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Background Information



Food Safety and Inspection Service:

U.S. Department of Agriculture (USDA) assures that
meat and poultry products in interstate or foreign
commerce are wholesome, not adulterated, and
properly marked, labeled and packaged

USDA’s Food Safety and Inspection Service (FSIS) is
responsible for the development and application of
labeling requirements applicable to meat and poultry
products

FSIS is charged with developing the labeling policy by
which it is determined if a meat or poultry product is
misbranded or adulterated



Food Safety and Inspection Service:

= Staff within the Office of Policy and Program Development (OPPD) of FSIS
= LPDS Functions include

Administering the Agency’s prior label approval program

Responding to inquiries (e.g., askFSIS and phone calls) on FSIS labeling
regulations and policies

Performing amenability determinations for FSIS and developing compliance
policy guidance for special statements and claims (e.g., animal production
raising claims)

Writing regulations, FSIS Directives, FSIS Notices, and other policy guidance
documents for meat, poultry, and egg product labeling and standards issues

Providing labeling-related training for stakeholders, including FSIS personnel

Developing and managing Agency research to explore consumer use and
understanding of labeling features (e.g., cooking instructions, safe food
handling)



Food Safety and Inspection Service:

= Federal Meat Inspection Act (FMIA) and Poultry
Products Inspection Act (PPIA) require food
manufacturers to obtain prior approval for
labels of meat and poultry products before
products may be marketed

" Prior approval is granted one of two ways:

— Sketch approval which is approved by the Labeling and
Program Delivery Staff (LPDS)

— Generic approval which is approved by being in
compliance with applicable regulations



Food Safety and Inspection Service:

Sketch

Label review process by LPDS

Printer’s proof or equivalent that is
sufficiently legible to clearly show all
labeling features, size, and location

May be hand drawn, computer generated
or other reasonable facsimile

Must clearly reflect and project the final
version of the label

Specific categories of labels require sketch
approval

Sketch approved labels reviewed by LPDS
are either “approved” or “approved as
modified”

A “Sketch” label is the concept of a label
while “Final” label is the label that is
applied to product before distribution in
commerce

Generic
The approval of labeling or
modifications to labeling prior
approved by the Agency without
submitting such labeling to FSIS for
sketch approval

Requires that all mandatory labeling
features are in conformance with FSIS
regulations

Although not submitted to FSIS for
approval, generically approved labels
are approved by being in compliance
with applicable regulations

NOTE: Establishments are responsible for ensuring final
labels applied to product are in compliance with FSIS
regulations, including making modifications noted by
LPDS during sketch review

NOTE: FSIS Inspectors do not generically approve labels.
Establishments do not generically approve labels. FSIS
approves labels through generic labeling regulations.
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Food Safety and Inspection Service:

Required Labeling Features



Food Safety and Inspection Service:

= Labels have up to eight (8) required features
= Regulations specify where on the label some
of the features must be located
— Principal Display Panel (PDP)
* 9 CFR 317.2(c) and (d), 9 CFR 381.116

— Information Panel (IP)
e 9 CFR317.2 (m), 9 CFR 381.116(c)
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Food Safety and Inspection Service:

= PDP is the part of the label most likely to be
displayed, presented...when offered for sale
under customary conditions

= |P is any portion of a label not on the PDP that is
displaying certain mandatory features

Information
Panel
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Food Safety and Inspection Service:

Four features are required on the principal display panel (PDP):

(1) Product name
9 CFR 317.2(e)/381.117(a)
(2) Handling Statement, if product is perishable
9 CFR 317.2(k)/381.125(a)
(3) Inspection Legend/Est. number
9 CFR 312.2(b)/381.96 &381.123(b)(2)
(4) Net weight for product sold at retail (except variable net weight products)
9 CFR 317.2(h)/381.121
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Food Safety and Inspection Service:

The remaining four features may be located on the
PDP or on the information panel:

(5) Name and place of business of the manufacturer, packer or distributor
9 CFR 317.2(g)(2)/381.122

(6) Ingredients statement displaying all ingredients in descending order of
predominance

9 CFR 317.2(c)(2)/381.118
(7) Nutrition labeling (unless an exemption applies)
9 CFR 317.300-400/381.400-500

(8) Safe Handling Instructions if the product is not ready-to-eat (may be located
on any panel)

9 CFR 317.2(1)/381.125(b)
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| Feature | Reference ____|location __________|Appliesto

9 CFR 317.2(c)(1) or
381.117

Inspection Legend 9 CFR 317.2(c)(5) or
381.123

Handling Statement 9 CFR 317.2(k) or
(e.g. “Keep Frozen”) 381.125(a)

Product Name

\[SRANEEGIES ELE G 8 9 CFR 317.2(h) or
381.121

(VAL IEN R X 1 &l 9 CFR 317.2(f) or
381.118

Address Line 9 CFR 317.2(g) or
381.112

Nutrition Facts Panel by 9 CFR 317.300 or
381.400

Safe Handling 9 CFR 317.2(l) or
Instructions 381.125(b)

Food Safety and Inspection Service:

Principal display panel

Principal display panel

Principal display panel

Principal display panel

Information panel or
Principal display panel

Information panel or
Principal display panel

Information panel or
Principal display panel

Information panel or
Principal display panel

All products

All products

Products requiring special
handling to maintain
wholesomeness

Product sold at retail, unless the
net weight is applied at retail

Products with multiple
ingredients

All products

Products not exempted by 9
CFR 317.400 or 381.500

Products with a not-ready-to-
eat meat or poultry component
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Food Safety and Inspection Service:

GROUND BEEF

Ingredients: Beef, salt, pepper, garlic powder

Keep Frozen

Nutrition Facts
Serving Size: 4 oz. (112q)

Senvings Per Container: 4

Amount Per Serving

Calories 170 Cal.from Fat 70

% Daily Value*

Total Fat &g 12%
Saturated Fat 3.59 18%
Trans Fat 05q

Cholesterol 70mg 23%

Sodium /5mg 3%

Total Carbohydrate(y 0%

Distributed by: Felix’s Kitchen, | e

Frederick, MD 21701

U.s.
INSPECTED
AND PASSED BY
DEPARTMENT OF
AGRICULTURE

EST. 38

Iron 15%
Hot a significant source of dietary fer, sugars,
vitamin A, vitaemin C and calcium,

*Prastaar Dy Values e basad on & 2.000 caloe el

Net Wt. 16 oz. (1 Ib.)

Safe Handlmg Instructions

This produict dandp: dmeatand’
orpoultry. Some tood proi dualsmay contain bactena thai could
causeillness if the preductis mishandled ar cooked improperiy.

Foryourprateciion, failow these safe hanaling instruchions.,

— Keop refrigerated or frozen,
j| Thaw in refrigerator or microwave.

Keep raw meatand poultry saparate from other foods.
%} Wash working surfaces {including cuting boards),

utensils, and hands after n:mchmgrawmea?mpﬂu\lry
S Cook thoraughly.

@ Keep hot foeds hot, Refrigerats leftovers
<= immediately or discard.
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Food Safety and Inspection Service:

u.s.
INSPECTED
AND PASSED BY
DEPARTMENT OF

AGRICULTURE
EST 38

Nutrition Facts
Serving Size: 3 oz (84g)
Servings Per Container: About 13

Calories 150  Calories from Fat 80

% Daily Values*

Total Fat 9o
Saturated Fat 2.5g
Trans Fat Og

 Cholesterol

Total Carbohydrate 6g 2%

Calcium 4% * lron 15%

Not a significant source of dietary fiber, sugars,
vitamin A and vitamin C.

*Percent Daily Values are based on a 2,000 calorie diet.




Food Safety and Inspection Service:

New Generic Labeling
Regulations
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Food Safety and Inspection Service:

= Effective January 6, 2014, the final rule amended
FSIS regulations to combine the previous
regulations that provided for labeling approval (9
CFR 317.4 and 381.132) and generically approved
labeling (9 CFR 317.5 and 381.133) for meat and
poultry products into one new section

= New label approval regulations for meat and
poultry products now in 9 CFR 412.1; approval of
generic labels now in 9 CFR 412.2

— Current regulations found online at www.ecfr.gov
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Food Safety and Inspection Service:

Final rule amended the meat and poultry products inspection
regulations to expand the circumstances under which the labels of
meat and poultry products are generically approved by the Agency
" Priortoissuance of the Generic Final Rule

—  FSIS regulations specified when a generic approval could be
undertaken by an establishment (9 CFR 317.5 and 381.133)

— specific labels were eligible for generic approval AND
— certain changes could be made generically to sketch approved labels

NOW, four categories of labels REQUIRE LPDS review.

ALL OTHER labels that do not fit into one of the four categories do
not require sketch approval by LPDS
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Food Safety and Inspection Service:

= Only certain types of labeling require submission for
evaluation by LPDS
— labels for temporary approval (9 CFR 412.1(c)(4))

— labels for products produced under religious exemption (9
CFR 412.1(c)(1))

— labels for products for export with labeling deviations (9
CFR 412.1(c)(2))

— labels with special statements and claims (9 CFR
412.1(c)(3))

= FSIS will continue to require the submission of such
labels because they are more likely to present
significant policy issues that have health or economic

significance
20



Food Safety and Inspection Service:

= Atemporary label approval may be granted for labels with a regulatory
deviation that does not pose any potential health, safety or dietary
problems to the consumer

= Temporary approval not to exceed 180 days
— Plant transfers are granted for up to 60 days
— Additional 60-day extension may be granted

= Granted on a case-by-case basis

= Four conditions for temporary approval described in the regulations
(9 CFR 412.1(f)(1)) must be met

= Approval process unchanged by the new generic labeling rule
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Food Safety and Inspection Service:

= Address all four components of 9 CFR 412.1(f)(1)

= (Clearly explain the specific labeling deviations that are
present on the label

" |ngredients statement deficiencies must clearly list which
ingredients are on the label but not in the product and
which ingredients are in the product but not on the label

= Complete previously approved label information in Box 6b
of Form 7234-1 or in the “Approval Information” section
of LSAS

" |f requesting extension of a temporary approval, explain
in detail why the extension is necessary
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Food Safety and Inspection Service:

" |ncorrect legend on label (e.g. poultry legend on a
meat label)

= QOrder of predominance of ingredients has changed

= Specific multi-ingredient item has changed resulting in
incorrect sublisting of some ingredient (e.g. spice mix)

= New ingredient has been added to formulation but is
not on the label

= Address of the establishment has changed

" Incomplete product name (e.g. “smoke flavor added”
qualifier missing)
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Food Safety and Inspection Service:

Religious-exempt product (poultry) does not
receive the mark of inspection and, therefore,
deviates from the general l[abeling requirements
for meat and poultry products

Labels for religious-exempt product must be
submitted to LPDS for sketch approval

Ritually-slaughtered meat and poultry products
receive the mark of inspection (Kosher, Halal)
and may be approved generically provided that
they don’t meet one of the other labeling
categories requiring LPDS approval
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Food Safety and Inspection Service:

Poultry processed in accordance with:

= Buddhist religious beliefs (head and feet remain on eviscerated
poultry)

= Confucian religious beliefs (poultry is not eviscerated, head and
feet intact)

= [slamic (or Halal) religious beliefs (poultry is eviscerated, head-
on, with or without the feet intact, in ready-to-cook form)

= Kosher processed and handled, non-eviscerated, head and feet
intact

Ritually slaughtered meat and poultry products (Halal,
Kosher) are produced under Federal inspection and are not
included in this category

25



Food Safety and Inspection Service:

=  Exports of U.S. meat and poultry products occur under agreements
between the U.S. government and foreign governments

= Agreements require U.S. government approval of labels on exported
meat and poultry products which bear labeling deviations

®= Includes ensuring that any changes made to labels on meat and poultry
products are allowed per the importing country’s laws (9 CFR 317.7 and
381.128)

=  Most labels marked “for export only” that bear labeling deviations
cannot be used domestically must be sketch approved by LPDS

= 412.1(c)(2) allows for export only labels with only changes to the net
weight in metric units and required features entirely in a foreign
language to be approved generically

26



Food Safety and Inspection Service:

= No Safe Handling Instructions

= Nutrition Facts Panels in formats not
permitted on domestic labels

= Different/alternate spelling of ingredient
names

= Not sublisting of certain standardized foods,
e.g., cheeses or enriched flour

27



Food Safety and Inspection Service:

= Net Weight in metric units

= Required features entirely in a foreign
language

= 9 CFR 412.1(c)(2)
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Food Safety and Inspection Service:

= Detailed list of special statements and claims requiring
LPDS approval and examples of claims eligible for
generic approval is available on FSIS website

http://www.fsis.usda.gov/wps/wcm/connect/bf170761-33e3-
4a2d-8f86-940c2698e2c5/Comp-Guide-Labeling-Evaluation-
Approval.pdf?MOD=AJPERES

= List includes commonly used special statements and
claims

= List will be periodically updated to reflect commonly
asked questions regarding special statements and
claims
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http://www.fsis.usda.gov/wps/wcm/connect/bf170761-33e3-4a2d-8f86-940c2698e2c5/Comp-Guide-Labeling-Evaluation-Approval.pdf?MOD=AJPERES
http://www.fsis.usda.gov/wps/wcm/connect/bf170761-33e3-4a2d-8f86-940c2698e2c5/Comp-Guide-Labeling-Evaluation-Approval.pdf?MOD=AJPERES
http://www.fsis.usda.gov/wps/wcm/connect/bf170761-33e3-4a2d-8f86-940c2698e2c5/Comp-Guide-Labeling-Evaluation-Approval.pdf?MOD=AJPERES

Food Safety and Inspection Service:

O O OO

3" party raising claims or programs (i.e. Global Animal partnership,
AMS Process verified or certified programs, American Heart
Association (AHA) claims)

Claims regarding meat and poultry production practices (i.e. claims
regarding the raising of animals such as “no antibiotics administered”
or “vegetarian fed”)

Breed claims (Berkshire, Angus, Hereford, etc)

Certified claims, Certified Halal

Gluten free: both certified and non certified

Health claims defined in 21 CFR Subpart E, e.g. dietary saturated fat
and cholesterol and risk of coronary heart disease (21 CFR 101.75)
Implied Nutrition Claims for example Heart Smart, Baked Not Fried,
Made without Butter

Instructional or disclaimer statements concerning pathogens, such as
“for cooking only”; “not tested for E. coli O157:H7”; or “For high
pressure pasteurization at establishment ABC”
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Food Safety and Inspection Service:

O Natural claims, e.g. “All Natural”, “100% Natural”

O Negative claims or “free” claims (no MSG, no MSG added, no
preservatives)

O Statements that identify a product as “organic” or containing organic
ingredients

O Omega 3 factual statements

0 “Whole Grain”, “Made with Whole Grains”, “Made with whole wheat”
claims

O Nutritional Front of Pack statements, for example “0 grams trans fat per
serving”, Nutrition facts Up Front
0 Claims of the use of non-genetically engineered ingredients

O Claims that are undefined in FSIS regulations or the Food Standards and
Labeling Policy Book (Note: natural and negative claims are defined in
the policy book but will continue to be required to be submitted for
approval).
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Food Safety and Inspection Service:

= Some statements and claims are not
considered “special” under 9 CFR 412.1 (e),
e.g. statements of fact

= Statements and claims of this type may be
approved generically (9 CFR 412.2(b))

" The next two slides review examples of
statements that are not considered special
and may be approved generically
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Food Safety and Inspection Service:

o0 All, 100%, pure

O Allergen or “Contains (name of ingredient)” statements
(e.g., contains soy)

0 AMS Grading (Prime, choice, grade A)
O Child Nutrition Boxes

O Flavor Profiles (e.g. made with fennel, teriyaki flavored,
made with real cheese, only white meat)

O Foreign Language on domestic products
O Geographic claims (refer to 9 CFR 317.8(b)(1))
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Food Safety and Inspection Service:

0 Green Claims/Environmental Claims
O Halal, Kosher (not certified)
0 Hand pulled style/hand pinched style

O Handcrafted, handmade, hand slaughtered, hand crafted
style

O Home Style

O For HRI only, Institutional use only, etc

O Nutrition Claims (defined)

O Ready in/Cooks in (number of minutes or seconds)
O Oven roasted or similar statements
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Food Safety and Inspection Service:

" Generic Rule does not apply to egg products

— Expanding the generic labeling criteria for processed egg
products is being considered as a separate rule

" Generic Rule also does not apply to exotic species under
voluntary inspection

— All labels for exotic species products must be approved by LPDS,
including any changes to sketch approved labels (e.g. buffalo
jerky)

— Amenable products with exotic species used as an ingredient
may be generically approved if they do not fall into any of the
four categories of labels requiring LPDS approval (e.g. bison

jerky, beef added)
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Food Safety and Inspection Service:

= FSIS Inspectors do not generically approve labels

= FSIS in-plant inspection personnel will continue to
verify labels as part of the General Labeling task

= Labels will be generically approved if they meet
the criteria listed in 9 CFR 412.2(b)

= Establishments do not generically approve labels.
Generically approved labels are approved by FSIS
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Food Safety and Inspection Service:

Label Examples
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Food Safety and Inspection Service:

.cCV A Good Wisn! Farns©
Q2 o AL

Natural™
Pasture

e©
©° > Without Added Antibiotics
»Barn Roaming, Never Confined to a Lot

>Grass Fed
»Organic
Special
Statements

and Claims Bee

ORGANIC

Safe Handling Instructions
0 ol a0 oAU Mo contal boer el
%;“Is.‘méé':ex'f&f’. o hes e haning rstons. *Minimally Processed, No Distributed By:
— Keep refrigerated or frozen. Y+ H .
_1} Thawin elrgeratr or mcrowave Artificial Ingredients 20101Beltsville Rd
Keep raw meat and poultry separale from other foods. - B
Wash vorkn mﬂ:cmrmfmggwm%ebﬁdsmm Keep Refrlgerated Sunrl)_/5|de, MD12345
Certified Organic by
=7 Cook thoroughly. .
)%wmm o s oo LPDD Organic
ey s Net Weight: 48 0z (3 Ibs) Certifying
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Food Safety and Inspection Service:

/\ Packed for: House of Kabob, Houston, TX 77252

Generic > NEW! Fully Cooked
nddms Chicken Kabobs
\ Grilled White Chicken Chunks

% on a wooden skewer
WMeele witin enly Wihite Ghickamii

Ingredients: chicken breast,
salt, pepper

Serving suggestion

Keep Refrigerated Net Wt. 32 0z. (2 Ibs.)




Food Safety and Inspection Service:

Packed for: House of Kabob, Houston, TX 77252

Fully Cooked gfetdal (
atements
Grilled White Chicken Chunks

on a wooden skewer

Al oif euir chickens are raised without antibieticsi

Ingredients: chicken breast,
Serving suggestion salt, pepper

*Minimally Processed, no artificial ingredients
CERTIFIED HALAL BY THE HOUSTON HALAL ALLIANCE

Keep Refrigerated Net Wt. 32 0z. (2 Ibs.)




Food Safety and Inspection Service:

u.s.
INSPEGTED
AND PASSED BY

DEPARTMENT OF
AGRICULTURE
EST 38

Nutritic~ Facts
Serving Size 6 slices (5,72
Servings Per Container: Abou. =

Amount Per Serving

Calories 60
Calories from Fat 1=

9% Daily Valus*

Total Fat 1.5g 2%
Saturated Fat .5g 3%
Trans Fat Og

Cholesterol 30mg 10%6

Sodium 670mg 28%

Total Carbohydrate 1g 0%
Sugars 1g

Protein 10g

Iron 4%

Mot a significant source of Calcium,
Dietary Fiber, Vitamin A, Vitamin C.

* Percent Daily Values are based an
@ 2,000 calorie diet,

Generic
statements
and claims




Food Safety and Inspection Service:

u.s.
INSPECTED
AND PASSED BY
DEPARTMENT OF
AGRICULTURE

EST 38

Keep Refrigerated

Sliced Black Forest Ham

Special
Cured with water, salt, contains
State me ntS 2% or less of dextrose, sodium
; nitrite, sodium erythorbate,
and ClalmS sodium lactate, sodium

phosphate, sodium diacetate

Nutrition Facts
Serving Size 6 slices (57g)
Servings Per Container: About 3

Amount Per Serving

Calories 60
GI m! n F Calories from Fat 15
m % Daily Valus*
Total Fat 1.5g 2%
Saturated Fat .5g 3%

Trans Fat Og
1 Cholesterol 30mg 10%
0 g Trans fat per serving JERTR 1o%
Total Carbohydrate 1g 0%

Sugars 1g

Protein 10g

Distributed by Birchwood Farms, Nashua, NH 03060 Preten

Mot a significant source of Calcium,
Distary Fiber, Vitamin A, Vitamin C.

Net Wt. 6 oz. " Perostt Daily Vaiues are based on




Food Safety and Inspection Service:

Label Submission
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Food Safety and Inspection Service:

= Labels that do not fit into one or more of the four categories of labels
requiring LPDS approval are generically approved by their compliance with
applicable regulations

= |f an establishment elects to submit a generically approved label to LPDS
for review, the label will be assigned a lower priority than those labels that
require approval by LPDS

= Labels classified as “first priority” or “second priority” based on whether
or not labels require LPDS review

= Generic Final Rule referenced a higher priority given to those labels
requiring review

= Establishments note claims on label applications on paper labels and in
LSAS

= |LPDS staff also verify that labels are categorized correctly
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Food Safety and Inspection Service:

First Priority

Labels which require LPDS
evaluation as per 9 CFR 412.1:

— Temporary labels
— Religious-Exempt product

— Labels for Export bearing
labeling deviations

— Labels bearing special
statements or claims

Reviewed in the order in which
they are received

Wait time for review has
decreased significantly since the
generic changes took effect

Second Priority (Voluntary Evaluation)

Labels which do not require
LPDS evaluation as per 9 CFR
412.2

Establishments may request
voluntary evaluation by LPDS
of generically approved
labels

Applications for voluntary
evaluation will be placed in a
second priority queue and
may take longer to be
reviewed

45



Food Safety and Inspection Service:

= Type “Generic” after “Other claims” in Block 10 of FSIS Form 7234-1

= Paper labels that may be generically approved which are not marked as
“Generic” in Block 10 will be placed in the second priority queue

e R 1 e o A e T AR e Check th Other
T 0 e o S, i M P e i et O NS S T O ec e e

.5, DEPARTMENT OF AGRICULTURE | 1 ABENT NAME ADDRESS 2. FOR USDA USE ONLY 3. FOR USDA USE ONLY 4 ESTASLISHMENT NO./ FOREIN
FOOD SAFETY AND INSFECTION SERVICE | TELEPHONE NG (if us

”
APPLICATION FOR a“\;r:'g'f’e this block, othertise icave COUNTRY (I appiicadie) CI a i m S b OX a n d

APPROVAL OF LABELS,
MARKING OR DEVICE

o Hpw /4
FEIS Nas delemined hat formaton pravoed |42, TYFE OF FRODUCT type ge n e rl c
and 16 Is exempt from

i ltems 19, 15, [ r

miandatory dsclosure under he Fresdom of Em mzat
Information Act S L.S.C. S52[0)(2).

APPLIGANT: S&9 Page § fOr INSTUETONS. Poutlry Omer
52 NAME OF PRODUCT

£0. HACCP PROCESS CATEGORY  (S2iecr o) 63 TYPE OF APFROMAL REQUESTED 7a. AREA OF FRINCIPAL DISPLAY FANEL (Square Inches)
3: Sizughter - 31 pecies SKETCH I:‘ TEMPORARY
[3B: Raw Product - graund
£3C: Raw Product - not graung
[ | vsp: Tnemnay proszesen - commerciaty stefie ED. WAS THE LASEL PREVIOUSLY AFPROVED?T 7D. TOTAL AVAILABLE LASELING SPAGCE FOR ENTIRE PACKAGE [Squae fjches)
[ | o3 hiot heat trested - shelf stable

— [ ves = Dmecrsppra
D3F: Heat reated - shelf stable

L [Jwo Frior approval number.
D3G: Fuly cooked - not shelf stable Numger of tabls on hand:
D3H; ez reated but not fully cooked - nct shelf stadle

- Numger of days requastad:
D31 Froduct with seccndary InnILitors - not shelf stabie

EXTENSION OF TEMPORARY

2

5. Does tls (a0el Mclude 3 "USDA-AMS Child Nubition Pragram Ch-Logo? [Jre o &. (FOR USDA-AMS LUSE ONLY) CN Identmcation Number Assignea

&

Are tere any speclal cialms, guarantess, of forslgn language on the laoer” I

|ves [ ]we aryes, cneckanmarapoy)
“Alergen Satements .

[ ] otmercimms: spegy

Animal Progucton/Sreed Ralsing

[ —— | Grading Tems ~
EnviranmenialiGraen | euaraneee
EXpor Gnly Labeis wileviations fram Domestc Requiraments | MaturatQrganic
|| Foreign Language: | Mutriticn Heaitn
Gecgraphicingefined Style | Refigiouz Exemption
[12. SIGNATURE OF APPLIGANT OR AGENT 13. DATE
o 11 NAMEAND ADDRESS OF FIRM (BeRwand oetisen o)
14 (FOR USDA LISE ONLY) CONDITIGNS APPLYING TO USE OF LABELS OR DEVICE
. .

FEIS FORM 72361 (11/16:2011) REPLACES Fi3 FORM 7234-1 [05/01/2008), WHICH |5 OBSOLETE.




Food Safety and Inspection Service:

= *New™* question in Step 2: Product Information: “Are you
requesting a voluntary review of a submission which can be
generically approved?”
—  Required field
—  Select “yes” or “no”

= |n Step 3: Special Claims Information, check the “Other Claims” box
and type “generic” in the box entitled “Other claim description”

= |SAS labels with requests for voluntary review will be added to the
second priority queue

= Generic labels incorrectly marked with the “No” button selected
will be moved by LPDS Staff Officer to the second priority queue
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Food Safety and Inspection Service:

Special Claims Information

According to the Papenwork Reduction Act of 1895, an agency may not conduct or sponser, and 8 perscn is not required to respond to, @ colledtion of informaticn unless it displeys a valid OMB control numbes. The valid OMB contrel number for this information collection is 0583-0092. The time required to complete this informstion collection is
estimated o average 75 minutes per response. including the time for reviewing instructions, searching existing date sources, gathering and maintsining the dets needed. and completing and reviewing the collection of infermation

Please indicate any special claims, guarantees, or foreign |anguages that appear on the label (check all that apply)

[] Amnergen Statements
L| Animal Production/Breed/Raising

] CertifiediVerified

[[] EnvironmentaliGreen TO request a Voluntary Review Of a Generic

D Export only Labels wideviations from Domestic Requirements

. label, check the “Other Claims” box and

Foreign Language

7] Geographiciundefined Styis type “Generic” in the “Other Claim

[] Grading Terms Description” box
|[T] Guarantees

] WaturaliOrganic

[[] HutritionHeaith
[] Religious Exemption

E Other Claims (Indicate specific claim(s) in the space provided below in the Other Claim Description box)

Other Claim Description

Generig

N

<< Previous ‘ | Save ‘ | Save and Continue >> | ‘ Exit Editor
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Food Safety and Inspection Service:

= Updated to reflect the new generic regulations

= The GLA is a tool, not a requirement for generic
approval

— GLA guides applicants through a series of questions to
determine if a label requires submission

— Use of the GLA is not required to submit a label
through LSAS

— Use of the GLA is not required to verify that a label is
generically approved

iy

49



Food Safety and Inspection Service:

= | PDS will assess all labels to determine if label review
is required

= |LPDS determination that a label may be generically
approved is NOT a label approval

" The establishment is responsible for ensuring that the
final label meets all applicable labeling regulations

= Generically approved labels awaiting voluntary review
do not require approval by LPDS

- may be used provided that the labels are in compliance with applicable
regulations

- labels placed in the second priority queue may take longer to be
reviewed
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Food Safety and Inspection Service:

Second Priority (Voluntary) Review

Paper and LSAS labels reviewed by LPDS will
be marked as either:
= Sketch Approved
" Sketch Approved = Sketch Modified, with required
= Sketch Modified, with required changes noted
changes noted = Returned
— Returned labels are NOT required
to be resubmitted to LPDS for
approval since they are approved

generically once the noted
changes are made

— Returned labels resubmitted to

First Priority Review

Paper and LSAS labels reviewed by LPDS will
be marked as either:

=  Returned

— Returned first priority labels
must be resubmitted to LPDS
for approval

— Resubmitted first priority will
be reviewed when they are
received and will not be “re-
queued”

LPDS will be placed at the
bottom of the second priority
gueue on the day they are
received

There is no resubmittal priority
for labels that may be generically
approved
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Food Safety and Inspection Service:

= Labels that may be generically approved and are voluntarily
submitted for review do not qualify as an extraordinary
circumstance

= Any label that may be generically approved does not require LPDS
approval to enter commerce, therefore emergency review will not

be granted
= Special note on final product labels “Tagged” for labeling non-
compliance
— Final label must be brought in to compliance by correcting the non-
compliance

— Requests for the temporary use of final labels not in compliance with
FSIS regulations and policies must be submitted to LPDS for review.
(Emergency reviews may be requested in this instance.)
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Food Safety and Inspection Service:

= Blanket approval allows certain information to be added to other products without
having to submit each individual label bearing the same type of information for
approval

= Refers to an approval that covers multiple labels or product lines
— e.g. Front of Pack nutrition statements, Certified State programs

= Application for a blanket approval includes:
— completed application form 7234-1
— copy of at least one of the product labels

— attachment that indicates a list of products or line of products to which the
same information will be applied, e.g. FOP nutrition
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Food Safety and Inspection Service:

= |n this example, if the establishment references in the application that the FOP
statements will be applied to other products:

— Calories, saturated fat and sodium values may be removed or updated
generically on other products to match the nutrition values for each individual
product

— Any new FOP statements (e.g. protein, sugar) must be submitted to LPDS for
approval

Per 1/5 pizza
450 5, | 360,

CALORIES | SAT FAT | SODIUM

(o= FPepperoni Pizzda

Keep Refrigerated Chloe’s House of Pizza, Pittsburgh, PA 15232 54




Food Safety and Inspection Service:

Labeling Record
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Food Safety and Inspection Service:

Establishments are required to keep records of all labeling

Labeling record must include:

— Final label applied to product

— Product formulation

— Processing procedures

— Supporting documentation, including prior sketch approval from LPDS (if applicable)

= Required records prescribed by 9 CFR 320.1(b)(11), 381.175(b)(6), and 412.1

= The final rule added the requirement establishments maintain as part of the
labeling record, supporting documentation needed to show that the label is
consistent with the Federal meat and poultry regulations and policies on
labeling as described in 9 CFR 412.1

= Labeling record for any label generically approved must include a complete
copy of the original LPDS approval (if the original required LPDS approval)
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Food Safety and Inspection Service:

=  AMS Schedule G for breed claims such as Angus

=  Support for the use of State approved agricultural logos such as “Go
Texan” or “Kentucky Proud”

= Description in the processing procedures that the product is “hand
tossed” for a “hand tossed” claim

= Prior approved label with FOP keys to support FOP keys on a different
product

= Third party verification for geographic style such as from a culinary
institute supporting the use of “Mongolian Style”

= QOrganic certificate from the National Organic Program for both the
slaughter facility and the animal grower

= Certificate from a specific regional Halal certifying entity to support a
“Certified Halal” claim

= Documentation that ink used for printing the label is made from 100% soy
ink
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Food Safety and Inspection Service:

Resources
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Food Safety and Inspection Service:

=  Available online at:

http://www.fsis.usda.gov/OPPDE/larc/Policies/Labeling Policy Book 082005.pdf

" Provides additional guidance regarding FSIS standards
outside of the regulations

= Used in conjunction with the Meat and Poultry
Inspection Regulations and FSIS Directives and Notices

=  Composite of policy and day-to-day labeling decisions

= (Claims found in the Policy Book may be approved
generically except: natural claims, negative claims
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http://www.fsis.usda.gov/OPPDE/larc/Policies/Labeling_Policy_Book_082005.pdf

Food Safety and Inspection Service:

= FSIS has decided to stop adding policy guidance to the Food
Standards and Labeling Policy Book

= SIS will continue to amend or remove items in the book, as
necessary, but it will no longer add new material to it

The Agency will convey new labeling policy by other means,
such as compliance policy guides

USDA

=== AGRICULTURE

Food Standards and Labeling
Policy Book
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Food Safety and Inspection Service:

P Topics—>Regulatory Compliance—>Labeling/Label Approval

@ Labeling/Label Approval - Mozilla Firefox - - ™ e — [R— T {5
file Edit View History Bookmarks JTools Help

84 ) - bl ]
i Labeling/Label Approval | el - - = = — .
Z o . . . e || @ cooate e B

USDA

=————  Food Safety and Inspection Service About FSIS District Offices Caresrs ContactUs Ask Karen 3skFSIS En Espanfol

United States Deparment of Agriculture ,(_)

Programs & Service n Forms SaMap  Helg

00
s Gorears =1 v =]+ 0 Home page

1

Topics | Reguistory Comgliance / Lal

+ Fact Sheets Labeling/Label Approval f I I .
» Food Safety Eduglion FSIS develops and provides labeling guidance, policies and inspection metMgs and ad prag 1o pratect fram 0 r a ge n e r I C
» Data Collectigff and Reports misbrandesd and economically adulerated meat, poultry, and eqq products whih ensure that gil labels are truthful and not misieading .
* Food Defensd and Emergency Ia bel | ng
Response Generic Label Approval

* Inspection Access the |Fest resources on genenc label approval

# International Aff:

resources

Recalls and Public Heal
Alerts

* Regulatory Compliance

o

-

Regulations, Directives and

Notices Labal Submission and Approval System [LSAS)

Access the system and LSAS infarmation resources

-

Rulemaking

Science

"

3 used in the Production of Meat, Poultry, and Egg Products
Qg

CEFESLEED S

Safe and Suitable Ing

) % | P P )

Note: Other labeling resources may also be found on this page
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Food Safety and Inspection Service:

——

@ Labeling Policies - Mozilla Firefox
File Edit View History Bookmarks Tools Help

1S4
-

ing Policies

r.fsis.usda.gov/wi

L+

ps/portal/fsis/topics/regulatory-compliance/labeling/Labeling-Policies#Generic

Food Satety Education
Data Collection and Reports

Food Defense and Emergency
Response

Inspection
International Affairs

Recalls and Public Health
Alerts

Regulatory Compliance
Regulations, Directives and
Notices

Rulemaking
Science

C 8 - Google

L and Palicau b, durae_nutrition lahal and athar

FSIS guidance information, the Food Standards and Labeling Policy Bo
resource material regarding meat, poultry, and egg product labeling poli

Basics of Labeling

Generic Label Approval

Irradiation

MNatural or Regenerated Collagen Sausage Casing
Net Weight Labeling of Meat and Poultry Products
Mutrition Labeling Information

Product Dating

Generic labeling resources

Standards of Identify

Basics of Labeling

The Food Standards and Labeling Policy Book, Policy Memorandums, A Guide to Federal Food Labeling Requirements fo

igat and

Poultry Products, directives and other resource material regarding labeling of meat, poultry, and egg products can be found here®

Generic Label Approval

+ Shides: Generic Label Approval | PDF

PowerPoint presentation used during the January 14, 2014 webinar concerning the expanded circumstances in which labels may be

considered “generically approved.”
+ Related Documents:

o Labeling that Needs to be Submitted to the Labeling and Program Delivery Staff for Evaluation and Approval

o Food Standards and Labeling Policy Book

o Guide to Federal Food Labeling Requirements for Meat, Poultry and Egg Products:
o Final Rule: Prior Label Approval System: Generic Label Approval (Nov 7, 2013)

= Questions and Answers Concerning the Recently Published Generic Labeling Final Rule

62



Food Safety and Inspection Service:

FSIS Main Labeling Website:
http://www.fsis.usda.gov/wps/portal/fsis/topics/regulatory-compliance/labeling

Generic Labeling Resources:
http://www.fsis.usda.gov/wps/portal/fsis/topics/regulatory-compliance/labeling/Labeling-Policies

Allergens - Voluntary Labeling Statements:
http://www.fsis.usda.gov/wps/portal/fsis/topics/regulatory-compliance/labeling/ingredients-guidance/allergens-
voluntary-labeling-statements

Submit questions through askFSIS http://askfsis.custhelp.com
Call LPDS at (800) 233-3935
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Food Safety and Inspection Service:

Questions?
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