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on the designation provided by the sup-
plier, unless the retailer willfully dis-
regarded information establishing that
the country of origin declaration was
false.

(4) Records that identify the covered
commodity, the retail supplier, and for
products that are not pre-labeled, the
country of origin information must be
maintained for a period of 1 year from
the date the origin declaration is made
at retail.

[74 FR 2704, Jan. 15, 2009, as amended at 81
FR 10761, Mar. 2, 2016]
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Subpart A—General Provisions

§66.1 Definitions.

Act means the Agricultural Mar-
keting Act of 1946 (7 U.S.C. 1621 et seq.),
as amended to include Subtitle E—Na-
tional Bioengineered Food Disclosure
Standard and Subtitle F—Labeling of
Certain Food.

Administrator means the Adminis-
trator of the Agricultural Marketing
Service, United States Department of
Agriculture, or the representative to
whom authority has been delegated to
act in the stead of the Administrator.

AMS means the Agricultural Mar-
keting Service of the United States De-
partment of Agriculture.

Bioengineered food means—

(1) Subject to the factors, conditions,
and limitations in paragraph (2) of this
definition:

(i) A food that contains genetic mate-
rial that has been modified through in
vitro recombinant deoxyribonucleic
acid (rDNA) techniques and for which
the modification could not otherwise
be obtained through conventional
breeding or found in nature; provided
that

(ii) Such a food does not contain
modified genetic material if the ge-
netic material is not detectable pursu-
ant to §66.9.

(2) A food that meets one of the fol-
lowing factors and conditions is not a
bioengineered food.

(i) An incidental additive present in
food at an insignificant level and that
does not have any technical or func-
tional effect in the food, as described in
21 CFR 101.100(a)(3).

(ii) [Reserved]

Bioengineered substance means sub-
stance that contains genetic material
that has been modified through in vitro
recombinant deoxyribonucleic acid
(rDNA) techniques and for which the
modification could not otherwise be
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obtained through conventional breed-
ing or found in nature.

Compliance date means—

(1) Mandatory compliance date. Enti-
ties responsible for bioengineered food
disclosure must comply with the re-
quirements of this part by January 1,
2022.

(2) Updates to the List of Bioengineered
Foods. When AMS updates the List of
Bioengineered Foods pursuant to §66.7,
entities responsible for bioengineered
food disclosures must comply with the
updates no later than 18 months after
the effective date of the update.

Food means a food (as defined in sec-
tion 201 of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 321)) that is in-
tended for human consumption.

Food manufacturer means an entity
that manufactures, processes, or packs
human food and labels the food or food
product for U.S. retail sale.

Importer means the importer of
record, as determined by U.S. Customs
and Border Protection (19 U.S.C.
1484(a)(2)(B)), who engages in the im-
portation of food or food products la-
beled for retail sale into the United
States.

Information panel means that part of
the label of a packaged product that is
immediately contiguous to and to the
right of the principal display panel as
observed by an individual facing the
principal display panel, unless another
section of the label is designated as the
information panel because of package
size or other package attributes (e.g. ir-
regular shape with one usable surface).

Label means a display of written,
printed, or graphic matter upon the
immediate container or outside wrap-
per of any retail package or article
that is easily legible on or through the
outside container or wrapper.

Labeling means all labels and other
written, printed, or graphic matter:

(1) Upon any article or any of its con-
tainers or wrappers; or

(2) Accompanying such article.

List of Bioengineered Foods means a
list, maintained and updated by AMS
and provided in §66.6, of foods for which
bioengineered versions have been de-
veloped.

Marketing and promotional information
means any written, printed, audio-
visual, or graphic information, includ-

7 CFR Ch. | (1-1-23 Edition)

ing advertising, pamphlets, flyers,
catalogues, posters, and signs that are
distributed, broadcast, or made avail-
able to assist in the sale or promotion
of a product.

Predominance means an ingredient’s
position in the ingredient list on a
product’s label. Predominant ingredi-
ents are those most abundant by
weight in the product, as required
under 21 CFR 101.4(a)(1).

Principal display panel means that
part of a label that is most likely to be
displayed, presented, shown, or exam-
ined under customary conditions of dis-
play for retail sale.

Processed food means any food other
than a raw agricultural commodity,
and includes any raw agricultural com-
modity that has been subject to proc-
essing, such as canning, cooking, freez-
ing, dehydration, or milling.

Raw agricultural commodity means
any agricultural commodity in its raw
or natural state, including all fruits
that are washed, colored, or otherwise
treated in their unpeeled natural form
prior to marketing.

Regulated entity means the food man-
ufacturer, importer, or retailer that is
responsible for making bioengineered
food disclosures under §66.100(a).

Secretary means the United States
Secretary of Agriculture or a rep-
resentative to whom authority has
been delegated to act in the Sec-
retary’s stead.

Similar retail food establishment means
a cafeteria, lunch room, food stand,
food truck, transportation carrier
(such as a train or airplane), saloon,
tavern, bar, lounge, other similar es-
tablishment operated as an enterprise
engaged in the business of selling pre-
pared food to the public, or salad bars,
delicatessens, and other food enter-
prises located within retail establish-
ments that provide ready-to-eat foods
that are consumed either on or outside
of the retailer’s premises.

Small food manufacturer means any
food manufacturer with annual re-
ceipts of at least $2,500,000, but less
than $10,000,000.

Small package means food packages
that have a total surface area of less
than 40 square inches.
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Very small food manufacturer means
any food manufacturer with annual re-
ceipts of less than $2,500,000.

Very small package means food pack-
ages that have a total surface area of
less than 12 square inches.

§66.3 Disclosure requirement and ap-
plicability.

(a) General. (1) A label for a bioengi-
neered food must bear a disclosure in-
dicating that the food is a bioengi-
neered food or contains a bioengineered
food ingredient consistent with this
part.

(2) Except as provided in §66.116 for
voluntary disclosure, a label shall not
bear a disclosure that a food is a bio-
engineered food or contains a bioengi-
neered food ingredient if the records
maintained in accordance with §66.302
demonstrate that the food is not a bio-
engineered food or does not contain a
bioengineered food ingredient.

(b) Application to food. This part ap-
plies only to a food subject to:

(1) The labeling requirements under
the Federal Food, Drug, and Cosmetic
Act (“FDCA”); or

(2) The labeling requirements under
the Federal Meat Inspection Act, the
Poultry Products Inspection Act, or
the Egg Products Inspection Act only
if:

(i) The most predominant ingredient
of the food would independently be sub-
ject to the labeling requirements under
the FDCA; or

(ii) The most predominant ingredient
of the food is broth, stock, water, or a
similar solution and the second-most
predominant ingredient of the food
would independently be subject to the
labeling requirements under the FDCA.

§66.5 Exemptions.

This part shall not apply to the food
and entities described in this section.

(a) Food served in a restaurant or
similar retail food establishment.

(b) Very small food manufacturers.

(c) A food in which no ingredient in-
tentionally contains a bioengineered
(BE) substance, with an allowance for
inadvertent or technically unavoidable
BE presence of up to five percent (5%)
for each ingredient.

(d) A food derived from an animal
shall not be considered a bioengineered

§66.7

food solely because the animal con-
sumed feed produced from, containing,
or consisting of a bioengineered sub-
stance.

(e) Food certified under the National
Organic Program.

§66.6 List of Bioengineered Foods.

The List of Bioengineered Foods con-
sists of the following: Alfalfa, apple
(ArcticT™ varieties), canola, corn, cot-
ton, eggplant (BARI Bt Begun vari-
eties), papaya (ringspot virus-resistant
varieties), pineapple (pink flesh vari-
eties), potato, salmon
(AquAdvantage®), soybean, squash
(summer), and sugarbeet.

§66.7 Updates to the List of Bioengi-
neered Foods.

(a) Updates to the List. AMS will re-
view and consider updates to the List
on an annual basis and will solicit rec-
ommendations regarding updates to
the List through notification in the
FEDERAL REGISTER and on the AMS
website.

(1) Recommendations regarding addi-
tions to and subtractions from the List
may be submitted to AMS at any time
or as part of the annual review process.

(2) Recommendations should be ac-
companied by data and other informa-
tion to support the recommended ac-
tion.

(3) AMS will post public rec-
ommendations on its website, along
with information about other revisions
to the List that the agency may be
considering, including input based on
consultation with the government
agencies responsible for oversight of
the products of biotechnology: USDA’s
Animal and Plant Health Inspection
Service (USDA-APHIS), the U.S. Envi-
ronmental Protection Agency (EPA),
and the Department of Health and
Human Services’ Food and Drug Ad-
ministration (FDA), and appropriate
members of the Coordinated Frame-
work for the Regulation of Bio-
technology or a similar successor.

(4) AMS will consider whether foods
proposed for inclusion on the List have
been authorized for commercial pro-
duction somewhere in the world, and
whether the food is currently in legal
commercial production for human food
somewhere in the world.
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(5) If AMS determines that an update
to the List is appropriate following its
review of all relevant information pro-
vided, AMS will modify the List.

(b) Compliance period. Regulated enti-
ties will have 18 months following the
effective date of the updated List of
Bioengineered Foods to revise food la-
bels to reflect changes to the List in
accordance with the disclosure require-
ments of this part.

§66.9 Detectability.

(a) Recordkeeping requirements. Modi-
fied genetic material is not detectable
if, pursuant to the recordkeeping re-
quirements of §66.302, the entity re-
sponsible for making a BE food disclo-
sure maintains:

(1) Records to verify that the food is
sourced from a non-bioengineered crop
or source; or

(2) Records to verify that the food
has been subjected to a refinement
process validated to make the modified
genetic material in the food
undetectable; or

(3) Certificates of analysis or other
records of testing appropriate to the
specific food that confirm the absence
of modified genetic material.

(b) Validated refining process. (1) Ana-
lytical testing that meets the stand-
ards described in paragraph (c) of this
section must be used to validate that a
refining process renders modified ge-
netic material in a food undetectable.

(2) Once a refining process has been
so validated, additional testing is not
necessary to confirm the absence of de-
tectable modified genetic material in
food subsequently refined through that
process, provided that no significant
changes are made to the validated
process and provided that records are
maintained to demonstrate that the re-
fining process has been validated and
that the validated refining process is
followed.

(c) Standards of performance for detect-
ability testing. Analytical testing for
purposes of detecting the presence of
modified genetic material in refined
foods pursuant to paragraph (a) of this
section shall meet the following stand-
ard:

(1) Laboratory quality assurance
must ensure the validity and reli-
ability of test results;

7 CFR Ch. | (1-1-23 Edition)

(2) Analytical method selection, vali-
dation, and verification must ensure
that the testing method used is appro-
priate (fit for purpose) and that the
laboratory can successfully perform
the testing;

(3) The demonstration of testing va-
lidity must ensure consistent accurate
analytical performance; and

(4) Method performance specifica-
tions must ensure analytical tests are
sufficiently sensitive for the purposes
of the detectability requirements of
this part.

§66.11 Severability.

If any provision of this part is de-
clared invalid or the applicability
thereof to any person or circumstances
is held invalid, the validity of the re-
mainder of this part or the applica-
bility thereof to other persons or cir-
cumstances shall not be affected there-
by.

§66.13 Implementation and
ance.

(a) Implementation. Except for small
food manufacturers, the implementa-
tion date for this part is January 1,
2020. For small food manufacturers, the
implementation date is January 1, 2021.

(b) Voluntary compliance. (1) Regu-
lated entities may voluntarily comply
with the requirements in this part
until December 31, 2021.

(2) During this period, regulated enti-
ties may use labels that meet require-
ments of preempted State labeling reg-
ulations for genetically engineered
food. Stickers or ink stamps may be
applied to existing labels to provide ap-
propriate bioengineered food disclo-
sures provided that the stickers or ink
stamps do not obscure other required
label information.

(c) Mandatory compliance. All regu-
lated entities must comply with the re-
quirements of this part beginning on
January 1, 2022.

compli-

Subpart B—Bioengineered Food
Disclosure

§66.100 General.

(a) Responsibility for disclosure. (1) For
a food that is packaged prior to receipt
by a retailer, the food manufacturer or
importer is responsible for ensuring
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that the food label bears a bioengi-
neered food disclosure in accordance
with this part.

(2) If a retailer packages a food or
sells a food in bulk, that retailer is re-
sponsible for ensuring that the food
bears a bioengineered food disclosure
in accordance with this part.

(b) Type of disclosure. If a food must
bear a bioengineered food disclosure
under this part, the disclosure must be
in one of the forms described in this
paragraph (b), except as provided in
§§66.110 and 66.112.

(1) A text disclosure in accordance
with §66.102.

(2) A symbol disclosure in accordance
with §66.104.

(3) An electronic or digital link dis-
closure in accordance with §66.106.

(4) A text message disclosure in ac-
cordance with §66.108.

(c) Appearance of disclosure. The re-
quired disclosure must be of sufficient
size and clarity to appear prominently
and conspicuously on the label, making
it likely to be read and understood by
the consumer under ordinary shopping
conditions.

(d) Placement of the disclosure. Except
as provided in §66.114 for bulk food, the
disclosure must be placed on the label
in one of the manners described in this
paragraph (d).

(1) The disclosure is placed in the in-
formation panel directly adjacent to
the statement identifying the name
and location of the handler, dis-
tributor, packer, manufacturer, im-
porter, or any statement disclosing
similar information.

(2) The disclosure is placed in the
principal display panel.

(3) The disclosure is placed in an al-
ternate panel likely to be seen by a
consumer under ordinary shopping con-
ditions if there is insufficient space to
place the disclosure on the information
panel or the principal display panel.

(e) Uniform Resource Locator (URL).
Except for disclosures made by small
manufacturers and for disclosures on
very small packages, a bioengineered
food disclosure may not include an
internet website URL that is not em-
bedded in an electronic or digital link.

§66.104

§66.102 Text disclosure.

A text disclosure must bear the text
as described in this section. A text dis-
closure may use a plural form if appli-
cable, e.g. if a food product includes
more than one bioengineered food, then
‘“‘bioengineered foods’” or ‘‘bioengi-
neered food ingredients’ may be used.

(a) Bioengineered foods. If a food (in-
cluding any ingredient produced from
such food) is on the List of Bioengi-
neered Foods, and records maintained
by a regulated entity demonstrate that
the food is bioengineered, the text dis-
closure must be one of the following, as
applicable:

(1) ‘“‘Bioengineered food’ for bioengi-
neered food that is a raw agricultural
commodity or processed food that con-
tains only bioengineered food ingredi-
ents; or

(2) “Contains a bioengineered food in-
gredient” for multi-ingredient food
that is not described in paragraph (a)(1)
of this section but contains one or
more bioengineered food ingredients.

(b) Predominant language in U.S. Food
subject to disclosure that is distributed
solely in a U.S. territory may be la-
beled with statements equivalent to
those required in this part, using the
predominant language used in that ter-
ritory.

§66.104 Symbol disclosure.

A symbol disclosure must replicate
the form and design of Figure 1 to this
section.

(a) The symbol is a circle with a
green circumference, and a white outer
band. The bottom portion of the circle
contains an arch, filled in green to the
bottom of the circle. The arch contains
two light green terrace lines, sloping
downward from left to right. On the
left side of the arch is a stem arching
towards the center of the circle, ending
in a four-pointed starburst. The stem
contains two leaves originating on the
upper side of the stem and pointing to-
wards the top of the circle. In the back-
ground of the leaves, at the top of the
circle and to the left of center, is ap-
proximately one-half of a circle filled
in yellow. The remainder of the circle
is filled in light blue. The symbol must
contain the words “BIOENGI-
NEERED.”

201

Fmt 8010 Sfmt8010 Q:\07\7V3.TXT PC31



sfrattini on LAPJZKW1R2 with $$_JOB

VerDate Sep<11>2014

§66.106

(b) If a food (including any ingredient
produced from such food) is on the List
of Bioengineered Foods, and records
maintained by a regulated entity dem-

7 CFR Ch. | (1-1-23 Edition)

onstrate that the food is bioengineered,
or do not demonstrate whether the
food is bioengineered, the symbol dis-
closure must be the following:

Figure 1 to § 66.104

(c) The symbol may be printed in
black and white.

(d) Nothing can be added to or re-
moved from the bioengineered food
symbol design except as allowed in this
part.

§66.106 Electronic or digital link dis-
closure.

If a required bioengineered food dis-
closure is made through an electronic
or digital link printed on the label, the
disclosure must comply with the re-
quirements described in this section.

(a) Accompanying statement. (1) An
electronic or digital disclosure must be
accompanied by, and be placed directly
above or below, this statement: ‘‘Scan
here for more food information” or
equivalent language that only reflects
technological changes (e.g., ‘‘Scan any-
where on package for more food infor-
mation” or ‘“Scan icon for more food
information’’).

(2) The electronic or digital disclo-
sure must also be accompanied by a
telephone number that will provide the
bioengineered food disclosure to the
consumer, regardless of the time of
day. The telephone number instruc-
tions must be in close proximity to the
digital link and the accompanying
statement described in paragraph (a)(1)
of this section, must indicate that call-
ing the telephone number will provide
more food information, and must be ac-
companied by the statement ‘‘Call [1-
000-000-0000] for more food informa-
tion.”

(b) Product information page. When
the electronic or digital link is

accessed, the link must go directly to
the product information page for dis-
play on the electronic or digital device.
The product information page must
comply with the requirements de-
scribed in this paragraph (b).

(1) The product information page
must be the first screen to appear on
an electronic or digital device after the
link is accessed as directed.

(2) The product information page
must include a bioengineered food dis-
closure that is consistent with §66.102
or §66.104.

(3) The product information page
must exclude marketing and pro-
motional information.

(4) The electronic or digital link dis-
closure may not collect, analyze, or
sell any personally identifiable infor-
mation about consumers or the devices
of consumers; however, if this informa-
tion must be collected to carry out the
purposes of this part, the information
must be deleted immediately and not
used for any other purpose.

§66.108 Text message disclosure.

The regulated entity must not charge
a person any fee to access the bioengi-
neered food information through text
message and must comply with the re-
quirements described in this section.

(a) The label must include this state-
ment ‘“‘Text [command word] to [num-
ber] for bioengineered food informa-
tion.” The number must be a number,
including a short code, that sends an
immediate response to the consumer’s
mobile device.
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(b) The response must be a one-time
response and the only information in
the response must be the appropriate
bioengineered food disclosure described
in §66.102 or §66.116.

(c) The response must exclude mar-
keting and promotional information.

(d) A regulated entity that selects
the text message option must comply
with the requirements of this para-
graph (d).

(1) The regulated entity must not
collect, analyze, or sell any personally
identifiable information about con-
sumers or the devices of consumers.

(2) The regulated entity must not use
any information related to the text
message option for any marketing pur-
poses.

(3) If any information must be col-
lected to carry out the purposes of this
part, the information must be deleted
as soon as possible and not be used for
any other purpose.

§66.109 Required disclosure with ac-
tual knowledge.

Notwithstanding any provision in
this subpart, if a food manufacturer
(other than a very small food manufac-
turer), a retailer, or an importer has
actual knowledge that the food is a
bioengineered food or contains a bio-
engineered food ingredient, it must dis-
close that the food is bioengineered or
contains a bioengineered food ingre-
dient, as applicable, using appropriate
text, symbol, electronic or digital link
disclosure, or text message.

§66.110 Small food manufacturers.

A small food manufacturer must
make the required bioengineered food
disclosure using one of the bioengi-
neered food disclosure options per-
mitted under §§66.102, 66.104, 66.106, and
66.108 or as described in this section.

(a) The label bears the statement:
“Call for more food information,”
which accompanies a telephone number
that will provide the bioengineered
food disclosure to the consumer, re-
gardless of the time of day. Disclosure
via telephone number must include a
bioengineered food disclosure that is
consistent with §66.102 in audio form
and may be pre-recorded.

(b) The label bears the statement:
“Visit [URL of the website] for more

§66.116

food information,” which accompanies
a website that meets the requirements
of §66.106(b). Disclosure via website
must include a bioengineered food dis-
closure that is consistent with §66.102
or §66.104 in written form.

§66.112 Small and very small pack-
ages.

In addition to the disclosures de-
scribed in this subpart, for food in
small and very small packages, the re-
quired disclosure may be in the form
described in paragraph (a), (b), or (c) of
this section.

(a) The label bears the electronic or
digital disclosure described in §66.106,
and replaces the statement and phone
number required in §66.106(a) with the
statement ‘“Scan for info.”

(b) The label bears a number or short
code as described in §66.108(a), and re-
places the statement with ‘“‘Text for
info.”

(c) The label bears a phone number as
described in §66.110(a), and replaces the
statement with ‘“Call for info.”’

(d) For very small packages only, if
the label includes a preexisting Uni-
form Resource Locator for a website or
a telephone number that a consumer
can use to obtain food information,
that website or telephone number may
also be used for the required bioengi-
neered food disclosure, provided that
the disclosure is consistent with §66.102
or §66.104 in written or audio form, as
applicable.

§66.114 Food sold in bulk containers.

(a) Bioengineered food sold in bulk
containers (e.g., display case, bin, car-
ton, and barrel), used at the retail level
to present product to consumers, in-
cluding a display at a fresh seafood
counter, must use one of the disclosure
options described in §66.102, §66.104,
§66.106, or §66.108.

(b) The disclosure must appear on
signage or other materials (e.g.,
placard, sign, label, sticker, band, twist
tie, or other similar format) that al-
lows consumers to easily identify and
understand the bioengineered status of
the food.

§66.116 Voluntary disclosure.

(a) Disclosure of bioengineered food by
exempt entities. If a food on the List of

203

16:14 Mar 16, 2023 Jkt 259014 PO 00000 Frm 00213 Fmt8010 Sfmt8010 Q:\07\7V3.TXT PC31



sfrattini on LAPJZKW1R2 with $$_JOB

VerDate Sep<11>2014

§66.118

Bioengineered Foods is subject to dis-
closure, a very small food manufac-
turer, restaurant, or similar retail food
establishment may voluntarily provide
that disclosure. The disclosure must be
in one or more of the forms described
in this paragraph (a).

(1) A text disclosure, in accordance
with §66.102.

(2) A symbol disclosure, in accord-
ance with §66.104.

(3) An electronic or digital link dis-
closure, in accordance with §66.106.

(4) A text message disclosure, in ac-
cordance with §66.108.

(5) Appropriate small manufacturer
and small and very small package dis-
closure options, in accordance with
§§66.110 and 66.112.

(b) Disclosure of foods derived from bio-
engineering. For foods or food ingredi-

7 CFR Ch. | (1-1-23 Edition)

ents that do not meet paragraph (1) of
the definition of bioengineered food in
§66.1, that do not qualify as a factor or
condition under paragraph (2) of the
definition of bioengineered food in
§66.1, that are not exempt from disclo-
sure under §66.5, and that are derived
from a food on the List of Bioengi-
neered Foods, regulated entities may
disclose such foods with one of the dis-
closures described in this paragraph
(b).

(1) A text disclosure with the fol-
lowing statement: ‘‘derived from bio-
engineering” or ‘‘ingredient(s) derived
from a bioengineered source.”” The
word ‘‘ingredient(s)”” may be replaced
with the name of the specific crop(s) or
food ingredient(s).

(2) A symbol disclosure using the fol-
lowing symbol:

Figure 1 to § 66.116

(3) An electronic or digital link dis-
closure, in accordance with §66.106,
provided that the disclosure is the text
described in paragraph (b)(1) of this
section or the symbol in Figure 1 to
this section.

(4) A text message disclosure, in ac-
cordance with §66.108, provided that
the response is the text described in
paragraph (b)(1) of this section or the
symbol in Figure 1 to this section.

(5) Appropriate small manufacturer
and small and very small package dis-
closure options, in accordance with
§§66.110 and 66.112, provided that the
disclosure is the text described in para-
graph (b)(1) of this section or the sym-
bol in Figure 1 to this section.

(c) Appearance of disclosure. The dis-
closure should be of sufficient size and
clarity to appear prominently and con-
spicuously on the label, making it like-
ly to be read and understood by the

consumer under ordinary shopping con-
ditions.

(d) Recordkeeping. Reasonable and
customary records should be main-
tained to verify disclosures made under
this section, in accordance with §66.302.

§66.118 Other claims.

Nothing in this subpart will prohibit
regulated entities from making other
claims regarding bioengineered foods,
provided that such claims are con-
sistent with applicable Federal law.

Subpart C—Other Factors and
Conditions for Bioengineered
Food

§66.200 Request or petition for deter-
mination.

(a) Any person may submit a request
or petition for a determination by the
Administrator regarding other factors
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and conditions under which a food is
considered a bioengineered food. A re-
quest or petition must be submitted in
accordance with §66.204.

(b) The request or petition may be
supplemented, amended, or withdrawn
in writing at any time without prior
approval of the Administrator, and
without affecting resubmission, except
when the Administrator has responded
to the request or petition.

(c) If the Administrator determines
that the request or petition satisfies
the standards for consideration in
§66.202, AMS will initiate a rulemaking
that would amend the definition of
“‘bioengineered food” in §66.1 to in-
clude the requested factor or condition.

(d) The Administrator’s determina-
tion that the request or petition does
not satisfy the standards for consider-
ation in §66.202 constitutes final agen-
cy action for purposes of judicial re-
view.

§66.202 Standards for consideration.

In evaluating a request or petition,
the Administrator must apply the ap-
plicable standards described in this
section.

(a) The requested factor or condition
is within the scope of the definition of
‘“‘bioengineering’’ in 7 U.S.C. 1639(1).

(b) The Administrator must evaluate
the difficulty and cost of implementa-
tion and compliance related to the re-
quested factor or condition.

(¢c) The Administrator may consider
other relevant information, including
whether the requested factor or condi-
tion is compatible with the food label-
ing requirements of other agencies or
countries, as part of the evaluation.

§66.204 Submission of request or peti-
tion.

(a) Submission procedures and format.
A person must submit the request to
the Agricultural Marketing Service in
the form and manner established by
AMS.

(b) Required information. The request
or petition must include the informa-
tion described in this paragraph (b).

(1) Description of the requested fac-
tor or condition.

(2) Analysis of why the requested fac-
tor or condition should be included in
considering whether a food is a bioengi-

§66.302

neered food, including any relevant in-
formation, publications, and/or data.
The analysis should include how the
Administrator should apply the stand-
ards for consideration in §66.202.

(3) If the request or petition contains
Confidential Business Information
(CBI), the submission must comply
with the requirements of this para-
graph (b)(3).

(i) The requester or petitioner must
submit one copy that is marked as
“CBI Copy” on the first page and on
each page containing CBI.

(ii) The requester or petitioner must
submit a second copy with the CBI de-
leted. This copy must be marked as
“CBI Redacted” on the first page and
on each page where the CBI was de-
leted.

(iii) The submission must include an
explanation as to why the redacted in-
formation is CBI.

Subpart D—Recordkeeping

§66.300 Scope.

This subpart applies to records re-
garding mandatory and voluntary dis-
closures under this part for foods of-
fered for retail sale in the United
States.

§66.302 Recordkeeping requirements.

(a) General. (1) Regulated entities
must maintain records that are cus-
tomary or reasonable to demonstrate
compliance with the disclosure require-
ments of this part.

(2) The records must be in electronic
or paper formats and must contain suf-
ficient detail as to be readily under-
stood and audited by AMS.

(3) Records must be maintained for at
least two years beyond the date the
food or food product is sold or distrib-
uted for retail sale.

(4) Examples of customary or reason-
able records that could be used to dem-
onstrate compliance with the disclo-
sure requirements of this part include,
but are not limited to: Supply chain
records, bills of lading, invoices, sup-
plier attestations, labels, contracts,
brokers’ statements, third party cer-
tifications, laboratory testing results,
validated process verifications, and
other records generated or maintained
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by the regulated entity in the normal
course of business.

(b) Recordkeeping requirements. (1) If a
food (including an ingredient produced
from such food) is on the List of Bio-
engineered Foods, the regulated entity
must maintain records regarding that
food or food ingredient.

(2) If a food (including an ingredient
produced from such food) bears a bio-
engineered food disclosure based on ac-
tual knowledge and is not on the List
of Bioengineered Foods, regulated enti-
ties must maintain records for such
food or food ingredient.

§66.304 Access to records.

(a) Request for records. When AMS
makes a request for records, the entity
must provide the records to AMS with-
in five (5) business days, unless AMS
extends the deadline.

(b) On-site access. If AMS needs to ac-
cess the records at the entity’s place of
business, AMS will provide prior notice
of at least three (3) business days. AMS
will examine the records during normal
business hours, and the records will be
made available during those times. Ac-
cess to any necessary facilities for an
examination of the records must be ex-
tended to AMS.

(c) Failure to provide access. If the en-
tity fails to provide access to the
records as required under this section,
the result of the audit or examination
of records will be that the entity did
not comply with the requirement to
provide access to records and that AMS
could not confirm whether the entity is
in compliance with the bioengineered
food disclosure standard for purposes of
§66.402.

Subpart E—Enforcement

§66.400 Prohibited act.

It is a violation of 7 U.S.C. 1639b for
any person to knowingly fail to make a
bioengineered food disclosure in ac-
cordance with this part.

§66.402 Audit or
records.

(a) Any interested person who has
knowledge of or information regarding
a possible violation of this part may
file a written statement or complaint
with the Administrator.

examination of

7 CFR Ch. | (1-1-23 Edition)

(1) Written statements or complaints
filed with the Administrator must in-
clude the following:

(i) Complete identifying information
about the product in question;

(ii) A detailed explanation of the al-
leged regulatory violation; and

(iii) Name and contact information of
the person filing the statement or com-
plaint.

(2) Written statements or complaints
should be addressed to Director, Food
Disclosure and Labeling Division, AMS
Fair Trade Practices Program, 1400
Independence Avenue SW, Washington,
DC 20250; or submitted through the
NBFDS Compliance Portal on the AMS
website at https:/www.ams.usda.gov/be.

(3) The Administrator will determine
whether reasonable grounds exist for
an investigation of such complaint.

(b) If the Administrator determines
that further investigation of a com-
plaint is warranted, an audit, examina-
tion, or similar activity may be con-
ducted with respect to the records of
the entity responsible for the disclo-
sures.

(c) Notice regarding records audits or
examinations or similar activities will
be provided in accordance with
§66.304(a) and (b).

(d) At the conclusion of the audit or
examination of records or similar ac-
tivity, AMS will make the findings
available to the entity that was the
subject of the investigation.

(e) If the entity that is the subject of
the audit or examination of records or
similar activity objects to any find-
ings, it may request a hearing in ac-
cordance with §66.404.

§66.404 Hearing.

(a) Within 30 days of receiving the re-
sults of an audit or examination of
records or similar activity to which the
entity that was the subject of the in-
vestigation objects, the entity may re-
quest a hearing by filing a request,
along with the entity’s response to the
findings and any supporting docu-
ments, with AMS.

(b) The response to the findings of
the audit or examination of records or
similar activity must identify any ob-
jection to the findings and the basis for
the objection.
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(c) The AMS Administrator or des-
ignee will review the findings of the
audit or examination of records or
similar activity, the response, and any
supporting documents, and may allow
the entity that was the subject of the
investigation to make an oral presen-
tation.

(d) At the conclusion of the hearing,
the AMS Administrator or designee
may revise the findings of the audit or
examination of records or similar ac-
tivity.

§66.406 Summary of results.

(a) If the entity that was the subject
of the audit or examination of records
or similar activity does not request a
hearing in accordance with §66.404, or
at the conclusion of a hearing, AMS
will make public the summary of the
final results of the investigation.

(b) AMS’s decision to make public
the summary of the final results con-
stitutes final agency action for pur-
poses of judicial review.

PART 70—VOLUNTARY GRADING
OF POULTRY PRODUCTS AND
RABBIT PRODUCTS

Subpart A—Grading of Poultry Products
and Rabbit Products

DEFINITIONS

Sec.

70.1 Definitions.

70.2 Designation of official certificates,
memoranda, marks, other identifica-
tions, and devices for purposes of the Ag-
ricultural Marketing Act.

GENERAL

70.3 Administration.

70.4 Services available.

70.5 Nondiscrimination.

70.6 OMB control number.

70.8 Other applicable regulations.

70.10 Basis of grading service.

70.11 [Reserved]

70.12 Supervision.

70.13 Ready-to-cook poultry and rabbits and
specified poultry food products.

70.14 Squabs and domesticated game birds;
eligibility.

70.15 Equipment and facilities for graders.

70.16 Prerequisites to grading.

70.17 Accessibility of products.

70.18 Schedule of operation of official
plants.

Pt. 70

LICENSED AND AUTHORIZED GRADERS

70.20 Who may be licensed and authorized.
70.21 Suspension of license; revocation.
70.22 Surrender of license.

70.23 Identification.

70.24 Financial interest of graders.

70.25 Political activity.

70.26 Cancellation of license.

APPLICATION FOR GRADING SERVICE

70.29 Who may obtain grading service.

70.30 How application for service may be
made; conditions of service.

70.31 Filing of application.

70.32 Authority of applicant.

70.33 Application for grading service in offi-
cial plants; approval.

70.34 Rejection of application.

70.35 Withdrawal of application.

70.36 Order of service.

70.37 Types of service.

70.38 Suspension or withdrawal of plant ap-
proval for correctable cause.

70.39 Form of application.

DENIAL OF SERVICE

70.40 Debarment.

70.41 Misrepresentation, deceptive, or fraud-
ulent act or practice.

70.42 Use of facsimile forms.

70.43 Willful violation of the regulations.

70.44 Interfering with a grader or employee
of Service.

70.45 Misleading labeling.

70.46 Miscellaneous.

IDENTIFYING AND MARKING PRODUCTS

70.50 Approval of official identification and
wording on labels.

70.561 Form of grademark and information
required.

70.52 Prerequisites to packaging ready-to-
cook poultry or rabbits identified with
consumer grademarks.

70.54 Retention authorities.

70.65 Check grading officially identified
product.

70.56 Grading requirements of poultry and
rabbits identified with official identifica-
tion.

REPORTS

70.60 Report of grading work.

70.61 Information to be furnished to grad-
ers.

70.62 Reports of violations.

FEES AND CHARGES

70.70 Payment of fees and charges.

70.71 Charges for services on an unscheduled
basis.

70.72 Fees for appeal grading or review of a
grader’s decision.

70.75 Travel expenses and other charges.

70.76 [Reserved]
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