>
GPO,

15645

Proposed Rules

Federal Register
Vol. 78, No. 48

Tuesday, March 12, 2013
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issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Parts 60 and 65
[Document No. AMS-LS-13-0004]
RIN 0581-AD29

Mandatory Country of Origin Labeling
of Beef, Pork, Lamb, Chicken, Goat
Meat, Wild and Farm-Raised Fish and
Shellfish, Perishable Agricultural
Commodities, Peanuts, Pecans,
Ginseng, and Macadamia Nuts

AGENCY: Agricultural Marketing Service
(AMS), USDA.

ACTION: Proposed rule.

SUMMARY: This proposed rule would
amend the Country of Origin Labeling
(COOL) regulations to change the
labeling provisions for muscle cut
covered commodities to provide
consumers with more specific
information, and amend the definition
for “‘retailer” to include any person
subject to be licensed as a retailer under
the Perishable Agricultural
Commodities Act (PACA). The COOL
regulations are issued pursuant to the
Agricultural Marketing Act of 1996. The
Agency is issuing this rule to propose
changes to the labeling provisions for
muscle cut covered commodities to
provide consumers with more specific
information and is proposing other
modifications to enhance the overall
operation of the program.

DATES: Comments must be submitted on
or before April 11, 2013.

ADDRESSES: Interested persons may
submit written comments on this
proposed rule using the following
address:

Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.
Instructions: All submissions received
must include the docket number AMS—
LS—13-0004; and/or Regulatory
Information Number (RIN)0581-AD29
for this rulemaking. Comments may also
be submitted to Julie Henderson,

Director, COOL Division, Livestock,
Poultry, and Seed Program, Agricultural
Marketing Service, U.S. Department of
Agriculture (USDA); STOP 0216; 1400
Independence Avenue SW., Room
2620-S; Washington, DC 20250—-0216.
All comments should reference docket
number AMS-LS-13-0004 and note the
date and page number of this issue of
the Federal Register.

Submitted comments will be available
for public inspection at http://
www.regulations.gov or at the above
address during regular business hours.
Comments submitted in response to this
proposed rule will be included in the
records and will be made available to
the public. Please be advised that the
identity of the individuals or entities
submitting the comments will be made
public on the Internet at the above
address.

FOR FURTHER INFORMATION CONTACT: Erin
Morris, Deputy Associate Administrator,
AMS, USDA, by telephone on 202/690-
4024, or via email at:
erin.morris@ams.usda.gov.
SUPPLEMENTARY INFORMATION:

Background

The Farm Security and Rural
Investment Act of 2002 (2002 Farm Bill)
(Pub. L. 107-171), the 2002
Supplemental Appropriations Act (2002
Appropriations) (Pub. L. 107-206), and
the Food, Conservation and Energy Act
of 2008 (2008 Farm Bill) (Pub. L. 110-
234) amended the Agricultural
Marketing Act of 1946 (Act) (7 U.S.C.
1621 et seq.) to require retailers to notify
their customers of the country of origin
of covered commodities. Covered
commodities include muscle cuts of
beef (including veal), lamb, chicken,
goat, and pork; ground beef, ground
lamb, ground chicken, ground goat, and
ground pork; wild and farm-raised fish
and shellfish; perishable agricultural
commodities; macadamia nuts; pecans;
ginseng; and peanuts. AMS published a
final rule for all covered commodities
on January 15, 2009 (74 FR 2658), which
took effect on March 16, 2009.

Executive Summary
Purpose of the Regulatory Action

In June 2012, in a WTO case brought
by Mexico and Canada, the WTO
Appellate Body (AB) affirmed a
previous WTO Panel’s finding that the

COOL requirements for muscle cut meat
commodities were inconsistent with

U.S. obligations under the WTO
Agreement on Technical Barriers to
Trade (TBT Agreement). In particular,
the AB affirmed the Panel’s
determination that the COOL
requirements were inconsistent with the
TBT Agreement’s national treatment
obligation to accord imported products
treatment no less favorable than that
accorded to domestic products. The
WTO Dispute Settlement Body adopted
its recommendations and rulings on July
23, 2012. The United States has until
May 23, 2013, to comply with the WTO
ruling.

As aresult of this action, the Agency
reviewed the overall regulatory program
and is issuing this rule, under the
authority of the Agricultural Marketing
Act (7 U.S.C. 1621 et seq.), to propose
changes to the labeling provisions for
muscle cut covered commodities and
other modifications to improve the
overall operation of the program. The
Agency expects that these changes will
improve the overall operation of the
program and also bring the current
mandatory COOL requirements into
compliance with U.S. international
trade obligations.

Summary of the Major Provisions of the
Regulatory Action in Question

Under this proposed rule, origin
designations for muscle cut covered
commodities derived from animals
slaughtered in the United States would
be required to specify the production
steps of birth, raising, and slaughter of
the animal from which the meat is
derived that took place in each country
listed on the origin designation. In
addition, this proposed rule would
eliminate the allowance for any
commingling of muscle cut covered
commodities of different origins. These
changes will provide consumers with
more specific information about muscle
cut covered commodities.

Costs and Benefits

The major cost of implementing the
proposed amendments will be incurred
at the packing or processing facility, in
the case of pre-labeled products, or at
the retail level, in the case of products
labeled at retail. The estimated number
of firms that would need to augment
labels for muscle cut covered
commodities is 2,808 livestock
processing and slaughtering firms, 38
chicken processing firms, and 4,335
retailers. This totals 7,181 firms that
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would need to augment the mandatory
COOQOL information presented on labels
for muscle cut covered commodities.

Based on 2009 data, the Food Safety
and Inspection Service (FSIS) estimated
there were approximately 121,350 raw
meat and poultry unique labels
submitted by official establishments
(i.e., establishments regulated by FSIS)
and approved by the Agency (76 FR
44862). Assuming the upper bound
estimate of 121,350 unique labels, the
Agency preliminarily estimates the
midpoint cost of the proposed rule for
this label change is $32,764,500 with a
range of $16,989,000 to $47,326,500.

The Agency believes that the
incremental economic benefits from the
proposed labeling of production steps
will be comparatively small relative to
those that were discussed in the 2009
final rule.

A complete discussion of the cost and
benefits can be found under the
Executive Order 12866 section.

Summary of Proposed Changes to the
COOL Regulations

Definitions

In the regulatory text for fish and
shellfish (7 CFR part 60) and for all
other covered commodities (7 CFR part
65), the definition for ‘“retailer” is
proposed to be amended to include any
person subject to be licensed as a
retailer under the Perishable
Agricultural Commodities Act (PACA)
of 1930 (7 U.S.C. 499a(b)). This change
would more closely align with the
language contained in the PACA
regulation and would help clarify that
all retailers that meet the PACA
definition of a retailer, whether or not
they actually have a PACA license, are
also covered by COOL.

Proposed Changes to the Labeling
Provisions for Muscle Cut Covered
Commodities

As aresult of the Agency’s review of
the program regulations, the Agency is
proposing to require that all origin
designations for muscle cut covered
commodities slaughtered in the United
States specify the production steps of
birth, raising, and slaughter of the
animal from which the meat is derived
that took place in each country listed on
the origin designation. The requirement
to include this information will apply
equally to all muscle cut covered
commodities derived from animals
slaughtered in the United States. This
requirement will provide consumers
with more specific information on
which to base their purchasing
decisions without imposing additional
recordkeeping requirements on

industry. The Agency considers that
these changes, which are discussed in
detail below, are consistent with the
provisions of the statute.

Labeling Covered Commodities of
United States Origin

Under the current COOL regulations,
for muscle cut covered commodities
derived from animals that were born,
raised, and slaughtered in the United
States, the origin is allowed to be
designated as “Product of the U.S.”

Under this proposed rule, the United
States country of origin designation for
muscle cut covered commodities would
be required to include location
information for each of the production
steps (i.e., “Born, Raised, and
Slaughtered in the United States™).

Labeling Muscle Cut Covered
Commodities of Multiple Countries of
Origin (From Animals Slaughtered in
the United States)

For muscle cut covered commodities
of multiple countries of origin that
include the United States, the current
COOL regulations recognize two basic
scenarios.

The first scenario deals with meat
derived from animals that were born in
another country (and thereby raised for
a period of time) and were imported as
feeder cattle that were further raised and
slaughtered in the United States. For
these products, current COOL
regulations allow the origin to be
designated as “Product of the U.S. and
Country X.” Under this proposed rule,
as with U.S.-only origin products, the
origin designation for these products
would be required to include location
information for each of the production
steps.

However, as discussed in the
preamble of the January 15, 2009, final
rule (74 FR 2658), if animals are raised
in another country and the United
States, the raising that occurs in the
United States may take precedence over
the minimal raising that occurred in the
animal’s country of birth. Accordingly,
under this proposed rule, the
production step related to any raising
occurring outside the United States may
be omitted from the origin designation
of these products (e.g., “Born in Country
X, Raised and Slaughtered in the United
States” in lieu of “Born and Raised in
Country X, Raised and Slaughtered in
the United States”).

This omission is not permitted in the
relatively rare situation where an animal
was born in the United States, raised in
another country (or countries) and then
raised and slaughtered in the United
States, which would result in the
muscle cut covered commodity being

designated as having a solely U.S.
country of origin.

The second scenario relates to muscle
cut covered commodities derived from
animals that were imported for
immediate slaughter as defined in
§65.180. In this scenario, under the
current COOL regulations, these
products are required to be designated
as ‘“Product of Country X and the
United States.”

Under this proposed rule, the origin
designation for meat derived from
animals imported for immediate
slaughter would be required to include
information as to the production steps
taking place in the countries listed on
the origin designation. However, the
country of raising for animals imported
for immediate slaughter as defined in
§65.180 shall be designated as the
country from which they were imported
(e.g., “Born and Raised in Country X,
Slaughtered in the United States”).

Commingling

The current COOL regulations allow
for commingling of different origins. For
example, under the current COOL
regulations, for muscle cut covered
commodities derived from animals
born, raised, and slaughtered in the
United States that are commingled
during a production day with muscle
cut covered commodities derived from
animals that were raised and
slaughtered in the United States, and are
not derived from animals imported for
immediate slaughter as defined in
§65.180, the origin is allowed to be
designated, for example, as Product of
the United States, Country X, and (as
applicable) Country Y. Similarly, under
the current COOL regulations, for
muscle cut covered commodities
derived from animals that are born in
Country X or Country Y, raised and
slaughtered in the United States, that
were commingled during a production
day with muscle cut covered
commodities that were derived from
animals that are imported into the
United States for immediate slaughter as
defined in § 65.180, the origin is
allowed to be designated as Product of
the United States, Country X, and (as
applicable) Country Y.

This proposed rule would eliminate
the allowance for any commingling of
muscle cut covered commodities of
different origins. As discussed above, all
origin designations would be required to
include specific information as to the
place of birth, raising, and slaughter of
the animal from which the meat is
derived. Removing the commingling
allowance allows consumers to benefit
from more specific labels.
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Labeling Imported Muscle Cut Covered
Commodities

Under the current COOL regulations,
imported muscle cut covered
commodities retain their origin as
declared to the U.S. Customs and Border
Protection at the time the products
entered the United States (i.e., Product
of Country X) through retail sale.

Under this proposed rule, these
labeling requirements for imported
muscle cut covered commodities remain
unchanged, although the Agency has
restructured the regulatory text of this
provision for clarity. As is permitted
under the current COOL regulations, the
Agency will continue to allow the origin
designation to include more specific
information related to production steps,
provided records to substantiate the
claims are maintained and the claim is
consistent with other applicable Federal
legal requirements.

Executive Order 13175

This rule has been reviewed in
accordance with the requirements of
Executive Order 13175, Consultation
and Coordination with Indian Tribal
Governments. The review reveals that
this regulation will not have substantial
and direct effects on Tribal governments
and will not have significant Tribal
implications.

Executive Order 12866 and Executive
Order 13563

Executive Orders 12866 and 13563
direct agencies to assess all costs and
benefits of available regulatory
alternatives, and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety
effects, distributive impacts, and
equity). Executive Order 13563
emphasizes the importance of
quantifying both costs and benefits, of
reducing costs, of harmonizing rules,
and of promoting flexibility. This
proposed rule has been designated as a
“significant regulatory action” under
section 3(f) of Executive Order 12866,
and, therefore, has been reviewed by the
Office of Management and Budget
(OMB). The Agency seeks comments
and data on the estimated impacts of
this rulemaking that may affect its
designation under Executive Order
12866 and the Congressional Review
Act.

Regulations must be designed in the
most cost-effective manner possible to
obtain the regulatory objective while
imposing the least burden on society.
This proposed rule would amend the
COOQOL regulations (1) to change the

labeling provisions for muscle cut
covered commodities to provide
consumers with more specific
information and (2) to amend the
definition for “retailer” to include any
person subject to be licensed as a
retailer under the Perishable
Agricultural Commodities Act (PACA)
to enhance the overall operation of the
program.

Initial Analysis of Benefits and Costs

The baseline for this analysis is the
present state of the beef, chicken, goat,
lamb and pork industries, which have
been subject to the requirements of
mandatory COOL (7 CFR parts 60 and
65) since the effective date of the final
rule on March 16, 2009. Under this
proposed rule, COOL requirements
would remain essentially unchanged for
imported muscle cut covered
commodities. However, labeling
requirements would change for muscle
cut covered commodities derived from
animals slaughtered in the United
States—whether exclusively of United
States origin, of multiple countries of
origin that include the United States, or
imported for immediate slaughter in the
United States. For those products,
covered retailers would need to inform
their consumers of the country in which
the relevant production steps—born,
raised, and slaughtered—occurred.

As mentioned above in the summary
of proposed changes to the COOL
regulations, the definition for “retailer”
would be amended to more closely align
with the language contained in the
PACA regulation and help clarify that
all retailers that meet the PACA
definition of a retailer, whether or not
they actually have a PACA license, are
covered by COOL. The Agency believes
that this change in definition will not
substantially alter the number of
retailers subject to the COOL
regulations. Therefore, the analysis of
benefits and cost from this proposed
rule focuses solely on the potential
effects of the proposed amendments to
the labeling provisions of the current
COOL regulations.

Benefits: In the time since the Agency
conducted the previous COOL
regulation’s Preliminary Economic
Impact Analysis (PRIA) in 2003 (68 FR
61952) and the Final Regulatory Impact
Analysis (FRIA) in 2009 (74 FR 2682),

a number of studies have been
published regarding the economic
effects of mandatory COOL. However,
the available literature has not
addressed the potential benefits and
costs of providing more specific
information on production steps as
proposed herein. As observed in the
PRIA and the FRIA, the expected

benefits from implementing mandatory
COOL requirements remain difficult to
quantify. This conclusion holds true for
the proposed amendments to the
labeling requirements under the current
COOL regulations. The Agency invites
comment on the benefits of this
proposed rule and welcomes data that
would help to inform a more
quantifiable analysis.

Numerous comments received on
previous COOL rulemaking actions
indicate that there is interest by some
consumers in the designation of the
countries of birth, raising and slaughter
on meat product labels. Specifying the
production step occurring in each
country listed on meat labels as
proposed in this rule could provide
additional benefits by providing more
specific information on which
consumers can base their purchasing
decisions.

In addition, this proposed rule would
eliminate the allowance for
commingling of muscle cut covered
commodities of different origins. As
discussed in the preamble, removing the
commingling allowance will allow the
labels proposed under this rule to
provide specific information as to the
place of birth, raising, and slaughter of
the animal from which the meat is
derived.

The Agency has been unable to
quantify incremental economic benefits
from the proposed labeling of
production steps and therefore requests
detailed comment and data on this
issue, most notably detailed data or
studies on the value to consumers of
having COOL information. The Agency
concluded in the PRIA and FRIA that
the economic benefits from the COOL
requirements are positive, but difficult
to quantify. The Agency believes that
incremental economic benefits from the
proposed labeling of production steps
are difficult to quantify, and will be
comparatively small relative to those
that were discussed in the 2009 final
rule.

Costs: Two conditions are necessary
to inform retail consumers of the
location in which production steps
occurred. First, the relevant information
must be collected by packers from
producers and then passed to retailers.
Second, the information must be made
available by retailers to consumers
through a placard, sign, label, sticker, or
other format. Because of the steps that
have been taken to achieve compliance
with existing mandatory COOL
requirements, the first condition has
been met. That is, we do not anticipate
that this proposed rule will require
additional recordkeeping or any new
systems to transfer information from one
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level of the production and marketing
channel to the next. The Agency is
seeking comment on these assumptions
and welcomes data that would help to
inform a more refined analysis of the
impacts of the rule at various points in
production. The information provided
to consumers at retail would be
augmented to include information on
the location(s) in which the three major
phases of production occurred. Thus
some incremental costs of implementing
the proposed amendments would result
from modifying the label (or other
format) to reflect the additional
production step information. We are
specifically asking for comment and
data regarding the extent to which there
may be additional costs to collect and
transmit data along the production and
marketing chain, and how current
production, distribution, and retail
merchandising practices may be affected
by the proposed rule.

As previously mentioned, no changes
are being proposed to the existing
country of origin labeling of imported
muscle cuts derived from animals
slaughtered in another country. Those
products would continue to retain their
origin as declared to the U.S. Customs
and Border Protection at the time the
products entered the United States
through retail sale. Thus, there are no
incremental costs associated with that
scenario.

However, in the situation in which
the covered muscle cut commodities are
derived from animals slaughtered in the
United States, labeling of the location(s)
in which the animal was born, raised,
and slaughtered would now be required.
Packers and processors that provide
muscle cut covered commodities to
covered retailers, however, already
obtain this production step information
needed either to pre-label retail case-
ready products with production step
information or to provide that
information to their retail customers. In
the latter scenario, the retailer would
then complete the labeling of the
production steps to provide notification
to consumers.

Under current mandatory COOL
requirements, packers and processors
must inform their retail customers as to
the country of origin of the meat cuts
that they supply. In turn, that means
that packers and processors must obtain
the country of origin information from
their supply chain. Thus, the
information on production steps
required by this proposal is already
available due to the current mandatory
COOQOL requirements. The additional
costs attributable to the proposed
amendments would be the costs

associated with transferring production
step information to the product label.

For animals exclusively born, raised,
and slaughtered in the United States,
current labeling requirements would be
augmented from, for example, ‘“Product
of the U.S.” to “Born, Raised and
Slaughtered in the U.S.”” In this
example, the required statement
increases from 19 to 40 characters and
spaces. For animals born in another
country and raised and slaughtered in
the United States, current labeling
requirements would be augmented from,
for example, “Product of U.S. and
Country X"’ to “Born in Country X,
Raised and Slaughtered in the U.S.”
Finally, for an animal imported for
immediate slaughter, current labeling
requirements would be augmented from,
for example, “Product of Country X and
the U.S.” to “Born and Raised in
Country X, Slaughtered in the U.S.” In
these examples, the required statement
increases by a net of 20 characters and
spaces.

In addition, commingling currently
allowed under the current mandatory
COOL regulations would no longer be
available under the proposed
amendments. For example, the current
regulations allow muscle cut covered
commodities derived from animals
born, raised, and slaughtered in the
United States that are commingled
during a production day with muscle
cut covered commodities derived from
animals born in one or more other
countries to be designated as, for
example, “Product of the United States,
Country X, and Country Y”
(§65.300(e)(2)). That type of
commingling would not be allowed
under the proposed amendments, as the
labels must be specific as to where the
animal was born, raised, and
slaughtered.

The Agency’s experience with the
current program suggests that the
majority of muscle cut covered
commodities are not produced and
labeled using the labeling scheme
afforded by commingling. The Agency
invites comment and data regarding the
extent to which the flexibility afforded
by commingling on a production day is
used to designate the country of origin
under the current COOL program and
the potential costs, such as labor and
capital costs, which may result from the
loss of such flexibility.

Given that the information needed to
label production steps is already
available and that most packers already
segregate animals of differing countries
of origin in the slaughter and processing

of those animals,? the most widespread
cost of implementing the proposed
amendments is expected to be related to
label change; this cost would be
incurred partially at the packing or
processing facility and partially at the
retail level.

In the FRIA published in the earlier
COOL rulemaking (74 FR 2681), first-
year incremental implementation costs
for mandatory COOL were estimated at
$1,755 million for the beef, pork, lamb
and goat, and chicken industries. Of that
total, intermediary suppliers and
retailers were estimated to incur costs of
$618 million and $716 million
respectively, for a total of $1,334
million. Applying a Consumer Price
Index deflator of 1.07 to convert to 2012
dollar values, first-year implementation
costs for startup of mandatory COOL
was estimated at $661 million for
intermediaries, $766 million for
retailers, and $1,427 million for both
industry segments. AMS believes that
packer and processor intermediary
suppliers and retailers would be able to
add the proposed specific production
step information to currently required
COOL designations at considerably
lower cost than required for initial
implementation of the current COOL
regulations.

In a 2010 survey of retail meat cases,
31 percent of beef, 58 percent of pork,
60 percent of lamb, and 94 percent of
chicken packages were case ready
packages.2 For retailers, products pre-
labeled with production step locations
would require no additional costs, as
suppliers would add the production
step information. Retailers offering case
ready packages that do not include the
production step information required
under this proposed rule would need to
communicate that information to
consumers by some other means, such
as placards or stickers. The Agency
requests comment and data on the
means retailers would utilize to
communicate the production step
information required by this proposed
rule.

The estimated number of firms that
would need to augment labels for
muscle cut covered commodities is
2,808 livestock processing and
slaughtering firms, 38 chicken

1For a discussion of various studies regarding the
extent of segregation and commingling, see
Appellate Body Reports, US—Certain Country of
Origin Labelling (COOL) Requirements, WT/DS384/
R, WT/DS386/R, paras. 295-310 (adopted July 23,
2012); Panel Reports, United States—Certain
Country of Origin Labelling (COOL) Requirements,
paras. 7.365, 7.403 (adopted July 23, 2012).

2“A Snapshot of Today’s Retail Meat Case: 2010
National Meat Case Study Executive Summary.”
http://www.beefretail.org/CMDocs/BeefRetail/
research/2010NationalMeatCaseStudy.pdf.
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processing firms, and 4,335 retailers
(Table 1). This totals 7,181 firms that
would need to augment the mandatory
COOQOL information presented on labels
for muscle cut covered commodities.

Cost estimates provided in a March
2011, Food and Drug Administration
(FDA) report 3 represent one possible
approach for estimating the cost of
including the additional production
step information to currently required
COOL labels for muscle cut covered
commodities. There are limitations,
however, to the applicability of the FDA
label cost model to the task faced by
retailers in informing consumers of the
production step locations as proposed
herein.

Importantly, the FDA model was
developed for all products subject to
FDA regulation, which includes not
only food, but cosmetics, dietary
supplements, over-the-counter
medications, pet foods, retail medical
devices, and tobacco products and
accessories. Most of the products
covered by these categories are sold in
fixed-volume or fixed-quantity packages
that are labeled by the manufacturer,
processor, or distributor, with no
additional labeling added by the
retailer.

However, this proposed rule covers
muscle cut covered commodities, which
notably fall outside of FDA’s
jurisdiction (and are not included
within the model). As noted previously,
unlike the FDA covered commodities, a
significant percentage of muscle cut
covered commodities are sold in
random-weight packages, with the final
weight and price label applied by the
retailer. Typically, retailers use a label
printing scale with a thermal dot printer
to apply the unit price, weight, total
price, and other information such as the
product name, sell by date, and so forth
on pressure-sensitive paper labels that
are applied to packages prior to sale.
This important difference between the
products covered by this rule and the
products contemplated by FDA in
creating its model indicates to the AMS
that it would be inappropriate to rigidly
adhere to the model for purposes of this
analysis, as such an application of the
model will overestimate the label
change costs of this rule.

Nevertheless, despite these important
limitations, the Agency does consider
that the FDA model, with some
qualifications can contribute to an
assessment of the potential impacts of
the proposed requirements. In the

3Model to Estimate Costs of Using Labeling as a
Risk Reduction Strategy for Consumer Products
Regulated by the Food and Drug Administration,
FDA, March 2011 (Contract No. GS-10F-0097L,
Task Order 5).

context of the FDA model, the proposed
labeling change is assumed to be a
minor change in which only one color
is affected and the label does not need
to be redesigned. Examples of a minor
label change include the addition of a
toll-free number, or more pertinent in
this case, minimal changes to a claim on
the back or side of a package affecting
one color.

Based on 2009 data, the Food Safety
and Inspection Service (FSIS) estimated
there were approximately 121,350 raw
meat and poultry unique labels
submitted by official establishments and
approved by the Agency (76 FR 44862).
This number would represent an upper
bound on the number of unique labels
that would be affected by this proposed
rule, as there are raw meat and poultry
products that are exempt from COOL
requirements, (such as a teriyaki
flavored pork loin and other processed
food items as defined by § 65.220) or
that are not affected by this proposed
rule (such as turkey), and that are not
sold at retail establishments (such as
products sold to hotels, restaurants, and
institutional customers). The Agency
welcomes data that would account for
such products and thus allow for
refinement of the estimate of the
number of labels affected by the
proposed rule.

Label changes in the FDA model fall
on a spectrum from being
uncoordinated, in which the label
change does not correspond to a
planned change, or coordinated, in
which the label change corresponds
with a planned change. The model
predicts that coordinated label changes
incur lower costs compared to
uncoordinated changes. The Agency
recognizes that costs estimates under
the FDA model are greatly affected by
the time over which required labeling
changes are p