the
pamphlet.

(d) Written acknowledgment. The writ-
ten acknowledgments required by para-
graphs (a)(1)(D), (a)2)D), (©)(A)D),
(c)()(E)(A), and (c)(1)({i)(A) of this sec-
tion must:

(1) Include a statement recording the
owner or occupant’s name and ac-
knowledging receipt of the pamphlet
prior to the start of renovation, the ad-
dress of the unit undergoing renova-
tion, the signature of the owner or oc-
cupant as applicable, and the date of
signature.

(2) Be either a separate sheet or part
of any written contract or service
agreement for the renovation.

(3) Be written in the same language
as the text of the contract or agree-
ment for the renovation or, in the case
of non-owner occupied target housing,
in the same language as the lease or
rental agreement or the pamphlet.

[63 FR 29919, June 1, 1998. Redesignated and
amended at 73 FR 21760, Apr. 22, 2008; 75 FR
24818, May 6, 2010]

§745.85 Work practice standards.

(a) Standards for renovation activities.
Renovations must be performed by cer-
tified firms using certified renovators
as directed in §745.89. The responsibil-
ities of certified firms are set forth in
§745.89(d) and the responsibilities of
certified renovators are set forth in
§745.90(b).

(1) Occupant protection. Firms must
post signs clearly defining the work
area and warning occupants and other
persons not involved in renovation ac-
tivities to remain outside of the work
area. To the extent practicable, these
signs must be in the primary language
of the occupants. These signs must be
posted before beginning the renovation
and must remain in place and readable
until the renovation and the post-ren-
ovation cleaning verification have been
completed. If warning signs have been
posted in accordance with 24 CFR
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35.1345(b)(2) or 29 CFR 1926.62(m), addi-
tional signs are not required by this
section.

(2) Containing the work area. Before
beginning the renovation, the firm
must isolate the work area so that no
dust or debris leaves the work area
while the renovation is being per-
formed. In addition, the firm must
maintain the integrity of the contain-
ment by ensuring that any plastic or
other impermeable materials are not
torn or displaced, and taking any other
steps necessary to ensure that no dust
or debris leaves the work area while
the renovation is being performed. The
firm must also ensure that contain-
ment is installed in such a manner that
it does not interfere with occupant and
worker egress in an emergency.

(i) Interior renovations. The
must:

(A) Remove all objects from the work
area, including furniture, rugs, and
window coverings, or cover them with
plastic sheeting or other impermeable
material with all seams and edges
taped or otherwise sealed.

(B) Close and cover all ducts opening
in the work area with taped-down plas-
tic sheeting or other impermeable ma-
terial.

(C) Close windows and doors in the
work area. Doors must be covered with
plastic sheeting or other impermeable
material. Doors used as an entrance to
the work area must be covered with
plastic sheeting or other impermeable
material in a manner that allows work-
ers to pass through while confining
dust and debris to the work area.

(D) Cover the floor surface, including
installed carpet, with taped-down plas-
tic sheeting or other impermeable ma-
terial in the work area 6 feet beyond
the perimeter of surfaces undergoing
renovation or a sufficient distance to
contain the dust, whichever is greater.
Floor containment measures may stop
at the edge of the vertical barrier when
using a vertical containment system
consisting of impermeable barriers
that extend from the floor to the ceil-
ing and are tightly sealed at joints
with the floor, ceiling and walls.

(BE) Use precautions to ensure that all
personnel, tools, and other items, in-
cluding the exteriors of containers of

firm
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waste, are free of dust and debris before
leaving the work area.

(ii) Exterior renovations.
must:

(A) Close all doors and windows with-
in 20 feet of the renovation. On multi-
story buildings, close all doors and
windows within 20 feet of the renova-
tion on the same floor as the renova-
tion, and close all doors and windows
on all floors below that are the same
horizontal distance from the renova-
tion.

(B) Ensure that doors within the
work area that will be used while the
job is being performed are covered with
plastic sheeting or other impermeable
material in a manner that allows work-
ers to pass through while confining
dust and debris to the work area.

(C) Cover the ground with plastic
sheeting or other disposable imper-
meable material extending 10 feet be-
yond the perimeter of surfaces under-
going renovation or a sufficient dis-
tance to collect falling paint debris,
whichever is greater, unless the prop-
erty line prevents 10 feet of such
ground covering. Ground containment
measures may stop at the edge of the
vertical barrier when using a vertical
containment system.

(D) If the renovation will affect sur-
faces within 10 feet of the property
line, the renovation firm must erect
vertical containment or equivalent
extra precautions in containing the
work area to ensure that dust and de-
bris from the renovation does not con-
taminate adjacent buildings or migrate
to adjacent properties. Vertical con-
tainment or equivalent extra pre-
cautions in containing the work area
may also be necessary in other situa-
tions in order to prevent contamina-
tion of other buildings, other areas of
the property, or adjacent buildings or
properties.

(3) Prohibited and restricted practices.
The work practices listed below are
prohibited or restricted during a ren-
ovation as follows:

(i) Open-flame burning or torching of
painted surfaces is prohibited.

(ii) The use of machines designed to
remove paint or other surface coatings
through high speed operation such as

The firm
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sanding, grinding, power planing, nee-
dle gun, abrasive blasting, or sand-
blasting, is prohibited on painted sur-
faces unless such machines have
shrouds or containment systems and
are equipped with a HEPA vacuum at-
tachment to collect dust and debris at
the point of generation. Machines must
be operated so that no visible dust or
release of air occurs outside the shroud
or containment system.

(iii) Operating a heat gun on painted
surfaces is permitted only at tempera-
tures below 1,100 degrees Fahrenheit.

(4) Waste from renovations. (i) Waste
from renovation activities must be
contained to prevent releases of dust
and debris before the waste is removed
from the work area for storage or dis-
posal. If a chute is used to remove
waste from the work area, it must be
covered.

(ii) At the conclusion of each work
day and at the conclusion of the ren-
ovation, waste that has been collected
from renovation activities must be
stored under containment, in an enclo-
sure, or behind a barrier that prevents
release of dust and debris out of the
work area and prevents access to dust
and debris.

(iii) When the firm transports waste
from renovation activities, the firm
must contain the waste to prevent re-
lease of dust and debris.

(5) Cleaning the work area. After the
renovation has been completed, the
firm must clean the work area until no
dust, debris or residue remains.

(1) Interior and exterior removations.
The firm must:

(A) Collect all paint chips and debris
and, without dispersing any of it, seal
this material in a heavy-duty bag.

(B) Remove the protective sheeting.
Mist the sheeting before folding it, fold
the dirty side inward, and either tape
shut to seal or seal in heavy-duty bags.
Sheeting used to isolate contaminated
rooms from non-contaminated rooms
must remain in place until after the
cleaning and removal of other sheeting.
Dispose of the sheeting as waste.

(i1) Additional cleaning for interior ren-
ovations. The firm must clean all ob-
jects and surfaces in the work area and
within 2 feet of the work area in the
following manner, cleaning from high-
er to lower:
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(A) Walls. Clean walls starting at the
ceiling and working down to the floor
by either vacuuming with a HEPA vac-
uum or wiping with a damp cloth.

(B) Remaining surfaces. Thoroughly
vacuum all remaining surfaces and ob-
jects in the work area, including fur-
niture and fixtures, with a HEPA vacu-
um. The HEPA vacuum must be
equipped with a beater bar when
vacuuming carpets and rugs.

(C) Wipe all remaining surfaces and
objects in the work area, except for
carpeted or upholstered surfaces, with
a damp cloth. Mop uncarpeted floors
thoroughly, using a mopping method
that keeps the wash water separate
from the rinse water, such as the 2-
bucket mopping method, or using a wet
mopping system.

(b) Standards for post-renovation clean-
ing verification—(1) Interiors. (i) A cer-
tified renovator must perform a visual
inspection to determine whether dust,
debris or residue is still present. If
dust, debris or residue is present, these
conditions must be removed by re-
cleaning and another visual inspection
must be performed.

(ii) After a successful visual inspec-
tion, a certified renovator must:

(A) Verify that each windowsill in
the work area has been adequately
cleaned, using the following procedure.

(I) Wipe the windowsill with a wet
disposable cleaning cloth that is damp
to the touch. If the cloth matches or is
lighter than the cleaning verification
card, the windowsill has been ade-
quately cleaned.

(2) If the cloth does not match and is
darker than the cleaning verification
card, re-clean the windowsill as di-
rected in paragraphs (a)(5)(ii)(B) and
(a)(5)(1)(C) of this section, then either
use a new cloth or fold the used cloth
in such a way that an unused surface is
exposed, and wipe the surface again. If
the cloth matches or is lighter than
the cleaning verification card, that
windowsill has been adequately
cleaned.

(3) If the cloth does not match and is
darker than the cleaning verification
card, wait for 1 hour or until the sur-
face has dried completely, whichever is
longer.
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(4)After waiting for the windowsill to
dry, wipe the windowsill with a dry dis-
posable cleaning cloth. After this wipe,
the windowsill has been adequately
cleaned.

(B) Wipe uncarpeted floors and
countertops within the work area with
a wet disposable cleaning cloth. Floors
must be wiped using an application de-
vice with a long handle and a head to
which the cloth is attached. The cloth
must remain damp at all times while it
is being used to wipe the surface for
post-renovation cleaning verification.
If the surface within the work area is
greater than 40 square feet, the surface
within the work area must be divided
into roughly equal sections that are
each less than 40 square feet. Wipe each
such section separately with a new wet
disposable cleaning cloth. If the cloth
used to wipe each section of the surface
within the work area matches the
cleaning verification card, the surface
has been adequately cleaned.

(I) If the cloth used to wipe a par-
ticular surface section does not match
the cleaning verification card, re-clean
that section of the surface as directed
in paragraphs (a)(5)(i1)(B) and
(a)(b)(ii)(C) of this section, then use a
new wet disposable cleaning cloth to
wipe that section again. If the cloth
matches the cleaning verification card,
that section of the surface has been
adequately cleaned.

(2) If the cloth used to wipe a par-
ticular surface section does not match
the cleaning verification card after the
surface has been re-cleaned, wait for 1
hour or until the entire surface within
the work area has dried completely,
whichever is longer.

(3) After waiting for the entire sur-
face within the work area to dry, wipe
each section of the surface that has not
yet achieved post-renovation cleaning
verification with a dry disposable
cleaning cloth. After this wipe, that
section of the surface has been ade-
quately cleaned.

(iii) When the work area passes the
post-renovation cleaning verification,
remove the warning signs.

(2) Exteriors. A certified renovator
must perform a visual inspection to de-
termine whether dust, debris or residue
is still present on surfaces in and below
the work area, including windowsills
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and the ground. If dust, debris or res-
idue is present, these conditions must
be eliminated and another visual in-
spection must be performed. When the
area passes the visual inspection, re-
move the warning signs.

(c) Optional dust clearance testing.
Cleaning verification need not be per-
formed if the contract between the ren-
ovation firm and the person con-
tracting for the renovation or another
Federal, State, Territorial, Tribal, or
local law or regulation requires:

(1) The renovation firm to perform
dust clearance sampling at the conclu-
sion of a renovation covered by this
subpart.

(2) The dust clearance samples are re-
quired to be collected by a certified in-
spector, risk assessor or dust sampling
technician.

(3) The renovation firm is required to
re-clean the work area until the dust
clearance sample results are below the
clearance standards in §745.227(e)(8) or
any applicable State, Territorial, Trib-
al, or local standard.

(d) Activities conducted after post-ren-
ovation cleaning verification. Activities
that do not disturb paint, such as ap-
plying paint to walls that have already
been prepared, are not regulated by
this subpart if they are conducted after
post-renovation cleaning verification
has been performed.

[73 FR 21761, Apr. 22, 2008, as amended at 76
FR 47938, Aug. 5, 2011]

§745.86 Recordkeeping and reporting
requirements.

(a) Firms performing renovations
must retain and, if requested, make
available to EPA all records necessary
to demonstrate compliance with this
subpart for a period of 3 years fol-
lowing completion of the renovation.
This 3-year retention requirement does
not supersede longer obligations re-
quired by other provisions for retaining
the same documentation, including any
applicable State or Tribal laws or regu-
lations.

(b) Records that must be retained
pursuant to paragraph (a) of this sec-
tion shall include (where applicable):

(1) Records or reports certifying that
a determination had been made that
lead-based paint was not present on the
components affected by the renovation,
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as described in §745.82(a). These records
or reports include:

(i) Reports prepared by a certified in-
spector or certified risk assessor (cer-
tified pursuant to either Federal regu-
lations at §745.226 or an EPA-author-
ized State or Tribal certification pro-
gram).

(ii) Records prepared by a certified
renovator after using EPA-recognized
test kits, including an identification of
the manufacturer and model of any
test Kkits used, a description of the
components that were tested including
their locations, and the result of each
test kit used.

(iii) Records prepared by a certified
renovator after collecting paint chip
samples, including a description of the
components that were tested including
their locations, the name and address
of the NLLAP-recognized entity per-
forming the analysis, and the results
for each sample.

(2) Signed and dated acknowledg-
ments of receipt as described in
§745.84(a)(1)(1), (a)(2)(D), D),
(©(DH)(A), and (c)(D(A1D)(A).

(3) Certifications of attempted deliv-
ery as described in §745.84(a)(2)(i) and
(©)(MD(Ii)(A).

(4) Certificates of mailing as de-
scribed in §745.84(a)(1)({i), (a)(2)(ii),
()(M)(iD), (e)(D)(E)(B), and (c)(1)(AD)(B).

(5) Records of notification activities
performed regarding common area ren-
ovations, as described in §745.84(b)(3)
and (b)(4), and renovations in child-oc-
cupied facilities, as described in
§745.84(c)(2).

(6) Documentation of compliance
with the requirements of §745.85, in-
cluding documentation that a certified
renovator was assigned to the project,
that the certified renovator provided
on-the-job training for workers used on
the project, that the certified ren-
ovator performed or directed workers
who performed all of the tasks de-
scribed in §745.85(a), and that the cer-
tified renovator performed the post-
renovation cleaning verification de-
scribed in §745.85(b). If the renovation
firm was unable to comply with all of
the requirements of this rule due to an
emergency as defined in §745.82, the
firm must document the nature of the
emergency and the provisions of the
rule that were not followed. This docu-
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mentation must include a copy of the
certified renovator’s training certifi-
cate, and a certification by the cer-
tified renovator assigned to the project
that:

(i) Training was provided to workers
(topics must be identified for each
worker).

(ii) Warning signs were posted at the
entrances to the work area.

(iii) If test kits were used, that the
specified brand of kits was used at the
specified locations and that the results
were as specified.

(v) The work area was contained by:

(A) Removing or covering all objects
in the work area (interiors).

(B) Closing and covering all HVAC
ducts in the work area (interiors).

(C) Closing all windows in the work
area (interiors) or closing all windows
in and within 20 feet of the work area
(exteriors).

(D) Closing and sealing all doors in
the work area (interiors) or closing and
sealing all doors in and within 20 feet
of the work area (exteriors).

(BE) Covering doors in the work area
that were being used to allow passage
but prevent spread of dust.

(F) Covering the floor surface, in-
cluding installed carpet, with taped-
down plastic sheeting or other imper-
meable material in the work area 6 feet
beyond the perimeter of surfaces un-
dergoing renovation or a sufficient dis-
tance to contain the dust, whichever is
greater (interiors) or covering the
ground with plastic sheeting or other
disposable impermeable material an-
chored to the building extending 10 feet
beyond the perimeter of surfaces un-
dergoing renovation or a sufficient dis-
tance to collect falling paint debris,
whichever is greater, unless the prop-
erty line prevents 10 feet of such
ground covering, weighted down by
heavy objects (exteriors).

(G) Installing (if necessary) vertical
containment to prevent migration of
dust and debris to adjacent property
(exteriors).

(iv) If paint chip samples were col-
lected, that the samples were collected
at the specified locations, that the
specified NLLAP-recognized laboratory
analyzed the samples, and that the re-
sults were as specified.
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(vi) Waste was contained on-site and
while being transported off-site.

(vii) The work area was properly
cleaned after the renovation by:

(A) Picking up all chips and debris,
misting protective sheeting, folding it
dirty side inward, and taping it for re-
moval.

(B) Cleaning the work area surfaces
and objects using a HEPA vacuum and/
or wet cloths or mops (interiors).

(viii) The certified renovator per-
formed the post-renovation cleaning
verification (the results of which must
be briefly described, including the
number of wet and dry cloths used).

(c)(1) When the final invoice for the
renovation is delivered or within 30
days of the completion of the renova-
tion, whichever is earlier, the renova-
tion firm must provide information
pertaining to compliance with this sub-
part to the following persons:

(i) The owner of the building; and, if
different,

(ii) An adult occupant of the residen-
tial dwelling, if the renovation took
place within a residential dwelling, or
an adult representative of the child-oc-
cupied facility, if the renovation took
place within a child-occupied facility.

(2) When performing renovations in
common areas of multi-unit target
housing, renovation firms must post
the information required by this sub-
part or instructions on how interested
occupants can obtain a copy of this in-
formation. This information must be
posted in areas where it is likely to be
seen by the occupants of all of the af-
fected units.

(3) The information required to be
provided by paragraph (c) of this sec-
tion may be provided by completing
the sample form titled ‘“‘Sample Ren-
ovation Recordkeeping Checklist’” or a
similar form containing the test kit in-
formation required by §745.86(b)(1)(ii)
and the training and work practice
compliance information required by
§745.86(b)(6).

(d) If dust clearance sampling is per-
formed in lieu of cleaning verification
as permitted by §745.85(c), the renova-
tion firm must provide, when the final
invoice for the renovation is delivered
or within 30 days of the completion of
the renovation, whichever is earlier, a
copy of the dust sampling report to:
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(1) The owner of the building; and, if
different,

(2) An adult occupant of the residen-
tial dwelling, if the renovation took
place within a residential dwelling, or
an adult representative of the child-oc-
cupied facility, if the renovation took
place within a child-occupied facility.

(3) When performing renovations in
common areas of multi-unit target
housing, renovation firms must post
these dust sampling reports or infor-
mation on how interested occupants of
the housing being renovated can obtain
a copy of the report. This information
must be posted in areas where they are
likely to be seen by the occupants of
all of the affected units.

[73 FR 21761, Apr. 22, 2008, as amended at 75
FR 24819, May 6, 2010; 76 FR 47939, Aug. 5,
2011]
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(a) Failure or refusal to comply with
any provision of this subpart is a viola-
tion of TSCA section 409 (156 U.S.C.
2689).

(b) Failure or refusal to establish and
maintain records or to make available
or permit access to or copying of
records, as required by this subpart, is
a violation of TSCA sections 15 and 409
(15 U.S.C. 2614 and 2689).

(c) Failure or refusal to permit entry
or inspection as required by 40 CFR
745.87 and TSCA section 11 (15 U.S.C.
2610) is a violation of sections 15 and
409 (15 U.S.C. 2614 and 2689).

(d) Violators may be subject to civil
and criminal sanctions pursuant to
TSCA section 16 (156 U.S.C. 2615) for
each violation.

(e) Lead-based paint is assumed to be
present at renovations covered by this
subpart. EPA may conduct inspections
and issue subpoenas pursuant to the
provisions of TSCA section 11 (15 U.S.C.
2610) to ensure compliance with this
subpart.

Enforcement and inspections.

[63 FR 29919, June 1, 1998, as amended at 73
FR 21763, Apr. 22, 2008]

§745.88 Recognized test kits.

(a) Effective June 23, 2008, EPA rec-
ognizes the test Kits that have been de-
termined by National Institute of
Standards and Technology research to
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meet the negative response criteria de-
scribed in paragraph (c)(1) of this sec-
tion. This recognition will last until
EPA publicizes its recognition of the
first test kit that meets both the nega-
tive response and positive response cri-
teria in paragraph (c) of this section.

(b) No other test kits will be recog-
nized until they are tested through
EPA’s Environmental Technology
Verification Program or other equiva-
lent EPA approved testing program.

(1) Effective September 1, 2008, to ini-
tiate the testing process, a test kit
manufacturer must submit a sufficient
number of kits, along with the instruc-
tions for using the kits, to EPA. The
test kit manufacturer should first visit
the following website for information
on where to apply: http:/www.epa.gov/
etv/howtoapply.html.

(2) After the kit has been tested
through the Environmental Tech-
nology Verification Program or other
equivalent approved EPA testing pro-
gram, EPA will review the report to de-
termine whether the required criteria
have been met.

(3) Before September 1, 2010, test kits
must meet only the negative response
criteria in paragraph (c)(1) of this sec-
tion. The recognition of kits that meet
only this criteria will last until EPA
publicizes its recognition of the first
test kits that meets both of the cri-
teria in paragraph (c) of this section.

(4) After September 1, 2010, test Kkits
must meet both of the criteria in para-
graph (c) of this section.

(6) If the report demonstrates that
the kit meets the required criteria,
EPA will issue a notice of recognition
to the kit manufacturer, provide them
with the report, and post the informa-
tion on EPA’s website.

(6) If the report demonstrates that
the kit does not meet the required cri-
teria, EPA will notify the kit manufac-
turer and provide them with the re-
port.

(c) Response criteria—(1) Negative re-
sponse criteria. For paint containing
lead at or above the regulated level, 1.0
mg/cm2 or 0.5% by weight, a dem-
onstrated probability (with 95% con-
fidence) of a negative response less
than or equal to 5% of the time.

(2) Positive response criteria. For paint
containing lead below the regulated
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level, 1.0 mg/cm2 or 0.5% by weight, a
demonstrated probability (with 95%
confidence) of a positive response less
than or equal to 10% of the time.

[73 FR 21763, Apr. 22, 2008]

§745.89 Firm certification.

(a) Initial certification. (1) Firms that
perform renovations for compensation
must apply to EPA for certification to
perform renovations or dust sampling.
To apply, a firm must submit to EPA a
completed ‘‘Application for Firms,”
signed by an authorized agent of the
firm, and pay at least the correct
amount of fees. If a firm pays more
than the correct amount of fees, EPA
will reimburse the firm for the excess
amount.

(2) After EPA receives a firm’s appli-
cation, EPA will take one of the fol-
lowing actions within 90 days of the
date the application is received:

(i) EPA will approve a firm’s applica-
tion if EPA determines that it is com-
plete and that the environmental com-
pliance history of the firm, its prin-
cipals, or its key employees does not
show an unwillingness or inability to
maintain compliance with environ-
mental statutes or regulations. An ap-
plication is complete if it contains all
of the information requested on the
form and includes at least the correct
amount of fees. When EPA approves a
firm’s application, EPA will issue the
firm a certificate with an expiration
date not more than 5 years from the
date the application is approved. EPA
certification allows the firm to per-
form renovations covered by this sec-
tion in any State or Indian Tribal area
that does not have a renovation pro-
gram that is authorized under subpart
Q of this part.

(ii) EPA will request a firm to supple-
ment its application if EPA determines
that the application is incomplete. If
EPA requests a firm to supplement its
application, the firm must submit the
requested information or pay the addi-
tional fees within 30 days of the date of
the request.

(iii) EPA will not approve a firm’s ap-
plication if the firm does not supple-
ment its application in accordance
with paragraph (a)(2)(ii) of this section
or if EPA determines that the environ-
mental compliance history of the firm,
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its principals, or its key employees
demonstrates an unwillingness or in-
ability to maintain compliance with
environmental statutes or regulations.
EPA will send the firm a letter giving
the reason for not approving the appli-
cation. EPA will not refund the appli-
cation fees. A firm may reapply for cer-
tification at any time by filing a new,
complete application that includes the
correct amount of fees.

(b) Re-certification. To maintain its
certification, a firm must be re-cer-
tified by EPA every 5 years.

(1) Timely and complete application. To
be re-certified, a firm must submit a
complete application for re-certifi-
cation. A complete application for re-
certification includes a completed
“Application for Firms’’ which con-
tains all of the information requested
by the form and is signed by an author-
ized agent of the firm, noting on the
form that it is submitted as a re-cer-
tification. A complete application
must also include at least the correct
amount of fees. If a firm pays more
than the correct amount of fees, EPA
will reimburse the firm for the excess
amount.

(i) An application for re-certification
is timely if it is postmarked 90 days or
more before the date the firm’s current
certification expires. If the firm’s ap-
plication is complete and timely, the
firm’s current certification will remain
in effect until its expiration date or
until EPA has made a final decision to
approve or disapprove the re-certifi-
cation application, whichever is later.

(ii) If the firm submits a complete re-
certification application less than 90
days before its current certification ex-
pires, and EPA does not approve the
application before the expiration date,
the firm’s current certification will ex-
pire and the firm will not be able to
conduct renovations until EPA ap-
proves its re-certification application.

(iii) If the firm fails to obtain recer-
tification before the firm’s current cer-
tification expires, the firm must not
perform renovations or dust sampling
until it is certified anew pursuant to
paragraph (a) of this section.

(2) EPA action on an application. After
EPA receives a firm’s application for
re-certification, EPA will review the
application and take one of the fol-
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lowing actions within 90 days of re-
ceipt:

(i) EPA will approve a firm’s applica-
tion if EPA determines that it is time-
ly and complete and that the environ-
mental compliance history of the firm,
its principals, or its key employees
does not show an unwillingness or in-
ability to maintain compliance with
environmental statutes or regulations.
When EPA approves a firm’s applica-
tion for re-certification, EPA will issue
the firm a new certificate with an expi-
ration date 5 years from the date that
the firm’s current certification expires.
EPA certification allows the firm to
perform renovations or dust sampling
covered by this section in any State or
Indian Tribal area that does not have a
renovation program that is authorized
under subpart Q of this part.

(ii) EPA will request a firm to supple-
ment its application if EPA determines
that the application is incomplete.

(iii) EPA will not approve a firm’s ap-
plication if it is not received or is not
complete as of the date that the firm’s
current certification expires, or if EPA
determines that the environmental
compliance history of the firm, its
principals, or its key employees dem-
onstrates an unwillingness or inability
to maintain compliance with environ-
mental statutes or regulations. EPA
will send the firm a letter giving the
reason for not approving the applica-
tion. EPA will not refund the applica-
tion fees. A firm may reapply for cer-
tification at any time by filing a new
application and paying the correct
amount of fees.

(c) Amendment of certification. A firm
must amend its certification within 90
days of the date a change occurs to in-
formation included in the firm’s most
recent application. If the firm fails to
amend its certification within 90 days
of the date the change occurs, the firm
may not perform renovations or dust
sampling until its certification is
amended.

(1) To amend a certification, a firm
must submit a completed ‘‘Application
for Firms,” signed by an authorized
agent of the firm, noting on the form
that it is submitted as an amendment
and indicating the information that
has changed. The firm must also pay at
least the correct amount of fees.
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(2) If additional information is need-
ed to process the amendment, or the
firm did not pay the correct amount of
fees, EPA will request the firm to sub-
mit the necessary information or fees.
The firm’s certification is not amended
until the firm complies with the re-
quest.

(3) Amending a certification does not
affect the certification expiration date.

(d) Firm responsibilities. Firms per-
forming renovations must ensure that:

(1) All individuals performing renova-
tion activities on behalf of the firm are
either certified renovators or have been
trained by a certified renovator in ac-
cordance with §745.90.

(2) A certified renovator is assigned
to each renovation performed by the
firm and discharges all of the certified
renovator responsibilities identified in
§745.90.

(3) All renovations performed by the
firm are performed in accordance with
the work practice standards in §745.85.

(4) The pre-renovation education re-
quirements of §745.84 have been per-
formed.

(6) The recordkeeping requirements
of §745.86 are met.

[73 FR 21764, Apr. 22, 2008]

§745.90 Renovator certification and
dust sampling technician certifi-
cation.

(a) Renovator certification and dust
sampling technician certification. (1) To
become a certified renovator or cer-
tified dust sampling technician, an in-
dividual must successfully complete
the appropriate course accredited by
EPA under §745.225 or by a State or
Tribal program that is authorized
under subpart Q of this part. The
course completion certificate serves as
proof of certification. EPA renovator
certification allows the certified indi-
vidual to perform renovations covered
by this section in any State or Indian
Tribal area that does not have a ren-
ovation program that is authorized
under subpart Q of this part. EPA dust
sampling technician certification al-
lows the certified individual to perform
dust clearance sampling under
§745.85(c) in any State or Indian Tribal
area that does not have a renovation
program that is authorized under sub-
part Q of this part.
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(2) Individuals who have successfully
completed an accredited abatement
worker or supervisor course, or individ-
uals who successfully completed an
EPA, HUD, or EPA/HUD model renova-
tion training course before October 4,
2011 may take an accredited refresher
renovator training course that includes
hands-on training in lieu of the initial
renovator training course to become a
certified renovator.

(3) Individuals who have successfully
completed an accredited lead-based
paint inspector or risk assessor course
October 4, 2011 may take an accredited
refresher dust sampling technician
course in lieu of the initial training to
become a certified dust sampling tech-
nician. Individuals who are currently
certified as lead-based paint inspectors
or risk assessors may act as certified
dust sampling technicians without fur-
ther training.

(4) To maintain renovator certifi-
cation or dust sampling technician cer-
tification, an individual must complete
a renovator or dust sampling techni-
cian refresher course accredited by
EPA under §745.225 or by a State or
Tribal program that is authorized
under subpart Q of this part within 5
years of the date the individual com-
pleted the initial course described in
paragraph (a)(1) of this section. If the
individual does not complete a re-
fresher course within this time, the in-
dividual must re-take the initial
course to become certified again. Indi-
viduals who complete a renovator
course accredited by EPA or an EPA
authorized program on or before March
31, 2010, must complete a renovator re-
fresher course accredited by EPA or an
EPA authorized program on or before
March 31, 2016, to maintain renovator
certification. Individuals who com-
pleted a renovator course accredited by
EPA or an EPA authorized program be-
tween April 1, 2010 and March 31, 2011,
will have one year added to their origi-
nal b-year certification. Individuals
who take a renovator refresher course
that does not include hands-on training
will be certified for 3 years from the
date they complete the training. Indi-
viduals who take a refresher training
course that includes hands-on training
will be certified for 5 years. Individuals
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who take the renovator refresher with-
out hands-on training must, for their
next refresher course, take a refresher
course that includes hands-on training
to maintain renovator certification.

(b) Renovator responsibilities. Certified
renovators are responsible for ensuring
compliance with §745.85 at all renova-
tions to which they are assigned. A cer-
tified renovator:

(1) Must perform all of the tasks de-
scribed in §745.85(b) and must either
perform or direct workers who perform
all of the tasks described in §745.85(a).

(2) Must provide training to workers
on the work practices required by
§745.85(a) that they will be using in
performing their assigned tasks.

(3) Must be physically present at the
work site when the signs required by
§745.85(a)(1) are posted, while the work
area containment required by
§745.85(a)(2) is being established, and
while the work area cleaning required
by §745.85(a)(b) is performed.

(4) Must regularly direct work being
performed by other individuals to en-
sure that the work practices required
by §745.85(a) are being followed, includ-
ing maintaining the integrity of the
containment barriers and ensuring
that dust or debris does not spread be-
yond the work area.

(6) Must be available, either on-site
or by telephone, at all times that ren-
ovations are being conducted.

(6) When requested by the party con-
tracting for renovation services, must
use an acceptable test kit to determine
whether components to be affected by
the renovation contain lead-based
paint.

(7) Must have with them at the work
site copies of their initial course com-
pletion certificate and their most re-
cent refresher course completion cer-
tificate.

(8) Must prepare the records required
by §745.86(b)(1)(ii) and (6).

(c) Dust sampling technician respon-

sibilities. When performing optional
dust clearance sampling under
§745.85(c), a certified dust sampling
technician:

(1) Must collect dust samples in ac-
cordance with §745.227(e)(8), must send
the collected samples to a laboratory
recognized by EPA under TSCA section
405(b), and must compare the results to
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the clearance levels in accordance with
§745.227(e)(8).

(2) Must have with them at the work
site copies of their initial course com-
pletion certificate and their most re-
cent refresher course completion cer-
tificate.

[73 FR 21765, Apr. 22, 2008, as amended at 75
FR 24819, May 6, 2010; 76 FR 47939, Aug. 5,
2011; 80 FR 20446, Apr. 16, 2015; 81 FR 7995,
Feb. 17, 2016]

§745.91 Suspending, revoking, or
modifying an individual’s or firm’s
certification.

(a)(1) Grounds for suspending, revok-
ing, or modifying an individual’s certifi-
cation. EPA may suspend, revoke, or
modify an individual’s certification if
the individual fails to comply with
Federal lead-based paint statutes or
regulations. EPA may also suspend, re-
voke, or modify a certified renovator’s
certification if the renovator fails to
ensure that all assigned renovations
comply with §745.85. In addition to an
administrative or judicial finding of
violation, execution of a consent agree-
ment in settlement of an enforcement
action constitutes, for purposes of this
section, evidence of a failure to comply
with relevant statutes or regulations.

(2) Grounds for suspending, revoking, or
modifying a firm’s certification. EPA may
suspend, revoke, or modify a firm’s cer-
tification if the firm:

(i) Submits false or misleading infor-
mation to EPA in its application for
certification or re-certification.

(ii) Fails to maintain or falsifies
records required in §745.86.

(iii) Fails to comply, or an individual
performing a renovation on behalf of
the firm fails to comply, with Federal
lead-based paint statutes or regula-
tions. In addition to an administrative
or judicial finding of violation, execu-
tion of a consent agreement in settle-
ment of an enforcement action con-
stitutes, for purposes of this section,
evidence of a failure to comply with
relevant statutes or regulations.

(b) Process for suspending, revoking, or
modifying certification. (1) Prior to tak-
ing action to suspend, revoke, or mod-
ify an individual’s or firm’s certifi-
cation, EPA will notify the affected en-
tity in writing of the following:
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(i) The legal and factual basis for the
proposed suspension, revocation, or
modification.

(ii) The anticipated commencement
date and duration of the suspension,
revocation, or modification.

(iii) Actions, if any, which the af-
fected entity may take to avoid sus-
pension, revocation, or modification, or
to receive certification in the future.

(iv) The opportunity and method for
requesting a hearing prior to final sus-
pension, revocation, or modification.

(2) If an individual or firm requests a
hearing, EPA will:

(i) Provide the affected entity an op-
portunity to offer written statements
in response to EPA’s assertions of the
legal and factual basis for its proposed
action.

(ii) Appoint an impartial official of
EPA as Presiding Officer to conduct
the hearing.

(3) The Presiding Officer will:

(i) Conduct a fair, orderly, and impar-
tial hearing within 90 days of the re-
quest for a hearing.

(ii) Consider all relevant evidence,
explanation, comment, and argument
submitted.

(iii) Notify the affected entity in
writing within 90 days of completion of
the hearing of his or her decision and
order. Such an order is a final agency
action which may be subject to judicial
review. The order must contain the
commencement date and duration of
the suspension, revocation, or modi-
fication.

(4) If EPA determines that the public
health, interest, or welfare warrants
immediate action to suspend the cer-
tification of any individual or firm
prior to the opportunity for a hearing,
it will:

(i) Notify the affected entity in ac-
cordance with paragraph (b)(1)(d)
through (b)(1)(iii) of this section, ex-
plaining why it is necessary to suspend
the entity’s certification before an op-
portunity for a hearing.

(ii) Notify the affected entity of its
right to request a hearing on the im-
mediate suspension within 15 days of
the suspension taking place and the
procedures for the conduct of such a
hearing.

(5) Any notice, decision, or order
issued by EPA under this section, any
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transcript or other verbatim record of
oral testimony, and any documents
filed by a certified individual or firm in
a hearing under this section will be
available to the public, except as oth-
erwise provided by section 14 of TSCA
or by part 2 of this title. Any such
hearing at which oral testimony is pre-
sented will be open to the public, ex-
cept that the Presiding Officer may ex-
clude the public to the extent nec-
essary to allow presentation of infor-
mation which may be entitled to con-
fidential treatment under section 14 of
TSCA or part 2 of this title.

(6) EPA will maintain a publicly
available list of entities whose certifi-
cation has been suspended, revoked,
modified, or reinstated.

(7) Unless the decision and order
issued under paragraph (b)(3)(iii) of
this section specify otherwise:

(i) An individual whose certification
has been suspended must take a re-
fresher training course (renovator or
dust sampling technician) in order to
make his or her certification current.

(ii) An individual whose certification
has been revoked must take an initial
renovator or dust sampling technician
course in order to become certified
again.

(iii) A firm whose certification has
been revoked must reapply for certifi-
cation after the revocation ends in
order to become certified again. If the
firm’s certification has been suspended
and the suspension ends less than 5
yvears after the firm was initially cer-
tified or re-certified, the firm does not
need to do anything to re-activate its
certification.

[73 FR 21765, Apr. 22, 2008]

§745.92 Fees for the accreditation of
renovation and dust sampling tech-
nician training and the certification
of renovation firms.

(a) Persons who must pay fees. Fees in
accordance with paragraph (b) of this
section must be paid by:

(1) Training programs—(i) Non-exempt
training programs. All non-exempt
training programs applying to EPA for
the accreditation and re-accreditation
of training programs in one or more of
the following disciplines: Renovator,
dust sampling technician.
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(ii) Exemption. No fee shall be im-
posed on any training program oper-
ated by a State, federally recognized
Indian Tribe, local government, or non-
profit organization. This exemption
does not apply to the certification of
firms or individuals.

§745.101

(2) Firms. All firms applying to EPA
for certification and re-certification to
conduct renovations.

(b) Fee amounts—(1) Certification and
accreditation fees. Initial and renewal
certification and accreditation fees are
specified in the following table:

Training Program Accreditation Rig%é%di;ig?gzg%e(% ?o!%?eiiil:)ee

Initial Renovator or Dust Sampling Technician | $560 $340

Course
Refresher Renovator or Dust Sampling Tech- | $400 $310

nician Course
Renovation Firm Certification Re-certification (every 5 years see 40

CFR 745.89(b))

Firm $300 $300
Combined Renovation and Lead-based Paint | $550 $550

Activities Firm Application
Combined Renovation and Lead-based Paint | $20 $20

Activities Tribal Firm Application
Tribal Firm $20 $20

(2) Lost certificate. A $15 fee will be
charged for the replacement of a firm
certificate.

(c) Certificate replacement. Firms seek-
ing certificate replacement must:

(1) Complete the applicable portions
of the ‘“‘Application for Firms” in ac-
cordance with the instructions pro-
vided.

(2) Submit the application and a pay-
ment of $15 in accordance with the in-
structions provided with the applica-
tion package.

(3) Accreditation or certification amend-
ments. No fee will be charged for ac-
creditation or certification amend-
ments.

(d) Failure to remit fees. (1) EPA will
not provide certification, re-certifi-
cation, accreditation, or re-accredita-
tion for any firm or training program
that does not remit fees described in
paragraph (b) of this section in accord-
ance with the procedures specified in 40
CFR 745.89.

(2) EPA will not replace a certificate
for any firm that does not remit the $15
fee in accordance with the procedures
specified in paragraph (c) of this sec-
tion.

[74 FR 11869, Mar. 20, 2009, as amended at 76
FR 47939, Aug. 5, 2011]
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Subpart F—Disclosure of Known
Lead-Based Paint and/or
Lead-Based Paint Hazards
Upon Sale or Lease of Resi-
dential Property

§745.100 Purpose.

This subpart implements the provi-
sions of 42 U.S.C. 4852d, which impose
certain requirements on the sale or
lease of target housing. Under this sub-
part, a seller or lessor of target hous-
ing shall disclose to the purchaser or
lessee the presence of any known lead-
based paint and/or lead-based paint
hazards; provide available records and
reports; provide the purchaser or lessee
with a lead hazard information pam-
phlet; give purchasers a 10-day oppor-
tunity to conduct a risk assessment or
inspection; and attach specific disclo-
sure and warning language to the sales
or leasing contract before the pur-
chaser or lessee is obligated under a
contract to purchase or lease target
housing.

§745.101 Scope and applicability.

This subpart applies to all trans-
actions to sell or lease target housing,
including subleases, with the exception
of the following:

(a) Sales of target housing at fore-
closure.
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(b) Leases of target housing that
have been found to be lead-based paint
free by an inspector certified under the
Federal certification program or under
a federally accredited State or tribal
certification program. Until a Federal
certification program or federally ac-
credited State certification program is
in place within the State, inspectors
shall be considered qualified to conduct
an inspection for this purpose if they
have received certification under any
existing State or tribal inspector cer-
tification program. The lessor has the
option of using the results of addi-
tional test(s) by a certified inspector to
confirm or refute a prior finding.

(c) Short-term leases of 100 days or
less, where no lease renewal or exten-
sion can occur.

(d) Renewals of existing leases in tar-
get housing in which the lessor has pre-
viously disclosed all information re-
quired under §745.107 and where no new
information described in §745.107 has
come into the possession of the lessor.
For the purposes of this paragraph, re-
newal shall include both renegotiation
of existing lease terms and/or ratifica-
tion of a new lease.

§745.102 Effective dates.

The requirements in this subpart
take effect in the following manner:

(a) For owners of more than four resi-
dential dwellings, the requirements
shall take effect on September 6, 1996.

(b) For owners of one to four residen-
tial dwellings, the requirements shall
take effect on December 6, 1996.

§745.103 Definitions.

The following definitions apply to
this subpart.

The Act means the Residential Lead-
Based Paint Hazard Reduction Act of
1992, 42 U.S.C. 4852d.

Agent means any party who enters
into a contract with a seller or lessor,
including any party who enters into a
contract with a representative of the
seller or lessor, for the purpose of sell-
ing or leasing target housing. This
term does not apply to purchasers or
any purchaser’s representative who re-
ceives all compensation from the pur-
chaser.
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Available means in the possession of
or reasonably obtainable by the seller
or lessor at the time of the disclosure.

Common area means a portion of a
building generally accessible to all
residents/users including, but not lim-
ited to, hallways, stairways, laundry
and recreational rooms, playgrounds,
community centers, and boundary
fences.

Contract for the purchase and sale of
residential real property means any con-
tract or agreement in which one party
agrees to purchase an interest in real
property on which there is situated one
or more residential dwellings used or
occupied, or intended to be used or oc-
cupied, in whole or in part, as the home
or residence of one or more persons.

EPA means the Environmental Pro-
tection Agency.

Evaluation means a risk assessment
and/or inspection.

Foreclosure means any of the various
methods, statutory or otherwise,
known in different jurisdictions, of en-
forcing payment of a debt, by the tak-
ing and selling of real property.

Housing for the elderly means retire-
ment communities or similar types of
housing reserved for households com-
posed of one or more persons 62 years
of age or more at the time of initial oc-
cupancy.

HUD means the U.S. Department of
Housing and Urban Development.

Inspection means:

(1) A surface-by-surface investigation
to determine the presence of lead-based
paint as provided in section 302(c) of
the Lead-Based Paint Poisoning and
Prevention Act [42 U.S.C. 4822], and

(2) The provision of a report explain-
ing the results of the investigation.

Lead-based paint means paint or other
surface coatings that contain lead
equal to or in excess of 1.0 milligram
per square centimeter or 0.5 percent by
weight.

Lead-based paint free housing means
target housing that has been found to
be free of paint or other surface coat-
ings that contain lead equal to or in
excess of 1.0 milligram per square cen-
timeter or 0.5 percent by weight.

Lead-based paint hazard means any
condition that causes exposure to lead
from lead-contaminated dust, lead-con-
taminated soil, or lead-contaminated
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paint that is deteriorated or present in
accessible surfaces, friction surfaces,
or impact surfaces that would result in
adverse human health effects as estab-
lished by the appropriate Federal agen-
cy.

Lessee means any entity that enters
into an agreement to lease, rent, or
sublease target housing, including but
not limited to individuals, partner-
ships, corporations, trusts, government
agencies, housing agencies, Indian
tribes, and nonprofit organizations.

Lessor means any entity that offers
target housing for lease, rent, or sub-
lease, including but not limited to indi-
viduals, partnerships, corporations,
trusts, government agencies, housing
agencies, Indian tribes, and nonprofit
organizations.

Owner means any entity that has
legal title to target housing, including
but not limited to individuals, partner-
ships, corporations, trusts, government
agencies, housing agencies, Indian
tribes, and nonprofit organizations, ex-
cept where a mortgagee holds legal
title to property serving as collateral
for a mortgage loan, in which case the
owner would be the mortgagor.

Purchaser means an entity that en-
ters into an agreement to purchase an
interest in target housing, including
but not limited to individuals, partner-
ships, corporations, trusts, government
agencies, housing agencies, Indian
tribes, and nonprofit organizations.

Reduction means measures designed
to reduce or eliminate human exposure
to lead-based paint hazards through
methods including interim controls
and abatement.

Residential dwelling means:

(1) A single-family dwelling, includ-
ing attached structures such as porches
and stoops; or

(2) A single-family dwelling unit in a
structure that contains more than one
separate residential dwelling unit, and
in which each such unit is used or oc-
cupied, or intended to be used or occu-
pied, in whole or in part, as the resi-
dence of one or more persons.

Risk assessment means an on-site in-
vestigation to determine and report
the existence, nature, severity, and lo-
cation of lead-based paint hazards in
residential dwellings, including:
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(1) Information gathering regarding
the age and history of the housing and
occupancy by children under age 6;

(2) Visual inspection;

(3) Limited wipe sampling or other
environmental sampling techniques;

(4) Other activity as may be appro-
priate; and

(5) Provision of a report explaining
the results of the investigation.

Secretary means the Secretary of
Housing and Urban Development.

Seller means any entity that transfers
legal title to target housing, in whole
or in part, in return for consideration,
including but not limited to individ-
uals, partnerships, corporations,
trusts, government agencies, housing
agencies, Indian tribes, and nonprofit
organizations. The term ‘‘seller’ also
includes:

(1) An entity that transfers shares in
a cooperatively owned project, in re-
turn for consideration; and

(2) An entity that transfers its inter-
est in a leasehold, in jurisdictions or
circumstances where it is legally per-
missible to separate the fee title from
the title to the improvement, in return
for consideration.

Target housing means any housing
constructed prior to 1978, except hous-
ing for the elderly or persons with dis-
abilities (unless any child who is less
than 6 years of age resides or is ex-
pected to reside in such housing) or
any 0-bedroom dwelling.

TSCA means the Toxic Substances
Control Act, 15 U.S.C. 2601.

0-bedroom dwelling means any residen-
tial dwelling in which the living area is
not separated from the sleeping area.
The term includes efficiencies, studio
apartments, dormitory housing, mili-
tary barracks, and rentals of individual
rooms in residential dwellings.

§745.107 Disclosure requirements for
sellers and lessors.

(a) The following activities shall be
completed before the purchaser or les-
see is obligated under any contract to
purchase or lease target housing that
is not otherwise an exempt transaction
pursuant to §745.101. Nothing in this
section implies a positive obligation on
the seller or lessor to conduct any eval-
uation or reduction activities.
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(1) The seller or lessor shall provide
the purchaser or lessee with an EPA-
approved lead hazard information pam-
phlet. Such pamphlets include the EPA
document entitled Protect Your Family
From Lead in Your Home (EPA #747-K-
94-001) or an equivalent pamphlet that
has been approved for use in that State
by EPA.

(2) The seller or lessor shall disclose
to the purchaser or lessee the presence
of any known lead-based paint and/or
lead-based paint hazards in the target
housing being sold or leased. The seller
or lessor shall also disclose any addi-
tional information available con-
cerning the known lead-based paint
and/or lead-based paint hazards, such
as the basis for the determination that
lead-based paint and/or lead-based
paint hazards exist, the location of th