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FSIS:  60,000 label sketches evaluated in 2001 – mostly complex 

labels bearing claims
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Meat and Poultry Labeling Requirements 

FMIA - 21 U.S.C. 601 et seq.

PPIA – 21 U.S.C. 451 et seq.

• A label is “a display of written, printed, or 
graphic matter upon the immediate container 
of any article.”

• Labeling is “all labels and other written, 
printed, or graphic matter (1) upon any article 
or any of its containers or wrappers, or (2) 
accompanying such article.”
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Labeling Compliance and Enforcement Matrix:  

Provided by Acts/Regulations/Policies/Guidelines

•  Inspectors in official establishments 

•  Compliance Officers/Consumer Safety 

    Officers in field and in distribution chain 

•  Inspectors at ports of entry for imports

•  LCPS, Office of Policy, at headquarters  

 ➢  develops labeling policy 

 ➢  conducts Prior Label Approval System

 ➢  makes decisions on misbranding (and

      adulteration) situations -- labels rescinded 



5

FMIA/PPIA

• labeling is false or misleading in any particular

• offered for sale under the name of another food

• an imitation of another food without proper labeling

• container is made, formed, or filled so as to be 
misleading

• package or other container does not bear required 
features, e.g., name/address of 
manufacturer/distributor/packer and quantity of 
contents

• required information is not prominent/conspicuous 

• represented as a food with a Standard of Identity unless 
it conforms to the standard

Any carcass, meat, or meat product, or poultry product is 

“misbranded” if:
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FMIA/PPIA 

Any carcass, meat, or meat product, or poultry product is 
“misbranded” if:

• falsely represented in labeling as food with a standard 
of fill 

• not named by a common or usual name, if one exists, 
and does not bear common or usual names of 
ingredients on labeling

• represented in labeling as a food for special dietary use, 
unless the  product conforms to FDA rules

• bears or contains artificial flavoring or coloring, or 
preservatives, that are not disclosed on labeling, if 
permitted 

• fails to bear an inspection legend, handling statement, 
or other features established as necessary 
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FMIA - 21 U.S.C. 607 (d)                     PPIA – 21 U.S.C. 458(b) 

Prior Labeling Approval Authority 

Distinct Regulatory Approach for Labeling is Set by Law 

• Acts require food manufacturers to obtain prior approval for labels of 

meat and poultry products before products may be marketed

• “No article subject to this [Act] shall be sold or offered for sale …. But 

established trade names and other marking and labeling and containers 

which are not false or misleading and which are approved by the 

Secretary are permitted.”   

• USDA interprets statutory language as mandating pre-approval of all 

food labels before products may be offered for sale

• Prior label approval (coupled with continuous inspection) has broad 

ramifications in terms of public policy and regulatory enforcement
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Responsibility for USDA’s Pre-Market Label Approval 

Process Rests with FSIS 

[9 CFR 317.4 (Meat)/381.132 (Poultry)]

• USDA has established requirements for the content and design of 

labels [9 CFR 317 et seq. (meat) and 381.115 et seq. (poultry)] 

• Requirements are based on the statutory mandate to assure that 

labels are truthful, accurate, and not misleading, and that 

products are not misbranded 

• Required labeling features in regulations are linked to 

misbranding provisions of Acts

• Policy Memos/Food Standards and Labeling Policy Book = 

interpretations of the Acts and regulatory requirements 
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Generic Labeling Approval

 [9 CFR 317.5 (Meat)/381.133 (Poultry)]

FSIS Prior Label Approval System has evolved over time

• Effective July 1996, FSIS required only approval of sketch labeling and temporary 

approvals; plants must maintain labeling records 

• Final Rule expanded the types of labels that can be applied to products without 

sending them to the Agency --- provided that they are in conformance with Acts, 

regulations, and policies (i.e., “generic approvals”)

• Labels that can be generically approved include:

      >  products with standards of identity and that do not bear special

          claims or statements, guarantees, or foreign language

      > single ingredient products without claims, etc.

      > products with contract specifications for Federal government

      > shipping containers; inspection legends

      > prior approved sketch labeling with generic modifications 
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Company Responsibilities - 

Label Approval

• Create a record of final labeling when minor 
changes occur, e.g, changes to net weight, 
vignette, serving instructions, etc.

• Create a record of final labeling for any 
other labeling, e.g., shipping containers, 
animal food, legends, inserts, etc.

• Maintain labeling records

– Final labeling

– Temporary approvals
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Procedures for FSIS Prior Label Approval 

System (PLAS) 
• Procedures for label evaluation and approval  - not codified 

in 9 CFR 

• Process of label evaluation provided in FSIS 
Notices/Policy Guidance/Website

• Meat/poultry product manufacturers must examine and 
learn the statutory, regulatory, policy, and procedural 
requirements for labeling to be able to ship product in 
commerce that bears USDA mark of inspection 
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Types of Products for Which Sketch Labels Must Be 

Submitted to FSIS for Evaluation/Approval 
• Non-standardized products (products without standards in the 

regulations or Food Standards and Labeling Policy Book)

• Non-amenable products 

– Products produced under Voluntary Inspection Service for 

exotic and other animals, e.g., venison, pheasant 

– Products under voluntary Food Inspection Service, e.g., 

cheese sandwiches

– Certified pet foods

• Multi-ingredient standardized products with labels bearing 

claims, guarantees, or foreign language
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Label Submission Checklist 

USDA/FSIS Label Submission Form 7234-1



14

Required Information on a Label 

(9 CFR 317.2/381 Subpart N)

Up to 8 required features

– Product name
– Handling statement
– Inspection legend (including Est./Plant number)
– Net weight statement
– Ingredients statement
– Signature Line (Address line)
– Nutrition facts
– Safe handling instructions

Certain features must be in particular locations



15

9 CFR 317.17 (Uncured Product)



16

Process Verified 
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FSIS Promotes and Strictly Enforces 

Product Standards of Identity 

Food Standards Guide Labeling  

• Examples:
– Ham; Ham with Natural Juices; Ham Water 

Added; Ham and Water Product

– Hot Dogs/Frankfurters: maximum 40% fat 
and water

– Ground Beef:  May contain no more than 
30% fat and only non-fluid seasonings and 
true spices

– Veal Cutlet:  Single slice of veal from the 
round
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New Standard of Identity for a 

Hot Dog?
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Claims and Special Statements 

Implications for manufacturers:

     Prior Labeling Approval System means 
decisions about truthfulness and that label is 
not-misleading are made before products can 
be marketed

    USDA mark of inspection = conveys that 
everything about the label is truthful and not 
misleading, and that product was produced 
safely, and contains only safe and suitable 
ingredients
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Labeling Terms: “Fresh” on Poultry 

(9 CFR 381.129); “Fresh” on Meat (9 CFR 

317.8(b)(6) 

• May not be used to designate a product that 
contains sodium/potassium nitrate/nitrite or 
has a brine concentration of 10% or more

• May not be used to describe poultry 
carcasses or parts when the internal 
temperature has ever been below 26o F

• May not be used on labels of cured or salted 
meat products
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Labeling Terms: Geographic 

Claims (9 CFR 317.8 (b)(1))

• Terms with geographic reference other than 
that in which prepared need qualification:  
“style,” “type,” “brand”

• “Farm” or “country” should not be used on 
labels if the products are not prepared in the 
farm or country

• Sausage containing cereal should not be 
labeled “farm style” or “country style”
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Country of Origin Required on Principal 

Display Panel for Imports
(“Product of USA” for Exports)

DeVorck’s Finest Canned Ham, Sliced

Product of Denmark

Denmark

9236

Ingredients:  pork, water, salt, sodium phosphate, sodium nitrite

Distributed by Ace Food Products, New York, New York  06543

NET WT. 16 OZ. (1 LB.)/454g 
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Ready-To Eat (RTE) Meat and 

Poultry Products

• 9 CFR Part 430

• Control of Listeria monocytogenes in 
Ready-to-Eat Meat and Poultry Products 
Final Rule (June 6, 2003) (68 FR 34208) 

• Post-lethality controls required, e.g., use 
of antimicrobial 
agents/processes/sanitation procedures

• Claims and special statements may be 
made on labeling, e.g., “Contains sodium 
diacetate and sodium lactate to prevent 
the growth of Listeria monocytogenes”
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Labeling - Not Ready to Eat Products

• A product containing a meat or poultry 

component that has received a lethality 

treatment for pathogens

• Can also include dry cured products, e.g., 

country ham 

• Also contains non-meat/poultry component in 

need of a lethality treatment

• Includes meals, dinners and frozen entrees

• Cooking and preparation instructions on the 

product are sufficient to destroy pathogens
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Labeling - Not Ready to Eat Products

• Terms required on principal display 
panel displayed in a prominent manner 
in product name, in a starburst or 
elsewhere on  principal display panel
– Uncooked

– Ready to cook

– Cook before eating

– Cook and serve

– Needs to be fully cooked

• Safe handling instructions are 
recommended
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Product Labeled “Natural”

Processing-related meaning (FSIS Policy 

Memo 055):  

• Contains no artificial ingredients

• Is only minimally processed

– Fresh meat and poultry automatically qualify

• Negative labeling vis a vis livestock and 

poultry raised without antibiotics/hormones

– Approval relies upon testimonials and affidavits 

provided by producer
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All Natural Product (PM 55)
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Certified Humane (fee for service)
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Certified Humane, Free Farm
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Animal Raising/Production/

Processing Technology Claims

 
• No Hormones Added

• No Antibiotics Administered 

• Free-Range/Free Roaming/Meadow Raised

• Natural

• Humanely Raised (e.g., cage-free)/Humanely 

Slaughtered

• Breed (e.g., Certified Angus)

• Process Verified 
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Breed Claim (Pork)
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Breed Claim
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Agricultural Marketing Service 

(AMS) Regulations 

AMS serves, in part, to promote the marketing of meat and 

poultry products

Market-driven rules/programs:  

• National Organic Program (organic 

  certification)

• Commodity Quality Grading (Meat, 

   Poultry, Eggs, Dairy and other products) 

• Certification/Verified Production Controls 

• Country of Origin Labeling at Retail (2002 Farm Bill) 
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Organic Foods Production Act 

of 1990

• Required USDA to develop national standards for 

organically produced agricultural products

– to assure  consumers such products meet consistent 

standards

– to facilitate commerce in organically produced fresh and 

processed food
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“Organic” Regulations 

• Proposed rule published December 1997

• Established criteria for the organic products of agricultural 
commodities including meat and poultry

• Over 200,000 comments received -- irradiation/biotech/sludge 
were big issues 

• Re-proposed in March 13, 2000  

• Final Rule December 21, 2000 (65 FR 80548)

   -- Effective February 21, 2001 (April 21, 2001)

   -- Effective implementation April 20, 2002 - October 21,

   2002
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Overview of the Organic Rules 

OFPA 1990/National Organic Program (AMS)

NOSB

•Organic production and handling

•Labeling and marketing

information/compliance/testing/fees 

•Certification/recordkeeping/accreditation 

•State organic programs 
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Labeling Terms: Meat

• “ ‘Meat’: muscle that is skeletal, or in the 

tongue, diaphragm, heart or 

esophagus…”  (9 CFR 301.2)

• Includes product recovered from 

“advanced” meat recovery systems 

(AMRS) machinery

• “Meat” does not include spinal cord, 

central nervous system (CNS) tissue, or 

mechanically separated (species) (i.e., 

mechanically separated beef)
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Definition of Meat and BSE Issues

• January 12, 2004 regulations in response to positive 
finding of BSE 

• “Beef” does not include spinal cord or CNS tissue 

• “Beef” from cattle 30 months of age or older can not 
contain Specific Risk Materials (SRMs), i.e., skull, 
brain, trigeminal ganglia, eyes, vertebral column, 
spinal cord and dorsal root ganglia

• Tonsils from all cattle are already prohibited (inedible)

• Small intestines from all cattle prohibited (inedible) 

• “Mechanically separated beef” is inedible 
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